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OBACHHUTEJEH MEMOPAH/IYM

KOHTEKCT HA IPEJJIOXKEHUETO
OcHoBaHMSA M LEJH HA NPEII0KEHHETO

3akonomarenctBoro Ha EC B obnactra Ha (apMalleBTHYHUTE MPOIYKTH Ch3Ia/IC
MPENOCTaBKU 3a pa3pelaBaHeTO Ha Oe30macHU, e(UKAaCHHM U BHCOKOKAYECTBEHH
JIEKApCTBEHU TMPOAYKTH. J[OCTHIBT HA MALMEHTUTE [0 JIEKAPCTBEHU MNPOIYKTH B
uenust EC u curypHocTTa Ha gocTaBKUTE 00ade OyAsT BCE MO-TOJIIMA 3aTPUKEHOCT,
KOATO € OTpaseHa M B CKOPONIHMTE 3aKirodeHus Ha ChbBeTal W pesomonuu Ha
EBpomelickus mapnameHT?. Bce mo-cepro3eH cTaBa M MpoOIeMbT C HEJNOCTUTA Ha
JeKapcTBeHH NpoAyktu B MHOTO abpxkaBu or EC/EUIIL. Ilocneaummre OT TO3U
HEJOCTUT BKJIFOYBAT IO-HUCKO KauyeCTBO Ha JIEYEHUETO, KOETO MalMEeHTUTE
MoJIyyaBaT, U TMO-TOJIIMAa TEXKECT BBPXY 3JIPABHUTE CUCTEMU W MEIUIIMHCKUTE
CHEIHNAUCTH, KOUTO TpsiOBa /Ja HaMepSAT U Ja OCUTYpAT aNTepHATUBHO JICYCHHE.
BrIpeku ye ¢hec 3aKOHOIATEIICTBOTO B 00JacTTa Ha (hapMalleBTHYHUTE IPOAYKTH CE
Ch3[1aBAT PEryJaTOPHU CTUMYJIM 32 HWHOBALMM M PETyJIaTOPHU HHCTPYMEHTU B
MOAKpena Ha HABPEMEHHOTO M3/[aBaHe Ha pa3peIIeHMs 32 UHOBATUBHU U OOeIIaBaIin
Tepanuu, Te3W JIEKapCTBEHU IPOAYKTH HEBHHAru JAOCTUraT [0 MalHUEeHTHUTE, a
paBHHMILIETO Ha H0cThI Ha nmanueHTuTe B EC ce paznuuaga.

Hemo mnoBede, MHOBalMUTE HEBUMHArd ca HACOYEHH KbM HEYJIOBJIECTBOPEHUTE
MEIUIMHCKU TOTPEOHOCTH M Ha Iaszapa ChIIECTBYBa HEE()EKTUBHOCT, OCOOCHO IO
OTHOLICHHE Ha pa3pabOTBAaHETO HA AaHTUMMKPOOHM CpEIACTBA C KJIMHUYHO
npeauMCcTBO, KOHUTO MOrar Aga TIIOMOTHAT 3a CIpaBdHE C aHTI/IMI/IKpO6HaTa
pe3ucTeHTHOCT. HaydHOTO M TEXHOJIOrMYHOTO pa3BUTHE W LU(POBU3ALMUATA HE ce
H3II0JI3BAaT HAIIBJIHO, a B’B3I[€I>iCTBI/I€TO Ha JICKAPCTBCHUTC NPOAYKTH BbPXY OKOJIHATa
cpena e mpobieM, Ha KOWTO cieiBa ja ce oObpHe BHMMaHue. OCBeH TOBa camara
crcTeMa 3a M3/1aBaHe Ha pa3pelleHus: OM MorJia ja ce ONPOCTH, 3a Jja ObJe B Kpak
peryinaTopHaTa KOHKypeHIMsI B cBeToBeH Mamad. dapmanieBTUYHATa CTpaTerus 3a
EBpona3 MMpeacTaBIsABa UAJIOCTCH OTTOBOP HAa HACTOAINWUTC NPCIN3BHUKATCIICTBA ITPC/
MOJIUTUKATa OTHOCHO (apMalleBTUYHUTE MPOAYKTH, KaTO 3aKOHOAATEIHUTE U
HE3aKOHOJaTCIIHUTEC I[CflCTBPIfI B3aI/IMOI[eI\/JICTBaT MMoOMEXKAYy CHU 3a IOCTUTI'aHCTO Ha
ofIaTta 1es1 Ha cTpaTerusara — Ja ce rapaHTupar jpocraskure B EC Ha GezomacHu
JICKApCTBCHU MNPOAYKTH Ha JOCTBIIHUM HOCHHU W Jda CC IIOAIIOMOTHAT YCWJIMATA Ha
dapmanestuunata npomunuieHoct Ha EC B obmacTta Ha  umHoBamuuTe’,
[IpepasriexxgaHeTo Ha 3aKOHOJATEJICTBOTO B o0OJacTTa Ha (apMaleBTUYHUTE

3axmoyerns Ha CpBeTa OTHOCHO YKpENBAaHETO Ha OayiaHCa BBB (apMaIeBTUYHHTE CHCTEMH B
EBporeiickust cpio3 u HeroBute AbpxkaBu wienku (OB C 269, 23.7.2016 r., crp. 31). 3aximoueHus Ha
CbBeTa OTHOCHO JOCTBIIA JI0 JIEKAPCTBA M MEIUIIMHCKH M3ENUs 3a o-cuiieH u ycroiuns EC, 2021/C
269 1/02 (OB C 2691, 7.7.2021 r., c1p. 3).

Pezomronuss Ha EBpomnelickus mapmameHT oT 2 mapT 2017 r. oTHOCHO BB3MOkHoctuTe Ha EC 3a
nojo0psiBanHe Ha jocTbia 10 MenukameHTn (2016/2057(INI), Pesomronus Ha EBponelickust mapiaMeHT
ot 17 centemBpu 2020 T. OTHOCHO HEAOCTHra Ha JIEKapCTBa — KaK Ja C€ HaMepu pelIeHHE Ha
HOBOBB3HHUKBaII npodiem (2020/2071(INI).

Coobumenne Ha Kowmucusara, Papmayesmuuna cmpameeus 3a Eepona (COM(2020) 761 final),
https://health.ec.europa.eu/medicinal-products/pharmaceutical-strategy-europe_bg.

ITucmo 3a ompenensiHe Ha pecopa, M3MPATEHO OT mpenceaarens Ha EBpomeiickara komucusa go Crena
Kupunakuny,

KOMHCap IO BBIPOCHTE Ha 3APaBEONA3BAaHETO M 0€30IIaCHOCTTAa HA XpaHuTe, Mmission-letter-stella-

kyriakides en.pdf (europa.eu).



https://oeil.secure.europarl.europa.eu/oeil/popups/ficheprocedure.do?lang=bg&reference=2020/2071(INI)
https://health.ec.europa.eu/medicinal-products/pharmaceutical-strategy-europe_bg
https://commissioners.ec.europa.eu/system/files/2022-11/mission-letter-stella-kyriakides_en.pdf
https://commissioners.ec.europa.eu/system/files/2022-11/mission-letter-stella-kyriakides_en.pdf
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MPOAYKTH € OT pellaBalio 3HauYeHHE 3a IMOCTHTAaHEeTO Ha Te3W 1enu. MHoBamumure,
JIOCTBIIBT W (PUHAHCOBATA JOCTBITHOCT 00ade ce BIUSAAT M OT (DAKTOPH H3BBH
o0XxBara Ha TOBa 3aKOHOJATEJICTBO, KAaTO HANpPUMEp JEHHOCTH B o0OjacTra Ha
HAyYHUTE HW3CJICIBAHUS W MHOBAIMUTE B CBETOBEH Mallad WU PEHICHHUS OTHOCHO
1IeHO00pa3yBaHETO W BBH3CTAHOBSBAHETO HAa Pa3XOJUTEC HA HAIMOHAIHO paBHHUIIE.
ETo 3amo He Bcuuku mpobiemMu mMorar Ja ObJIaT peuieHu caMmo 4pe3 pedopMupaHe
Ha 3aKOHOJATEJICTBOTO. BbBIpeku ToBa 3akoHOAarenctBoro Ha EC B obmactra Ha
(dapMalleBTUUYHUTE TPOAYKTH MOXKE Ja Obae OnmarompusTcTBaml W OOCHMHSBAII
dakTop 3a HWHOBAIMHTE, NIOCThIA, ()MHAHCOBATA JOCTHITHOCT W OIA3BaHETO Ha
OKOJTHATa cpeja.

[IpennoxxenueTo 3a mnpepasriexaane Ha 3akoHonarenctBoto Ha EC B obnactra Ha
(apMarieBTHYHUTE MPOIYKTH CE OCHOBaBa Ha Be4e MOCTHUTHATATA BHCOKA CTETICH Ha
3amuTa Ha OOIIECTBEHOTO 3ApaBe M XapMOHM3AIMs IPH pa3peliaBaHeTo Ha
nekapcTBeHH mpoxykTH. OOmara men Ha pedopmara € Jga ce TapaHThpa, ue
MalUEeHTUTE UMAT HABPEMEHEH U CIIPAaBEIJIMB JOCTHI J10 JIeKapcTBa HaBCcsAKbAE B EC.
Jpyra nein Ha IPEeMIOKEHUETO € Ja CE IMOBMIIM CUTYPHOCTTAa Ha JOCTAaBKUTE M
HEJOCTUT'BT J1a CE€ IPEOJOJIsIBA YPEe3 KOHKPETHU MEPKH, BKIOYHUTEIIHO I0-CTPOTU
3aJIbJDKEHUSl 332 IPUTEXKATEIUTE HA pa3pellieHus 3a ThpProBUs Ja YBEIOMsBAaT 3a
MOTEHUMATHU WM JEUCTBUTENIHMU CIy4yad Ha HEJOCTUI M M3TEIVISIHUS OT mas3apa,
IIPEKpaTsABAHE M BPEMEHHO CIIMpaHE Ha IPEUIaraHero, Npeau Ja e CTUTHE 110
OYaKBaHO HapyllaBaHE Ha HENPEKBCHATOCTTa Ha JOCTABKUTE HA JIaJIEH JIEKAPCTBEH
IpPOAYKT Ha masapa. 3a Ja Cc€ NOJIKpPensAT KOHKYPEHTOCIIOCOOHOCTTa H
MHOBAIIMOHHUSAT MOTEHI[MAJI HAa OTpachlia B CBETOBEH Mamial, TpsaOBa J1a ce HaMepu
MPaBWIHUAT OajaHC MEXAy IpEeAOoCTaBSIHETO Ha CTUMYJIM 3a MHOBALMHU, KaTo ce
Oo0bpHE IMOBEYE BHUMAHUE HAa HEYJOBJIETBOPEHUTE MEAMLMHCKU MOTPEOHOCTH, U
MEpPKUTE 3a rapaHTHpaHe Ha JOCTHI U (PUHAHCOBA IOCTHITHOCT.

Pamkata Tpsi6Ba 1a Obje onpocTeHa, ajanTHpaHa KbM HAyYHUTE U TEXHOJIOTUYHUTE
IIpOMCHHU W Jda AOOHNPHUHACA 34 HaMaJIsIBAHC Ha B’BSI[CfICTBI/IGTO Ha JICKApCTBCHUTC
NPOAYKTH BBpPXy OKonHata cpena. llpeanmaranara pedopma e BceoOXBaTHa, HO
LIEJIEHACOYEHA U € ChbCPEOTOUYEHA BbPXY pa3NopeOnTe, CBbP3aHU C IOCTUTAHETO Ha
crienn(pUIHNTE 1M, 3aJeTHAIM B Hes; €TO 3al0 TS 00XBallla BCUYKH pa3nopeadu, ¢
U3KJIIOYEHWE Ha OHEe3M, KOWUTO C€ OTHACAT [0 pekiaMara, ¢anmuuduuupaHure
JEKapCTBEHH MPOAYKTHM MW XOMEONATUYHUTE M TPAJULUUOHHUTE PpACTUTEIHU
JIEKapCTBEHU MPOLYKTH.

[Topaau ToBa 1enuTe HA MPEAJIOKEHUETO Cca CIEeTHUTE:
Obuwu yenu

- Jla ce rapaHTHUpa BUCOKO PaBHUIIE HA OOIIECTBEHOTO 3paBe, KaTO C€ OCUTYPST
Ka4eCcTBOTO, OE30MacHOCTTa U e(PUKACHOCTTa Ha JIEKAPCTBEHHUTE MPOIYKTH 3a
nanuenTure B EC;

— Jla ce XapMOHU3Mpa BbTPEIIHMST M1a3ap MO OTHOIIEHUE Ha HaJ30pa U KOHTpOJja
Ha JIGKAPCTBEHUTE TMPOAYKTH, KaKTO M IO OTHOIIEHHWE Ha IMpaBaTa H
3aTbJDKEHUSATA HA KOMIIETEHTHUTE OPTraHy Ha JbPKABUTE WICHKH.

Cneyugpuunu yenu

— aa ce rapaHTI/Ipa, Ye BCHYKH ITAIIMCHTHU HMaAT HaBpeMeHeH " cnpaBemmB
JOCTBHII 10 6e301acHu U €PeKTUBHU JICKAPCTBA Ha IOCTHITHU 1IEHU HABCSIKBIC B
EC;
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- Jla C€ TOI00pH CUTYPHOCTTA Ha JJOCTABKHUTE M J1a CE TapaHTHPA, Ye MAIUEHTUTE
BHHAru pasnoJjarar ¢ JeKapcTBa, HE3aBUCUMO Kbji€ KuBesT B EC;

- Jla ce€ OCUTYpH IIPHUBJIEKATEIIHA CPEa 32 HayYHH M3CIIeIBaHus, pa3paboTBaHe U
IIPOM3BOJICTBO HA JIEKAPCTBEHM IPOJIYKTH B EBpoma, KosTO OJaronpusrcrsa
MHOBALMUTE U KOHKYPEHTOCIOCOOHOCTTA;

— Jla Ce HAMpaBsT JIeKapcTBaTa MO-yCTOMYMUBH OT €KOJOTUYHA TJIeIHA TOYKA.

Benukn o0mum M cenuuYHM LMW, HW3J0XKEHUW I0-Tope, Ce OTHAaciAT M 3a
JIEKapCTBEHUTE NMPOAYKTH 32 PeAKU 3a00JIBaHUS U 3a eIUaTpUdIHa yoTpeoa.

CbriacyBaHoOCT € JeiicTBaIUTe Pa3nopeadn B Ta3u 00J1aCT HA MOJMTUKATA

JeticTBamoro 3akononatenctBo Ha EC B oOmacrra Ha (papmManieBTHUHUATE MPOAYKTH
BKJIIOYBA  KakTo oOmo, Taka ©  coenuduuHo  3akoHogarencrBo. C
Jlupextusa 2001/83/EO  ma Espomeiickus mapnamenT u  Ha CbBera® n
Pernament (EO) Ne 726/2004 na Esponeiickus mapnament u Ha ChBeta® (Hapuuann
3aeHO ,,00110 3aKOHOJATEIICTBO B oOyiacTTa Ha (hapMaleBTHUYHUTE MPOJIYKTU ) ce
YCTaHOBSIBAT Pa3mopeaduTe, CBbP3aHu C pa3pellaBaHeTO Ha JIGKAPCTBEHU MPOAYKTH
U C M3WCKBAHMATA, NPWIOKHMHU CJEJ H3IaBaHE Ha pPa3pelIeHHEeTO, CXEMHUTE 3a
MojANoMarane Ipead H3/JAaBaHe Ha pa3pEIICHUETO, PEeryJaTOpHUTE CTUMYIU I10
OTHOIICHWE Ha 3allWTaTa Ha JAaHHUTE W Ta3apHaTa 3alluTa, MPOU3BOJICTBOTO M
JOCTaBKUTE, KAaKTO M pa3nopeaduTe, CBbp3aHU ¢ EBpomeiickaTa areHuus 1o
nekapcrBara (EMA). O0moTo 3aKOHOAATEICTBO B 00JiacTTa Ha (papMaIeBTUIHHUTE
MPOAYKTH C€ JOMbjiBa OT CHEHU(PUYHO 3aKOHOAATEICTBO IO OTHOILICHHE Ha
JICKapCTBEHUTE MPOIYKTH 3a penku 3adonsBanus (Permament (EO) Ne 141/2000 —
,PermamenTsT 3a nekapcrBaTa cupauu“’), Ha JeKapCTBEHHTE MPOAYKTH 3a
nenuarpuyHa ynotpeda (Pernmament (EO) Ne 1901/2006 — ,,PernmaMeHTHT OTHOCHO
JNleKapCTBEHUTE TNPOJYKTH 3a TMeauaTpuuna ymotpe6a®) m mHa nexapcTsenute
nponyktu 3a mozepna tepanus (Permament (EO) Ne 1394/2007 — PernameHTBHT 3a
HHMT“g). [IpennaranoTo mpepasriexaaHe Ha 3aKOHOAATEICTBO B oOyiacTTa Ha
(bapManeBTHYHUTE TPOAYKTH IIIE C€ ChCTOU OT JBE 3aKOHOIATEITHH MPEIIOKEHUS:

— HOBa JTUPEKTUBA, C KOATO ce oTMeHAT M 3ameHsaT upextuna 2001/83/EO u

Jupextusa 2009/35/EO na Eponeiickus mapnament u Ha Cheeral® u B x0aT0
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Hupextusa 2001/83/EO na EBpomeiickus mapmamenT u Ha CwBerta or 6 HoemBpu 2001 T. 32
YTBBpXJlaBaHe Ha Kojaekc Ha OOIIHOCTTa OTHOCHO JIEKapCTBEHH NPOJYKTH 3a XyMaHHa yroTpeda
(OB L 311, 28.11.2001 r., ctp. 67).

Permament (EO) Ne 726/2004 na EBpomeifickus mapmameHT u Ha CwBeta or 31 mapt 2004 T. 32
YCTaHOBsIBaHE Ha Iporeaypu Ha OOIIHOCTTA 3a pa3pemaBaHe M KOHTPOJ Ha JIEKapCTBEHH MPOIYKTH 32
XyMaHHa ¥ BeTepHHapHa ymoTpeba W 3a cb3maBaHe Ha EBpomelicka areHius Mo JeKapcTBaTa
(OB L 136, 30.4.2004 r., ctp. 1).

Pernament (EO) Ne 141/2000 na Epomneiickusi mapiameHT U Ha CbBera oT 16 nexemspu 1999 1. 3a
nekapcrBata cupanu (OB L 18, 22.1.2000 r., ctp. 1);

Pernament (EO) Ne 1901/2006 na EBpomnelickus napsiameHT n Ha CbBeta or 12 nexemspu 2006 T.
OTHOCHO  JIGKapCTBEHWTE TMpPOAYKTH 3a T[eAMaTpuyHa ymnorpeba © 3a HM3MEHEHHe Ha
Pernament (EMO) Ne 1768/92, Qupextusa 2001/20/EO, dupextusa 2001/83/EO u Permament (EO) Ne
726/2004 (OB L 378, 27.12.2006 r., ctp. 1).

Pernament (EO) Ne 1394/2007 na Espomneiickus mapiament u Ha CwBera ot 13 HoemBpu 2007 T.
OTHOCHO JIEKapCTBEHUTE MPOILYKTH 32 MOJIepHa Tepanus u 3a n3MeHenue Ha [upexrusa 2001/83/EO u
Pernament (EO) Ne 726/2004 (OB L 324, 10.12.2007 r., ctp. 121).

Hupexrtusa 2009/35/EO na EBpomnetickus mapmameHT u Ha CwBeta oT 23 ampun 2009 r. oTHOCHO
OIIBETUTEIUTE, KOUTO MOrarT jJa ce m00aBaT KbpM JjekapctBenu mpoxykrtu (OB L 109, 30.4.2009 r.,
crp. 10).
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Ce MHKOPIIOPHPAT OTHOCUMHUTE YacTH OT PeriiaMeHTa OTHOCHO JICKAPCTBEHUTE
npoayKTH 3a neauarpuuna ynorpeda (Pernament (EO) Ne 1901/2006);

— HOB PErJIaMEHT, C KOWTO ce OTMEHAT U 3aMeHaT Pernament (EO) Ne 726/2004 u
PernmamenthT 3a nexapctBata cupanu (Permament (EO) Ne 141/2000) u ce
OoTMeHsI PeriiaMeHThT OTHOCHO JIGKApCTBEHHUTE MPOIYKTH 3a MeAUaTPpUYHA
ynotpeba  (Permament (EO) Ne 1901/2006), karo ce HHKOpIOpHUpAT
OTHOCHMUTE YacTH OT HETO.

OGenunsaBaneTo Ha Periamenra 3a nekapcrBara cupand u PeriameHTa OTHOCHO
JICKapCTBEHUTE TPOAYKTH 3a MeIuaTpuyHa ymnorpeda ChC 3aKOHOJATEICTBOTO,
NPWIOKUMO 33 BCHYKH JICKQPCTBEHU MPOAYKTH, II€ JaJe BB3MOXKHOCT 32
OIIPOCTSIBAHE U MO-TOJISIMA CHITIACYBAHOCT.

3a nexapCcTBEHUTE MPOAYKTH 3a PEIKU 3a00JsIBaHUS U 32 MEAMATPUYHA yHOTpeda 1me
MpOaBJDKAT Ja Cce Mpujarar ChIIUTE pa3nopeadu Karo 3a BCUYKM OCTaHAJIH
JIEKapCTBEHM TMPOJYKTH IO OTHOIIEHWE Ha KadecTBOTO, Oe30macHocTTa U
eduKacHOCTTa, IO C€ OTHAacs HalpuMep /A0 MpoleaypuTe 3a H3JaBaHe Ha
paspelieHre 3a THProBus, (apmakonormyHata OIUTETHOCT M HM3HCKBAaHMATA 32
KauecTBO. 3a Te3W BHJOBE JIEKAPCTBEHU NPOAYKTH obaye Iie IpoAbKaT 1a ce
npujaraT ¥ crienuuIHN U3MCKBaHUS, 32 1a C€ TIOJIOMOTHE TSIXHOTO pa3paboTBaHe.
ToBa e Taka, 3amOTO Ma3apHUTE MEXaHW3MH caMU MO cebe CH ce OKa3Bar
HE/JIOCTaThUHHU, 32 Jla CE€ CTUMYJIHMpAT HEOOXOAMMHUTE HAYYHOM3CIIEIOBATEIICKU
JEMHOCTH ¥ pa3pabOTBaHETO Ha JIEKAPCTBEHU MPOIYKTH 3a MeANATPUYHA yroTpeda u
3a MalMeHTH, CTpajalid OT peaku 3a0oiysBaHuA. Te3M U3UCKBAHUSA, KOWUTO
MOHACTOSIIEM Ca ONpPEJEICHU B OTICIHU 3aKOHOJATEeNHU aKTOBE, Clie[Ba Ja ObaaT
MHTETPUPAHU B PErjaMeHTa U B HACTOSIATa JUPEKTHBA, 3a J1a CE OCUTYPH SICHOTA U
ChIJIACYBAHOCT Ha BCUYKU MEPKH, IPUIIOKUMHU 32 TE3H JIEKAPCTBEHH NMPOTYKTH.

CoriacyBaHoCT ¢ ApYru nmoautuku Ha Chbro3a

3akonogarenctBoro Ha EC B oOnactra Ha (apManeBTUYHUTE MPOIYKTH, OMHCAHO
Mo-TOpe, € TSACHO CBBP3aHO C HIKOJKO IPYTW 3aKoHomarenHu akta Ha EC B Ta3m
o6nact. C Pernamenra 3a xaunnyauTe n3nutsanus (Pernament (EC) Ne 536/2014)M
ce Ch3/JaBaT MPEANOCTaBKU 3a Mo-e(puKacHO 000psBaHEe HA KIMHUYHU U3MUTBAHUS
B EC. C Pernament (EC) 2022/123' ce ykpensa ponarta Ha EBporeiickaTa areHiuus
Mo JIEKapCcTBaTa C IIeJl /1a C€ YJIECHU MpPEeANpPHEeMaHeTO Ha KOOPAMHHUPAHU JACUCTBUS
Ha paBHuIileto Ha EC B 0TroBop Ha 37paBHU KPU3U. 3aKOHOJATEIHUAT aKT OTHOCHO
takcute, nemkuMu Ha EMA, nonpumacs 3a obesmeuaBaHeTo Ha JOCTATHYHO
¢uHaHcupane 3a gedHoctTe Ha EMA, BKJIIOUMTETHO 32  CHOTBETHUTE
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Pernament (EC) Ne 536/2014 na EBponeiickus napiamenT u Ha CpBera or 16 ampun 2014 r. oTHOCHO
KIMHAYHATE W3MHWTBAHUS Ha JICKApCTBEHW NPOAYKTH 3a XyMaHHa yHoTpeba, M 3a OTMsAHA Ha
Hupextusa 2001/20/EO (OB L 158, 27.5.2014 r., c1p. 1).

Pernament (EC) 2022/123 na EBpomneiickus napiaament u Ha CbBeTta OT 25 stHyapu 2022 r. OTHOCHO
3acuneHa pons Ha EBpomnelickata areHius 1o jekapcTBaTa B TOTOBHOCTTA 3a JEMCTBUS MpPU KpU3U U
yIOPaBJIEHUETO HAa KPU3HM IO OTHOLIEHHWE Ha JIEKAPCTBEHUTE MNPOAYKTU U MEAUIUHCKUTE H3JENust
(OB L 20, 31.1.2022 r., ctp. 1).

Pernament (EO) Ne 297/95 na CeBeta ot 10 deBpyapu 1995 r. OTHOCHO TakcuTe, ABIDKHMH Ha
EBpormelickata areHmusi 3a olleHKa Ha JiekapcTtBeHuTe npoayktu u Permament (EC) Ne 658/2014 nHa
EBpomneiickus mapiamMeHT ¥ Ha ChbBeTa OTHOCHO TaKCHTE, ABDKUMH Ha EBpomeiickara areHmus mo
JIeKapcTBaTa 3a W3BBPIIBAHE HAa ACHHOCTH MO (hapMaKOJIOTHMYHA OIWTEIHOCT IO OTHOLICHHE Ha
JIEKaPCTBEHMTE MPOIYKTH 3a XymMaHHa ynorpeda (OB L 35, 15.2.1995 r., crp. 1).
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Bb3HArPAXJIEHUSI 32 HAUUOHAIHUTE KOMIIETEHTHH OpPraHW 3a MpPHUHOCA UM KbM
W3IIBJIHEHUETO HA 3amaunte Ha EMA.

CrpluecTBYBaT U Bpb3KU ¢ perynaropHute pamku Ha EC 3a apyru 31paBHU IPOIYKTH.
3akoHoznarencrtBoto Ha EC OTHOCHO KpBBTa, THKAHUTE U KIeTkHTe'* e oT 3Hauenwue,
T KaTO HSKOM BEUIECTBA OT YOBELIKM MPOU3XOJ Ca WM3XOJHH MaTepuaiu 3a
JleKapCTBEHN MPOAYKTH. Perynaropuara pamka Ha EC 3a MeIMIIMHCKUTE M3JETHA
CBILIO € OT 3HaYeHHe, Thii KaTo UMa MPOAYKTHU, KOUTO NMPEACTABISABAT KOMOMHALIMS
OT JIEKAPCTBEHU MPOIAYKTH U MEAUIIMHCKU U3/ACIIUS.

llenute Ha mpennaraHata pedopmMa Ha 3aKOHOJATEJICTBOTO B oOOiacTra Ha
(hapMaleBTHYHUTE IPOAYKTH Ca B CHOTBETCTBHUE CHIIO TaKa C IEIUTE HA PEAUIIA T10-
UIMPOKHU IporpaMu U nHUIMatuBU Ha EC Mo OTHOIIEHKE Ha MOJIUTHKATA.

[Io ce oTHacs 10 HAChpPYaBAaHETO Ha MHOBAILIMHUTE, TOAKPEIIA 32 HAYYHHU M3CIICABAHUS
U 32 pa3paboOTBaHETO HA HOBU JIGKAPCTBEHU MPOAYKTU CE€ MPEAOCTaBS KAKTO IO
muans Ha , XopusoHT Espoma“!® — xmouoBa mporpama 3a ¢uHaHCHpaHe Ha
Hay4yHUTE u3cienBanus u nHoBanuute B EC, Taka u 1o IMHUS HA eBPOINENHCKUS TIIaH
3a 6opba ¢ pakal’. OcBeH TOBa WHOBAIMHMTE BHB (PAPMAIEBTHUHHSA OTPACHI CE
HachpyaBaT Ype3 paMKUTe OTHOCHO HHTEJEKTyalHaTa COOCTBEHOCT, OTHOCHO
MAaTEHTUTE CBITIACHO HAIMOHATHOTO IATEHTHO 3aKOHOMATeNICTBO, EBpomeiickara
naTeHTHa KOHBeHIMs ¥ CriopasyMeHHETO 3a CBBP3aHHUTE C ThPrOBUSATA aCHEKTH Ha
npaBaTa BbpXy uHTenekryanHara coocrBeHocT (TPUIIC), kakTo M OTHOCHO
cepruduKaTuTe 3a JOMBIHUTENHA 3aKpuia cbriacHo Permamenta Ha EC oTHOCHO
cepruduKaTa 3a JOMBIHUTENHA 3akpwial®. IlmawbT 3a geiicTBue B ob6macTTa Ha
MHTENeKTyanHaTa cob6cTBeHOCT'® CBIIACHO NpOMMIIEHATa CTpPATerds BKIOYBA
MOJIEpHM3UpaHEe Ha cUcTemaTa OT cepTuduKaTH 3a fombiHuTenHa 3akpuia (CI13).
Cwc C/13 HKOM MaTEeHTHHU IpaBa ce Pa3IIUpSBAT, 3a J1a CE 3alUTAT HHOBAIL[MHUTE U J1a
ce KOMITEHCHPAT BPEMEEMKUTE KIMHUYHH M3MHUTBAHUS U MPOIEYpPH 3a M3/1aBaHE Ha
paspenieHue 3a Tbprosus. Lo ce oTHacs 10 3a10BOJIIBAHETO HA HEYJOBJIECTBOPEHU
MEIUIIMHCKH TOTpeOHOCTH B o00JacTTa Ha AaHTUMHUKpPOOHATa pPE3UCTEHTHOCT,
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Hupextusa 2002/98/EO na EBporneiickus napiaament u Ha CbBera or 27 siuyapu 2003 r. 3a onpeaessiae
Ha CTaHJApTHTE 3a KauyecTBO M O€30MacHOCT INpH B3EMaHETO, AMArHOCTHKaTa, mNpepadoTKara,
CHXPAaHEHHETO W Pa3IPEAEIIHeTO Ha YOBEIIKa KPbB M KPBBHM CHCTaBKM W 32 H3MCHEHHE Ha
Hupexrusa 2001/83/EO; Jupextusa 2004/23/EO na EBponetickus napiaameHT u Ha ChBeTa oT 31 MapT
2004 r. OTHOCHO YCTaHOBSBAHETO Ha CTaHJAPTH 3a KayecTBO W OE30MacHOCT MNpH AapsBAHETO,
JIOCTaBSTHETO, KOHTpOJIa, IMPepadOTBAHETO, CBHXPAHSIBAHETO, CHXPAHEHHWETO M PpA3NPEACNISIHETO Ha
yoBeniku Thkanu u kietku (OB L 033, 8.2.2003 r., ctp. 30).

Pernament (EC) 2017/745 na EBpomeiickuss mapmameHT u Ha Cpera or 5 ampun 20171, 3a
METUITMHCKUTE u3zenus, 3a m3meHenne Ha upextuBa 2001/83/EO, Permament (EO) Ne 178/2002 u
Permament (EO) Ne 1223/2009 u 3a otmsna Ha mupektuBu 90/385/EMO m 93/42/EVIO nHa CoBera
(OB L 117, 5.5.2017 r., ctp. 1) u Pernament (EC) 2017/746 na EBponetickus napiameHT u Ha CbBeTa
oT Sampun 2017 r. 3a MEIUIMHCKWTE H3ACTUS 32 HWHBUTPO JUATHOCTHMKA ¥ 3a OTMSHA Ha
Nupektusa 98/79/EO u Pemenne 2010/227/EC na Komucusra (OB L 117, 5.5.2017 r., ctp. 176.)
Pernament (EC) 2021/695 na Eponeiickus napnamenT u Ha CopBerta ot 28 anpui 2021 . 3a cb3aBaHe
Ha PaMkoBara nporpama 3a Hay4HHU W3CJIEIBAaHHS U WHOBalWH ,,XOpu30HT EBpona®, 3a onpexnensHe Ha
HEWHUTE TpaBWjia 3a Yy4yacTHE W paslpoOCTpaHEHWE Ha pe3yiraruTe M 32 OTMSHAa Ha
pernamentu (EC) Ne 1290/2013 u (EC) Ne 1291/2013 (OB L 170, 12.5.2021 r., ctp. 1).

Coobuenue Ha Komucusta, Egponeiicku naaw 3a 6opéa ¢ paka, COM(2021) 44 final.

Pernament (EO) Ne 469/2009 na EBponeiickus mapiaament u Ha CwBera oT 6 Mmait 2009 r. oTHOCHO
cepTh(UKaTa 3a TOMTBIHUTENHA 3aKpHia Ha ekapcTBeruTe npoaykr (OB L 152, 16.6.2009 r., ctp. 1).
Cpobmenne Ha Komucusita, 3a maxcumanno ononzomeopseane na nomenyuana 3a unosayuu na EC.
Ilhan  3a Oelicmeue 6 obracmma HA UHMENEKMYAIHAMA COOCMBEHOCM 6 NOOKpena Ha
ev3cmanosasanemo u ycmouwusocmma na EC (COM(2020) 760 final).
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npeayiaraHata pedopma Ha 3aKOHOIATEJICTBOTO B oOjlacTTa Ha (apMalleBTUUYHUTE
MPOAYKTH 1III€ JIONPHHECE 3a IOCTUraHe Ha uenuTe Ha EBponeiickus miaH 3a
neiictBue ,,EHO 31paBe” cpelly aHTMMHKpoOHaTa pesucteHTHOCT (AMP)%,

[Ilo ce oTHAcs 10 MOCTBMA A0 JIEKAPCTBEHHU MPOIYKTH, OCBEH 3aKOHOJATEIICTBOTO B
obnactra Ha (hapMaleBTUYHUTE MPOAYKTH, OT 3HAUEHHE Ca CBHIIO PAMKUTE OTHOCHO
MHTENEKTyalHaTa COOCTBEHOCT, PeriaMeHThT OTHOCHO OILIEHKaTa Ha 3JIpaBHUTE
texunonoruu (O3T) (Pernament (EC) 2021/2282 — , PermamMeHThT oTHOCHO O3T)?!
u JlupextuBaTa 3a npospaunoctta (Jupextusa 89/105/EM0)?2. Ocsen ue ¢ TiX ce
pa3mmpsiBa 0OXBaThT HA HAKOM MATCHTHH IPaBa, 3a Ja CE 3alUTAT MHOBAIUHTE,
CA3 oxa3BaT BIMSHUE BBPXY e(eKTa OT CpPOKOBETe Ha peryjaTopHa 3alluTa,
IPEABU/ICHU B 3aKOHOJATEJICTBOTO OTHOCHO (hapMalleBTUYHUTE MPOAYKTH, a OTTaM U
BbPXY HAaBIHM3aHETO HA TEHEPUYHM M OWUOMOAOOHM JIEKApCTBEHH NPOIYKTH U B
KpaiilHa CMETKa — BBPXY JOCThIIA Ha MAIMEHTHTE IO JIEKAPCTBCHHU NMPOAYKTH H
¢unancoBara gocternHOcT. ChrimacHo Permamenta otHocHo O3T HaumoHaHHUTE
opranu 3a O3T mie u3BbPLUIBAT CbBMECTHH KJIMHUYHM OLIEHKHU, TP KOUTO HOBHTE
JICKApCTBEHH TPOMYKTH CE€ CpPaBHSIBAT CHC CHIIECTBYBAIIUTE. 1€3W CHBMECTHHU
KJIMHUYHY OIICHKH IIle TIOMOTHAT Ha JIbp)KaBUTE WICHKH J1a B3eMaT MO-HaBPEMEHHU U
OCHOBAaHU Ha (paKTH PEIICHUS OTHOCHO IIEHOOOpa3yBaHETO W BH3CTAHOBSBAHETO HA
pasxoaure. U Hakpas, ¢ [lupekTrBaTa 3a Mpo3pavyHOCTTa CE€ YPEXKIaT MPOLeTyPHUTE
aclieKTH Ha pEHICHHWATAa Ha JbP)KAaBUTE WICHKA OTHOCHO IEHOOOpa3yBaHETO M
BBH3CTAHOBSBAHETO HA Pa3XxOaUTe, HO TS HE OKa3Ba BIMSHHE BBPXY PaBHHIIETO HA
[IEHHTE.

3a Jga ce NOBHUUIM CHUTYPHOCTTa Ha JIOCTaBKUTE Ha JIEKAPCTBEHU MPOIYKTH,
npeanaraHata peopMa Ha 3aKOHOAATENICTBOTO B oOylacTTa Ha (papMareBTUYHUTE
OpOAYKTH HMMa 3a Lel Ja Cce TMpeofosiesaT CHCTeMHHMIT HEeIOCTUT U
IpeAN3BHUKATENCTBAaTa Npea Bepurara Ha JocTaBkure. ETo 3amo c mpemnaraHaTa
pedopma ce OMBJIBa U JOpa3BUBA POJISITa HA Jbp)KaBUTE YJICHKH M HAa TEXHUTE
KOMIIETEHTHH OpPTaHH, KaKTO € MPEJBHCHO B pa3lIMpsBaHETO Ha MaHaata Ha EMA
(Pernament (EC) 2022/123), kato 1enTta € Ja ce OCUTYPU JOCTBI JO JIEKApCTBEHH
MPOAYKTH OT KPUTUYHO 3HAUSHHE MO0 BPEME Ha 3paBHU KPHU3H U HETIPEKHCHATOCT Ha
JOCTaBKUTE Ha TakuBa MpoAyKTH. C Hes ChUIO Taka ce JONBIBA MHUCHUATA Ha
EBpomneiickust oprad 3a TOTOBHOCT M PEAKIMs TPU W3BBHPEIHH 3/PaBHHU CHUTYaluU
Jla OCUTypsiBa HaJUYMETO Ha MEJUIMHCKM MEpKH 3a TMPOTUBOJAEHCTBHE IpHU
MOJIrOTOBKATa 3a 3ApaBHM KPH3M M 10 BpeMe Ha TakuBa Kpusu. [lopaam ToBa
npeularaHata peopmMa Ha 3aKOHOJAATEJIICTBOTO B o0jacTTa Ha (apMaleBTUYHHUTE
MPOAYKTH € B CHOTBETCTBHE C MAKETa OT 3aKOHOAATEIIHA WHUIIMATHBH, CBHP3aHH ChC
3/[paBHATA CUT'YPHOCT B paMKHTe Ha EBpomneiickus 3apaBeH chio3>s,
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Crobmenne Ha Komucusirta, Eeponeiicku naan 3a oeticmeue ,, EOno 30pase* cpewyy anmumuxpoonama
pesucmenmuocm (AMP), https://eur-lex.europa.eu/legal-
content/BG/TXT/?uri=celex%3A52017DC0339.

Pernament (EC) 2021/2282 na EBponeiickus napinament u Ha CbBeta o1 15 nexemBpu 2021 1. OTHOCHO
OllEHKAaTa Ha 3[paBHUTE TEXHOJOrMH u 3a usMmeneHue Ha [upexrusa 2011/24/EC (OB L 458,
22.12.2021 r., ctp. 1)

Hupextusa 89/105/EMO na CwBera ot 21 nekemBpu 1988 r. OTHOCHO IPO3pavyHOCTTAa Ha MEPKHTE,
peryJupaIiy neHUTe Ha JIEKapCTBEHH IMPOIYKTH 3a yrnorpebda OoT Y0BeKa, M BKIIOUBAHETO UM B 00XBaTa
Ha HAIIMOHAJTHUTE CUCTEMH 3a 3/1paBHO ocurypsisane (OB L 40, 11.2.1989 r., ctp. 8).

EBporelicku 37paBeH cbhi03 — 3aliuMTa Ha 3JpaBEeTO Ha E€BPOIEHIIMTE W KOJCKTHUBEH OTTOBOp Ha
TpaHCTPAaHUYHH 3IPaBHA KPH3H,

BG


https://eur-lex.europa.eu/legal-content/BG/TXT/?uri=celex%3A52017DC0339
https://eur-lex.europa.eu/legal-content/BG/TXT/?uri=celex%3A52017DC0339

BG

3a ;1a ce OTroBOPY Ha €KOJIOTHYHHTE MPEAN3BUKATENCTBA, C MpeAaranata pepopma
Ha 3aKOHOAATEJICTBOTO B 0OONacTra Ha QpapMaleBTHYHUTE TMPOAYKTH IIE Ce
TNOJIKPENAT MHULMATUBM B paMKuTe Ha EBpomeiickus senen maxt?’, Te Bkiroupar
mwiaHa 3a paeiicteue Ha EC ,,KpM HyneBo 3aMmbpcsiBaHe Ha Bb3JyXa, Bojara u
noyBaTa“ M mpepasriiekaaHero Ha: 1) JlupekTrBaTa 3a MpeYncTBAHETO HA IPAJICKUTE
oTnaab4yHu Boau2>, ii) JIupeKTuBaTa OTHOCHO EMUCHHUTE OT MPOMHUILIEHOCTTa%® u iii)
CIIMCHhKAa HA 3aMBPCUTEINTE Ha IMOBBPXHOCTHUTE M IIOJ3EMHHUTE BOJHM CBITIACHO
PamkoBaTa aupexTuBa 3a BoauTe? . IIpesioKeHHeTo ChIIo Taka € B ChOTBETCTBUE
ChC CTpATErHuecKus MOAX0 KbM (hapMalleBTHUHHTE TIPOAYKTH B OKOJIHATA CpeaaZs,

W nakpas, mo OTHOIICHHE HAa M3IMOJI3BAHETO HA 3JPaBHU JaHHU, C EBPOMEUCKOTO
TIPOCTPAHCTBO HA 3IPABHM JAHHUZ Il ce OCUIYPH O6IIA paMKa MEKIy IbpiKaBHTE
YJICHKH 32 JIOCTBII 10 BUCOKOKAYECTBEHH PEAIHU 3/IpaBHU JTaHHH. ToBa I1e HAChPUYU
Harpeabka B HAy9HOU3CIIEA0BATENICKaTa JEHHOCT U pa3pabOTBAaHETO Ha JIEKAPCTBECHH
MPOAYKTH U IIE MPEJOCTAaBH HOBH MHCTPYMEHTH 3a (papMaKoIOruyHa OIUTETHOCT U
CPaBHMTEIIHHM KJIMHUYHH OLIEHKHU. Upe3 yiecHsBaHe Ha JOCTHIIA JI0 3/[paBHU JaHHH U
TAXHOTO HM3IOJI3BAHC [IBCTC HWHHIOWATUBHU, B3CTH 3aCAHO, MIC AONpPUHECAT 3a
KOHKYPEHTOCIIOCOOHOCTTa W WHOBAIIMOHHUS KamamuTeT Ha (apMareBTHYHaATa
npomunuiesoct Ha EC.

ITPABHO OCHOBAHHUE, CYBCUJIUAPHOCT U ITPOITIOPHUOHAJIHOCT
IIpaBHO ocHOBaHMe

[Ipemnoxenuero ce ocHoBaBa Ha wieH 114, maparpad 1 u wien 168, maparpad 4,
OykBa B) ot [loroBopa 3a ¢pynknuonupanero Ha Esponetickus cpro3 (JJDPEC). Tosa e
B CHOTBETCTBUE C IPABHOTO OCHOBAaHME HA CBHILECTBYBAIIOTO 3aKOHOAATEJICTBO Ha
EC B oGmactra Ha dapmaneBruunute nponyktu. Ynen 114, maparpad 1 uma 3a men
Ch37aBaHeTO M (PyHKIMOHMpPAHETO Ha BBTPEIIHUA TMazap, a uieH 168, maparpad 4,
OykBa B) c€ OTHAacs J0 YCTAHOBSIBAHETO Ha BHUCOKM CTaHJAPTH 3a KauecTBO H
0€30IacHOCT Ha JIEKapCTBEHUTE MPOITYKTH.

CyoOcuauapHocT (Mp¥ HEM3KJIIYHUTEIHA KOMIIETEHTHOCT)

O6IJ_II/ITC CTaHAapTHU 3a Ka4YeCTBO, 0e30IMacHOCT H C(I)I/IKaCHOCT pu pa3pCiaBaHCTO
Ha JICKAPCTBCHU IMPOAYKTU MNPCACTABIABAT TPAHCTPAHWUYCH BBIIPOC IO OTHOLICHUC
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https://commission.europa.eu/strategy-and-policy/priorities-2019-2024/promoting-our-european-way-
life/european-health-union_bg

Coobuienne Ha Komucusita, Egponetickuam senen nakm, COM(2019) 640 final.

Hupexrtusa 91/271/EMO ma CwBeta ot 21 mait 1991 r. 3a mpedncTBaHeTo Ha TPaACKUTE OTIAABYHU
oy (OB L 135, 30.5.1991 r., ctp. 40).

Hupexrtusa 2010/75/EC na EBpomnetickus mapmament u Ha CuBera oT 24 HoemBpu 2010 r. oTHOCHO
E€MHICHUTE OT TPOMHUIIICHOCTTAa (KOMIUIEKCHO TIPEJOTBpATABAaHE M KOHTPOJI HA 3aMBPCSIBAHETO)
(OB L 334 17.12.2010 r., ctp. 17).

Hupextusa 2000/60/EO na Espomeiickus mnapnamenT u Ha CbBera or 23 oxtomBpu 2000T. 3a
yCTaHOBsIBAHE Ha paMKa 3a JeHcTBusATa Ha OOmHOCTTa B 00JNacTTa Ha IIOJUTHUKATa 32 BOJAUTE
(OB L 327, 22.12.2000 r., ctp. 1) n dAupexrusa 2013/39/EC na EBponelickus napiameHT u Ha CbBeTa
or 12 aBryct 2013 r. 3a m3menenue Ha aupextrBu 2000/60/EO m 2008/105/EO mo oTHOmIeHMe Ha
NIPUOPHUTETHUTE BellecTBa B oOmactra Ha monurtukara 3a Boxure (Texct or 3Hauenme 3a EMII)
(OB L 226, 24.8.2013 ., ctp. 1).

Crparerndecku 1moaxo/ KbM (GpapMareBTHUHUTE MIPOJYKTH B OKOJIHATA CpeJia,
https://ec.europa.eu/environment/water/water-dangersub/pharmaceuticals.htm.

Cpobmenne Ha Kommcusita, Esponeticko npocmpancmeo Ha 30pagnu OaumHu: pazepvujane Ha
nomenyuana na 30pasnume oannu 3a xopama, nayuenmume u unosayuume (COM(2022)196 final).
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Ha OOIIECTBEHOTO 3/]paBe, KOWTO 3acsira BCUUKH JBbP)KaBU YICHKH U CJIEIOBATEITHO
MoOke J1a Obe perynupan edeKTuBHO caMo Ha paBHuieTo Ha EC. B neiictBusita cu
EC pa3uura cblio Taka Ha €JUHHUSA I1a3ap, 3a Ja MNOCTUTHE MTO-CUJIHO Bb3CHCTBUE
[0 OTHOIIEHHE Ha JOCTbhIA J0 Oe30macHH, €PeKTHMBHU W (UHAHCOBO IOCTHITHU
JIEKAPCTBEHH MPOAYKTH U IO OTHOLIEHWE HA CUTYPHOCTTA HA JIOCTABKUTE B LIEIUS
EC. HexoopanHupaHuTe MEPKH OT CTpaHa Ha JbpXKABUTE WICHKH MOKE Jla 1I0BeAatr
710 HapyllaBaHEe Ha KOHKYPEHLMATA U 10 MPEUYKU NIpe]l ThProBUATA C JIEKAPCTBEHU
npoayktu B paMmkutre Ha EC, xouto ca or 3HaueHue 3a uenus EC, a cpuio Taka
BEPOATHO 1€ YBEIMYaT aJMHHHUCTpaTHBHATa TeXecT 3a (apMaleBTUUHUTE
JpY’KECTBA, KOUTO YECTO U3BBPILIBAT JEHHOCT B IOBEYE OT €/1HA AbprKaBa YJICHKA.

OcBeH ToBa XapMOHU3HUPAHMAT NOAX0J Ha paBHULIETO Ha EC mpenocTass Mo-Tossm
IIOTEHLIMAJ 3a CTUMYJIM B MOJKpENa Ha MHOBALMUTE U 3a ChIVIACYBaHU ACUCTBUS C
1esn pa3paboTBaHe Ha JIEKApCTBEHHM MNPOAYKTH B OOJACTH C HEYJOBIETBOPEHHU
MEIUIMHCKU NoTpeOHOoCTU. Herio noBeue: onpocTsIBaHETO U palliOHATM3UPAHETO Ha
IpolleCUTEe B paMKUTE Ha IpejylaraHara peopma ce odakBa Ja JoOBeJaT [0
HaMaJlsIBaHe Ha aJMUHHCTpATHUBHATA TEXKECT 3a APY’KECTBAaTa U OPraHUTE, a OTTaM U
10 nojnoOpsiBaHe Ha e(EeKTUBHOCTTa M IpHUBIIEKaTelHOCTTa Ha cuctemara Ha EC.
Pedopmara chiio Taka me OKake IOJIOKUTEIHO BIMSHHE BBPXY KOHKYPEHTHOTO
(GyHKIMOHMpaHE Ha Ia3apa 4ype3 LEJICHACOYCHM CTUMYJIM M JPYI'M MEpKH, KOUTO
yJIECHABAT PaHHOTO HABIM3aHE Ha TMa3apa HAa TEHEPUYHU U OMomnoJo0HU
JIEKapCTBEHH MPOAYKTH, KaTo MO TO3M HAYMH IIE ce JIONpHUHEce 3a MM0A00psBaHe Ha
JOCThIIa HAa WAIMEHTHTe M 3a (UHAHCOBaTa MAOCTBIIHOCT. BbIpekn ToBa C
npeularaHata pegopmMa Ha 3aKOHOAATEJICTBOTO B oOjacTTa Ha (apMalleBTUYHHUTE
MPOAYKTH C€ 3a4MTa HM3KIIOYUTEHATa KOMIETEHTHOCT Ha ABP)KABUTE UWIEHKHU IO
OTHOIIIEHHWE Ha INPEAOCTaBSHETO HA 3[PAaBHU YCIYI'H, BKIOYUTEIHO 10 OTHOLICHHE
Ha MOJINTUKUTE U PEHICHUSITa OTHOCHO LIEHOOOpPa3yBaHETO M BBH3CTAHOBSIBAHETO Ha
pasxoaure.

IIponopuuoHagHOCT

NuunmatnBata HE HAAXBBPJIS HEOOXOAMMOTO 3a TOCTHUTaHE Ha IIeTUTe Ha
pedbopmara. Ts OmaronmpusTCTBa IEHCTBUS Ha HAIMOHAIHO PABHHUINE, KOUTO B
MPOTUBEH cly4yail He OMxa OWJIHM JOCTaThYHU 3a YJOBIETBOPUTEIHOTO TOCTUTAHE HA
TE3U LIENH.

[IpyHIMOBT Ha NPOMOPIHUOHAIHOCT € OTpa3eH B CPaBHEHMETO Ha pPa3IMYHHUTE
BapuaHTH, pas3rjicgaHnu B OII€HKaTa Ha BLSﬂCﬁCTBHeTO. Taxka Harpumep
KOMIIPOMHCHUTE MEX/1y 1IeTa J]a ce HachpyaT MHOBAIMMUTE (pa3paboTBaHETO HAa HOBU
JICKApCTBEHH TMPOAYKTH) M IENITA J1a C€ MOCTUTHE (PMHAHCOBA JOCTBITHOCT (KOETO
YeCTO CTaBa Upe3 KOHKYPEHIHs OT CTpaHa Ha reHepU4HN/OMONOJ00HH JIeKapCTBEHU
npoaykTH) ca HeuszOexHH. C pedopmaTa CTUMYJIMTE C€ 3ama3BaT KaTo KIIOYOB
€JIEMEHT 3a MHOBAIMM, HO T€ CE aJanTHpaT, 3a Ja Ce HAaChpud U BBH3HArpaa IO-
no0pe pa3paboTBaHETO HA MPOIYKTH B OOJACTH C HEYJOBJIETBOPEHU MEIUIIMHCKU
noTpeOHOCTH M J1a ce OTrOBOpH MO-700pe Ha HEOOXOJUMOCTTa OT HaBPEMEHEH
AOCTBIT HA MAMUECHTUTE 10 JICKAPCTBCHU IMPOAYKTHU BbB BCHYKU ABPIKABU YICHKH.

N300p Ha HHCTPpYMEHT

C nmnpeanmaraHata  JMpPEKTHBAa €€  BBBEXJAT  MHOTO  W3MEHEHHS  Ha
Hupextusa 2001/83/EO, kato ce MHKOPHOpHUpAT YacT OT ACWCTBAIIUTE pasznopeadu
u wu3MeHenuss Ha Permament (EO) Ne 1901/2006. IMopagum ToBa ce cumra, 4e
NOIXOAAIIUAT TpaBeH WHCTPYMEHT € HOBa JUPEKTHBa 3a OTMsAHAa Ha
HupextuBa 2001/83/EO (a He nupekTrBa 3a U3MEHEHHe) . JlupekTruBaTa ocTaBa Hai-
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no0puaT M300p Ha MPaBEeH HMHCTPYMEHT 3a M30ArBaHEe Ha pPa3lOKbCAHOCTTAa Ha
HAIlMOHAJHOTO 3aKOHOJATEJIICTBO OTHOCHO JIEKAPCTBEHMUTE IPOIYKTH 3a XyMaHHa
ynotpeba, KaTo ce uma MpeABHJ, Y€ TO C€ OCHOBaBa HAa CHUCTEMa OT HAIIMOHAIHU
paspellieHuss 3a THProBUSL M pa3pellieHus 3a ThproBus Ha pasHumieTo Ha EC.
HanmonanuuTte paspernienus ce U3/1aBat U yIpaBisiBaT Bb3 OCHOBA Ha HAIIMOHAIHUTE
3aKOHM, C KouTo ce mpuiara mpaBoro Ha EC. Ilpum omenkara Ha 0O0IIOTO
3aKOHOJATENICTBO B oOiacTra Ha ¢apMaleBTUYHUTE MPOAYKTH HE Ce CTUTHA JI0
3aKJIIOYCHUETO, Y€ M300phT Ha MPaBeH HHCTPYMEHT € JOBEN [0 CIeHu(pUYHU
po0OJIeMU WU A0 MO-HUCKO paBHUILE Ha XapMoHU3anus. OCBEH TOBa OT CTAaHOBHILE
na mnardopmara REFIT® or 2019 r. crana sicHO, 4e cpel JbpiKaBUTe UICHKH HE €
HaJUIe oAKpena 3a nmpeoopasyBanero Ha Jupexkrusa 2001/83/EO B pernamMenr.

PE3VJTATH OT HOCJTEABAIIUTE ONEHKH, KOHCYJITAIIUUTE CbC
SAUHTEPECOBAHUTE CTPAHU U OHEHKHUTE HA BB3AEUCTBHUETO

IlocaenBaiu OIICHKI/I/HPOBepKI/I 3a NMPUTOAHOCT Ha JeCcTBAIOTO
3aKOHOIAaTEJICTBO

C ormen ©Ha pedopmara Ha 0OMIOTO 3aKOHOJATEICTBO B oOjactra Ha
(bapManeBTHYHHUTE MPOIYKTH 0sfXa MPOBEACHH KOHCYJITAIIMU ChC 3aHHTEPECOBAHUTE
CTpaHM KaTo dYacT OT IapaJeIHOTO W3BBPIIBAHEC HA OICHKA M OICHKH Ha
BB3ACHCTBUETO Ha OOIIOTO 3aKOHOJATEJCTBO B 00jacTTa Ha (hapMaleBTUYHUTE
MPOAYKTH, KakTO W Ha Periiamenra 3a jekapcTBaTa cupaid U PeriiamMeHTa OTHOCHO
JIleKapCTBEHNTE TIPOIYKTH 3a MeANaTpUUHa yrnorpe6al.,

Ilo otHOmEHHE Ha JICKAPCTBCHUTC TIMPOAYKTU 3a PCAKHU 3a009BaHus U 3a
neanaTpuiHa yHOTpe6a Oecre HU3BBbPIICHA CbBMCCTHA OILICHKA Ha q)yHKI_II/IOHI/IpaHeTO

Ha JiBaTa 3aKOHOJIATEJIHU aKTa W pe3yJATaTUTe OT Hes Osixa myOJuKyBaHM TIpe3
2020 1.3

[lo oTHomeHHMe Ha OOLIOTO 3aKOHOJATEICTBO B obOyiacTTa Ha (apMalleBTUYHUTE
MPOAYKTH OLIEHKAaTa Ha 3aKOHOJATeJICTBOTO I[OKa3a, 4Ye TO MpOoIbKaBa Ja
ChOTBETCTBA Ha JIBeTe OOMM TIIeJIW: 3alldTa Ha OOIIECTBEHOTO 37paBe H
XapMOHHM3MpaHEe Ha BBTPEIIHHMS Ta3ap Ha JekapcTBeHuTe mnpoayktd B EC.
3aKOHOATEIICTBOTO JIOTIPUHECE 33 IMOCTUTAHE HA IEIUTE Ha MPEepasrIekKIAHETO OT
2004 r., makap U He B €/HAaKBa CTEMEH 3a Bcuuku lenu. llenra, cBbp3aHa ¢
rapaHTUpaHe Ha Ka4eCTBOTO, OE30MACHOCTTa W SPUKACHOCTTA Ha JICKAPCTBEHUTE
MPOJAYKTH, Oelle MOCTHUTHAaTa B HaW-TONsSIMAa CTEMEeH, JO0KAaTO pe3yiTaTuTe IIo
OTHOIIICHWE Ha JIOCTHIIA Ha IMAIMEHTUTE JI0 JICKAPCTBCHH IMPOIYKTH BHB BCHUKH
IbpXKaBu uJeHKH Osixa orpanmueHu. Illo ce oTHacs 1m0 rapaHTupaHeTo Ha
KOHKYPEHTHOTO (DYHKIIMOHHMpAHE Ha BHTPEIIHUS Ta3ap W NMPHUBICKATESITHOCTTA MY B
CBETOBEH Mariad, epeKThT Ha 3aKOHOJATENICTBOTO Oemie ymepeH. Ilpu oreHkara
Oelle yCTaHOBEHO, Y€ MOCTHKCHHSITA WIH HEJAOCTATHIIMTE Ha MPEPa3TISKIAHETO OT
2004 1., 1m0 ce oTHACcs 10 HETOBUTE 1EJIH, 3aBUCSIT OT MHOTO BHHIIIHU (DaKTOPH U3BBH

30

31
32

yCI/IJ'II/IHTa Ha EC 3a ONPOCTABAHC HA 3aKOHOAATCIICTBOTO — I'OJUIIHO H3CJICABAHC OTHOCHO TCIKECTTa
322019 r.,
https://commission.europa.eu/system/files/2020-08/annual_burden_survey 2019 4 digital.pdf.
PaGoten nokymeHt Ha ciryxOure Ha Komucusara, OnieHka Ha Bb3ICHCTBUETO, priiokeHue 5: O1eHka.
OHCHKa Ha 3aKOHOJATCJICTBOTO OTHOCHO JICKAPCTBECHUTE NPOAYKTU 3a PEIAKU 38.60J'[$[B8.HI/I}I nu 3a
TeMaTpuIHa yrnorpeoa,
https://health.ec.europa.eu/medicinal-products/medicines-children/evaluation-medicines-rare-diseases-

and-children-legislation_en.
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o0xBaTa Ha 3aKOHOJATEJICTBOTO. Te BKJIIOYBAT HAYyYHOM3CIIEIOBATEICKUTE H
pa3BOMHHM JEMHOCTM H  pa3MOJIOKEHUETO MO CBETa Ha KIIbCTEPUTE  3a
Hay4YHOM3CIIEIOBATEICKA U Pa3BOMHA NIEWHOCT, HAIMOHAJIIHUTE PEIICHUS OTHOCHO
[IEHOO0pPa3yBaHETO U BBH3CTAHOBSIBAHETO HA PA3XOJUTE, CTOMAHCKUTE PEIICHUS W
pa3Mepa Ha mazapa. GapmMaleBTUUHUAT OTPachi U pa3pabOTBAHETO HA JIEKAPCTBEHU
MNpOAYKTHU HMAT I‘H06aJIHO HU3MCPCHUC; HAYYHUTC HU3CJICABAHUA W KIWMHHUYHUTC
W3MUTBAHUSA, IPOBEKIAHN HA €MH KOHTUHEHT, ca B MOJAKpEena Ha pa3paboTBaHETO U
paspelmaBaHeTO Ha JICKAPCTBEHU IPOAYKTH Ha JPYI'M KOHTHHEHTH; BEPUIUTE Ha
JIOCTaBKUTE M IMPOU3BOJCTBOTO HAa JIEKAPCTBEHHU MPOJIYKTH CHILIO HMMAT II0OATHO
n3mepenre. Hamune e MeXIyHapoJHO CBTPYAHUYECTBO 334 XAPMOHU3HMpPAHE Ha
M3UCKBaHMATA B IMOJKpENa Ha pa3peliaBaHeTo, Harnpumep MexayHapoaHara
KOH(I)CpeHI_[I/ISI Mo XapMOHMU3allUd HAa TCXHUYCCKHUTC M3HWCKBAHUS IPU PETUCTPHUPAHC
Ha JIEKapCTBEHH IPOAYKTH 33 XyMaHHa yrnoTpeda’,

B OlcHKara Os1xa YCTaHOBCHU OCHOBHHMTEC HCAOCTATbLU, KOUTO HC Ca OTCTPAHCHHU B
A0CTaTb4Ha CTCIICH YpC3 3aKOHOAATCIICTBOTO B obnacTtra Ha Q)apMaHeBTI/I‘IHI/ITe
IMPOAYKTHU, KaTO CHIICBPEMCHHO Oerie OTYCTCHO, Y€ TC 3aBUCAT U OT q)aKTOpI/I HU3BBH
HeroBus o0xBat. Te3n OCHOBHH HEOOCTAaThLU Ca CIACAHUTC:

- MCIHUIMHCKHUTC HOTp€6HOCTI/I Ha TMalUCHTUTEC HC Ca YIAOBJICTBOPCHU B
JOCTaTb4yHa CTCIICH,

- (bl/IHaHCOBaTa AOCTBITHOCT HA JICKAPCTBCHUTC NPOAYKTU € MPCAU3BUKATCICTBO
3a 3APABHUTC CUCTCMMU;

— AOCTBIBT HA MANUCHTUTE 0 JICKAPCTBCHU IMPOAYKTU HEC € PABCH HABCAKDLJAC B
EC;

— HEJOCTUT'BT Ha JIEKAPCTBEHH MPOAYKTH € Bce 1no-rosisM npodiem B EC;

- JKA3HEHUAT LMKBJ Ha JIEKAPCTBEHUTE MPOAYKTH MOXKE J1a MMa OTPULIATEIIHO
BB3/ICHCTBUE BbPXY OKOJIHATa CPEAa;

- peryjaropHara CUCTEMa HE CC HpI/ICHOCO6$IBa JO0CTAaTBb4YHO I[06pe KbM
HHOBAIMHUTE W B HAKOM ClIydan CC€ Cb3JlaBa HCHYXHA aJMHWHHUCTpPATHBHA
TCXKCCT.

[Ilo ce oTHacs 10 JIeKapCTBEHUTE MPOIYKTH 3a PEIKH 3a00JsIBAaHUS U 3a
neAuaTpuyHa ymorpeda, OIeHKaTa IOKa3a, Y€ Karo IS0 JBaTa crenuuyHH
3aKOHOJATETHN aKTa ca MOCTUTHAJIM TOJIOKUTEIHMU Pe3yJTaTH, Karo ca Ch3Jalu
MPENOCTaBKU 3a pa3pabOTBAHETO Ha MOBEYE JIEKAPCTBEHU MPOJIYKTH 3a TE€3HU JBE
rpynu OT HaceleHueTo. B Hes obOaue 0sixa yCTaHOBEHHW W 3HAYMMH HEAOCTATBIIH,
KOUTO Ca CXOJHHM Ha YCTaHOBEHHMTE MO OTHOIIEHHE Ha OOLIOTO 3aKOHOAATENICTBO B
o0racTTa Ha (papMaleBTUYHUTE MPOTYKTH:

- MCIHUIMHCKHUTE HOTpC6HOCTI/I Ha MAaOUCHTHUTC C PCIAKU 3a00JIIBaHKMSI U Ha
Acnara HE Ca YIOBJIICTBOPEHU B N1OCTAaThbYHA CTCIICH,

- (bI/IHaHCOBaTa JOCTBIIHOCT Ha JICKAPCTBCHUTC MNPOAYKTH € BCC II0-TOJIAMO
MMpEAU3BUKATCIICTBO 3a 3PABHUTC CUCTEMHU,

— JOCTHIBT HA MAIMEHTUTE JI0 JIEKAPCTBEHU MPOJYKTH HE € PaBEH HABCIKBIC B
EC;

MexnyHapogHa KoH(epeHIMsT TI0 XapMOHHW3allks — XapMOHHW3alWs 3a TO-700po  3Ipase,
https://www.ich.org/.
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—  peryjaropHaTa CHCTeMa HE C€ TMPHCIIOCO0siBa JIOCTATBYHO J00pe KbM
HHOBAIMUTEC W B HAKOM CJy4dYad CC Cb3JJaBa HCHYKHA aIMHWHUCTPATHBHA
TEXKECT.

K()Hcy.]'[TaIII/II/I ChbC 3AUHTEPECOBAHUTE CTPAaHU

C ormen Ha pedopmara Ha OONIOTO 3aKOHOAATEICTBO B oOjactra Ha
(dhapMaleBTHYHUTE MPOTYKTH OsXa MPOBEICHU KOHCYJITAIMU ChC 3aUHTCPECOBAHHUTE
CTpaHM KaTo YacT OT I[apajieIHOTO W3BBPIIBAHE Ha OIEHKA M OIICHKAa Ha
BB3/ekcTBIET0>). 32 Tasu men Oellle U3rOTBEHA eIMHHA CTPATErUs 3a KOHCYJITALMH,
BKJIIOYBAIA KOHCYJITATUBHU JICHHOCTHU C TIOTJIEA Ha3aa v Hampea. Ts umarie 3a med
na ce chbepaT MHEHHATA W TJICAHUTE TOYKM HA BCHYKH TPYIU 3aWHTCPECOBAHH
CTpaHM KaKTO 3a OICHKaTa Ha 3aKOHOJATEJIICTBOTO, Taka W 3a OICHKara Ha
BB3JICHCTBUETO HA PA3IMYHUTE BH3MOKHU BapUAHTH HA TIOJUTHKATA [0 OTHOIICHHE
Ha pedopmara.

B cTparerusra 3a KOHCyNITAIIMKM Os1Xa ONMPENIEICHH CICAHUTE KIFOYOBU MPUOPUTETHH
IPyNH 3aWHTEPECOBAHU CTPAHH: OOLICCTBEHOCTTA; OpPraHU3alllH, NPEICTaBIIsIBAIIN
MAIMEHTUTE, MOTPEOUTENINTE U TPAXKAAHCKOTO OOIIECTBO, aHTAXXHUPAHO B o0iacTTa
Ha OOIIECTBEHOTO 3/IpaBe M COIMATHHUTE BHIPOCH (OPraHU3aIllUM HA TPAXKITAHCKOTO
00IIECTBO); MEAWIIMHCKH CIEIUAIMCTH W JOCTABUYMIIM Ha 37PaBHO OOCIY)KBaHE,
W3CJICIOBATENH, TPEICTABUTEIN HAa aKaJeMHYHUTE CpPEAM M HAy4YHH JPYKECTBa
(akamemMuyHaTa  OOIIHOCT);  €KOJOTMYHM  OpraHW3auy;  QapManeBTUIHATA
MPOMHUIIUICHOCT U HEHHUTE TIPEACTABUTEIH.

B pamkuTe Ha pabOTHUS MpOLIEC MO OTHOILIEHUE HAa BbTPEIIHATA MOJIUTHKA, C KOWTO
0e moakperneHo mnpepasriaexgaHero, Komucusta cu cpTpyannuu ¢ EBpomneiickaTta
areHuus mno jekapcrtBata (EMA) um ¢ KOMIETEHTHUTE OpraHd Ha JbpiKaBUTE
ynenku (HKO), 3annMaBamu ce ¢ periaMeHTHPAaHETO Ha JIEKAPCTBEHUTE MPOAYKTH.
W nBere yuacTBamM CTpaHM UWrpasT KJIOYOBAa pOJisl B MpUIaraHeTo Ha
3aKOHOJATEJICTBOTO B 00JIaCTTa Ha (papMaleBTUUHUTE MPOIYKTH.

Nupopmanusara Oeme cbOpaHa ype3 KOHCYNTaluu, MpoBeneHH Mexay 30 mapt
2021 r. u 25 anpun 2022 r. Te BiItOYBaxa:

— oOpaTtHa MHpopMalusi OTHOCHO KOMOMHHUpaHaTa MbTHA KapTa Ha Komwucusra
3a OIIEHKa M I’bpBOHAuYaJHA OlLIEHKa Ha Bb3AelcTBHeTO (30 MapT—27 anpui
2021r.);

—  oOmectBeHa KoHcyntauuss Ha Komwucusata onnaiiH (28 centeMBpu—
21 nexemspu 2021 1.);

— LIEJIEBU TPOYYBAHUS HA 3aMHTEPECOBAHUTE CTPAaHU C IYyOJUMYHU OpraHu,
(dapmarieBTuHaTta mpoMuiuieHocT, BkmountenHo MCII, akamemMuuHuTe
cpeau, MPEICTaBUTENN Ha TPAKIAHCKOTO OOIIECTBO M IOCTaBYMIIM HA 3]IPaBHO
oOciyxBaHe (rpoyuBane) (16 HoemBpu 2021—14 suyapu 2022 r.);

— uHTepBioTa (2 nexkemspu 2021—31 auyapu 2022 r.);

— CeMHHap 3a BaJUJUpaHE Ha KOHCTaTallUMTE OT OlLeHKara (cemMuHap 1) Ha
19 anyapu 2022 r.;

34

Paboren moxymeHT Ha ciyxOoure Ha Kommcusara, OrieHka Ha BB3JACHCTBHETO, TNPHIOKCHHE 2.
KoHcynranmus cbe 3aMHTEpEeCOBaHUTE CTpaHH (0030peH TOKIAN).
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— CEMHHAp 32 BaTWJAMpaHE Ha KOHCTATAIMUTE OT OIEHKAaTa Ha BB3JCHCTBHETO
(cemunap 2) Ha 25 anpui 2022 r.

beure mocTurHaT NIMPOK KOHCEHCYC CpeJl 3aMHTEPECOBAHUTE CTPAaHU, Y€ HacTos1aTa
¢dapMarieBTMYHa CUCTEMa TapaHTHpa BHCOKO paBHUIIE Ha O€30MacHOCT Ha
MalUEHTUTe, KOETO MOXKe Ja ObJie HaArpaJieHO C MpepasriekJaHeTo, 3a Ja ce
OTTOBOPM Ha HOBUTE NPEIU3BHKATEIICTBA M Ja C€ IOA0OpPAT JOCTAaBKUTE Ha
O6e3omacHd ¥ (PUHAHCOBO JIOCTHIIHU JIEKAPCTBEHH MPOAYKTH, JOCTHIBT Ha
NAIlMeHTUTe ¥ WHOBAaLMUTE, OCOOCHO B 00]acTUTE, B KOUTO MEIUIIMHCKHUTE
MOTPEeOHOCTH Ha MalMEeHTUTE He ca yAoBieTBOpeHU. OOLIECTBEHOCTTa, MAllUEHTUTE
U OpraHU3alMUTe HAa IPaKJAHCKOTO OOILIECTBO M3pa3MXa OYaKBaHHATA CH 32 PABEH
JOCTBII O UHOBAaTUBHO JiedueHue B enus EC, BKIIOUNTETHO 32 HEYAOBJIETBOPEHUTE
MEIUIMHCKH TOTPEOHOCTH, KAKTO M 32 HENPEKbCHATOCT HAa JIOCTaBKUTE Ha
JIEKapCTBEHH TMPOJIYKTH, OT KOUTO uMar Hyxkzaa. [lyObmuunure opranu u
MAIMEHTCKUTE OpPraHM3allii ce O0sBHXa 3a MPOMEHJIMBA NPOIBIDKUTETHOCT 3a
HACTOSIIIUTE OCHOBHHU CTUMYJIM, KaKTO € IPEIBHICHO B MPEANOYUTAHMS BapPUAHT.
[IpencraBurenurte Ha (QapmareBTUYHATA NMPOMHUILICHOCT C€ MPOTHUBOIIOCTABUXA HA
BbBEXKJIAHETO HA [POMEHJIMBM CTUMYJIM WJIM HAa  CBHKpPAIaBaHETO Ha
CHILECTBYBAIIUTE M IMOAKPENHUXa BBBEXKJAHETO HAa JOMBIHUTEIHU WIA HOBU
ctumyiu. [IpencraButenu Ha oTpachiia MogYepTaxa ChIO0 Taka HEOOXOJUMOCTTa OT
CTa0MJIHOCT Ha HACTOSINATa IpaBHA paMKa M MPEIBUIMNMOCT Ha CTHMYJIHTE.
EnemenTute, cBbp3aHu ¢ OKOJIHATA Cpela, peryiaropHaTa noJKpena 3a HeTbPrOBCKU
OpraHu3alnuu U J00aBSHETO HAa HOBM TEPANEBTUYHU MOKA3aHMS 3a JIEKAPCTBEHUTE
MPOJIYKTH, KOUTO Ca BKJIIOYEHHU B MPEATNOYUTAHUS BAPUAHT, OsfXa MOIKPETICHU OT
KJIIOYOBH 3aMHTEPECOBAHU CTPAHU, KATO JOCTABYMIUTE Ha 3/paBHO OOCIy>KBaHe,
MPEACTAaBUTEINTE Ha AKAJEMUYHUTE CPEIU U €KOJIOTUYHUTE OpraHU3alNH.

BbB BpBb3Ka ¢ IpepasriekAaHeTO Ha 3aKOHOAATEIICTBOTO OTHOCHO JIEKAPCTBEHUTE
NPOAYKTH 3a MeAMaTpuyHa yrnoTpeda M 3a peiaku 3aboyisiBaHUs OsXa HpPOBEIEHU
CHelU(pUYHM KOHCYJTallMM B KOHTEKCTa Ha IMpolleaypaTa 3a OLIEHKa Ha
BB3/JCHCTBUETO: O0IECTBEHAa KOHCYNTalus, poseaeHa ot 7 mait 1o 30 romum 2021 r.
Ocgen toBa ot 21 rouu 10 30 ronu 2021 r. 6s1Xa NpoBEAEHU LIEJIEBU MPOYUBAHUS,
BKJIFOYMTEIHO IMPOYYBAaHE Ha Pa3XOJUTE KaKTO 3a (apMalleBTUYHHUTE JIPY>KECTBa,
Taka ¥ 3a MyOJMYHUTE OpraHu (3aKbCHEJIM OTTOBOPH OsXa MpueMaHW 10 Kpas Ha
centemBpu 2021 r. mopagu sATHaTa BakaHuMsA). B kpas Ha ronm 2021 r. Gemre
IIpOBEJIeHa MOpeaniia OT MHTEPBIOTA C BCUUKH CHOTBETHM I'PYIHU 3aUHTEPECOBAHU
cTpaHu (myOJWYHM oOpraHu, (apmaneBTHYHATa MPOMHUIIIEHOCT, BKIOYHUTEIHO
MCII, akageMMYHUTE Cpenu, MNPEACTaBUTEIN Ha TPaXKIAHCKOTO OOIIECTBO H
JOCTaBUMIIM Ha 3/paBHO O0OCIyXkBaHe), a (OKyC TpylHTe ce CpellHaxa Ha
23 deBpyapu 2022 1., 32 1a OOCHAAT HIKOM OT OCHOBHUTE BBIIPOCH Ha pedopmara.

Cpen 3aMHTEpecOBaHUTE CTpaHH Oelle MOCTHTHAT IIMPOK KOHCEHCYC, Ye JBaTa
3aKOHOJATETHN aKTa ca HMMallid MOJIOKHUTENeH e(peKT BbpXY pa3paboTBaHETO Ha
JIEKapCTBEHM TMPOJYKTH 3a MeAMaTpudHa yHoTpeda M 3a JICUEHHETO Ha pPelIKd
3a0onaBanus. Bbrnpeku ToBa, 0 ce oTHacs 10 PersiiamMeHTa OTHOCHO JIEKApCTBEHUTE
NPOAYKTH 3a NeauaTpuyHa yrnoTpeda, IslaTa HacTosIa CTPYKTypa Ha IUIaHa 3a
NeAUaTPUYHO U3CIIEABAHE U YCIOBHETO, KOETO JIaBa Bb3MOXHOCT 32 OCBOOOXIaBaHE
OT 3a/IBJDKCHUETO 32 U3TOTBSHE HA TAaKbB IUIaH, 051Xa CYETEHHU 33 BH3MOXKHU MPEUYKH
npen pa3pabOTBaHETO Ha HSKOM MHOBATMBHU MPOAYKTH. Bcuuku 3amHTEpecoBaHH
CTpaHM Ioa4YepTaxa, ye KakTo 3a JICKApCTBEHUTE MPOAYKTH 3a PEIKH 3a00JsBaHMS,
Taka M 3a JIGKAPCTBEHUTE NPOAYKTH 3a MEeAUaTpuyHa ynorpeda, ciensa aa Obae
OKa3aHa TMo-100pa TOJKpena 3a pa3pabOTBAaHETO Ha JIEKAPCTBEHH MPOAYKTH,
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MpeHa3HauYeHHU 3a 3a/I0BOJIIBAHE HA HEYAOBJIETBOPEHU MEIULUHCKA MOTPEOHOCTH
Ha mnanueHture. [lyOnudHWTE OpraHM ce 3acThlMXa 3a TMPOMEHIMB CPOK Ha
BAJIMJHOCT Ha M3KJIIOYUTETHUTE THPrOBCKU IpaBa 3a JIGKAPCTBEHU NPOAYKTH 3a
penku 3a00sIBaHUSI KaTO WHCTPYMEHT 3a IMO-JI00pO HAacOuBaHE Ha JEHHOCTUTE TIO
pa3zpaboTBaHe B 00jacTH, B KOMTO HsMa HalW4yHO jedeHue. IIpencraBurtenure Ha
(dapmalnieBTHUHATa TPOMUIILICHOCT C€ MPOTHBONOCTABHXAa HA BBHBEXKIAHETO Ha
MIPOMEHJIMBU CTHUMYJIHM WU Ha ChKPAIlaBaHETO HAa CHIIECTBYBAIIUTE U MOJKpENnxa
BBBEXKJIAHETO Ha JIONBJHUTENHM wuiau HoBU crtumyiu. Illo ce ornaca 1o
MpepasriiekJaHeTo Ha OOLI0TO 3aKOHOJATEJICTBO B 00siacTTa Ha (apMalleBTUYHUTE
MPOJIYKTH, MPOMHUIUIEHOCTTA CHINO IMOAYEpTa HEOOXOAMMOCTTA OT CTA0MIIHOCT B
HacCTOAIIAaTa MPaBHA paMKa U MPEIBUIUMOCT Ha CTUMYJIUTE.

® CLﬁnpaHe H U3MOJI3BAHE HA EKCIICPTHU CTAHOBHUILIA

OcBeH OOIIMPHUTE KOHCYJITAlMM CbC 3aMHTEPECOBAHUTE CTPAaHU, OIMUCAaHU B
MIPEIMLIHUTE Pa3/ieu, Os1Xa MPOBEIECHU CIEAHUTE BbHILHU POYYBAaHUS B MOJKpena
Ha apajesHOTO M3BBPIIBAHE HAa OLIEHKA M OLIEHKAa Ha BB3JCHCTBUETO Ha OOIIOTO
3aKOHOJATEJCTBO B 00JacTTa Ha (papMalleBTUUHUTE NPOAYKTH U OLIEHKara u
OLIEHKAaTa Ha Bb3/1EHCTBUETO Ha 3aKOHOAATEICTBOTO OTHOCHO JIEKAPCTBATa CUPALU U
JIEKapCTBEHUTE MPOIYKTH 3a MeIMaTpuyHa yrnorpeoda:

—  Ilpoyusane 6 nookpena Ha OYeHKAMA U OYEHKAMA HA 6b30€UCmeuemo Ha
06uomo 3aKOHO0AMeNCmE0 6 obnacmma Ha GapmayesmuyHume npooyKmu.
Hoxknao 3a oyenxa, Technopolis Group (2022 r.).

—  Ilpoyusane 6 nookpena Ha oyewkama u OYEHKAMA HA Bb30elCmeuemo Ha
00WOMO 3aKOHOOAmMenNCmeo 8 obaacmma Ha @apmayesmuyHume npooyKmu.
Joxknao 3a oyenka na svzoeticmsuemo, Technopolis Group (2022 r.).

— Iloozomesane Ha 3axonodamencmeomo 8 obracmma Ha hapmayesmuyHume
npodykmu 3a 0wvoeuwemo — IlIpoyusane omHoCcHO Hedocmuea HA JjleKapcmed,
Technopolis Group (2021 r.).

— Hpoy%aHe 6 nodkpena HA oyeHkama Ha Pecnamenma na EC 3a Jlekapcmeama
cupayu, Technopolis Group u Ecorys (2019 r.).

—  Ilpoyusane Ha UKOHOMUYECKOMO @b30elicmeue Ha cepmugukamume 3a
OONBIHUMENHA 3AKPULA, CIMUMYIUME U RPEOUMCMEama 3a papmayeemuyHume
npeonpusimusi 6 Eepona, Copenhagen Economics (2018 r.)

—  Ilpoyusane ma uxomomuueckomo 6wv3oeticmseue Ha Pecnamenma ommuocho
JleKxapcmeenume npooOyKmu 3a neouampuyHa ynompeoa, KIIOYUMENTHO Ha

npedsudenume 6 He2o npeoumcmea u cmumyau, 1echnopolis Group u Ecorys
(2016 1.).

o OneHKH HA BB31eHCTBHETO
Oobuo 3akono0amencmeo ¢ odbracmma Ha papmayesmuunume npooOyKmu

B oleHKaTa Ha BB3IEHCTBHETO C OIJIE[] Ha MPEPasTIIeKNAHETO HAa OOIIOTO
3aKOHOJATEICTBO B 00JIACTTa Ha (hapMalEBTHUHUTE MPOAYKTH > 0AXa aHATH3HPAHHU
TpH BapHaHTa Ha noiutuka (A, b u B).

% Paboren nqokyMmeHT Ha cimy)Oute Ha Komucusta, Ouenka Ha Bb3JeHCTBHETO.
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- BapI/IaHTA C€ OCHOBaBa Ha HACTOAIIOTO IIOJIOXKCHHEC W LCIHUTE CC IIOCTHUIaAT
TJIaBHO 4Yp€3 HOBHU CTUMYJIN.

- HpI/I BapUAHT b nenure ce mocturar Ype€3 MOBEYC 3aABJIDKCHUA U HAA30DP.

— I[Ipu BapuanT B ce BB3mpuema moaxon quid pro quo, NP KOWUTO
MOJIOKUTEITHOTO TOBEJICHHE C€ Bbh3HATPaKIaBa, a 3aJbJDKCHUSI CE Hajarat
caMo KOraro HsMa aaTepHATUBH.

[Ipn BapuanT A ce 3ama3Ba HacTosIllaTa CHUCTeMa Ha peryjaropHa 3alluTa Ha
WHOBATUBHUTE JIEKAPCTBEHU IMPOIAYKTH M C€ A00aBAT JONBIHUTEIHU YCIOBHHU
CpPOKOBE Ha 3amuTa. AHTUMHKPOOHHMTE CPEACTBA C KIMHUYHO NPEIUMCTBO Ce
[I0JI3BAaT OT HPEXBBPJIMMH Baydepd 3a U3KIIOUUTENHM IIpaBa. 3ama3BarT ce
HACTOAIIUTE WM3UCKBAHUS OTHOCHO CUTYPHOCTTa Ha JOCTaBKUTE (YBEIOMJICHHUE 3a
U3TEIVISIHE OT Ila3apa I[OHE [JBa Mecela NpeaBapuTenHo). ChILIECTBYBALUTE
M3HMCKBAHUS 32 OLIEHKA Ha PHUCKa 32 OKOJHATa cpela MpoAb/KaBar Ja ce mpuiarar,
ChUYETaHU C JOIIBJIHUTEITHH 3aIBJDKCHUS 32 MPEIOCTaBIHE Ha WH(POPMAIIHSL.

[Tpu Bapuant b ce mpeaBmwxna MpoMEHJIMBA NPOJBDKUTETHOCT HAa CPOKOBETE Ha
peryiaTopHa 3alluTa Ha JaHHUTE (pa3leleHU Ha CTaHAApPTHU U YCIOBHH CPOKOBE).
JlpyxecTBara TpsiOBa WM Ja MUMAaT aHTHMHUKPOOHO CPEACTBO B NPOAYKTOBATa CH
rama, Wi J1a BHAcSIT BHOCKH BBB (poH/ 3a hnHAHCHpaHEe Ha pa3pabOTBaHETO HA HOBU
aHTUMHKpPOOHM cpezacTBa. JIpykecTBaTa ca 3aJb/DKEHHM Ja ITyCKaT Ha Mas3apa B
IMOBCYCTO AbpPKaBU UYICHKU (BKJIIO‘-II/ITGJIHO Ha MAaJKHUTC Ha3ap1/1) JICKApCTBCHU
IPOJYKTH C paspemeHue 3a ynorpeba B nenust EC u na npegoctaBsaT nHpopManus 3a
MOJIy9eHOTO MyOnM4HO (¢uHAHCHpaHe. Hacrosmmre W3UCKBAHUS OTHOCHO
CUT'YPHOCTTa Ha JOCTaBKUTE CE 3ala3Bar U JpYy’KecTBaTa ca 3aJbJLKEHH J1a OTIPABAT
MPEUIOKEHUE 3a TPEXBHPIIIHE Ha pa3pelieHHeT0 UM 3a THPrOBUS Ha JIPYyro
JPY’KECTBO Mpeau M3TErIsIHETO OT mnas3apa. OleHkara Ha pUCKa 3a OKOJHATa cpeja
BOJIY JIO IOITBJTHUTEIHUA OTTOBOPHOCTH 32 JIPY>KEeCTBATA.

ITpu BapuanT B ce mpenBuxkia MpoMeHIMBa MPOIBIDKUTEIHOCT Ha peryjaTopHaTa
3alMTa Ha JaHHUTE (pa3/ieleHa Ha CTaHAApTHU U YCJIOBHU CpPOKOBE), KaTO cCe
noctura 6agaHc MEXy IPeJOCTaBsHETO Ha IPUBJIEKATEIHU CTUMYJIN 32 HHOBAIIMU U
MOJIKpernaTa 3a HaBPEMEHHHUS JOCTHII Ha MALMEHTUTE JI0 JIEKApCTBEHH NPOAYKTH B
nenuss EC. AHTUMUKpPOOHMTE cpelcTBa € KJIMHHUYHO MNPEJUMCTBO MOraT Ja ce
I0JI3BAT OT MPEXBBPIUMH BaydepH 3a U3KIIOUMTEIHHU IIpaBa IpU Cla3BaHe Ha CTPOTH
KpUTEpPUH 3a JOINYCTHMOCT M YCJOBMs 3a IIOJI3BAHE Ha Baydyepa, a MEpPKHUTE 3a
pazymHa ynoTpeba JOMBIHUTEIHO IONPUHACAT 3a CIpaBsHE C aHTUMHUKpoOHaTa
pe3ucteHTHOCT. OT IpUTEXAaTeIUTE Ha PA3pELICHHUs 3a THProBUS CE M3HUCKBAa A
rapaHTUpaT MPO3PavyHOCT MO OTHOIIEHWE Ha MyONIMYHOTO (PUHAaHCUpaHE Ha
KIMHUYHUTE M3NUTBaHUA. JlOKIaJBaHETO Ha HEJOCTHUra C€ XapMOHM3Mpa, KaTo Ha
opranute Ha paBHuile EC ce cpoOmaBaT camo Ciay4yauTe Ha CEPHO3EH HEIOCTHT.
[IputexxaTennre Ha pa3pelIEeHMETO 3a THPrOBHs CE€ 3aIbJDKaBaT Ja M3IpalaT
YBEJOMJICHHE 3a BB3MOXKEH HEJOCTUI IO-PaHO M Jla OTIPaBAT NpPEIOKEHHE 3a
IIPEXBBPJIIHE HA DPA3pElIEHUETO UM 3a THPrOBUS Ha JAPYro APY>KECTBO Npeau
U3TETJISIHETO OT masapa. V3McKBaHMsATAa OTHOCHO OIIEHKAaTa Ha pHCKa 3a OKOJHaTa
Cpeza u yCIOBHATa Ha ynotpeba cTtaBaT Mo-CTPOTH.

Bceuuku BapuaHTu ce JOMBABaT OT HAOOp OT OOILIM €IEeMEHTH, YMSTO LT € J1a ce
ONPOCTAT M paALUOHAIM3UPAT PETYIATOPHUTE MPOLEAYPH U Ja CE OCUTYpH
3aKOHOJATEJICTBO, aJalTUBHO KbM INpEAU3BUKATEICTBATa HAa OBJIEHIETO, KOETO Ja €
IIPUTOIHO KbM HOBUTE TEXHOJIOTHU.
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[IpenmountanusaT BapuaHT c€ OCHOBaBa Ha BapHaHT B u BkiIouBa M oOmIuTE
€JIEMEHTH, croMeHaTH mo-rope. [IpeamountanusT BapuaHT Oelle cCUeTeH 3a Haid-
no0bp M300p HAa TOJMUTHKA, KAaTO C€ B3eMar MpeABuj crnenubuyHUTE IeNd Ha
IIpepasrIeKJaHETO U UKOHOMHUYECKOTO, COLIMATHOTO M €KOJIOTUYHOTO BB3JCHCTBHE
Ha [IpeJIaraHuTe MEPKHU.

Hpe[[HOLII/ITaHI/ISIT BapI/IaHT, B KOfITO ce HpeI[BI/DKILa BBBCKIAHCTO Ha HpOMeHJII/IBI/I
CTUMYJIH, € UKOHOMHUYCCKH €(CKTUBEH HAYMH 3a MOCTUTAHE Ha IIEJUTE, CBhP3aHU C
mojoOpsiBaHe Ha JIOCTHIIA, 33J0BOJISIBAHE HA HEYJIOBICTBOPCHHUTE MEIMIIMHCKH
MOTPeOHOCTH U (PMHAHCOBA JIOCTBITHOCT 3a 3/paBHUTE cucTemu. OyakBa ce TOH aa
JOBEZIe 10 yBelMuaBaHe Ha jaocThna ¢ 15 %, koero o3HayaBa omie 67 MHIMOHA
nymi, npebuBaBam B EC, 1a Morar HOTEHIMAIHO Ja Ce BB3IMOJI3BAaT OT HOB
JEKapCTBEH TMPOAYKT W Jia ca HaJIWIe TOBeYe JIEKAPCTBEHU MPOIYKTH,
npeqHa3HaueHW 3a  3aJOBOJIIBAHE HA  HEYJOBJICTBOPCHUTE  MEIMIUHCKH
MOTPEOHOCTH, HA ChIaTa [IEHA 3a MyOJIMYHUTE IUIATIH, KakTo aHec. OCBEH TOBa ce
OYaKBa JIPY’)KECTBaTa W PEryJIATOPHUTE OPraHU Ja peau3upaT HKOHOMHUHU OT
MEXTyCEKTOPHUTE MEPKH, KOUTO Il Ch3aaT YCIOBHS 3a MO-100pa KOOpIUHAIHS,
OIPOCTSIBAHE U YCKOPSIBAaHE HA PErYJIaTOPHUTE MPOIIECH.

Cunra ce, ye MEpKHTE 3a CTUMYJHUpaHE Ha pa3pabOTBaHETO Ha AHTUMHKPOOHHU
Cpe/CTBa ¢ KJIMHUYHO MPEAUMCTBO III€ JIOBEIAT 10 Pa3X0u 3a MyOJIMYHUTE IJIATIN
Y TIPOU3BOJUTEIINTE HA TCHEPUYHH JIEKAPCTBEHH MPOIYKTH, HO OMXa MOTIIH Ja ObIaT
e(pEKTHUBHH CpEIly aHTUMHUKpOOHATa PE3UCTEHTHOCT, aKO C€ MPHJIAraT MpH CTPOTH
YCIIOBHSI U1 MEPKH 3a pa3yMHa yrnoTpeba. Te3u pazxoau TpsOBa aa ce pasriiexaar u B
KOHTEKCTa Ha 3allaxaTa OT PE3UCTCHTHU OaKkTepuM W Ha TEKYIIUTE pPa3XoJu,
MIPaBEHU BCIICJCTBHE HA aHTUMUKPOOHATa PE3UCTEHTHOCT, BKIIFOUYMTEITHO CMBPTHHUTE
cllyyau, pa3xo/IuTe 3a 3/ipaBeona3BaHe U 3arydara Ha MPOU3BOAUTEIIHOCT.

JpyxecTBara, MPOU3BEXKAALIN OPUTMHAIHU JIEKAPCTBEHU MPOAYKTH, OMXa HMMaiH
JON'BJIHUTESTHU PAa3X0Jd, HO M MOJ3U OT CTUMYJIUTE U OT OOBBP3aHOTO C YCIOBUS
IyCKaHE Ha Ia3zapa W KaTo ILsUI0 TEXHUTE Mpojaxou Ouxa ce yBenmumiu. Yact or
YBEJIMUYEHUTE Pa3XoJIu IIe ObJaT CBBbpP3aHU C JOKJIAJBAHETO Ha HEJOCTHra. 3a
pEeryJaTOpHUTE OpraHd W€ BB3HHUKHAT Pa3XOA, CBbP3aHU C H3INBIHEHHETO Ha
JIONBIIHUTETHU 337a4d B oOJacTTa Ha YHOpPaBICHHETO Ha HEJIOCTHra, Io-
3ap00oueHaTa OlIEHKa Ha pUCKa 3a OKOJHATa cpela M Io-rojsiMaTa HayyHa M
peryiaTtopHa noJKpena npeayu U34aBaHeTo Ha pa3pelleHue.

3axonooamencmeo omHocHo neKapcmeama cupayu u 1eKapcmeenunme npooyKmu
3a neduampuuna ynompeoa

B onenkara Ha BB3ACHCTBHETO OT MPEPaA3IIIEKIAHETO HA 3aKOHOAATEJICTBOTO
OTHOCHO JleKkapcmeama cupayu W JjeKapcmeeHume npooyKmu 3a neouampuyna
ynompeba 0sxXa aHaNM3WpaHW M TpU BapuaHTa Ha moiutuka (A, b u B) 3a Bceku
3aKOHOJATENICH akKT. Pa3JIMYyHUTE BapuaHTH HaA NOJMTHKA CE€ pas3jauyaBar IIo0
OTHOIIIEHWE Ha CTUMYJIUTE WIM TNpPEeIUMCTBaTa, C KOUTO Ouxa ce TOI3Bau
JIEKapCTBEHUTE MPOAYKTU 3a peAKH 3a0oisiBaHHMS W 3a MeauaTpuyHa ymoTtpeoda.
OcBeH TOBa Mpepas3riekIaHeTo Ie BKIOYBA MOpeaulia OT OOUM eleMEeHTH,
MPUCHCTBALM BbB BCUUKU BAPUAHTH.

[To oTHOLIEHNE HA JIEKAPCTBEHUTE MPOAYKTH 3a peoKu 3a060/1516aHus IPU BapuaHT A
ce 3ama3Ba 10-rOOUIIHMAT CPOK Ha BaJIMJHOCT HA H3KIIOYUTEIHUTE THPIOBCKU
mpaBa U ce J00aBsi — KaTo JOMBIHUTEIEH CTUMYJ — IMPEXBBPIUM Baydep 3a
peryiaTopHa 3aliuTa 3a MPOAYKTH, MPEJAHAa3HAYECHU 3a 33JJ0BOJIIBAHE HA OCOOCHO
3Ha4MMHU HEYJOBJIETBOPEHU MEIUIIMHCKU NOTPEOHOCTH Ha nanueHTuTe. To3u Bayuep
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JaBa BB3MOXXHOCT CPOKBT Ha peryjaTopHaTa 3amuTa Ja Oble YABJDKEH C eaHa
roguHa W MOXKe Ja OBbJe MPOJaJCH Ha JAPYro IPYKECTBO W Jia C€ HM3MOJ3Ba 3a
MPOJIYKT OT MPOYyKTOBATa raMa Ha TOBa APYKECTBO.

IIpu Bapuant b Hacrosiuuar 10-roguiieH cpok Ha BaJUAHOCT Ha U3KIIOYUTEIIHUTE
THPIOBCKU IIpaBa Ce MPEMaxBa 3a BCUYKHU JIEKAPCTBEHU NIPOAYKTH CUPALIH.

[Ipu Bapuant B ce mnpeaBmwkaa CpoKbT Ha BAIMAHOCT Ha M3KIIOUYUTEITHUTE
THPrOBCKU MpaBa J1a 0b1e npomersiuB — 10, 9 wiu 5 roauHu, B 3aBUCUMOCT OT BUJA
Ha JICKapCTBEHHUS MPOAYKT CHUpaK (ChOTBETHO 3a MPOIYKTH, MpPEIHA3HAUYCHHU 3a
3aJI0BOJISIBAHE HAa OCOOEHO 3HAuYMMa HEYJIOBJIETBOPEHA MEIUIIMHCKA IMOTPEOHOCT,
HOBH aKTHBHH BEI[ECTBA U 3a 3asBJICHUS 3a 100pe ycTaHoBeHa ynorpeba). Moxe na
Obae mpenocTaBeH ,,00Hyc” moa (opMara Ha TOMBIHUTEIHO YIbJDKaBaHE Ha CPOKa
Ha BAJIMJHOCT HAa M3KJIIOYUTEIHUTE THPrOBCKHU IpaBa C €HA FOJIMHA Bb3 OCHOBA Ha
JOCTBHITHOCTTA 32 MallMEHTUTE BB BCUUYKU CHOTBETHH IbPKABU WICHKH, HO CaMoO 3a
MIPOJYKTH, MPEeAHA3HAUYEHHU 3a 33JJ0BOJISIBAHE HA OCOOEHO 3HauUMMa HEy/10BJIETBOPEHA
MEIMIIMHCKA MOTPEOHOCT, ¥ 32 HOBU aKTUBHH BEIIIECTBA.

Bendky BapuaHTH ce JOIBJIBAT OT HA0Op OT OOLIM €JIEMEHTH, YUSATO LEd € Ja ce
ONPOCTAT M PALMOHAIM3UPAT PpEryJaTOpHUTE NPOLEIYypd M Ja CE€ OCUTYpH
3aKOHO/IaTEJICTBO, aIalITUBHO KbM IPEAN3BUKATEICTBATA HA OBCIIETO.

Bapuant B 6emie cuereH 3a Haii-1o0bp n300p Ha MOJIMTHKA, KATO C€ B3eMaT MpeIBU]
cnenu(UYHATE eI W HWKOHOMHYECKOTO W COLUMAIHOTO BB3JICHCTBHE Ha
npeularanute Mepku. OgakBa ce TO3M BapuaHT Ja OCUrypH OanaHCUpaH
MIOJIOKUTEJIEH pe3yJITar, JIONpPUHACAL] 3a I[OCTUIAHETO HAa YEeTHUPUTE LW Ha
npepasriaexaanero. Herosara e me 6b/e 1a ce peHacoyaT HHBECTULIMUTE U Ja ce
CTUMYJIMPAT UHOBALMUTE, OCOOCHO 10 OTHOLIEHHE Ha MPOIYKTH, IPEeIHA3HAYECHH 32
3aJI0BOJIIBAHE HAa OCOOEHO 3HAYMMM HEYJOBJIETBOPEHU MEAMIIMHCKU MOTPEOHOCTH,
0e3 Ja ce BB3OpPENATCTBA pa3pabOTBAaHETO Ha APYTU JIEKAPCTBEHH MPOAYKTH 3a
penku 3a0onsBaHus. O4akBa ce ChIIO Taka MEPKHUTE, MPEABUICHH B TO3U BapUaHT,
Jla MOJ00pAT KOHKYpPEHTOCIIOCOOHOCTTa Ha (papMalleBTUYHATa MPOMHUIIEHOCT Ha
EC, Bxmrountenno na MCII, u e noBeaar 1o Haii-nobpu pe3ynTaTd Mo OTHOIIEHUE
Ha JOCThla Ha MalMeHTUTe (Mopagu: 1) BB3MOXKHOCTTA TIE€HEPUYHUTE W
O0MONOo00HNUTE JIEKApCTBEHH MPOAYKTH J1a HAaBIM3aT HA Ma3apa Mo-paHo, OTKOJIKOTO
MTOHACTOSIIEM U 11) MPEAJAraHOTO BbBEXKJAaHE Ha OOBbpP3aH C YCIOBUS JIOCTBII NPU
yIBJKABaHETO HA CpOKa Ha BAJIMJHOCT Ha WU3KIIOYMTEIHUTE THPrOBCKH IpaBa).
OcgeH ToBa OnarogapeHue Ha MO-I'bBKAaBUTE KPUTEPUU 3a M0-100p0 ONpEeaessHe Ha
penkuTe 3a00JsIBaHMsl 3aKOHOAATENICTBOTO 11I€ CTaHe MO-IPUCIOCOOMMO KbM HOBUTE
TEXHOJIOTUH U 1€ CE HaMaJIl a]MUHUCTPATUBHATA TE€XKECT.

OOmusaT OanaHc Ha TOJUIIHUTE pPa3Xogd U IOJI3M, HW3YUCIEHH IO TpPyIH
3aMHTEPECOBAHU CTPAaHU 3a TO3M NPEINOYUTAH BAPUAHT B CpaBHEHHE C 0a30BUS
CIIeHapui, e: 662 MUJIMOHA €BpO MKOHOMUHU Ha pa3xoAM 3a MyOIMYHHUTE IUIATIH OT
YCKOPEHOTO HaBJIM3aHE HA T'€HEPUYHU JIEKAPCTBEHU MPOAYKTH M 88 MUIMOHA €BPO
JOM'BJIHUTEITHA 1Te4asta 3a MPOU3BOIUTENUTE Ha TeHEPUYHH JICKAPCTBEHH MPOAYKTH.
OOmiecTBEHOCTTA 1€ C€ BB3IO0JI3BAa OT OLIE €IUH WM JBa JIEKAPCTBEHU IPOAYKTa,
npeJHa3sHaueHH 3a 33/0BOJIIBAHE Ha OCOOCHO 3HAUYMMHU HEYIOBJIETBOPEHHU
MEAUIIMHCKH TOTPEOHOCTH, W KaTo LSO OT MO-IIMPOK U MO-OBbp3 AOCTHI 3a
namnuentute. bpyTrHata 3ary6a Ha nevan6a OT MO-paHHOTO HABJIM3aHE HAa FEHEPUYHU
JIEKapCTBEHU MPOJIYKTH 3a JIPYKECTBaTa, MPOU3BEK AN OPUTHHAIIHU JIEKAPCTBEHU
IIPOOYKTH, ce ouLeHsBa Ha 640 MUIMOHA €BpO, HO CE€ OYaKBa TE3M JAPYKECTBA 1A
peanu3uparT UKOHOMHUH OT MEKIYCEKTOPHUTE MEPKH B OOILOTO 3aKOHOJATEICTBO B
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obnacTTa Ha apMaIeBTUUYHUTE MMPOAYKTH, KOUTO III€ Ch3a/1aT YCIOBHS 3a MO-100pa
KOOpIUHAIIVS, OIIPOCTSIBAHE M YCKOPSBAHE HA PEryJaTOPHUTE MPOIIECH.

[lo oTHomIeHMe Ha JIEKAPCTBEHUTE MNPOAYKTU 3a neouampuuyna ynompeba TpU
BapHaHT A MIECTMECEYHOTO YAb/DKaBaHE HA CPOKa Ha JeHCTBUE Ha ceprudukara 3a
nombiaHuTenHa 3akpuia (C/13) ce 3ama3Ba kaTo MpeIMMCTBO 32 BCUUYKU JIEKAPCTBEHU
IIPOAYKTH ChC 3aBBbPIUEH IJIaH 3a neguatpuyHo uscnensane (IIIM). Ocsen Toa ce
n00aBs AOMBIHUTEIHO MPEIUMCTBO B I0JI3a HA MPOJYKTHUTE, NMpEeJHA3HAYCHH 3a
yJIOBJIETBOPSIBAHE HA HEYAOBJIECTBOPEHH MEIMIIMHCKU TMOTPEOHOCTH Ha nemara. To
1le ce M3passiBa WIHM B JTOMBIHUTEIIHO yAbIKaBaHe Ha cpoka Ha aerictBue Ha CLI3 ¢
omie 12 mecerna, win BbB Bayuyep 3a peryjiaTopHa 3ammura (ChbC CPOK €Ha T'OJuHa),
KOHTO MOXKe Ja ObJe MpexXBBpJIEH Ha JAPYyr MNPOAYKT (€BEHTyaJlHO Ha JApYro
IpY’KECTBO) Cpellly 3alulalllaHE U JaBa BB3MOXKHOCT Ha IPOAYKTa, KOWTO IO
MOJIy4aBa, Ja ce BH3MOJI3Ba OT YABDKEH CPOK HA peryliaTopHa 3alliuTa Ha JaHHHUTE (C
ome enHa ronguua). [Ipu BapmanT b mpemumMcrBoTo 3a 3aBbpmBane Ha [N ce
npemMaxBa. 3abKEHUETO Ha pa3pabOTUYUIIMTE Ha HOBM JIGKAPCTBEHU MPOIYKTH Aa
nostydar ogobpenue or EMA 3a IIIIM m na u3mbiaHAT IUlaHa ce 3amasBa, HO 3a
HAMpaBeHHUTE JOMBIHUTEIHH Pa3Xxodd HiIMa Jla ce MpeAocTaBsAT mpeaumctra. [Ipu
BapuaHT B, KakTo U jocera, MeCTMECEUHOTO YIbJKaBaHE HA CPOKA Ha JIEWCTBHE HA
CI3 ocrtaBa OCHOBHOTO MPEIMMCTBO, MPENOCTaBsIHO 3a 3aBbpuiBaHe Ha [IITH.
Bceuuku BapuanTu ce JOmbaBaT OT HAOOp OT OOILIM €JIEMEHTH, YMSTO LIET € J1a ce
ONPOCTAT W PpAIUMOHATM3UPAT PEryJIaTOpHUTE MPOLEAYpH U Ja CE€ OCUTYpH
3aKOHOJATEJICTBO, aJalITUBHO KbM IPEIN3BUKATEICTBAaTa HAa OBACIIETO.

Bapuanr B 6Geie cuereH 3a Hail-moObp U300p HA MOJIUTHUKA, KATO C€ B3eMaT MpPeaBU
CHCIM(PUIHATE eI W WKOHOMHYECKOTO W COIMAIHOTO BB3JCHCTBHE Ha
npennaranute Mepku. OuakBa ce BapuaHT B na mosene 10 yBenuuyaBaHe Ha Opost Ha
JIEKapCTBEHHUTE MPOAYKTH, OCOOEHO B O0JIACTUTE Ha HEYJOBJIECTBOPEHU MEIUIIMHCKU
MOTPEeOHOCTH Ha Jelara, KOUTO OM TpsAOBalio Ja JocTUraT 10 JAenara mo-0bp3o,
OTKOJIKOTO TMoHactosimeM. C HEero chIlo Taka IIe Ce rapaHTupa CIpaBelJIvBa
BB3BPBIIAEMOCT HA WHBECTUIIMUTE Ha Pa3paOOTUUIUTE Ha JIEKApPCTBEHU MPOIYKTH,
KOUTO W3MBJIHABAT TPABHOTO 3aJbJDKEHHE 3a MPOyYBAaHE Ha JIEKAPCTBECHUTE
MPOAYKTH TMpHU Jela, KaKTO W HaMallgBaHEe Ha aJIMHHHCTPATHBHHUTE pa3xo.u,
CBBP3aHHU C MPOIEAYPHUTE, MPOU3TUYAIIN OT TOBA 33 IbJDKCHHE.

OuakBa ce HOBUTE MEPKH 3a ONPOCTSIBAHE U HOBUTE 33bJDKECHUS (HApPUMEp TE3H,
CBBP3aHM C MEXaHM3Ma Ha JEHCTBHUE Ha JIEKAPCTBEHHS IMPOAYKT) Ja TOBEAAT IO
ChKpallaBaHE Ha BPEMETO 3a JOCTBHII JO BEPCUU Ha JIEKaPCTBEHUTE MPOAYKTH 3a Jelra
¢ 2—3romMHW W 10 TOSBaTa Ha OIIe TPW HOBHM JICKAPCTBEHH NPOAYKTa 3a
NMeAuaTpuvyHa yrnoTpeda TOAMIIHO B CPAaBHEHUE C M3XOJHOTO PaBHUIIE, KOETO OT
CBOSI CTpaHa IIe IOHECEe OMBJIHUTEIHN MPEeIUMCTBA 3a paspadotununute. Te3n HOBH
JIEKapCTBEHH MPOAYKTH 3a MeauaTpuyiHa ynorpeda 1me 10BeAaT Ha TOJUIIIHA OCHOBA
JI0 Pa3Xo/M 3a OOIIECTBEHOCTTa, KOMTO C€ OICHsIBAT Ha 151 MuiroHa eBpo, T0KaTo
JpY’KeCTBaTa, MPOU3BEXKAAIIN OPUTHHATIHYU JIEKAPCTBEHHU MPOAYKTH, LIE peaTu3upaT
NOMbIHUTENHA OpyTHa medanba B pasmep Ha 103 MuinoHa eBpo B 3aMsiHa Ha
ycunusaTa cu. brarogapeHue Ha ONPOCTSABAHETO Ha cXeMara OT NPeIuMCTBa,
CBBp3aHa C MPOYYBAHETO HA JIEKAPCTBEHH MPOAYKTH 3a TeAuaTpuyHa ymorpeda,
JPY’KECTBaTa, MPOU3BEKAAIIM T'€HEPUUYHHU JICKAPCTBEHU MPOAYKTH, LIE€ MOraT Io-
JIECHO J1a POTHO3MPAT KOTa I1e MOTaT Jia HaBJsA3aT Ha ma3apa.
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HpI/IFOIIHOCT H OIMPOCTABAHE HA 3AKOHOAATECJICTBOTO

[IpennaranuTe npepasriekIaHus UMaT 3a el Ja Ce OMPOCTH PeryjiaTopHaTa paMmKa
u na ce nogoOpu HelHaTa e(eKTHMBHOCT M e(pUKACHOCT, KOETO IIe JOBeae N0
HaMaJIsIBAaHE HAa aJMHHHUCTPATHBHHUTE pa3XOJd, MPAaBEHH OT JpyXkKecTBara W OT
KOMIIETEHTHUTE oOpraHu. [loBeueTo OT MpeIBUICHUTE MEPKH IIe OKaXaT
BB3JICHCTBHME BBPXY OCHOBHHTE NPOIEAYPH 3a pa3peliaBaHe Ha JICKAPCTBEHUTE
MPOJIYKTH U yIPaBICHUE HA KUZHEHUS UM LIUKbIL.

AJIMMUHUCTPAaTUBHUTE Pa3XOAW 3a KOMIIETEHTHUTE OPraHu, 3a MPEANpPUATHITA U 32
IpYTH CHOTBETHU CYOEKTH IlI€é HaMmajesT IO JIBeé OCHOBHU mpuyuHH. [IBpBO,
MpoLEAYpPUTE e OBJAT paIlMOHATM3UPAHU M YCKOPEHH, HAllPUMEpP BHB BpPB3Ka C
IOAHOBSIBAHETO HAa pa3peLICHUATA 3a THPrOBHS M BHACSHETO HAa IPOMEHH WIIU
MPEXBBPIIIHETO Ha OTTOBOPHOCTTA 32 0003HAYAaBAaHETO HA JIEKAPCTBATa CHUpALX OT
Komucusta xeM EMA. Bropo, koopaumHauusra Ha EBpomneiickara peryiaTopHa
MpeXxa 3a JIeKapcTBara Ie ce Mojo0pH, HalpuMep IO OTHOIIEHHE Ha paboTara Ha
pasnuuHuTe KoMuTeT Ha EMA 1 B3auMOIeHiCTBUETO ChC CHOTBETHUTE PETYIATOPHU
paMku. JIOMBJIHUTENHO HaMalsIBAaHE HA pa3XOJHUTE 3a MPEANpUATHATA U 34
aJIMMHHUCTPATUBHUTE OpraHU c€ OuYakBa Ja ObJe MOCTUTHATO uype3 aJanTUpaHe Ha
peryiaTopHara pamMka, 3a Jla MOXe€ B oOxBaTtau Ja ObJaT BKJIIOYEHU HOBU
KOHLICTIINY, KaTO KJIMHWUYHM M3NUTBAHUS C AJAlTUBEH JAWU3aiiH, MEXaHU3bM Ha
JNEHUCTBHE Ha JaJeH JIEKApCTBEH IPOAYKT, M3IIOI3BAHE HA JIOKA3aTeJICTBA OT
MpaKTUKaTa ¥ HOBU ()OPMHU Ha U3MOJI3BAHE HA 3[JpaBHU JaHHH.

3agpnboyaBaHeTo Ha  OUQpoBH3amMATAa 1€ YJIECHM HMHTETPUPAHETO  Ha
perynatopHute cucteMu U miaardopmu B uenust EC u e noanoMorse noBTOPHOTO
M3M0JI3BaHE HA JIaHHM, KOETO CE€ O4YaKBa C TEUYECHHE Ha BpPEMETO Ja JOBEAE M0
HaMaJsiBaHe Ha Pa3XoJUTe 3a aJAMUHUCTPATHUBHUTE OpraHu (BBIPEKH 4e MOXKe Ja
ObJie CBbpP3aHO C IMbPBOHAYAIIHU €JHOKpPATHU paszxonu). Hampumep enexTpoHHOTO
MoJlaBaHe Ha JOKYMEHTH M HMH(popMaius oT mpoMunuieHocTra 10 EBpomneiickara
areHIMs IO JIEKApCTBATA U JO KOMIIETEHTHUTE OPraHM HA JIbP>KABUTE YJICHKH ILE
JIOBEJIEe 10 MKOHOMHHU Ha Pa3XoJX 3a MPOMHUIUIEHOCTTa. OCBEH TOBA IPEIBUIEHOTO
npefocTaBsiHe Ha WHQpOpMAIMs 3a MPOAYKTa B CICKTPOHEH BUA (BMECTO upe3
JMCTOBKM Ha XapTHEH HOCHUTEN) ClieBa Ja JOBEJE CHIIO Taka JI0 HaMalisiBaHE Ha
aAMUHUCTPATUBHUTE PA3XOJIH.

OuakBa ce npeaBUIEHOTO OMPOCTSABAHE HA MPOLEAYPHUTE, MO-IIUPOKOTO U3MOJI3BAHE
Ha EJIEKTPOHHU MPOIECH W HaMAJISIBAHETO HAa aJMUHHMCTPATHBHATA TEXECT Ja Oble
or moma Haii-Bede 3a MCII u HerbproBckutre CcyOeKTH, ydacTBalld B
pa3paboTBaHETO HA JIEKAPCTBEHU MPOAYKTH. [IpeaioxkeHNEeTo ChIo Taka uMa 3a el
Jla ce ONTHMM3UpPA peryiaropHaTa nojkpena (HanpuMep HaydHUTE KOHCYJITALMH) 32
MCII u HETBProBCKHUTE OpraHu3alMyd, KOETO IIe JOBEIE 10 JAOMBJIHUTEIHO
HaMaJIsIBaHE HA aIMUHUCTPATUBHUTE PA3XOJH 32 TE€3U CTPAHU.

Karto msamo ce owakBa mpeaBUACHUTE MEPKH 3a OMPOCTABAaHE W HaMallsBaHE Ha
TEXKEeCTTa Ja JI0BeJaT A0 HaMaliiBaHEe Ha pPa3XOJUTe 3a MpEeANpUsTHITa, ThU KaTo
CHOTBETCTBAT Ha MOJXOJa HAa OTMSHA Ha MPEAUIIHH TSXKECTH TMPHU BHBEXKIAHE Ha
HoBU. [lo-criennanHo ce ouyakBa mpejiaraHuTe MPOLENypH 3a pallMoHAIM3UpPAHE U
3acWJIeHaTa MOJKpena Ja JoBeAaT J0 MKOHOMHHU Ha pa3xonau 3a ¢apmarieBTHYHATa
npomunuieHoct Ha EC.
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OcHoBHM npaBa

IIpennoxxeHueTo IONpUHACSA 34 IIOCTUIAHETO HAa BUCOKA CTEICH Ha 3aKpuiaa Ha
YOBEIIKOTO 3ApaBe U CIEAOBATEIHO € B CHOTBETCTBUE C wieH 35 or Xaprara Ha
OCHOBHMTE IIpaBa Ha EBpONENCKUs ChrO3.

OTPA’KEHME BBPXY BIO/KETA

DUHAHCOBOTO BB3JICHCTBHE € OTpPa3eHO B IMpaBHaTa (QUHAHCOBa OOOCHOBKA,
NPUIIOKEHA KbM TpeIoKeHHeTo 3a PernmamenT Ha EBponeiickust mapiaMeHT W Ha
CsbBera 3a ycraHOBsBaHE Ha mpoleaypu Ha Cpbio3a 3a pa3peliaBaHe U KOHTPOJ Ha
JICKApCTBEHH MPOJYKTH 32 XyMaHHa ynorpe0a ¥ Ha mpaBmiia oTHOCHO EBporneiickara
areHIusi 1o JiekapcTBara, 3a u3MmeHenue Ha Permament (EO) Ne 1394/2007 u
Pernament (EC) Ne 536/2014 u 3a ormsHa Ha Permament (EO) Ne 726/2004,
Pernament (EO) Ne 141/2000 u Pernament (EO) Ne 1901/2006.

APYI'M EJIEMEHTH
IlnanoBe 3a U3NbJIHEHHE U MEXaHU3MH 32 HA0/II0leHUE, OLICHKA U I0KJIA/IBaAHe

Pa3zpaOoTBaHeTo Ha HOBHU JIEKAPCTBEHU MPOAYKTH € IBJIBI MpPOILEC, KOMTO MOXe Ja
otHeMe 10—15 rogunu. Ilopaau ToBa CTUMYIUTE U IPEIUMCTBATa OKAa3BaT BIUSHUE
MHOI'0 TOJJMHHM CJIe]l JaTaTa Ha U3JaBaHe Ha pa3pelieHueTo 3a Tbprous. Ilonsara 3a
MAIMEHTUTE CBIIO TPsAOBa Ja ObJie M3MEpBaHA B PAMKUTE HA MEPHOA OT MOHE 5—
10 roquHM cnen paspellaBaHETO Ha JajeH JieKapcTBeH HpoiaykT. Kommucusra
Bb3HAMEpsBa /1a Ha0J10/1aBa CbOTBETHUTE MapaMeTpH, KOUTO J1aBaT Bb3MOKHOCT Ja
CE OLIEHM HAIPEABKBT M0 NPEUIAraHUTE MEPKU C OIJIE] NMOCTUTaHETO HA TEXHUTE
uenu. Ilo-ronsiMata vact OT mokaszarenuTe Bede ca chbOpaHu Ha paBHuile EMA.
OcBen ToBa DapMaleBTHUHUAT KOMHTET ? IIIe MPeocTaBs GopyM 3a 06CHKIaHE HA
BBIIPOCH, CBBP3aHU C TPAHCHOHUPAHETO M HAOMIOJEHHUETO Ha HampeabKa.
Komucusara mie nokiazBa MEpUOJMYHO OTHOCHO HalOmojaeHHero. ChIabprkaTeliHa
OLIEHKAa Ha pE3yITaTUTE OT IMpepasrieaHOTO 3aKOHOJATEICTBO MOXKE Ja ce
IIPEIBUIN €Ba Clie]] Hail-Majnko 15 rogvHM OT KpaiHMs CPOK 3a TPaHCIIOHUPAHETO

My.
OO0sicHMTEJIHU JOKYMEHTH (32 JUPEKTHBHUTE)

Cnen pemennero Ha Cobaa Ha EBpomneiickust cpio3 mo neno Komwucus/benrus
(meno C-543/17) apprkaBUTe YJICHKU TPsOBa Ja mpuiaraT KbM YBEIOMIICHHUSATA CH 32
HAIMOHAJTHUTE MEPKH 32 TPAHCIOHHPAHE JOCTATHYHO SCHA M TOYHA WHPOpPMAITHUS, B
KOSITO CE€ T0COYBa KOW pa3mopendu OT JajieHa IUPEKTUBA B KOHW pa3mopendu OT
HAIIMOHAJTHOTO 3aKOHO/IATEIICTBO c€ TpaHcmoHupar. ToBa TpsOBa na Obae
MPEIBUJICHO 32 BCAKO 33JbJDKCHHE, HE CaMO Ha PaBHHUINE WieH. AKO IbpKaBUTE
YICHKHN CIIa3dBaT TOBA 3aABJDKCHUC, OT TAX IO HNPUHOUWII HAMa Ja CC€ HM3UCKBa Ja
usnpamar Ha Komucusita 00CHUTETHH JOKYMEHTH OTHOCHO TPaHCIIOHUPAHETO.

ITonpoOHO pa3sicHeHHe HA OTACJHUTE Pa3nopeadu HA NPeAJI0KeHHeTO

[Ipeuiaranoro  mpepasriexjaHe Ha  3aKOHOJATelICTBOTO B o0nacTra Ha
CbapMaHeBTI/I‘IHI/ITe IPOAYKTHU CC€ CBCTOM OT MPCAJTIONKCHUEC 3a HOBA JUPCKTHBA U
NPE/UIOKEHUE 3a HOB pErJIaMeHT (BX. MpeauInHus paszzaen ,,ChriacyBaHOCT C
neicTBamuTe pasnopeadu B Tazu 00JacT Ha MOJUTHKATAa“), KOMTO IIe oOXBalaT

36

Pemenue va CeBera ot 20 Maii 1975 1. 3a ch3naBane Ha @apmanetndeH komuteT (75/320/ENO).
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CBILO JIEKapCTBaTa CUpal U MeJUaTPUIHHUTE JIeKapCTBEHU NpOoAyKTH. Pasnopenoute
OTHOCHO JIeKapcTBaTa CHpaly ca BKIOYEHM B IpEUlaraHusl perjaMeHT.
[Ipouenypuute npaBuia, NPUIOKUMHU 32 MeIUATPUYHUTE JIEKAPCTBEHU MPOAYKTH, ca
BKJIIOYCHHU Haii-Beye B HOBHS PETJIAMEHT, HO 00IaTa paMKa OTHOCHO pa3peliaBaHeTo
Ha Te3W MPOAYKTH U MPEIOCTAaBSIHETO Ha MPEJUMCTBA 3a TIX € 3ajierHaja B HoBaTa
nupexTuBa. OCHOBHHUTE 00JaCTH, 0OEKT HA MpepasriekIaHe ChIIIACHO MpeaiaraHus
HOB PpEIJIAMEHT, ca OOXBaHATHU B OOSCHUTENHHUS MEMOpAHAYM, HPHUAPY’KaBal]
IIPETIOKEHUETO 32 PETIIAMEHT.

[Tpunoxenue Il kbM AMpPEKTHBAaTAa ChIbp)Ka HACTOSILIUSA TEKCT Ha NpUIIOKeHHeE |.
[Ipunoxxenue Il me Opae akTyaln3upaHo C JENETUPAH akT. [lenerupaHusT akT wie
ObJie MPHET U 11Ie 3all0YHE Ja ce NMpulara npeay KpailHus CpoK 3a TPAHCIIOHUPAHE Ha
JUPEKTUBATA.

[lpennaranata JAWpeKTHBa BKJIIOYBA CIICAHUTE OCHOBHH 00JacTH, OOEKT Ha
npepasriiexIaHe:

Hacvpuasane na unosayuume u Ha 0ocmwvna 00 JeKAPCMEEHU NPOOYKMU HA
00CMBbNHU YeHU — Cb30asane Ha 6aiancupana Gapmayesmuina ekocucmema

C men na ce cB3AafaT MNPEeNNOCTaBKM 32 MHOBAMM W Jla C€ Hachpud
KOHKYpPEHTOCTIOCOOHOCTTa Ha (apmarieBTuyHarta npomunuieHoct Ha EC, u mo-
cnemmanio Ha MCII, pasmopenbure Ha mpepiaraHara JTUPEKTHBa ca BbB
B3aUMOJEHCTBHE C TE3UM Ha NpeAJaraHus perjiaMeHT. B ToBa OTHOIIEHHE ce
npeulara  OanmaHcupaHa cuctema oT ctuMmyind. C  Hes ce Bb3HarpaxjaaBaT
MHOBAIMUTE, OCOOCHO B O0JACTH C HEYAOBICTBOPEHH MEAUIMHCKU MOTPEOHOCTH,
KOETO JONPHUHACS 3a TOBAa HMHOBALMHTE Jla JOCTHraT J0 MAalMEeHTUTE W Jia ce
nojobpsBa goctenbT B menus EC. 3a ga craHe peryiaTopHaTta cuUcTeMa IIo-
epeKTMBHa M MO-OjarompusTHa 3a MHOBAMUTE, C€ MpeagaraT MepKH 3a
OTIPOCTSIBAHE W paIlOHAIM3MpPAaHE Ha MPOIEIypUTE U 3a Ch3JaBaHE Ha I'bBKaBa U
OpHEHTUpPaHA KbM OBJCIIETO pamMKa (BXK. ChIIO MEpKHUTE B pa3zen ,,HamansBane Ha
peryiaTopHaTa TeXECT M OCHTypsiBaHE Ha I'bBKaBa pPeryjaTOpHa paMKa B TOIKpera
Ha MHOBAIIMUTE U KOHKYPEHTOCIIOCOOHOCTTA™ MO-/10JIy U B IPEJIaraHus perjaaMeHT).

Bweeoicoane na npomennusu cmumyiau, C8bP3aAHU C pe2ylamopHAma 3auuma Ha
OaHHUMeE U Bb3HAPANCOABAHe HA UHOsAyuume 8 0061aAcmu ¢ HeyOOoB8IemeopeHu
MeOUYUHCKU nompeoHoCmu

Hacrosmusar crangapTeH CpoK Ha peryjaTopHa 3alldTa Ha JaHHUTE wie Oble
HaMaJIeH OT OCeM Ha LIeCT rOoJMHU. Bbopeku ToBa TOH 1€ OcTaHE KOHKYpPEHTEH,
KaTo ce HMa MpeABUJ KakBO ce Mmpeara B Jpyrd pernoHu. OcBeH ToBa
MPUTEKATEIIUTE HA pa3pelieHHs] 3a THhProBUs IIE CE MOJI3BAaT OT JOMBIHUTEITHU
CPOKOBE Ha 3alllMTa Ha JaHHUTE (M3BbH CTAaHAAPTHUTE LIECT TOAMHM), aKO IyCKar
JIEKapCTBEHUTE NPOAYKTH Ha Ma3apa BbB BCHUUKHU JbpPXKaBU UIEHKH, 0OXBaHATH OT
paspelieHneTo 3a ThproBus (+ IBe TOJUHH), aKO 3a/J0BOJISIBAT HEYJOBJIETBOPEHU
MEAUIMHCKH MOTPEeOHOCTH (+ IIecT Mecela), ako MPOBEXIAT CpPaBHUTEITHU
KIMHUYHU M3MMTBAaHUS (+ LIeCT Mecela) WM 3a JONBIHUTEIHO TEepareBTUYHO
nokazaHue (+ eJaHa roJnHa).

VY abiKkaBaHe Ha CpOKa Ha 3alllUTa Ha JAHHUTE 3a IIyCKaHETO Ha Ia3apa BbB BCUYKU
IbpKAaBU WICHKH 1€ CE€ MPEIOCTaBsl, ak0O JIEKaPCTBEHUAT MPOIYKT ObJ€ JOCTaBEH B
CBHOTBETCTBUE C MOTPEOHOCTUTE HA CHOTBETHUTE IAbP)KAaBU UJICHKH B CPOK OT JBE
TOAMHU OT M3/1aBaHETO Ha Pa3peIIeHUETO 3a ThProBUs (WIK B CPOK OT TPU FOJUHU B
ciryyait Ha MCII, cyOeKkTH ¢ HeCTONaHCKa LIeJ WX JAPY’KECTBa C OTPaHUYCH OMHT B
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cuctemara Ha EC). /IbpkaBuTe WICHKH UMAT Bb3MOXKHOCT JIa OTMEHST YCIIOBUETO 3a
IyCKaHE Ha Ma3apa Ha CBOsI TEPUTOPHUS 32 LIEJTUTE Ha yIbhkaBaHeTo. ToBa ce oyakBa
Hali-Beue KOraTo IyCKaHETO Ha Ma3apa B ONpe/esieHa IbpKaBa YWieHKa € OOCKTUBHO
HEBB3MOXXHO WJIM KOTATO Ca HAJUIE CIECHHMAIHUA NMPUYUHU, TOPAJIM KOUTO JIbpKaBa
YJIeHKa eJlaé IMYCKaHEeTO Ha Ma3zapa Ja ce U3BbpIIM MO-KbCHO. OTMsiHaTa He
O3HayaBa, Y€ JaJIeHa Jbp’KaBa WICHKA HE MPOSBIBA MHTEPEC KbM JIEKAPCTBEHUS
MPOJYKT U3001110.

VYabmkaBaHe Ha CpoKa Ha 3allldTa HAa JaHHUTE C LEJd  3a/J0BOJIIBAHE Ha
HEYJIOBJIETBOPEHH  MEIMIIMHCKH MOTPeOHOCTHM 1€ Cc€ MPeaocTaBs, aKo
JIEKapCTBEHMST MMPOAYKT € IpPEJHA3HAYeH 3a >KMBOTO3AacTPAllaBaIl0 WM TEXKKO
MHBaJIUAU3Upaio 3a0oJisiBaHe, MpU KOETO 3a00JIeBa€MOCTTa WJIM CMBPTHOCTTA
ocTaBaT BHUCOKM W ymorpebaTa Ha JICKapCTBEHHUS MPOAYKT BOIU [0 TIXHOTO
HaMalsiBaHE B 3HaYMMa CTeNeH. Pa3nuyHuTe eleMeHTH Ha TOBa OCHOBAaHO Ha
KPUTEPHUH OIpEJICICHUE 332 HEYIOBIECTBOPEHA MEIUIMHCKA MOTPEOHOCT (Hampumep
3a00IBaHUs, IPH KOUTO ,,3a00JIEBAEMOCTTA UM CMBPTHOCTTA OCTaBAaT BUCOKH ) IIIe
ObIaT MOMBJIHUTEIIHO YTOYHEHU B aKTOBE 32 M3ITBIHEHHUE, KAaTO CE B3eME MPEIBU]
HayuHUAT npuHoc Ha EMA, 3a na ce rapantupa, 4e MOHSATHUETO 3a HeyI0BIETBOPEHA
MEIMIMHCKAa MOTPEOHOCT OTpa3siBa HAyYHOTO M TEXHOJIOTMYHOTO PAa3BUTHE H
HACTOAIIUTE TO3HAHMUS 3a 3a00JsIBaHUSATA C HEIOCTaThYHO BB3MOXKHOCTH 32
JICYEHUE.

CpokbT Ha peryiaTopHa 3alllUTa Ha JAHHUTE € IOCJIeBaH OT CPOK Ha Ia3apHa
3amuTa (IBE€ TOAMHM), KOWTO CBIJIACHO IIpejajaraHaTa JAUpPEKTUBAa OCTaBa
HEMPOMEHEH B CPABHEHHUE ChC ChIIECTBYBAIUTE [IPABUIIA.

C IOmBIHMUTENHUTE YCIOBHUM CPOKOBE Ha 3alllUTa CPOKBT HA PEryJaTOpHa 3alluTa
(3ammTa Ha JAHHUTE W Ta3apHa 3allMTa) MOXE Ja JOCTUrHe 10 12 roauHu 3a
MHOBATUBHUTE JIEKapCTBa (KO CJe]l U3aBaHETO HA ITbPBOHAYAIHOTO Pa3peIleHue 3a
THpProBusi ObJie J00aBEHO HOBO TEPANIEBTHYHO MTOKAa3aHUE).

OcBeH TOBa 3a JEKapCTBEHM MPOIYKTH, IpeJHAa3HAYeHU 3a 3a70BOJISIBAHE Ha
HEYJIOBJIETBOPEHU MEIUIUHCKH MOTPEeOHOCTH, JApY)KecTBaTa ILe ce MOa3BaT OT
nonodpeHa cxema 3a Hay4yHa W peryiatopHa noakpena (,PRIME®), kakro u ot
MEXaHM3MH 3a yCKOpeHa oueHka. Cxemara 3a moxakpena PRIME me crumynupa
MHOBAIIMHUTE B 00JIACTH C HEYIOBJIETBOPEHU MEIULIMHCKU MTOTPEOHOCTH, 111€ TO3BOJIH
Ha (hapMalleBTUUHUTE JPYXKECTBa Jla YCKOpAT Ipoleca Ha pa3paboTBaHe U IIe
Ch3JaJI€ NMPEAIOCTABKH 3a IO-PAHEH JOCTHI HA MALMEHTUTE. Pa3InuyHUTE €IEeMEHTH
Ha TOBAa OCHOBAaHO HAa KPUTEPUH OINPEIECICHUE 3a HEYIOBICTBOPEHA MEIULIMHCKA
noTpeOHOCT (Hampumep 3a0oJsiBaHUSA, NPU KOUTO ,,3a005IeBa€MOCTTa WM
CMBPTHOCTTA OCTaBaT BUCOKM') IIe OBJAT JOMBIHUTEIHO YTOUYHEHH B aKTOBE 3a
M3ITBJIHEHHE, KaTO €€ B3€Me€ MpeaBH] HaydyHUIT npuHoc Ha EMA, 3a nma ce
rapaHTvpa, ye MOHATHUETO 3a HEYAOBJIETBOpEHA MEIUIMHCKAa MOTPeOHOCT OTpa3siBa
HAyYHOTO ¥ TEXHOJIOTUYHOTO Pa3BUTHE U HACTOSIIMTE [MO3HAHUS 32 3a00JIIBaHUSATA C
HEJIOCTAaThYHO BB3MOXKHOCTH 32 JICUCHHUE.

To-20n5Ma KOHKYperyus nopaou no-paHHoOmo HAGIU3AHEe HA NA3APA HA 2eHEPUHHU U
OUONOO0OHU leKapCcmeeHU RPOOYKMuU

OcBobOoxnaBanero ,bomap™ (kKoeTo gaBa BB3MOXKHOCT Jla C€ H3BBHPIIBAT
W3CIeBAHMS 32 [ETUTEe Ha MOCIEABAIIO PETyIaTOPHO OJ00peHHe Ha TEeHEPUYHU U
OMOMOJ00HM JIEKAPCTBEHU MPOAYKTH, JOKATO € B CHJIA TTATEHTHT WU CePTUPUKATHT
3a JIONMBJIHUTENIHA 3aKpuia Ha pedepeHTHUs JIEKapCTBEH IMpPOAYKT) Iue Oble
pasmIMpeHo 1Mo oO0XBaT M IIE CE OCHTYPH XapPMOHHM3UPAHOTO MY IpPHIIaraHe BbHB
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BCHUYKHU IbpkaBU wieHKH. OCBEH TOBA MPOLEAYPUTE 3a pa3pelllaBaHe Ha TeHEPUUHH
1 OMONOJO0OHM JIEKapCTBEHU MPOAYKTH IIle ObJaT ONPOCTEHHU: MO MPABUIIO 32 TE3U
MIPOJYKTH Beue HsAMA J1a C€ U3MCKBAT IJIAHOBE 32 YIIPaBJIEHUE Ha PUCKA, CIIE]] KaTo 3a
pedepeHTHUs JIeKapCTBEH MPOAYKT Beue MMa TakbB IUIaH. B3ammozameHnsemoctra
MeXxay OHOmoJOOHUTE JIEKAPCTBEHH MPOAYKTH M CHOTBETHHTE UM pedepeHTHH
JIEKapCTBEHH TMPOJYKTH CHINO C€ MPHU3HABA MO-100pe Bb3 OCHOBA Ha HATPyHaHHUS
HayuyeH ONUT C TaKUBa JIEKapCTBEHU MPOoAyKTU. OCBEH TOBa 3aKOHOJATEIHUAT aKT
MPEOCTaBs CTUMYJI 3a T0OaBsSHE HA HOBU TEPAIIEBTUYHU MTOKA3aHMS 32 JIEKAPCTBEHU
MPOJYKTH ¢ T0OaBeHa CTOMHOCT, KOMTO HE ca 3allUTEHH OT maTeHT. ToBa moakpens
WHOBAalIMUTE M BOAM JIO TMOsBaTa Ha HOBH TEPANEBTUYHHU TOKA3aHUS, KOHUTO
OCUTYpSIBAaT 3HAYUTENIHA KIMHUYHA II0JI3a B CPAaBHEHUE CbHC ChHIIECTBYBAIIUTE
Tepanuu. B3etn 3aeaHO, T€3U MEPKU 1€ YJIECHIT O-pPaHHOTO HABJIM3aHE Ha Ia3zapa
Ha FeHEpUYHH U OMOIMOJOOHM JIEKAPCTBEHU MPOIYKTH, KaTO MO TO3W HAYMH IIE Ce
YBEJIMYM KOHKYPEHLUATA U 1€ CE€ JONPUHECE 3a MOCTUTaHE Ha LIEJIUTE, CBbP3aHU C
HachpyaBaHe Ha (PMHAHCOBATa JOCTBHITHOCT Ha JIEKAPCTBEHUTE MPOIYKTH U AOCTHIIA
Ha NalMeHTHUTE.

Io-eonsama npo3paunocm OMHOCHO NPUHOCA HA NYOIUYHOMO (QUHAHCUpAHe 3a
NOKpUBaHe Ha pasxooume 3a HAYYHOU3C1e008aMeNCKA U PA38OUHA OeUHOCM

OT mpuTtexaTenuTe Ha pa3pellieHus 3a ThProBHs 1€ Ce M3UCKBa Ja MyOJIMKYyBatT
JOKJIaJ1, B KOMTO ce m30posiBa IsuiaTa mpsika (MHAHCOBA TOAKpENa, MOJlydyeHa OT
nyOIuYeH opraH WiIM OT oOpraH, (UHAHCHUpaH ¢ MyONUYHM CpEACTBA, 3a
HAYYHOM3CJIEIOBATENICKATa JEHHOCT U pa3padOTBAHETO Ha JICKAPCTBEHUS MPOAYKT,
HE3aBHCHUMO Jalld TO € 6uno ycrnemHo uinn He. Ta3u uHdopmaius e Obae JIecHO
JOCThIIHA 3a OOIIECTBEHOCTTa Ha CHEIMallHa yeOcTpaHHWIla Ha IMpUTEXareis Ha
pa3pelIeHrneTo 3a ThProBus U B 06a3ara JaHHU Ha BCUYKU JICKAPCTBEHH MPOJIYKTH 32
XyMaHHa ynotpe0a, pa3peuienu B EC. Ilo-ronsimaTa npo3padHoCT MO OTHOILIEHUE Ha
ny0nuyHOTO (prHAHCHpaHe 3a pa3pabOTBaHETO Ha JIEKAPCTBEHU MPOAYKTH CE O4aKBa
Jla CIIOMOTHE 3a 3ala3BaHETO WM MOJ0OpSBAHETO HA JOCThIA JO0 JIEKAPCTBEHH
NPOAYKTH HA JOCTBITHU LIEHU.

Hamanseane na 6w3oeticmeuemo Ha jiekapcmeeHume npoOyKmu 6bpxy OKOIHAMA
cpeda

[To-cTporuTe M3MCKBAaHUS MO OTHOIIIEHHWE HA OIIEHKATa Ha PHCKa 3a OKOJHATa cpefa
(OPOC) npu n31aBaHeTO HA pa3pelIeHUs 3a ThPrOBUS 32 JIEKAPCTBEHH MPOAYKTH IIIe
Hakapar (QapMaleBTUYHUTE JPY>KECTBa Jla OIEHABAT W Ja OrpaHuYyaBaT
MOTEHIIMATHUTE HEOMAronpusITHH MOCIEANIIM 32 OKOJHATa cpela W OOLIECTBEHOTO
3apaBe. O0xBarsT Ha OPOC ce pasmupsiBa, 3a Aa ObIaT BKIOYEHW HOBH IIEJIM HA
OMAa3BaHETO, KaTro HaNpuUMEep PHUCKOBETE, CBBP3aHH C aHTUMHKpOOHaTa
PE3UCTEHTHOCT.

Hamanssaue na pegyiiamoprhama measicecm U ocucypiedane Ha cveKaea pecyjilamophHa
pamka e nodkpena HA uHosayuume u KOHKyp@Hm0CI’lOCO6HOCWlma

HamansgBaHero Ha perynaTtopHata TexecT e ObJ€ OCUTYPEHO 4Ype3 MepKd 3a
OTIPOCTSBaHE Ha PETyJIaTOPHUTE MPOIEAypU U Mo100psiBaHe Ha U(ppoBu3anusra. Te
BKJIIOYBAT pa3noper0M OTHOCHO €JEKTPOHHOTO TIOJ[aBaHe€ Ha 3asBJICHUSA U
enekTpoHHata HH(popmanus 3a npoaykra (ePl) mo oTHomeHune Ha paspeuieHUTe
JIEKapCTBEHH MPOAYKTHU, KaTO MOCIEAHOTO € Bb3MOYKHOCT, KOATO AbPIKABUTE UIECHKU
Morar jAa u3bepaT cropel CTEINEeHTa CH Ha FOTOBHOCT Ja 3aMEHST JINCTOBKaTa Ha
XapTueH HocuTen. MepKuTe 3a HaMallsiBaHE Ha PEryJjlaTopHaTa TEXECT BKJIKYBAT U
IpeMaxBaHe Ha MOJHOBSIBAHETO M Ha KJlay3aTa 3a M3THYaHE Ha CPOKa Ha JIEWCTBHUE.
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HamansBanero Ha aaMHHHCTpaTHBHATA TEXKECT 4Ype3 MEPKH 3a OINpPOCTSIBaHE U
nudposuzanys me O0bae oT nmoisa Hail-eue 3a MCII u cyOexTHTe ¢ HECTONAHCKa
1eJl, yJacTBallyd B pa3paOOTBaHETO Ha JIEKapCTBEHH MPOIYKTH. PasimuHHUTE MEpKH
3a HaMaJsIBaHE HA PEryJaToOpHATa TEKECT e IMOA00PAT KOHKYPEHTOCHOCOOHOCTTa
Ha (hapMaleBTHYHHS OTPACHIL.

AJnantupaHuTe paMKU ChC CHEHU(PHYHU PEryIaTOPHU H3UCKBAHHS, ChOOpa3eHU C
XApaKTEepUCTUKUTE MM METOAMTE, NPUCHILM Ha ONpEIeNeHH, OCOOEHO HOBU
JICKapCTBEHH NPOAYKTH, II€ OCUTYpAT I'bBKaBA M OPUEHTHPAHA KbM OBJICIIETO
peryaTopHa cpesa, KaTo ChLIEBPEMEHHO 1€ CE 3ama3aT ChUICCTBYBALIUTE BUCOKHU
CTaH/IapTH 3a KauecTBO, Oe30macHoCT U epukacHocT. Te3n aganTupaHu paMKH MOKeE
Jla c€ OCHOBABaT HA PE3YyJTAaTUTE OT €KCIIEPUMEHTAIHATA HOPMATUBHA Cpefia, KOSATO
CE Cbh3/1aBa C IPEUIaraHusl PErIaMeHT.

B mpepniaranata nqupekTuBa ce MPEIBHXKIAT MPaBUIIA OTHOCHO NMPOAYKTUTE, KOUTO
npeaAcTaBIsABaAT KOM6I/IHaIII/I$I OT JICKApCTBCH NPOAYKT U MCAWLIMHCKO HU3ACINEC, U CC
YTOUHsIBa B3aWMOJECHCTBUETO C MpaBHATa paMKa 3a MEIUUUHCKUTE u3fenus. Te3um
pasnopendou moo0psBaT MpaBHATA CUTYPHOCT U JIaBaT BH3MOXKHOCT Ja c€ 00XBaHAT
HapacTBalUTe WHOBAIMK B Ta3u oOnact. OCBeH TOBAa B3aWMOJEWCTBUETO CbHC
3aKOHO/IaTEJICTBOTO OTHOCHO BEIIECTBAaTa OT yoBewku npousxon (,BUII®, kakto ca
onpeneneHu B Pernmamenta otHocHo BUII) ce u3scHABa MONBJIHUTENIHO C HOBO
omnpezeieHue 3a ,,JICKAPCTBEH MPOAYKT, noiydeH ot BUII®, u ¢ BBbBEkIaHeTO Ha
Bb3MOXXHOCT EMA na oTnpaBsi HAy4yHU NMPENOPbKU OTHOCHO PETYJIATOPHUS CTaTyC
Ha JICKapCTBCHU NPOAYKTH B paMKUTEC Ha NPCIJIOKCHHA B PETIIAMCHTAa MCXaHU3BM 34
KinacupuKalus ciaell KOHCYNTAIUsl CbC ChOTBETHHUS PEryJIaTOPEH OpraH OTHOCHO
BUII. C npemaranara JupeKkTHBa ChIIO TaKa C€ BbBEXKIAT MEPKHU 3a M0OA00psBaHE
Ha TPHUJIAraHeTo Ha M3KIIOUEHHUsATa 3a JieueOHM 3aBeJeHUS 10 OTHOIICHHE Ha
JIEKapCTBEHUTE MPOJYKTH 32 MOJIEpPHA TEPAIHSL.

CHGHI/IaHHI/ITe pa3n0pen61/1 OTHOCHO HOBHTC TCXHOJIOTHMHU Ha nnaT(I)opMa37 11§

YJIECHAT pa3pabOTBAaHETO U pa3pellaBaHETO Ha TaKWBa BUJOBE MHOBAIMU B 110J13a Ha
MalUEeHTHTE.

Cneuuqbutmu MeEPKU, C8bP3AHU C KaYecmeomo U npous’eodcmeomo

[losiBaTa Ha HOBM TEpPANEBTUYHH IOAXOAM, KOMTO CE€ XapaKTEPU3UpaT HaIpUMEpP C
MHOT'O KpaThbK CPOK Ha TOJHOCT U KOUTO MOraT Jia ObJaT CUIHO NEpCOHAIN3UPAHH,
JaBaT BB3MOKHOCT 3a JCLEHTPAIU3MpaHO MPOM3BOJICTBO U ymoTrpeba Ha
CHelM(pUYHM 3a TMalUeHTa JIeKapCTBEHM MpOAyKTH. Te3n Mojenu Ha
JELEHTPAIU3UPAHO WIN MEPCOHAIU3UPAHO MPOU3BOJCTBO HajaraT OTKJIOHEHHE OT
CHILECTBYBAILIUTE PETYJIIATOPHU paMKH, KOUTO ca MpeJHa3HAYEeHH J1a C€ OTTOBOPHU Ha
peryiaToOpHUTE OYaKBaHMS 3a MamaOHO HEHTpaIM3UpaHO IMpou3BoacTBO. Hoarta
IpaBHa paMKa BKJIOYBAa I'bBKaB IOJXOJ, OCHOBAH HAa pHUCKA, KOWTO ILIe Jaje
BB3MOXHOCT 3a MPOU3BOACTBOTO WM M3MHUTBAHETO HAa IIMPOKA rama JIEKapCTBEHU
MPOJIYKTH B HETIOCPECTBEHA OJIM30CT JI0 MallMeHTa.

37

Koraro ompemeneH  mpoiec/METOA  Ce  W3MON3BA 3@  TPOM3BOACTBOTO HA  CHEHU(DUYHO
WHIUBHUYAIM3UPAHO JIEYCHHUE, T.e. B JIGKAPCTBEHHUS] MNPOJAYKT C€ BHACAT KOPEKIHH Bb3 OCHOBA Ha
XapaKTEePUCTUKUTE Ha TAI[HEHTA WU IPUYHHSBALIMS 3200JSIBAHETO MATOTEH.
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2023/0132 (COD)
IIpensioxenue 3a

JIAPEKTUBA HA EBPOITIEMCKHUSA ITAPJIAMEHT Y HA ChbBETA

oTtHOcHO Kozexca Ha Cbro3a 3a JlekapcTBeHHTe NPOAYKTH 32 XyMaHHA yNoTpeda u 3a

ormsiHa Ha {upexkTuBa 2001/83/EO u AupexTuna 2009/35/EO

(Texct ot 3HaueHue 3a EUII)

EBPOITEMCKUAT ITAPJJAMEHT U CbBETHT HA EBPOITEMCKUS CBIO3,

KaTo B3exa mnpensBuna JloroBopa 3a QyHKuMoHHMpaHeTo Ha EBpomneickus Cbr03, W TO-
cnenuanto wieH 114, maparpad 1 u unen 168, naparpad 4, Oyka B) OT Hero,

KaTo B3€Xa MPEIBU NPEMIOKEHUETO HAa EBponelickaTa KOMUCHS,

cJica np€aaBaHe Ha IIPOCKTA Ha 3aKOHOAATCIIHUA aKT Ha HALIMOHAJIHUTE IIapJIaMCHTH,

KaTO B3€Xa npeaBug CTaHOBHUIICTO HA EBpOHCﬁCKHﬂ HMKOHOMMYECCKH U COIIUAJIEH KOMUTET,

KaTO B3CXa NPCABU CTAHOBHUILICTO HA Komurera na PETrHOHUTE,

B ChOTBETCTBUE C OOMKHOBEHATA 3aKOHOATEIHA MPOIleypa,

KaTO uMat npeiaBun, 4c:

(1)

@)

O6moTo 3akoHoaaTencTBO Ha Chro3a B obsacTTa Ha (hapMaleBTUYHUTE MPOAYKTH €
cb3lazeHo mpe3 1965r. ¢ aBe menu: oma3BaHe Ha OOIIECTBEHOTO 37paBe U
XapMOHU3MpaHe Ha BBTPEIIHUS Ta3ap Ha JIGKAPCTBEHW MpoaykTu. OTroraBa TO ce
pa3BU 3HAYUTEITHO, HO TE3U OOIIM LeJIM ca B OCHOBATa Ha BCUYKH MpepasrieKIaHUs.
3aKOHOJIATENICTBOTO YpEeX/Ia W3JaBAaHETO HA pa3pelICHHs 3a THPTOBUS 33 BCUYKH
JIEKapCTBEHM MPOAYKTH 3a XyMaHHa ynoTpeda, KaTo B HEro Ce OMPEeIIsAT YCIOBUATA U
MPOIIeTypUTE 32 TAXHOTO IMyCKaHe W MPOABIDKABAIIO Mpearade Ha nazapa. OCHOBEH
NPUHIMI €, Y€ pa3pelleHne 3a ThProBUs Ce U3/1aBa caMo 3a JIEKAPCTBEHU MPOJYKTHU C
TIOJIOKUTEITHO CHOTHOIICHUE TION3a/pUCK CIIEA OICHKAa Ha TIXHOTO KadecTBo,
0e30MmacHOCT U e(hUKACHOCT.

Haii-ckopoIIHOTO LSAJIOCTHO TpepasriiekJaaHe Ha ToBa 3aKOHOJATEJICTBO Oellle
u3BbpuieHo Mexay 2001 u 2004 r., a BmociencTBHE Osixa MPUETH LEIEHACOYESHU
aKTOBE 3a MpepasriiexaaHe, CBbpP3aHU C HAOIIOAEHHETO cjel MOojJydyaBaHe Ha
paspemienue (apmakonornyHa OAWTENHOCT) U ¢ (ammuduIUpaHUTE JEKaApPCTBEHU
MPOAYKTH. 3a W3MUHAIMTE 1o4yTH 20 rOAMHUM OT  TOCIEJHOTO  ISUIOCTHO
npepasriexaane (GapMaleBTUUYHUAT OTPACh] c€ IPOMEHU M CTaHa MO-TJI00AIN3UpaH
KaKTO 10 OTHOLIEHHE Ha pa3pab0TBaHETO, TaKa U MO OTHOIIEHHE Ha MPOU3BOJICTBOTO.
Haykara u TexHOJIOrMHTE CHIIO ce pa3BuXa ¢ Obp3u TeMIoBe. Brrpeku ToBa Bee ome
CHILECTBYBAT HEY/IOBJIETBOPEHH MEIUIIMHCKU IMOTPeOHOCTH, T.e. 3aboisBaHuUsA, 3a
KOUTO HSIMa JICKApCTBEHO JICYCHUE WIIM HAJIMYHOTO JICYEHUE HE BOAM JIO0 ONTUMAIIHU
pesyaTatu. OCBEH TOBa HAKOM MAIlMEHTH HE MOraT Jia ce Bb3IM0JI3BAT OT MHOBALIUUTE,
THI KaTo IIeHaTa Ha JIEKAPCTBEHUTE MPOIYKTH HE € JOCTHIIHA UJIM T€ HE C€ MyCKaT Ha
maszapa B CbOTBETHAaTa Jbp>kaBa wieHKa. Hamuue e m mo-ronsiMa OCBEJOMEHOCT 3a
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(3)

(4)

()

(6)

)

(8)

BB3/ICHCTBUETO Ha JIEKApCTBEHUTE MPOAYKTHU BbPXY OKOJHaTa cpena. ChBceM HaCKOpo
nangemusara ot COVID-19 nonoxku pamkara Ha TECT 32 yCTOWUYHUBOCT.

Hacroamoro mnpepasriexgaHe ce W3BbPIIBA B M3IbJIHeHHWE Ha PDapmaneBTHYHATA
crpareruss 3a EBpoma M MMa 3a Hen Ja ce HachpuaT HMHOBALMHUTE, OCOOCHO IIO
OTHOILLICHHE Ha HEYJOBJIETBOPEHUTE MEIUIIMHCKU MOTPEOHOCTH, KaTO ChLIEBPEMEHHO
C€ HaMalIAT PEryJlaTOpPHATa TEXKECT U BB3IACHUCTBUETO HA JIEKAPCTBEHUTE IPOLYKTU
BBpPXY OKOJIHATa Cpela, Ja C€ OCUTYpPU IOCTBII HA IALUEHTUTE 10 MHOBATUBHU U
YTIBBPJIEHH JICKAPCTBEHH NPOAYKTH, KaTO c€ OObpHE CIHEIHMaTHO BHHMAaHUE Ha
[IOBUIIABAHETO HA CUT'YPHOCTTA HAa JOCTABKUTE U IIPEOJLOJIABAHETO HA PUCKOBETE OT
HEJOCTUT IIPU OTYUTAHE HA IIPEIU3BUKATENICTBATA Ipe]] O-MaNKuTe nasapu Ha Cpro3a
U Jla ce ch3gane OanaHCHMpaHa W KOHKYPEHTHAa CHCTEMa, C KOSATO ILIEHUTE Ha
JIEKAPCTBEHUTE IPOAYKTH C€ IOAABPKAT HA JOCTBIIHO PAaBHUILE 3a 3JPAaBHUTE
CUCTEMHU, KaTO CHILUEBPEMEHHO C€ Bb3HAIPaXKAaBaT UHOBALUUTE.

Hacrosimoro mpepasriexiaane € ChCpeAoTOYCHO BBHPXY paslopenduTe, CBbP3aHU C
MOCTUTAaHETO HA HEroBUTE CHENU(UYHM LIEeTH; MOpaau TOBAa TO 0OOXBalla BCUYKHU
pasmopendu, ¢ U3KIOYSHUE Ha pa3nopeaduTe, OTHACAIM ce 10 (GanmudUIMpaHuTe
JIEKapCTBEHH NPOAYKTH M JO XOMEONAaTHYHUTE W TPAJAULMUOHHUTE PACTUTEIHU
JICKApCTBEHH NPOAYKTH. BbIpekn ToBa 3a MO-TONsIMa SICHOTa € HEOOXOAUMO
Jupextusa 2001/83/EO na Esponeiickus napnamenT u Ha ChBera® na 6b1e 3aMeHeHa
c HoOBa mupektuBa. ET0 3amo pasmopendute OTHOCHO —(anmuduuupanuTe
JIEKapCTBEHH MPOAYKTH W XOMEONATUYHUTE U TPAAULUOHHUTE PACTUTEITHU
JIEKapCTBEHM IPOJYKTH CE€ 3ala3BaT B HacTosllaTa JUPEKTHBa, 0€3 Ja ce MPOMEHs
TAXHOTO CBHIbPKAHME B CpPAaBHEHHE C MpeauIIHUTE XapMoHuzamuu. C oriea Ha
MIPOMEHUTE B YyIpaBleHUETO Ha AreHuusta obade KOMUTETHT HO pacTUTEIHUTE
JIEKapCTBEHU MPOAYKTH CE 3aMeHsl ¢ pabOTHa rpyna.

OcHoBHaTa 1ieJ Ha BCUYKHU IpaBWIIa, YpeXkJalld pa3peliaBaHETO, MPOU3BOJCTBOTO,
Ha/130pa, Pa3NpOCTPaHEHUETO M ymoTpedaTa Ha JIEKapCTBEHH NMPOJIYKTH, TpsOBa na
ObJe Oma3BaHETO Ha OOIECTBEHOTO 37paBe. Te3u mpaBuiia cieABa ChIIO Taka Ja
rapaHTupar cBOOOJHOTO JBM)KEHHE Ha JIGKAPCTBEHU MPOJYKTH M NPEMaxBaHETO Ha
MIPEUKUTE MIPe]l THPrOBUATA C JIEKAPCTBEHH MPOIYKTHU 3a BCUUKH NaneHTu B Chio3a.

B perynatopHata pamka OTHOCHO ymnoTpebaTa Ha JIeKapCTBEHU NPOJIYKTH CielBa
CBILIO TakKa Jla c€ OTYUTAT MOTPEOHOCTUTE HA MPEANPUATHUATA BbB (hapMalleBTUUHUS
OTpachll U THPrOBUATA C JEKApCTBEHM MPOAYKTH B pamkuTe Ha Cblo3a, 0e3 jga ce
3acTpallaBaT KadecTBOTO, Oe30macHOCTTa U e(UKACHOCTTAa Ha JIEKAapCTBEHUTE
MIPONYKTH.

EC wu BCcHYKM HEroBM [JIbpKaBH WICHKH KaTo cTpaHu 1o KoHBeHIMsATa Ha
Opranuzanuara Ha OO€IWHEHUTE HAIMU 3a MpaBaTa HAa XopaTa C YBpEXJaHUSA ca
0oOBBp3aHU OT HEHMHHUTE pa3nmopendHM B paMKUTE Ha CBOsTa KOMIIETEHTHOCT. ToOBa
BKJIIOUBA TMPABOTO Ha JOCTHI 10 HMH(OpMAIHMs, KaKTO € MOCOoueHO B wieH 21, u
MPaBOTO Ha JIOCTHI 10 HAW-BHCOKHS JTOCTHXKUM CTaHIApT Ha 3[paBeomnas3BaHe 0e3
JTUCKPUMHHAIINS IO MIPU3HAK Ha YBPEXkKAaHEe, KaKTO € MOCOYEHO B WIEH 25.

C HACTOAIIOTO  MPEpas3riICKIaHE C€ 3amasBa IMMOCTUTHATOTO  PAaBHUIIC Ha
XapMOHU3aIu4. Koraro ¢ HCOGXOILI/IMO n uenec%oGpatsHo, C HCro ChIIO Taka CC

Hupextusa 2001/83/EO na Espomnelickus mnapiamenT M Ha CbBera ot 6 HoemBpu 2001 T. 32
YTBBpXKIaBaHe Ha Kojaekc Ha OOIIHOCTTa OTHOCHO JICKApCTBEHH NPOIYKTH 3a XyMaHHa ymorpebda
(OB L 311, 28.11.2001 r., cTp. 67).
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HaMaJIsIBaT OCTABAIUTE Pa3jIMuMs, KaTO Ce YCTAHOBSBAT MMpaBWiIa OTHOCHO HaJa30pa U
KOHTpOJa Ha JICKApCTBEHHUTE IMPOJYKTH W OTHOCHO IMpaBaTa W 3aJbDKCHUATA HA
KOMIICTCHTHHTE OPraHd Ha JIbP)KAaBUTE WICHKH 3a OCUTYypsBaHE Ha CIIA3BaHETO Ha
HpaBHI/ITe N3HUCKBaAHU. C orjieaq Ha HanynaHI/ISI OIIUuT HpI/I HpnnaraHeTo Ha
3aKoHOAaTeICTBOTO Ha Chro3a B o0JacTTa Ha (apMalneBTUYHUTE TPOAYKTH U
OIICHKaTa Ha HEroBOTO (YHKIMOHHpAHE peryjaTopHaTa paMKa TpsOBa na Obje
aJanTupaHa KbM HAyYHHS W TEXHOJOTHYHHS HANpeIbK, HACTOSIIUTE Ia3apHU
YCJIOBI/IH U UKOHOMMHYECKATa HeﬁCTBHTCHHOCT B C1>103a. Hay‘IHOTO 1 TCXHOJIOTUYHOTO
pa3BUTHE CTUMYJIMpa WHOBAIIMUTE M Pa3paOOTBAHETO HAa JICKAPCTBCHH ITPOJIYKTH,
BKJIFOUMTETHO 33 TEPAleBTUYHU O0JIACTH, B KOUTO BCE OIE MMa HEYIOBIECTBOPEHHU
MEMIIMHCKH MMOTPEOHOCTH. 3a Ja ce M3BJIeUE I0JI3a OT TOBAa Pa3BUTHE, paMKaTa Ha
Cwpr03a OTHOCHO (hapMalleBTUYHUTE MPOYKTH ClieABa 1a ObJie aJaliTHpaHa Taka, 4e J1a
OTroBaps Ha HAy4YHH JOCTHIKCHHS KaTO T€HOMHKaTa M Ja MOXe Ja oOXxBaiia
aBaHFap[[HI/I HeKapCTBeHI/I HpOILYKTI/I, HaHpI/IMep HepCOHaJII/I3I/IpaHI/ITC HeKapCTBCHI/I
MPOIYKTH, U TpaHC(hOpMAIUATA B TEXHOJOTHUTE, KATO HAIPUMED aHAJIM3a Ha JaHHU,
U(POBUTE MHCTPYMEHTH U M3IOJI3BAHETO HA W3KYCTBEH MHTENEKT. TOBa amantupane
JOTIPUHACS M 332 KOHKYPEHTOCIIOCOOHOCTTa Ha (hapMalleBTUYHATA MPOMHIIUICHOCT Ha
Cnlo3a.

JlekapcTBeHHTE MPOAYKTH 32 PEIIKU 3a00JIIBaHMS U 32 MEJUaTpU4Ha yrnoTpeda cieiBa
Ja TOJUIeXKaT Ha CHIIUTE YCIOBUS KAaTO BCEKH APYr JIEKApCTBEH MPOAYKT II0
OTHOIIEHHE Ha TAXHOTO KayecTBO, OE30MAcCHOCT M €(PUKACHOCT, HAIpUMEp L0 ce
OTHacs 70 MPOLEIYypUTE 3a M3/1aBaHE HA Pa3pelIeHUs 3a ThPTrOBHSA, KaueCTBOTO U
U3UCKBaHUATA 3a (papMakoJoruyHa OauTesnHOCT. 3a TiIX obade ce mpuiaraT Hu
CHGIII/I(i)I/I‘IHI/I HU3UCKBaHUA, TMPEABHUJ YHUKAJIHUTC WM XapPaKTCPUCTUKH. Tesn
M3HCKBAHUS, KOUTO IMOHACTOALIEM Ca OIPEIeIEHH B OT/JEJTHU 3aKOHOJATEIHU aKTOBE,
crenBa na ObJaT MHTETPUPAaHU B o0mIaTa MpaBHA paMKa OTHOCHO (papMarieBTUYHHUTE
NPOAYKTH, 3a Ja Ce TapaHTUpa SCHOTa U CBIVIACYBAHOCT HAa BCHYKH MEPKH,
NPWIOKUMU 3a TE€3M JEeKapCTBEHM MpoAykTH. OCBEH TOBa, ThHl KaTO HSAKOU
JIEKapCTBEHM TPOJYKTH, pa3pelleHdn 3a ynorpeba mHpu Jena, ca paspelieHd oT
ABPIKABUTEC YICHKH, B HACTOANIAaTa JUPEKTHUBA CJIICABA 1a 6"I>JIaT BKJIFOUCHH CIICITHUAJTHN
pasnopenou.

Cucremata Ha 00IIOTO 3aKOHOAATEJICTBO B 00sacTTa Ha (hapMalleBTUUHUTE POAYKTH,
ChCTOAIA c€ OT JUPEKTHBAa U pEerjaMeHT, CclieiBa Jla Ce 3amasu, 3a Ja ce u30erHe
Pa3MnoKbCAHOCTTA Ha HALIMOHAIHOTO 3aKOHOJATEICTBO B 00JACTTa Ha JIEKApCTBEHUTE
NPOAYKTH 3a XyMaHHa ymnoTpeba, KaTo ce MMa MPEeABHJ, Y€ 3aKOHOJATENICTBOTO CE
OCHOBaBa Ha cCHCTE€Ma OT HAIMOHAJHHU pa3pelIeHUs] 3a ThbProBUS, W3/1aBaHU OT
Ibp)KaBUTE WIEHKHM, W OT paspemieHus 3a ThproBus Ha Cpro3za. Hanumonannure
paspelleHus 3a ThproBus Ha IbP’KaBUTE WIEHKH Ce U3J/1aBaT U YIpaBisiBaT Bb3 OCHOBA
Ha HalMOHAJHOTO IIpaBO, C KOETO ce Mpwiara npaBoTo Ha Cbr3a OTHOCHO
(dapmarieBTnuHUTe TPOoAYyKTH. [Ipn orieHKaTa Ha 00IIOTO 3aKOHOAATENICTBO B 00J1acTTa
Ha (papMaleBTUYHUTE MPOAYKTH HE C€ CTUTHA A0 3aKIIOUEHHETO, 4e M300pBhT Ha
MpaBeH HWHCTPYMEHT € JoBesl A0 crneuuuuHu npoOieMu WiIM A0 JUIcaTa Ha
xapMoHu3anus. OCBeH ToBa OT cTaHOBHIIE Ha iatdopmara REFIT? or 2019 . ctana
SICHO, Y€ Cpell AbpKaBUTE UWICHKHM HE € HaJuIe MOJKpena 3a ImpeoOpa3yBaHETO Ha
Hupextusa 2001/83/EO B pernaMeHT.

YCI/IHI/IS{Ta Ha EC 3a onpocmBaHe Ha 3aKOHOJATCJICTBOTO — I'OAUIINHO H3CJI€ABAHE OTHOCHO TECXKECTTa
322019 1.),
https://commission.europa.eu/system/files/2020-08/annual_burden_survey 2019 4 digital.pdf.
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JlupekTuBara cieqBa 1a ObJe BbB B3aUMO/JICIICTBUE C PEIVIAMEHTa, 3a J1a ce Ch3Aaaar
MPEANOCTaBKM 32 WHOBAllMM W Ja C€ HAachpYd KOHKYPEHTOCIIOCOOHOCTTa Ha
dapmanieTnunara npomunuieHoct Ha EC, um mo-cnmemumanmno Ha MCII. B ToBa
OTHOIICHHUE CE Tpeisiara OajsaHCcupaHa CUCTEMa OT CTUMYJIHM, KOSTO Bb3HarpaxjaaBa
MHOBAIIMHUTE, 0COOCHO B 0OJACTUTE C HEYAOBIETBOPEHU MEIULIMHCKH MOTPEOHOCTH,
KaKTO ¥ MHOBAIIMHUTE, KOUTO JOCTUTAT JI0 MAIMCHTUTE U JIONPHUHACAT 3a MOI00psiBaHe
Ha gocTbha B nenus Cpio3. 3a 1a cTaHe HOpMaTUBHATa ypenda mno-epeKkTUBHA U MO-
OnmarompusiTHa 32 MHOBAIIMHUTE, JTWPEKTHBAaTa MMa 3a IIeJl ChIIO Taka Ja ce HaMajH
aJIMMHHUCTpaTUBHATA TEXKECT U JIa C€ OMPOCTAT MPOLEAYPHUTE 3a MPEATNPUATHSATA.

Onpenenenusara u npuioxHoto none Ha upekrusa 2001/83/EO cnenBa nma Obaar
U3SCHEHHW, 3a Jia Ce IMOCTUTHAT BHCOKH CTaHAapTH 3a KayecTBO, OE30MacHOCT H
e(pUKACHOCT Ha JIEKAPCTBEHUTE TMPOAYKTH M Ja Ce€ MPEOJOJICAT EBEHTYyaIHU
PEryJIaTOpHU MPOIYCKH, IBbJDKAIIN Ce Ha HAYYHOTO U TEXHOJOTHYHOTO pa3BUTHE, 0€3
Jla ce MPOMEHs O0IIUAT 00XBaT — HapUMeEp IO OTHOIIEHHE HA MPOJAYKTUTE C MaTbK
00eM, TPOU3BOJCTBOTO B ,,00JHHYHATA CTasA" MM MMEPCOHAIM3UPAHHUTE JICKAPCTBEHU
MIPOAYKTH, KOUTO HE Ca CBbP3aHH C IMPOMHMIIUICH MPOU3BOCTBEH IPOIIEC.

3a na ce usberHe QyOiaMpaHETO Ha W3HUCKBAHHATA 3a JICKAPCTBEHHUTE MPOIYKTH B
HACTOSAIATa JUPEKTHBA W B perjiaMeHTa, OONIUTE CTaHJApPTH IO OTHOIICHHWE Ha
KauecTBOTO, 0Oe30macHOCTTa U e(uKacHOCTTa Ha JIEKapCTBEHUTE MPOIYKTH,
YCTaHOBEHM B HACTOAIIATa JUPEKTHBA, CIEABAa J@a Ce TMpuiIarar KakTo 3a
JIEKapCTBEHUTE MPOJYKTH, 00XBAaHATH OT HALIMOHAIHO pa3pellieHue 3a ThProBusl, Taka
M 3a JICKApCTBEHUTE TPOIYKTH, OOXBAHATH OT IEHTPAIU3UPAHO pa3pelicHue 3a
ThproBusi. ETo 3amo u3KWCcKBaHUATAa 3a TOJaBaHE Ha 3asBJICHHUE 3a JIEKapCTBEH
MPOJYKT Ca BaJWJHHU M B JIBaTa CIydas; CHIIO Taka MpaBWJIaTa OTHOCHO HaYMHA Ha
OTIIyCKaHe, HHpopMaIusITa 3a MPOayKTa, peryjiaropHara 3ailuTa, paBuiaTa OTHOCHO
MPOU3BOJICTBOTO, JIOCTaBKaTa, pekJamMaTa W Haa30opa W JPYyrd HAIWOHAIHH
W3HMCKBAaHUS Cle[Ba Ja ce MpuiaraT M 3a JICKQpCTBEHUTE MPOAYKTH, OOXBaHATH OT
[EHTPAIM3UPAHO Pa3pelIeHNE 32 ThPTrOBHSL.

Jlanu nazeH MpoAyKT Iomnaja B 00XBaTa Ha ONPEIENICHUETO 3a JIEKAPCTBEH MPOAYKT
TpsiOBa Ja ce TpeleHsBa 3a BCEKH OTIENEH Cllydail, Karo ce B3eMaT MpeaBUj
¢dakTopuTe, MOCOYEHM B HACTOsAIIATAa JUPEKTHBA, Karo Hampumep ¢opmara Ha
MpEJCTaBIHE HA TPOIYKTa WIM HEroBUTEe (HapMaKOJIOTWYHH, MMYHOJOTUYHH WU
MeTa0OJIUTHU CBOUCTBA.

C nen na ce B3eMaT MpeIBU]I KAaKTO MOsiBaTa HAa HOBHM TEpPAaIlvu, Taka U HApaCTBALIUAT
Opoil Ha Taka HapeUEHUTE ,,TPAHUYHH * TIPOAYKTH MEXKIYy OTPAChlia HA IEKAPCTBEHUTE
MPOAYKTH U JPYTH OTPACiIM, HSIKOM OIpeNeieHHs U Jeporauuu cieasa jaa Obaar
U3MEHEHHM, 3a Jla ce H30erHe BCSIKAaKBO CBMHEHHME OTHOCHO HPUIOKHMOTO
3akoHoAaTencTBo. ChC chIllaTa e, a UMEHHO J1a C€ U3SACHAT CUTYyallUUTe, IPH KOUTO
JaJiecH TPOIYKT TOMaja HAmbJIHO B 00XBaTa Ha OMpEACIEHHUETO 3a JIEKapCTBEH
MPOJYKT, KaTO CHIIEBPEMEHHO OTroBapsl Ha OINpEAENIEHUETO 3a APYTU peryIupaHu
MPOAYKTH, C€ Tpuiarar MpaBWiaTa 3a JEKapCTBEHUTE NPOAYKTH CHIIACHO
HacTosmaTa qupektuBa. OCBeH TOBa, 3a Jja ce rapaHThpa SCHOTaTa Ha MPHIOKUMUTE
IpaBuUja, € IeNechboOpa3HO ChHIIO0 Taka Ja ce MoJ00pH ChIVIACYBAaHOCTTA Ha
TEPMHUHOJIOTHATA, TI0J3BaHa B 3aKOHOJAATEICTBOTO B oOsiacTTa Ha (papMaleBTUUHHTE
IIPOAYKTH, U J1a CE IIOCOYAT SICHO MPOAYKTUTE, KOUTO HE MOMAJAT B IPUIIOKHOTO I10JIE
Ha HacTosIaTa JUPEKTHBA.

HoBoTto ompenenenue 3a BemectBo oT yoBemku npousxon (BYII) B [Permamenta
otHocHO BUII] o6xBaIma BCAKO BEIIECTBO, B3€TO OT YOBEIIKOTO TSJI0 IO KaKHBTO H 1
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OWJI0O HAUMH, HE3aBHCUMO OT TOBA JIaJlM ChIIbprKa KJIETKH, UJIM HE U JaJId OTroBaps Ha
OnpeJIeJICHUETo 3a ,,KpbB™, ,,ThKaH" WU ,KJETKa™, HallpuMEp KbpMmaTa, YypeBHATA
¢draopa u Bcsko npyro BUIIL, koeto moxe na ce mpujara mpu 4oBeka B ObJelle.
BemectBata OT 4OBEMIKM MPOU3XOJ, PA3IMUYHUA OT ThKaHU U KJIETKH, MOTraT Ja ce
MpEeBbPHAT B JICKAPCTBEHU MNPOAYyKTH, nojydeHu ot BUYII, pazmuunu ot JIIIMT,
koraro BUII e momiokeHO Ha NPOMUIIEH IMPOLEC, BKIOYBAIL CUCTEMATH3ALMA,
BB3IPOU3BOANMOCT U ONEPALNH, U3BbPIIBAHN PYTUHHO WM HA NApTHIH, B PE3yJITAT
Ha KOUTO C€ M0JIy4aBa NPOAYKT CbC CTAHAAPTU3UPaH cbeTaB. KoraTo naneH mpouec ce
OTHACsl O W3BJIIMYAHETO Ha akTUBHA cbcTaBka oT BUII, pa3znuyHo OT ThKaHu U
KJIETKH, WK 10 TpaHcpopmupanero Ha BUIL, paznuyHO OT ThKAaHM U KIETKH, 4pe3
MIPOMSIHA Ha MPUCHUIUTE My CBOMCTBA, TOBA CHILIO CIEABA /1a CE€ CUMUTA 3a JEKAPCTBEH
npoaykr, noiaydeH or BYIIL. Koraro nmagen mpouec ce oTHacs 1O KOHLEHTPHUPAHE,
OTJIeJISIHE WJIM U30JIMPAaHE HA €JIEMEHTH IIPU IPUTOTBSIHETO HA KPbBHU ChCTAaBKH, TOBA
HE CJIe/IBa J1a CE€ CYMTA 3a MPOMsHA Ha MPUCHIINTE UM CBOMCTBA.

3a na ce u30erHatr cbMHEHHUsA, 0€30MaCHOCTTAa U Ka4yeCTBOTO HA YOBELIKUTE OPTaHU,
IpelHa3HaYeHu  3a  TpPAHCIUIAHTalus, C€  peryjiMpaT  €IMHCTBEHO  OT
Jlupextusa 2010/53/EC na EBponeiickus mapmamenT u Ha ChBera®, a Ge3omacHoCTTa
1 KayecTBOTO Ha BEUIECTBATa OT YOBELIKU MPOU3XOJl, IPEJHA3HAYEHU 32 aCUCTHpaHa
PENpPOAYKIIHUS, C€ ypexXIaT eAMHCTBEHO OT [Pernamenta otHocHo BUIT mnu, ako He € B
cuna, lupextusa 2004/23/EQO].

JlexapcTBeHHTE IPOLYKTH 3a MOJIEPHA TE€PAIHUsl, KOUTO CE€ U3TOTBAT 110 NHAUBUAYATHO
JIEKapCKO MpEeANKCaHKe 3a IPOLYKT 110 IOPBYKA 3a ONPEENICH NAIlMEHT 32 KOHKPETEH
ciryyail, cb00pa3HO crenu(UYHN CTaHJApTH 3a KA4eCTBO U CE€ M3MOJI3BAaT B paMKHUTE
Ha ChblaTa JbpXKaBa YJICHKAa B JIEYEOHO 3aBEJCHME Ha U3KIIOYMTEIHATA
npodecroHaliHa OTTOBOPHOCT Ha JieKap, clie/iBa Jja Ob/1aT U3KIUYEHH OT IPUIIOKHOTO
[I0JIE HAa HACTOosIIaTa AMPEKTHBA, KaTO B CBIIOTO BPEME Ce€ CIEIU Ja HE Ce 3acsrar
NpUIOKUMUTE TpaBwia Ha Chlo3a 3a KayecTBO M 0€30MacHOCT (,,M3KIIOYEHHE 3a
nedyeOHU 3aBefeHHs ‘). ONUTBHT MOKa3Ba, Y€ ChHIIECTBYBAT TOJIEMU pa3IUyusl B
IIPUJIAraHeTo Ha M3KIIIOYEHUETO 3a JICUeOHU 3aBEICHUS MEXy IbpXKaBUTE WICHKH. 3a
Jia ce MoA00pH IPUIAraHeTO Ha U3KIIOUEHHUETO 3a JIe4eOHU 3aBECHHUs, ¢ HAacTOosIIaTa
JMPEKTHBA CE€ BBBEXJAT MEPKHM 3a ChbOMpaHe M JIOKJIaJBaHE Ha JaHHU, KAKTO U
€XKEroJIeH IperJie]] Ha Te3U JaHHU OT KOMIIETEHTHUTE OpraHu U MyOJIMKYBaHETO UM OT
Arennusra B Xxpanuiuie. OCBEeH ToBa Bb3 OCHOBA Ha NPENOCTABEHUTE OT IbP/KABUTE
YIEHKM JaHHU ATreHIUsITa clefBa Ja NpeACTaBH JOKJIaj] 3a IpUIaraHeTo Ha
M3KIIIOYEHHUETO 3a JieueOHW 3aBeleHHs, 3a Jla ce MpOoydyd Jaiu cieaBa Jna Oble
YCTAaHOBEHA aJalTHpaHa paMka 3a HiIkoum Mno-Manko cioxHu JIIIMT, kouto ca
pa3paboTeHH M Cce W3ION3BaT MO CHUJaTa Ha M3KIIOYEHHETO 3a JIeYeOHH 3aBEJCHMS.
Koraro pa3spemenue 3a npousBoactBo u ynorpedba Ha JIIIMT, uznaneno no cuiiara Ha
U3KIIIOYEHHE 32 JIeueOHU 3aBelieHHs], Ob/ie OTMEHEHO MOpaJHu ONAceHUs, CBbP3aHU C
0€30MMacHOCTTa, CHOTBETHUTE KOMIIETEHTHH OpraHM ClelBa Ja YyBeIOMSBaT
KOMIIETEHTHUTE OpraHy Ha APYTUTE AbP>KaBHU YICHKHU.

Hacrosmara  gupektuBa He  cleABa  Ja  3acAra  pasnopenoute  Ha
Jlupextusa 2013/59/Eppatom  Ha CbBeTa®, BKIIOUMTENHO II0 OTHONIGHME HA

Hupexrusa 2010/45/EC na Espomneiickus mnapnamenT u Ha CbBera or 7 1oiam 2010 . OTHOCHO
CTaH/apTHUTE 32 Ka4eCTBO M 0€30MaCHOCT Ha YOBCIIKUTE OPTaHHM, NMpeJHa3HAuYCHH 32 TPaHCIUIAHTAaLUs
(OB L 207, 6.8.2010 r., ctp. 14).

Hupextura 2013/59/Espatom Ha CobBeta ot 5 nekemBpu 2013 1. 3a onpeaensiHe Ha OCHOBHM HOPMHU Ha
6€301acHOCT 3a 3alUTa CPEIly ONACHOCTHUTE, IPON3THYALIH OT U3JIaraHe Ha HOHU3HMPAIIO JIbUCHHE U 32
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00OCHOBKaTa M ONTHMHU3UPAHETO Ha 3allliTaTa Ha MAIlMEHTHTE W Ha JPYTUTE JIMLA,
MOJIOKEHU HA MEIUIMHCKO O00JIbYBaHE € HOHU3Mpallo JibueHue. B ciayuail Ha
paauodapMaleBTUIIM, U3MOJ3BAaHU 3a Tepamus, paspelieHusTa 3a TbpProBHUS,
J03MpOBKaTa M TpaBWiaTa 3a IMpHJara€e TpsSOBa IMO-CHEIMATHO Ja OTTOBapsT Ha
M3HMCKBAaHUATA HA MMOCOYEHATa TUPEKTUBA, ChIVIACHO KOSITO OOJbUBAHUATA HA LIETIEBU
o0eMu ce TUIaHUpAaT WHIWBHIYaTHO W PE3yJTaTUTE OT TSIX CE€ MpPOBEpsiBaT II0
MOAXOJAI] HAaYWH, KaTO JO3UTE 3a HElLEJIeBUTE 00eMH U ThKaHU C€ MOIAbPXKAT Ha
Hal-HUCKOTO Pa3yMHO MOCTH>KMMO HUBO U B ChOTBETCTBUE C PaAuOTEparieBTUYHATA
e Ha 00IbYUBAHETO.

B unTepec Ha 00IIECTBEHOTO 3/paBe MYCKAHETO Ha JIEKAPCTBEH MPOJYKT Ha Ia3apa B
Cpro3a crmezBa Ja ce JOIyCKa caMO KOTraTo 3a HEro € M3JaJIeHO paspelieHHe 3a
THPrOBUSl U KOTAaTO HErOBOTO Ka4eCcTBO, 0€30MacHOCT M e(UKACHOCT ca Joka3aHu. Ot
TOBa M3UCKBaHE 00aye ciieiBa Ja ce MPEABHIM M3KIIOYEHHE B Cllydail Ha CIElIHa
HEOOXOIMMOCT OT IpWJIaraHe Ha JaJeH JEKapCTBEH MPOJIYKT, 3a J1a CE OTTOBOPH Ha
cienqupUYHATe MOTPeOHOCTM Ha TAlMEeHTa, WIM B CIy4alli Ha TOTBBPICHO
PasnpoCTpaHCHUEC HA IMATOTCHHU, TOKCHUHU, XUMHUYCCKU arCHTU WM AApPCHA paauvanusd,
KOMTO OMXa MOIJIM Ja MPUYUHAT Bpena. [lo-crenmanto, ¢ men 1a ce yIOBJIETBOPST
cneun(UYHA TOTPEeOHOCTH, Ha JbpKAaBUTE UICHKH ClieABa Ja Oblae JaneHa
BB3MOKHOCT J1a M3KJIIOYBAT OT pa3nopeOnTe Ha HACTOSIIATa TUPEKTHBA JIEKapCTBEHH
MPOAYKTH, JIOCTaBEHH IO J0OpOCHhBECTHA M HE3asBEHA IIOPHYKA, HM3TOTBEHU B
CHOTBETCTBUE CBC CIEIHM(UKAIMUTE HA YII'BIHOMOIIEH MEIMLIUHCKH CHEHUAIUCT U
IpeAHa3HAuCHHU 3a yrnoTrpeba OT OIpeseNeH MalKeHT Ha MpsSKaTa JMYHA OTTOBOPHOCT
Ha MEAMUMHCKUS crenuanucT. Ha mappkaBuTe 4YiICHKM ClieiBa CHIIO Taka Ja Obje
JaJeHa B3MOXHOCT J1a pa3pelaBaT BPEMEHHO Pa3NpPOCTPAHEHHETO HAa HEpa3pelleH
JeKapCTBEH TMPOAYKT B  OTFOBOP HAa  MpeanojiaraéMo WIM  MOTBBPJAEHO
PasnpoCTpaHCHUE HA MATOTCHHU, TOKCUHH, XUMHUYCCKU arCHTHU WUJIK AApCHaA paauanusd,
BCSIKO OT KOUTO MOJKE J1a IPUYMHU BpeAa.

Pemenusra 3a n3gaBaHe Ha pa3pelleHUe 3a THPTOBHS CIIEBA Ja Ce B3eMaT Bb3 OCHOBA
Ha OOEKTHMBHM HAay4YHH KpPUTEpUHM 3a KadecTBO, 0e30MacHOCT U e(UKACHOCT Ha
CbOTBCTHHA JICKAPCTBCH IPOAYKT, KAaTO CC H3KIIOYBAT HMKOHOMHUYCCKH HIIM APYTH
cboOpakeHus. Jlbp)kaBUTe wWiIeHKH o0ade cliefBa Ja MOraT IO M3KJIIOUEHHE Ja
3a0paHsBaT ynorpedara Ha JIEKApCTBEHH MPOAYKTH Ha CBOSATA TEPUTOPUS.

JlaHHWTe ¥ JOKYMEHTUTE, KOWTO TpsOBa J1a TpUApYkKaBaT 3asiBICHHETO 3a
paspenieHue 3a THProBUS 3a JIEKAPCTBEH NPOIYKT, JOKa3BaT, 4e TepaneBTUYHATA
e(UKaCHOCT Ha MPOAYKTa UMa MPEeBeC HaJl MOTCHIHATHUTE pucKoBe. ChOTHOIIICHHETO
T0J13a/PUCK 32 BCHUYKH JICKAPCTBEHU MPOIYKTH III€ C€ OICHSIBA MPH IMyCKAaHETO UM Ha
rnasapa ¥ MO BCAKO JIpyro BpeMe, KOraTo KOMIIETEHTHHUST OpraH CMETHE 3a
MOIXOIAIIO.

Twit kaTo Ma3apHUTE MEXaHU3MHU CaMH I10 ce0e CH ce OKa3BaT HelOCTAThUYHM, 3a Jla ce
CTUMYJHpAaT HEOOXOAMMHUTE HaydHM U3CJE€IBaHMS W  pa3pabOTBaHETO U
paspelaBaHeTo Ha JIEKApCTBEHU NPOAYKTH, MpeJHa3HaueHH 3a ymnorpeda cpen
JNETCKOTO HAceleHUE, € BBBEJEHA CHCTeMa OT 3aIb/DKCHHA, OT €JHa CTpaHa, U’
MIPEAUMCTBA U CTUMYJIH, OT JIpyra.

ETo 3amo 3a HOBU JeKapCTBEHM MPOAYKTH U 3a pa3pabOTBaHETO Ha MeAUaTPUUHU
MOKa3aHMUs Ha Beye pa3pellieHH JEKapCTBEHU MPOAYKTH, 00XBAHATH OT MATEHT WUJIH OT

oTMsHa Ha gupektuBu 89/618/EBpatom, 90/641/EBpatom, 96/29/Espatom, 97/43/EBpatoM U
2003/122/Esparom (OB L 13, 17.1.2014 r., c1p. 1);

29

BG



BG

(25)

(26)

(27)

(28)

cepTH(UKAT 3a IOIBIHUATEIIHA 3aKpWia, € HEOOXOIMMO Jia ce BbBEle M3MCKBAaHE 3a
NpEJCTaBIHE Ha pE3YydTaTUTe OT HU3CJIEIBAaHUATA Cpell JETCKOTO HacelieHHe B
CBHOTBETCTBHUE C 0JIOOPEH TUIAH 3a MeIUATPUYHO U3CIICIBAHE WIIH HA JIOKA3aTeIICTBO, Ue
IPOAYKTHT € MOJTYUYHI OCBOOOX/IaBaHE WIIM OTCPOYKAa B MOMEHTA Ha PETUCTPUPAHETO
Ha 3asBJICHUE 32 pa3pelICHUE 32 ThPrOBUS WU Ha 3asBJICHUE 32 HOBO TEPAINICBTUYHO
MoKa3aHue, HOBa JIeKapcTBeHa (popMa MM HOB BT HA BBBEXKIAHE. 3a Ja ce u3berHe
obaue W3/IaraHeTo Ha Jella Ha HEHY)KHW KIMHUYHU W3NUTBAHUS WK TIOpaIu
€CTEeCTBOTO Ha JIEKAPCTBEHUTE MPOIYKTH, TOBA U3MCKBAHE CIIE/BA Jla HE ce mpujara 3a
TCHEPUYHH WU 32 MOJOOHU OMOJIOTWYHM JICKAPCTBEHH MPOIYKTH H 32 JIEKAPCTBEHU
MPOAYKTH, pa3pelieHu Mo MpoleaypaTa 3a Jo0pe yCTaHOBeHa MEAUIIMHCKA yIoTpeoa,
HUTO 32 XOMEONATHYHH W TPAIUIMOHHH DPACTUTEIHH JIEKAPCTBEHU IPOJYKTH,
paspelieHd Mo OMPOCTEHUTE NPOLEAYPH 3a PErHCTpalus ChIIACHO HACTOAIIATa
JMPEKTUBA.

C oell aa €€ rapaHTvupa, 4€ JAHHUTC B IOJAKPCIIa HAa pa3pCHICHUCTO 3a TbProBUS
OTHOCHO yHOTpe6aTa npu Jacna Ha MIPOAYKT, KOHTO IMOJIC)KKW Ha Ppa3pCHICHHUC
CbI'IaCHO HACTOAIIUA PErilaMCHT, Ca IIPaBUJIHO pa3pa60TeHI/I, KOMIICTCHTHUTC OpTraHu
cicaBa Aa IPoOBEPABAT CHOTBCTCTBUCTO C O,Z[O6peHI/I$I IIaH 3a I[ICAUATPUYIHO
H3CJICABAHC, KAKTO U BCUYKH NOKYMCHTHU 34 OCB060)KI[aBaHe M OTCpOYKa Ha €Talla Ha
BaJIMWPAHEC Ha 3asABJICHUATA 3a pa3pCIICHUC 3a ThbpPIOBU.

3a 7a ce Bb3HArpaJu CIa3BaHETO HAa BCUUKU MEPKH, BKJIIOUYEHU B OJ00pEHUs IUIaH 3a
NeAUaTpUYHO H3CIeBaHe, ako B HHopManusaTa 3a MNPOIYKTH, OOXBaHATU OT
cepTU(UKAT 3a JONBIHUTEIHA 3aKpWiIa, ca BKIIOYEHH CHOTBETHH [aHHH 34
pe3yJITaTUTE OT MPOBEACHUTE M3CIEABAHMS, CIEIBA Ja CE NMPENOCTaBH MPEIUMCTBO
nosa (opmara Ha HIECTMECEYHO yAbDKaBaHE Ha CpOKa Ha JIEHCTBUE Ha cepTU(UKaTa
3a JONBJIHUTENHA 3akpuia, cb3gaaeH c [Permament (EO) Ne469/2009 Ha
EBpomneiickus mapaament u Ha ChBeta® — CII, MoJisi, 3aMeHeTe TIpenpaTkaTa ¢ HOBHS
MHCTPYMEHT, KOrato ObJie pHeT].

Hsxonm naHHM W JOKYMEHTH, KOMTO OOMKHOBEHO TpsiOBa Ja ce TMOoJaBaT ChC
3afBJICHMETO 3a paspellieHHe 3a TBhProBUs, CJelBa Ja HE CE€ HW3UCKBAT, aKo
JIEKapCTBEHHUAT TMPOJYKT € TeHEpHUYEeH JIEKApCTBEH NMPOIYKT HIIM TOJ00CH Ha HEro
OMOJIOTMYEH JIeKapCTBEH MPOAYKT (Ouomomo0eH NeKapcTBeH MIPOAYKT), KOWTO €
paspernieH uinu € 6w paspemieH 3a ynorpeba B Crro3a. Kakto renepuunure, Taka u
OMOMOJO0HUTE JIEKAPCTBEHU MPOJIYKTH Ca BKHU 332 OCUTYPSIBAHETO HA JOCTBI J10
JICKApCTBEHH MPOAYKTH 3a TMO-IIMPOKA Tpyla MAalUMeHTH M 3a Ch3JaBaHETO Ha
KOHKYpPEHTEH BBTpEIleH Ma3ap. B chbBMecTHa jAekiapaius OpraHuTe Ha JbpiKaBUTE
YJIEHKH MOTBBP/IMXA, Y€ OMUTHT C 0100peHuTe OMOMOIO0OHN JIEKapCTBEHH MPOAYKTU
npe3 mocienHuTe 15 rogMHM TMOKas3Ba, Y€ T€ ca CPaBHUMHU [0 OTHOIICHHME Ha
epUKaCHOCTTa, 0€30ITaCHOCTTa U UIMYHOT€HHOCTTA C TeXHHs peepeHTeH JeKapCTBEH
IPOAYKT U CJIEJOBATEIHO Ca B3aUMO3aMEHSEMHM M MOraT Jia c€ HM3II0JI3BaT BMECTO
pedepeHTHUS TPOAYKT (MM OOpaTHOTO) WJIM J1a CE€ 3aMeCTBAT C JPYT JIEKAPCTBEH
MPOAYKT, KOUTO € OMorno1o0eH Ha ChIs peepeHTEeH IPOAYKT.

OnuThT MoOKa3Ba, 4ye € MPENopBbUUTETHO Ja C€ YTOUHAT MO-7o0pe ciaydauTte, Mpu
KOUTO HE € HEeoOXOAMMO Ja ce MPEACTaBAT pPEe3ydTaTH OT TOKCHUKOJOTHYHU U
(apMakoJOTUYHM TECTOBE WM KIMHUYHU M3CJIEIBaHUS 3a IIOJlyuaBaHE Ha

Pernament (EO) Ne 469/2009 na EBponeiickust napiamentT u Ha CbBeta oT 6 maii 2009 r. OTHOCHO
cepruduKara 3a IONBIHUTEIHA 3aKpuia Ha JjekapcrBenute mpoaykra (OB L 152, 16.6.2009r.,
crp. 10).
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paspelieHne 3a JIEKapCTBEH MPOAYKT, TMOAOOCH IO CHIIECTBO HA BEYE pa3pelicH
MNpOAYKT, KAaTo CC TapaHTHUpad, Y€ HMHOBATUBHUTC HNPCAINPUATUA HC CC IIOCTABAT B
HEeOJIaronpusATHO MOJIOKEHUE. 3a TE3U OIPEICIICHU KaTeTOPHH JICKAPCTBEHH MTPOAYKTH
ChKpaTeHa Ipole/aypa 1aBa Bb3MOKHOCT Ha 3asBUTEIIMTE Ja CE IM030BaBaT Ha JIaHHH,
MOJAJICHU OT TPEAMIIHHA 3asABUTEIN, M CHOTBETHO Ja TMPEJACTaBAT CaMO HIKOU
CHCL[I/I(bI/I‘-IHI/I JAOKYMCHTH.

3a TeHepUYHHUTE JIEKAPCTBEHM NPOAYKTH TpsOBa Ja ce€ JOKake CcaMo
€KBUBAJICHTHOCTTa HAa T€HEPUYHUS JIEKAPCTBEH MPOAYKT C peepeHTHHsS JIEKapCTBEH
MPOAYKT. 3a OWMOJIOTUYHUTE JIEKAPCTBEHU IMPOIYKTH HAa KOMIIETEHTHHUTE OPraHU ce
IIPEIOCTABAT CaMO PE3yJITaTUTE OT TECTOBETE M M3CIIEJBAHUATA 32 CPAaBHUMOCT. 3a
XUOPUAHUTE JIEKAPCTBEHU MPOAYKTH, T.€. B CIIy4auTe, KOraTo JIEKApCTBEHUAT MPOAYKT
He moraja B 00XBaTa Ha ONPEAETICHUETO 32 TeHEPUUYCH JIEKAPCTBEH MPOIYKT WU MPU
KOWTO MMa MPOMEHU B KOHIICHTpAIMsTa, JeKapcTBeHata ¢opMa, MbTA Ha BbBEXKIaHE
WIM TEpalleBTUYHUTE MOKa3aHMsI B CPaBHEHHE C PEPEPEHTHUS JIEKAPCTBEH MPOAYKT,
pe3yaTaTUTe OT MOAXOIAIIMTE HEKIMHUYHU TECTOBE WM KIMHWUYHM U3CJIEABaHUS CE
MIPEOCTABAT, JIOKOJIKOTO ca HEOOXOAMMHM, 3a Ja CE€ M3rpad HaydHa BpbB3Ka C
JAHHUTE, Ha KOUTO CE€ OCHOBaBAa pAa3peUICHHETO 3a THProBUS 3a peepeHTHUs
nekapcTBeH MNpoAykT. CpIIoTO ce oTHacs W 3a OMOXMOPUIHHUTE JIEKapCTBEHU
MPOJAYKTH, T.€. B CIy4auTe Ha OMOMONO0OEH JIEKapCTBEH MPOIYKT, MPH KONUTO HMa
NPOMEHH B KOHLEHTpAIMsTa, JIEKapCcTBeHaTta (opma, MHTA HAa BBBEKIAHE WU
TEparneBTUYHUTE TOKa3aHUsA B CpaBHEHHE C pedepeHTHHUs OUOJIOTHYEH JIeKapCTBEH
NpoayKT. B mocnenHuTe nBe cuTyallud 4pe3 HayyHaTa BpPb3Ka CE yCTAHOBSBA, 4e
aKTUBHOTO BELIECTBO Ha XHOpHIa HE Ce pa3liMiaBa 3HAUYUTEIHO MO0 CBOUTE CBOMCTBA
[0 OTHOLIEHHEe Ha Oe3omacHocTTa Wi edukacHocrra. Korato To ce pasnnyaBa
3HAYUTEIHO 10 OTHOLICHHME Ha TE3H CBOICTBA, 3asABUTENAT TPsAOBa J1a MOAae MbIHO
3asiBJICHUE.

B3emaHeTo Ha perynaTopHU pelIeHUss OTHOCHO pa3pabOTBAHETO, pa3pellaBaHETO U
Ha/130pa Ha JIEKApCTBEHU MPOTYKTH MOXKE J1a Obe NOJKPENEHO OT JOCTHII 10 3paBHU
JIAaHHU W aHaJlM3 Ha TaKUBa JIaHHH, BKJIIIOUYUTEITHO OT MpaKTHKaTa, T.e. 3[paBHU JaHHHU,
TreHepUpaHu M3BbH 00XBaTa Ha KIMHUYHM HM3CIE/IBaHUSA, KOraTo € IejnechoOpa3Ho.
KoMnieTeHTHUTE OpraHu ciefBa Ja MoraT Ja M3IO0J3BaT TE3U JaHHU, BKIFOUYUTEIHO
Yype3 ONepaTuBHO ChbBMECTUMaTa HHPPACTPYKTypa Ha €BPONEWCKOTO MPOCTPAHCTBO Ha
3JIpaBHU JIaHHHU.

C Jupextusa 2010/63/EC Ha EBponeiickus mapnament u Ha ChBeta® ce ycraHOBSBaT

pasnopenoM 3a 3alluTa Ha XUBOTHHUTE, U3MOJI3BAaHU 32 HAYYHHU I€JIM, Bb3 OCHOBA Ha
NPUHLMIINTE Ha 3aMecTBaHe, HaMmalsBaHe W oOJexkyaBaHe. Te3W MNPUHLIMIN Ha
3aMecTBaHe, HaMaJsiBaHe M OOJeKYaBaHE CIlie/IBa Ja Ce B3eMar M0 BHUMAaHUE BbB
BCHUYKH U3CJIEABAHMS C M3MOI3BAHETO HA )KMBOTHH, Upe3 KOUTO ce Ha0aBs ChIIECTBEHA
uHpopMalMsg OTHOCHO KauyecTBOTO, Oe30MacHOCTTa M e(PHUKACHOCTTa Ha JaJieH
JIEKAPCTBEH IPOJYKT, KOraTo € HAJIMIIE MOJIaraHe Ha TPUXKU U M3IIOJI3BAHE HA YKUBH
JKUBOTHU 3a HAYYHU LENIH, U HU3CIECIABAHMUATA CJIEBA J1a C€ ONTHUMM3UpPAT, 3a Ja CE
MOCTUTAT HAaW-yJOBJICTBOPUTEIHN pE3YyJITaTH C Hal-MalIko Ha Opod >KUBOTHH.
[Iponienypute mpu TakoBa M3MHMTBaHE ClieBa Ja ce pa3paboTBaT Taka, ue jaa ce
n30erHe MpUUYMHSABaHETO Ha OOJKa, CTpajgaHue, TUCTPEC WU TPAWHO YBpEXKIaHE Ha
KUBOTHUTE, NpU Cla3BaHE Ha HaJIM4HUTE Hacoku Ha EMA u Ha MexnyHaponHara
KoH(pepeHIMsT 1o xapMmoHu3anus. [lo-crenuanHo 3asBUTENAT Ha pa3pelieHue 3a

HupextuBa 2010/63/EC na EBponetickus mapiamenT u Ha CobBeta oT 22 centemBpu 2010 . 0THOCHO
3alIMTaTa HA JKUBOTHHTE, M3II0JI3BaHM 32 Hay4yHu ey (OB L 276, 20.10.2010 r., ctp. 33).
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THPrOBUS W MPUTSKATEIAT HA pa3pelicHUe 32 THProOBUs CJIC/IBA Ja B3eMaT MPEIABHI
npuHiunure, ycraHosenu B Jlupextuna 2010/63/EC, BKIIOYMTENHO, KOTaTo €
BB3MOXKHO, J1a HM3MOJI3BaT METOAOJOTMH C HOB IOJXOJ BMECTO H3IUTBAHUSA BBPXY
KUBOTHH. Te MOXe J1a BKIIOYBAT, HApel C JPYroTo, CICTHOTO: in Vitro MOJENH, KaTo
MHUKPO(PHU3NOJIOTHYHN CHCTEMH, BKIIOYUTEIIHO Opraiu Bepxy uui, (2D u 3D-) moaenu
Ha KJICTHhYHH KYJITYpPH, OPraHOMIU WM MOJEIH, Oa3upaHH Ha YOBEIIKH CTBOJIOBU
KJICTKH; HHCTPYMEHTH in silico niu moaxoau read-across.

CrnenBa na ObJaT BBBEACHU MPOLEAYPH 32 YICCHSIBAHE HA ChbBMECTHUTE M3MUTBAHUS
BbPXY JKMBOTHH, KOTaTO € BB3MOXKHO, 32 J1a c€ M30erHe HEeHY>KHOTO IyOnupaHe Ha
VM3NUTBAHUA C OKUBM OKMBOTHHM, T[ONAJalli B  MPUIOXKHOTO IOJ€  Ha
HupextuBa 2010/63/EC. 3asButenure Ha pa3pelieHus 32 ThPTroBUS U IMPUTEKATCIIUTE
Ha paspeleHus 3a THProBUs Clie/lBa Ja IojlaraT BCUYKH YCHJIMS 3a TOBTOPHO
U3MOJI3BaHe HA PEe3yJATaTUTE OT M3CJIEIBAHUS BbPXY )KMBOTHU U J1a MPABAT IMyOJIUYHO
JOCTOSIHME PE3YJITaTUTEe OT U3CJIEABAaHUS BBPXY OJKHUBOTHH. 3a 3asBJICHUS 3a
paspellieHue 3a THhProBHs MO CbhKpaTeHaTa Mpollelypa 3asBUTEIUTE Clie[[Ba Ja ce
M030BaBaT Ha CHOTBETHUTE W3CJICIBAHUS, MPOBEJACHU 3a pedepeHTHHs JEKapCTBEH
MIPOIYKT.

[lo orTHoOmIeHWE Ha KIMHUYHUTE M3NUTBAHUS HA JIEKAPCTBEHU IMPOAYKTH,
IpeJHa3HaueHM 3a pa3pellaBaHe B paMkuTe Ha Cbro3a, 0COOEHO KOraTo ce MpOBEXkAaT
n3BbH Cbl03a, IIpU OLICHKATa Ha 3asBJICHUETO 3a Pa3pelICHUE 3a ThbProBUs CleBa Ja
ce MPOBEpU Ty TE€3U U3IUTBAHMS Ca MPOBEIEHH B ChOTBETCTBHE C MPUHLMIIUTE HA
no0paTa KIIMHUYHA MPAKTHKA U ¢ ETHYHH W3UCKBAHUS, PABHOCTOWHU HA Pa3mopeaonuTe
na Pernament (EC) Ne 536/2014 na Epponeiickus napnament u Ha ChBeTa’.

CpuiecTByBa BB3MOXKHOCT IpPU ONpPENEICHU OOCTOSATENCTBA M IPU CIa3BaHE Ha
CHGLII/ICI)I/IIIHI/I 3aABJIKCHUA WA YCIIOBUSA a CC U3J1aBAT Pa3pCUICHUA 3a ThbProBUA IIPpU
OTIpeNIeJICHN YCJIOBUSl WJIM TP H3BBHPEIHH OOCTOATENCTBA. 3aKOHOJATEICTBOTO
CJICIBa Oa II03BOJIABa IpU CXOOHU o0cTrogTencTBa JICKApCTBCHUTEC IMPOAYKTU CbC
CTaHAAPTHO pa3pClICHUC 3a THProBUA 3a HOBU TCPAINCBTUYHU IIOKa3aHUsA Ja CC
paspeiaBar IMpu OHNPCACICHU YCIOBUA WX IIPpU U3BBHPCIAHU 00CTOSTENCTBA.
[Iponyktute, paspelieHH TpU ONPEAEICHU YCIOBHS WJIM TPU HU3BBHPEIHU
O6CTO$[T€J'ICTBa, CJICABa IO MPUHOUII da OTroBaApPAT Ha M3HWCKBAHUATA 34 CTAHAAPTHO
PaspCiCHUE 3a TbpTOBHA, KaTO CC U3KIIOYAT CHeHI/I(bI/I‘IHI/ITC ACporanvu UJin yCJI0OBUA,
MMOCOUYCHHU B CBHOTBCTHOTO pPa3pCHICHUC 3a TbProBusa, HU3JAACHO IIPU OIPCACIICHU
YCJIOBUA WJIW IIPHU U3BBHPCAHU 06CTO$IT€J'ICTBa, " MOJJICKAaT Ha CIICHUAJICH IPCTIICT Ha
HU3IMBJIHCHUCTO HAa HAJIOXCHUTC CHCI_II/I(I)I/I‘-IHI/I yCJoBUA WU 3aABbJIZKCHU. B takuBa
CJIydan OCHOBAHMsATA 3a OTKA3 3a U3JIaBAHC HaA Pa3spCIICHUEC 3a TbprOBHA CJICABaA Aa CC€
npuiaraT mutatis mutandis.

C m3KITIOUCHME HA JIEKAPCTBEHHUTE MPOIYKTH, 32 KOUTO Ce€ TpHiIara IeHTpaIn3upaHara
mporenypa 3a HW3JaBaHe Ha pas3pelleHHe, YCTaHOBeHa ¢ [mpepaboTeHus
Pernament (EC) Ne 726/2004], pa3peuieHHeTo 3a ThProBUs 3a JIEKAPCTBEH MPOIYKT
cliefiBa Jia ce M3/laBa OT KOMIIETEHTEH OpraH B €/lHa JbpXkaBa WIEHKa. 3a Ja ce
n30erHe HEHY)XHa aJMHHHACTPAaTHBHA W (UHAHCOBA TEXECT 3a 3asBUTEIUTE W 3a
KOMIIETEHTHUTE OpraHd, IbJIHA M 3aJbJ00YEHa OIIEHKa Ha 3asBJICHHUETO 3a
paspemraBaHe Ha JaJeH JICKapCTBEH MPOAYKT ClelBa Ja CE HPaBH CaMO BEIHBX.

Pernament (EC) Ne 536/2014 na EBponeiickus napiaament u Ha CbBeta ot 16 anpun 2014 r. oTHOCHO
KIMHUYHUTE W3NWTBAaHMS Ha JIGKAPCTBEHM MPOAYKTH 3a XyMaHHa ymoTpeba, M 3a OTMSHAa Ha
Hupexrusa 2001/20/EO (OB L 158, 27.5.2014 r., ctp. 1).
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[Topanu ToBa € IeIechOOpPa3HO J1a Ce ONPEACIIAT CHEIUAIHNA TPOISAYPH IO B3aUMHO
NpU3HABaHE Ha HAIMOHATHUTE paspenicHus. OCBeH TOBa Clie[Ba Jla € BB3MOXKHO
MapajeIHO TOoJJaBaHe Ha €JHO W ChHINO 3asABJICHHE B HAKOJIKO JIbP)KABU WICHKH C IICIT
001112 OlIEHKa 110/l PHKOBOJICTBOTO HA €/IHA OT 3aCETHATHUTE JIbPYKABH YICHKH.

B pamkuTe Ha Te3u mpoueaypH clie[iBa ChIO Taka J1a ObJaT ONpeaesieHH paBuia, 1o
KOUTO EBEHTYaJlHU PA3HOTIACHS MEXIAYy KOMIIETCHTHUTE OpraHUM Ha JIbP)KaBHUTE
YJIEHKH Ja C€ paspeliaBaT B KOOpPAMHAIIMOHHA Tpyla OTHOCHO JIEKapCTBEHUTE
MPOAYKTH MO TMpoleAypaTa IO B3aUMHO TMPU3HABAHE U JCUEHTPAIU3UpaHATA
npouenypa (,KoopAHMHALMOHHATa Tpymna“) 6e3 HeompaBaaHo 3al0aBsHe. B ciydyail Ha
pasHoOTIache MEXKIY IbpPKABUTE UYJICHKA OTHOCHO KadeCTBOTO, OE30MacHOCTTAa U
eUKaCHOCTTa Ha JIEKapCTBEHMsI IMPOJYKT, CjlelBa Ja C€ MPUCTHIM KbM HayyHa
OIICHKa Ha TpobJieMa B ChOTBETCTBHE ChC cTaHAapTuTe Ha ChI03a, 3a J1a C€ CTUTHE 10
€IMHHO pelIeHHEe, KOETO Ja € 3abJKUTEITHO 3a 3aCeTHATUTE AbpKaBU YJICHKU. ToBa
pereHue cieisa ja ObJe MPUETO MO YCKOpeHa MpOoIeaypa, KaTo Ce€ OCUTYPH TICHO
ChTPYIHUYECTBO Mexay KomucusTa u AbpKaBUTE YWICHKH.

B ompenenenu ciaydam Ha CEpPHO3HO pa3HOTIAcHe, KOETO HE MOXe Ja Oble
paspeleHo, BhIIPOCHT ClieBa Jia ObJe pasriie/laH Ha IMO-BUCOKO PaBHUIIE U Ja Oble
00eKT Ha HAYYHO CTAHOBHUIIE OT CTpaHa Ha ATCHIIMATA, KOSTO BIIOCIEACTBHE Ja Oble
M3ITBJIHCHO TIOCPEICTBOM perieHue Ha Komucusita.

3a mo-go0pa 3ammra Ha OOIISCTBEHOTO 3JIpaBe W 3a Ja ce HM30erHe W3IHUIIHOTO
OyOJlupaHe Ha YCWIMS TpPU Pa3TJICKIAHETO Ha 3asBICHHUATA 3a pa3pelieHue 3a
ThpPTrOoBHA C JICKAPCTBCHU IMPOAYKTHU, ABPKABUTC YJICHKU CJICABA CUCTCMATHYHO [a
W3TOTBSAT JIOKJIAJM 32 OIIEHKA MO OTHOIIEHHE Ha BCEKH pa3pelieH OT TAX JIEKApCTBEH
MNPOAYKT U Ja I' MPCACTABAT IIPU IMOUCKBAHC. OcBeH TOBa ABPIKABUTC YICHKU CJIC/IBA
Jla MoraT Ja CIHpaT pa3TIekIaHETO Ha 3asBJICHHE 3a pa3pelieHHe 3a MyCKaHe Ha
rma3apa Ha JIEKapCTBEH MPOAYKT, KOETO € B MPOIEC Ha Pa3TIekKAaHE OT Jpyra AbpiKaBa
YJIeHKa, 3a J]a MOKe Ja ObJle MPU3HATO PEIICHUETO, B3eTO OT Ta3W Jpyra IbpiaBa
YJICHKA.

B HHTCPEC HA BB3MOXKHO Haﬁ-MHpOKHH AOCTBIT OO0 JICKAPCTBCHU NPOAYKTU AbpiKaBa
YICHKA, KOATO MMa MHTEPEC Aa MOJIYyUYHW AOCTBII A0 ONPCACIICH JICKAPCTBCH MPOAYKT,
3a KOHTO ce Hu3IaBa paspemicHue 10 JCUCHTpaIu3rpaHaTa IIpoucaypa H IO
mnmpoucaypara mo B3aMMHO IIpU3HABaHC, CJICABAa Oa MOKEC Ja C€ BKIKOYM B Ta3u

npoueaypa.

3a ma ce yBeNMYM HAJIMYHOCTTAa HA JIGKAPCTBEHHM TNPOAYKTH, OCOOCHO Ha MAJIKUTE
nasapu, clieiBa B CIy4yauTe, KOraTo 3asBUTEINISAT HE MCKa pa3pelleHue 3a JIeKapCTBEH
MPOAYKT B KOHTEKCTa Ha MpoIeaypaTa MO B3aMMHO NPH3HABaHE B JaJieHa JbpKaBa
YJIeHKa, Ta3W Abp)KaBa WICHKA Ja MOXE 110 OCHOBATEIHH NPUYMHU B MHTEpEC Ha
00IIECTBEHOTO 3ApaBe Aa Pa3pelIn MyCKaHEeTO Ha Ma3apa Ha JICKApCTBEHUS MTPOAYKT.

[Ipn reHepuyHHTE IIEKAPCTBEHU MPOIYKTH, 3a YUHTO pedepeHTeH JeKapCTBEH
MPOAYKT € M3AaJleHO pa3pelleHre 3a ThProBHsl MO LEHTpalu3upaHara Mpolenypa,
3asIBUTENIMTE Ha Pa3pelIeHus 3a ThProBUs CJIeBa Ja MOTaT Ja U30upar eaHa OT JIBEeTe
MpoLeaypy Ipu ompeneneHu ycinoBus. Ilponeaypara mo B3auMHO IpHU3HABaHe WU
JeLeHTpalu3upaHaTa mpoleaypa ChIIO ClelBa Ja OCTaHaT Ha pa3loJIOKEHHE KaTo
BapHaHT 3a OIpPEAETICHH JIEKAPCTBEHU MPOAYKTU, KOUTO MPEICTaBIABAT TEPANIEBTUYHO
HOBOBBBEJICHHE WJIM KOWTO Ca OT I0J3a 3a OOIIECTBOTO WK 32 manueHTuTe. Thid Kato
TeHEpUYHUTE JIeKapCTBa MPEACTaBIsABAT 3HAUUTEIHA YacT OT Ma3apa Ha JIEKapCTBEHU
MPOJYKTH, AOCTHIIBT UM JI0 Tazapa Ha Chbro3a cienBa aa ObJe ylecHeH ¢ oriies Ha
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MPUAOOUTHS OMHUT, MOPAIX KOETO MPOIeAypUTe 3a BKIIOYBAHE HA APYTU 3acerHaTh
IbpKaBU YJICHKHU B Ta3u MpoIeaypa cieBa Aa ObAaT AOMBIHUTEIHO OIPOCTEHHU.

OmpocTsiBaHETO Ha TPOIEAYPUTE HE ClelBa Jla OKa3Ba BB3JCHCTBUE BBPXY
CTaHJAPTUTE UM KaueCTBOTO HA HAy4YHATa OLICHKA Ha JICKAPCTBEHUTE MPOJIYKTH, 3a Ja
Ce TapaHTHpaT KauyecTBOTO, 0€30MMacCHOCTTa U €(h)UKACHOCTTA, U MTOPAJIA TOBA CPOKBT 32
M3rOTBSHE Ha Hay4YHA OLIEHKA clie/Ba Ja ce 3ana3u. [IpenBmwkaa ce obadye HaMaIsiBaHE
Ha o0IIMsI CPOK Ha MpOolieypaTa 3a u3/laBaHe Ha pa3pelieHue 3a Thprosus ot 210 qHu
Ha 180 mHu.

JIbpkaBUTe UICHKU CleaBa Ja OCUTYpPAT NOIXOJAmo (UHAHCUpaHE Ha
KOMIICTCHTHUTE OpraHu 3a U3MBJIHEHHWE Ha 3aJaudTe UM CBIVIACHO HAcTOAIlaTa
nupektuBa u [npepasrienanus Pernament (EC) Ne 726/2004]. OcBeH ToBa AbpiKABUTE
YWICHKHU CJIe/IBa Ja TapaHTUpaT, Y€ KOMIETEHTHUTE OPraHd MPEJOCTABAT MOAXOISIIH
pecypcH 3a LeTuTe Ha TeXHHUS MPUHOC KbM paboTaTta Ha AreHIuUsATa, KaTo ce B3eMa
MIpEeABU]] OCHOBAHOTO Ha Pa3XoAM Bh3HATPAXKICHHUE, KOETO MOJydaBaT OT ATEHIUSATA.

[ITo ce oTHacsA 10 AOCTBIIA 10 JEKAPCTBEHU MPOAYKTH, IIPU IIPEAXOAHU U3MECHEHUS HA
3akoHOJaTeNcTBOTO Ha Chi03a B oOsiacTTa Ha (hapManeBTHYHUTE MPOIYKTH TO3U
BBIPOC Oellle pelleH, Ype3 MPeIBIKIaHETO Ha YCKOPEHa OLIEHKA Ha 3asBJICHUATA 32
paspeneHue 3a TbproBusl WIM 4pe3 IPEIOCTAaBIHETO Ha Bb3MOXKHOCT 3a JIEKAPCTBEHU
IPOAYKTH 3a HEYJOBJIETBOPEHW MEIULMHCKM NOTPEOHOCTH Ja ObaaT HU3JaBaHU
paspelmieHuss 3a THPrOBUS IPU OIPENCIICHW YCIOBHs. BbIpekn de Te3m MepKu
yCKOpHXa pa3pellaBaHeTo Ha MHOBAaTUBHU U OOelaBallly Teparuu, Te3H JIEKapCTBEHU
MIPOJYKTH HEBUHATHU JIOCTUTraT /10 MAllMEHTUTE U TOCTHIIBT HA nanueHTure B Chro3a 10
JIEKAPCTBEHU IIPOAYKTH BCE OLIC HE € eAHakbB. JlOCTBI'BT HA MALMEHTUTE [0
JIEKapCTBEHM MPOJAYKTU 3aBUCHU OT MHOro (paxtopu. IIpurexxarenure Ha pa3pelieHus
3a TBProOBUs HE Ca 3aJbIDKEHU J1a IpejularaT JaJeH JIEKapCTBEH IPOAYKT Ha Ia3apa
BbB BCHUYKM JbpPKaBH WICHKH; T€ MOraT Ja pemar Ja He IpeajaraT CBOWTE
JIEKApCTBEHU IPOAYKTH Ha Ia3apa B €[lHA WIM II0OBEYE IbP)KABU YJIEHKHU WIIU 1A TH
U3TErNIIT OT Hero. HanuoHamHUTE MOJIMTUKM OTHOCHO II€HOOOpa3yBaHETO U
BB3CTAaHOBSIBAHETO HA PA3XOJUTE, YMCIECHOCTTAa HA HACEIIEHHETO, OpraHu3aluATa Ha
3IpaBHUTE CUCTEMU W HAUWMOHAJIHWTE AaJIMUHUCTPATHUBHU MPOLEAYPU C€a JPYyTH
(dakTOopH, KOUTO OKa3BaT BIMSHUE BBPXY IYCKaHETO Ha Ma3apa W JAOCThIIa Ha
MTallUECHTHTE.

PemaBanero Ha mpobinemMa ¢ HepaBHUA JOCTHII Ha MAlMEHTUTE M (UHAHCOBATa
JIOCTBITHOCT Ha JIEKAPCTBEHHUTE MPOIAYKTH CE€ MPEBbPHA B KIIOYOB MPHUOPUTET Ha
dapmarieBTUYHATA cTpaTerus 3a EBpora, KakTo ce moguyepTraBa U B 3aKJIFOYEHUATA HA
Cweera®, m B pesomomus Ha Esponeiickns mapmamenT®. J[bpikaBHTE GIEHKH
MpHU30Baxa 3a MpepasriiekJaHe Ha MEXaHH3MHUTE W CTUMYIUTE 3a pa3paboTBaHE Ha
JIEKapCTBEHH MPOJYKTH, CHOOpa3eHH C PpABHULIETO Ha HEYJIOBIETBOPEHUTE
MEIHUIIMHCKH MOTPEOHOCTH, KAaTO CHIIEBPEMEHHO C€ TapaHTHpa YCTOMYMBOCTTA Ha
3/jpaBHAaTa CHUCTEMA, JOCTHIBT HA MNAUUECHTUTE W HAJIUYUETO Ha JIEKAPCTBEHU
MPOAYKTH HA TOCTBHIIHY LIEHU BbB BCUUKHU JbPKaBU YJIEHKHU.

3akmoueHnsi Ha CpBeTa OTHOCHO YKpeNBaHETO Ha OanmaHca BbB (DApMALCBTHYHUTE CHCTEMH B
Eporneiickns cpio3 u Herosure abpxasu wieHku (OB C 269, 23.7.2016 r., ctp. 31). 3akimoyeHus Ha
CbBeTa OTHOCHO JOCTBIA 10 JIEKApCTBa M MEAMLMHCKH H3AENus 3a mo-cwieH W ycroiuus EC
(2021/C 269 1/02).

Pesomonuss Ha EBpomeiickus mapimameHT oT 2 MapT 2017 1. oTHOCHO BB3MOxHOocTUTe Ha EC 3a
noA00psiBaHe Ha JocThIIa 10 MeaukamenTs (2016/2057(INI). Hexoctur Ha gekapcrsa (2020/2071(INI).
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JlocThI'BT Ipeamnoiara ChUlo Taka (PUHAHCOBA JOCTBIHOCT. B TOBa OTHOLICHWE B
3akoHOJaTeNCcTBOTO Ha Chro3a B 0OnacTTa Ha (papMaleBTUUHUTE IPOAYKTH CE 3a4MTa
KOMIICTCHTHOCTTa Ha JIbP)KABUTE WICHKH 110 OTHOIICHUE Ha LIEHOOOPa3yBaHETO U
BB3CTAHOBSABAHCTO HA PA3XOAUTC. To mma JOITbJIBAIIlX q)YHKI_[I/H/I 1 HEToBara Ll € Aa
Ce OKake IIOJIOKUTEIHO BB3JACHCTBHE BBPXY (HHAHCOBATa JIOCTBIIHOCT U
YCTOﬁqHBOCTTa Ha 3JpaBHUTC CUCTCMU C MCPKHU, KOUTO IMOAKPCIAT KOHKYPCHIMATA OT
CTpaHa Ha TCHEPUYHU M OMONOJOOHM JIEKapCTBEHH MpoayKTH. KoHKypeHuusTa OT
CTpaHa Ha TEHEPUYHH U OMOIMOIOOHM JIGKApPCTBEHU MPOJYKTH Ha CBOM pel cieasa
CBILIO TaKa Ja JOBele JI0 yBEJIMYaBaHE Ha JOCTHIIA HA MAIMEHTHTE JIO JICKAPCTBEHH
MPOAYKTH.

3a 1a ce OCUTypH AMAIOr MEKIY BCUUKU YYACTHUIM B PAMKUTE Ha KU3HEHUS LIUKbBI
Ha JiekapcTBaTa, BbB (dapmalleBTUUHUS KOMHUTET C€ Clle[Ba Ja C€ IMPOBEXIAT
JUCKYCUM IO BBIIPOCH HA TOJMTUKATA, CBbpP3aHU C INPWIAraHETO Ha IpaBuiIara
OTHOCHO YABJKaBaHETO HA CPOKA HA PEryJaTOpHATA 3alllUTa Ha JIaHHUTE IIPU IIyCKaHe
Ha naszapa. Komucusta MOXe /a MOKaHUM OpraHuTe, OTrOBapsly 3a OLIEHKara Ha
3[IpaBHUTE TEXHOJIOTHH, mocoueHu B Pernmament (EC) 2021/2282, nnu HanmoHaTHUTE
OpraHu, OTrOBapsIIy 3a LIEHOOOpa3yBaHETO U Bb3CTAHOBSIBAHETO HA Pa3XOAMTE, aKo €
HE00X0/IMMO, 1a yJacTBaT B pa3uCKBaHUsATa Ha DapMalleBTUYHUS KOMHTET.

Bernpeku ue penieHusTa 3a 1leHOOOpa3yBaHE U Bb3CTAaHOBSBAaHE HAa Pa3XOJUTE Ca OT
KOMIIETEHTHOCTTa Ha JAbp)KaBUTE 4ieHKH, BbB dapmanieBTHUHATa cTpaTerus 3a
EBpona ©Osixa o00siBeHM [JeiCTBHA B MOAKpena Ha CBTPYAHHYECTBOTO MEXKIY
Ibp)KaBUTE YICHKH C IIe7 Noao0psBaHe Ha (UHAHCOBaTa NOCTHIHOCT. Komucusra
npeoOpa3yBa TIpynara Ha HallMOHAJHUTE KOMIIETEHTHM OpraHW B o0JiacTTa Ha
LIEHOOOpa3yBaHETO M BH3CTAHOBABAHETO Ha Pa3XOJIUTE U IUIATHUTE 3a OOIIECTBEHO
3npaseonas3Bane (NCAPR) ot ad hoc ¢popym B minatdopma 3a mocTOSHHO JOOPOBOIHO
ChTPYIHUYECTBO C L€l OOMEH Ha HMH(poOpMaius M Hail-noOpu NPAaKTHUKH OTHOCHO
MOJIUTUKHTE 3a LIeHOOOpa3yBaHe, IUIalaHe M Bb3jaraHe Ha OOLIECTBEHU MOPBHYKH, 32
1a ce moao0pu rMHAHCOBATa TOCTHITHOCT U pa3XxoHaTa €()eKTUBHOCT Ha JIEKapCTBaTa
U yCTOHYMBOCTTa Ha 3/paBHaTa cuctema. KoMmucusta ce aHraxupa Ja 3acUid TOBa
ChTPYHUYECTBO U JIOMBIHUTEIHO Ja MOAKpeNns oOMeHa Ha HHpOpMaLus Mexay
HaIlMOHAJTHUTE OPTaHH, BKIIOUUTETHO OTHOCHO BB3JIaraHETO Ha OOILIECTBEHU MOPBUKU
3a JIEKapCTBa, KaTO ChIIEBPEMEHHO 3a4MTa HAITbJIHO KOMIIETEHTHOCTTA HA IbP)KaBUTE
YjleHKM B Ta3u ob6nact. Komucusra Moke ChIIO Taka Jla MOKaHM 4WICHOBETE Ha
NCAPR na yyacTtBaT B pa3uckBanusita Ha dapManieBTUUHUSI KOMUTET 110 TEMU, KOUTO
MoraT Jila OKaXaT BB3ACUCTBUE BBPXY NOJIMTUKUATE 3a IEHOOOpa3yBaHE WU
BBH3CTAHOBSIBAaHE Ha pa3XoJIUTe, KAaTO HAIIpUMEp CTUMYJIa 3a IyCKaHe Ha Ma3apa.

CpBMecTHUTE OOIIECTBEHU MOPHUKH, HE3aBHCUMO Jaiu ce OOsBsIBAT B paMKHUTE Ha
€aHa JObpKaBa, HWJIHW MEXKAY HAKOJIKO IObpKaBH, MOrar naa 1'[0)106p5[T J0CTHhIIA,
(¢uHaHCOBaTa JOCTHIIHOCT U CUTYPHOCTTA Ha JOCTABKHUTE HA JIEKApCTBA, OCOOEHO 3a
IMO-MAJIKUTC ABbpPrKaBH. H’I)p)KaBI/ITe YJICHKHU, KOUTO UMAT UHTECPEC KbM CHBMCECTHOTO
BB3JIlaraHe Ha OOINEeCTBEHW TOPHUKH 3a JIeKapcTBa, Morar Ja Iojd3BaT
JupextnBa 2014/24/ECY°, B kosiTo ce ompemensaT TNpOIEIypuUTE 3a 3aKyNyBaHE,
MPWIOKUMHU 32 MyONW4YHHM KymyBaud, Cropa3yMeHHETO 3a ChbBMECTHO Bh3JlaraHe Ha
o0lIeCTBeHH HothH(I/I11 U IpemIoKeHus npepasriaenad GUHaHCOB pernaMeHle. ITo

10

11

Hupextusa 2014/24/EC na EBpomnelickust mapiameHT W Ha CwBeta oT 26 deBpyapu 2014 rT. 3a
00IIeCTBEHUTE TTOPBYKH | 3a oTMsHA Ha Jupektusa 2004/18/EO (OB L 94, 28.3.2014 r., ctp. 65).
Pernmament (EC) 2022/2371 na EBpomneiickus mapiameHT 1 Ha ChBeTa oT 23 HoemBpu 2022 T. OTHOCHO
CEPHMO3HUTE TPAHCTPAHWTHHM 3aIlIaXxH 3a 3/IpaBeTo U 3a oTMsiHa Ha Perrenne Ne 1082/2013/EC.
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HCKaHe Ha JAbpXaBuTe wieHkH KoMucusTa MOXXKe Ja Mmojaromara 3auHTEPeCOBaHHTE
Jbp)KaBU UICHKH, KaTO YJIECHSBA KOOPAMHAIMATA, 3a Ja CE Jajic Bb3MOXKHOCT 3a
JOCTBII JI0 JICKAPCTBEHU MPOAYKTH 3a narnueHTuTe B ChIo3a, KAaKTO M 3a OOMEH Ha
nH(popMaIus, 0COOCHO 3a JIEKApCTBaTa 3a PEIKHA U XPOHUYHU 300 IIBAHUSI.

HeobGxonuMo € ga ce yCTaHOBM OCHOBAHO Ha KPUTEPUM OINpe/eleHue 3a
,,HEY/IOBJIIETBOpEHA MEIUIIMHCKA MOTPEOHOCT™, 3a J1a ce CTUMYyJHpa pa3paboTBaHETO
Ha JIEKapCTBEHU NPOIYKTH B TEPANEBTUYHHM 00JACTH, B KOUTO IOHACTOSALIEM HsAMa
JOCTaThbYHO BB3MOXKHOCTH 3@ JIEUEHME. 3a Ja C€ TapaHTUpa, Y€ IMOHATHUETO 3a
HEYJIOBJIETBOPEHU MEJUIMHCKU MOTPEOHOCTH OTpa3siBa HAYYHOTO U TEXHOJIOTMYHOTO
pa3BUTHE W HACTOALIUTE TIO3HAHUS 3a 3a00JIIBaHUATA C HEJOCTATHYHO BH3MOXKHOCTH
3a JseyeHue, Komwucumsara crnenBa na ompenenu M akTyalu3upa, 4pe3 aKkTOBE 3a
U3IBbJIHEHUE U CJEJ HaydyHa OLEHKAa OT CTpaHa Ha ATreHLusATa, KPUTEpUUTE 3a
»,33/10BOJIUTEICH METOJ 3a JAMAarHOCTHUKA, MPO(UIAKTUKA WU JIEYEHHUE", KPUTEPUUTE
3a 3a00JIBaHUs, NPU KOUTO ,,3a00JIEBAEMOCTTAa WJIM CMBbPTHOCTTA OCTaBaT BHCOKH,
KpUTEpPUUTE 32 ,,CbOTBETHA IPyIa MalUEHTH . AreHlusATa e ThpCH HHPOpMaLUs OT
LIMPOK KPBI' OpraHu WM OPTaHU3aluU, YUSATO JEHHOCT € CBbp3aHa C )KU3HEHMSI LIMKbJI
Ha JICKapCTBEHUTE NMPOLYKTH, B PAMKUTE Ha Ipoleca Ha KOHCYJITAllMH, YCTAHOBEH
cbriacHo [mpepaborenus Permament (EO) Ne 726/2004], n chmo Taka mie B3ema
[IpPEIBUJl HAYYHUTEC WHULIUATUBU Ha paBHUILETO Ha EC Wnum Mexny AbpKaBUTE YJICHKU,
CBbp3aHU C aHajinu3a Ha HCYAOBJICTBOPCHUTC MCIUIIMHCKHU HOTpC6HOCTI/I, TCXKECTTAa Ha
3a00JsIBaHUATa 32 OOIIECTBEHOTO 37paBeola3BaHe W OMNpPEICTSIHETO Ha TMPHOPUTETH 32
Hay4YHOM3CJICJOBAaTeICka M pa3BoiiHa xeifHoct. Kpurepumre 3a ,,HEYIOBIETBOPEHU
MEIUIMHCKH MOTPEOHOCTH MoraT BIIOCJIEJACTBUME Ja ObJaT H3MOI3BaHU OT
Ibp)KaBUTE YJIEHKH 3a OIpeJeNsHe Ha creuu(uyHu TeparneBTUYHU OO0IacTH OT
UHTEpEC.

BxkirouBaHeTo Ha HOBH TCPANICBTUYHU IIOKA3aHUA KBbM PpaA3pPCHICHU JICKAPCTBCHU
MNpOAYKTHU JOIpHUHACA 3a JOCThIIa HAa MNAOWUCHTHUTC 0 IAOMNBJIHUTCIIHU TCEpAllMUu H
Imopajau ToBa CJICABA Ja 6’5,[[6 CTUMYJIUPAHO.

HpI/I MoAaBaHETO Ha 3ajBJICHHUC 3a IIbPBOHAYAIIHO PpPaspCHICHUC 3a THPTOBHA 3a
JICKApCTBCHU TMPOAYKTHU, CHAbpIKAIIKM HOBO aAKTHBHO BCIICCTBO, CJI€JIBa [Ja CC
CTUMYJIMpa NpCACTaBAHETO Ha KIIMHUYHU U3MWUTBAHUA, KOUTO BKIIFOYBAT 3a CPABHCHHUEC
ChIICCTBYBAIIIO JICUCHUEC, OCHOBAHO Ha (1)aKTI/I, 3a 1a CC€ HAChPUYU TCHCPUPAHCTO Ha
CPaBHUTCIHH KIMHUYHU JaHHU, KOUTO Ca OT 3HAUYCHUEC U CbOTBECTHO MOrar Jia 6’I)I[aT B
InoAKpeIia Ha IocJieABal OLCHKW Ha 3APABHHUTC TCXHOJIOTHMU W PCHICHUA OTHOCHO
HCHOO6paSYBaHeTO 1 BB3CTAaHOBABAHCTO HA PA3XOAUTEC OT ABPKABHUTE YJIICHKH.

HpI/ITC)KaTeJ'I}IT Ha pa3pClICHUC 3a TBPTOBHUA CJICABA Ja OCUTYpHU IMMOAXOAdlla Hu
HCIMPEKLCHATA JOCTaBKa Ha AaJ€H JICKAPCTBCH HNPOAYKT IIPE3 HOEIHUA MY XKHU3HCH
IUKBJI, HC3aBUCUMO JaJId TO3U JICKAPCTBCH MHNPOAYKT € 00XBaHAT OT CTUMYJI 3a
JOoCTaBKa HUJIN HE.

Mukpo-, Mmankute u cpennute npeanpuarus (MCII), cyGexTuTe ¢ HecTonmaHcKa el
WIH CyOEKTHTE ¢ OrpaHMYeH ONUT B cucremara Ha Cbro3a cieiBa Jla pasmnojaraT ¢
[IOBEYE BPEME 3a ITyCKAHE HAa I1a3apa Ha JIEKAPCTBEH IIPOAYKT B IbP)KABUTE WICHKH, B
KOHUTO € BAJIMAHO Pa3pelIeHHETO 3a ThPIroOBUs, 3a Ja MOraT Ja MoJIy4aT JOIbIHUTEIHA
peryiaTopHa 3aliuTa Ha JaHHUTE.

12

COM(2022) 223 final.
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[Ipu mpuaraHeTo Ha pa3nopenOWTEe OTHOCHO CTHUMYJIHMTE 3a ITyCKaHe Ha Ta3apa
MNPUTCIKATCIIUTC Ha pa3pClICHUA 3a TbBPrOBUA W AbPKABUTC UWICHKH CJICABA [a
MOJIOKAT MAaKCUMAIITHU YCHIIMSI 3a TOCTHTaHe Ha B3aUMHO JOTOBOpPEHA JOCTaBKa Ha
JICKApCTBCHU IMPOAYKTU B CHOTBCTCTBUC C HOTpe6HOCTI/ITe Ha CbOTBCTHATA AbpiKaBa
4jieHKa, 0e3 HeomnpaBIaHO Ja 3a0aBAT WM BB3MPENATCTBAT JpyraTa CTpaHa Jia ce
BB3I10J13Ba OT IpaBaTa CH 10 HACTOsIIATa JUPEKTHBRA.

JIbpkaBUTE WICHKH UMAT Bh3MOXKHOCT JIa OTMEHST YCJIIOBHETO 3a ITyCKaHe Ha Ta3apa
Ha CBOsI TEPUTOPHS 3a ICJIUTE HA yIbJKABAHETO HA CPOKA Ha 3alllUTa HAa JAHHUTE MPU
IyCcKaHe Ha ma3apa. ToBa MOXe Ja CTaHe Ype3 JeKIapalys 3a JIICa Ha Bh3paKCHUS
3a yIbJ/DKaBaHE Ha CPOKa Ha peryjiaTopHa 3alluTa Ha JaHHWUTe. ToBa ce odakBa Haii-
BeYC B CHUTYyallMHTE, KOTATO IyCKAaHETO Ha Ta3apa B ONpeelieHa JbpiKaBa WICHKA €
O6€KTI/IBHO HCBB3MOKHO WJIM KOraToO Ca HaJIUMLC CIICHUAJIHHU NPUYUHU, ITIOpaJu KOUTO
JbprKaBa YICHKA XKellae MyCKaHEeTO Ha Ta3apa Jia Ce U3BBPIIU 0-KbCHO.

N3naBaneTo Ha TOKYMEHTH OT AbPKABUTE WICHKH OTHOCHO YJIBDKaBAaHETO HA CPOKa
Ha 3allliTa Ha JAaHHUTE 3a LEJNTE Ha JOCTaBKaTa Ha JEKapCTBEHHM NPOAYKTH BBHB
BCUYKH JIbP)KaBU UJICHKH, B KOUTO € BaJUIHO pPa3pelIeHHETO 3a THhProBUf, IIO-
CHeIHaHO OTMSHATa Ha YCIOBUATA 332 TaKOBa yAbJDKaBaHE, B HUKAKBB Cllydyail He
3acsra TPaBOMOINMATA HA JIbPKABUTE WICHKH 110 OTHOIICHHE Ha JOCTaBKara,
ONpEAENSHETO Ha LIEHUTE Ha JIGKAPCTBEHUTE MPOIYKTH WM BKIIOYBAHETO UM B
o0XxBaTa Ha HAIMOHAJIHUTE CXEMH 32 37PaBHO OCUTYypsiBaHE. [[bp)KaBUTE YICHKHU HE CE
0TKa3BaT OT Bb3MOKHOCTTA J]a TIOUCKAT OCBOOOK/1aBaHEe MIIH JIOCTaBKa HA ChbOTBETHUS
MPOJYKT BbB BCEKHM MOMEHT MPEJIU, 110 BpEME Ha WM CJIe]l yAbIKaBaHETO Ha CpOKa 3a
3aIuTa Ha JAaHHUTE.

AnTEepHATUBEH HAYWH 3a JOKa3BaHE Ha JIOCTABKHUTE € BKIIIOYBAHETO Ha JICKAPCTBEHU
MPOAYKTH B TMOJIOKUTENEH CIHCHK Ha JIEKAPCTBEHUTE MPOAYKTH, OOXBaHATH OT
HallMOHaJHaTa CHCTeMa 3a 3/paBHO  OCUTYpsIBAHE B  CHOTBETCTBHUE C
Hupextusa 89/105/EMO. Cpbp3aHuTe C TOBa MPEroBOpU MEXAY ApyKecTBara W
IbpKaBaTa WICHKa clie/iBa Jla Ce BOJAT 100pOCHBECTHO.

JlbpkaBa 4J€HKA, KOSTO CYMTA, Y€ YCJIOBHATA 3a JIOCTaBKa HE Ca M3MBIHEHU 3a
HelHaTa TEpUTOpHUs, Clle[[Ba Ja TNPEACTaBd MOTHBHpPAHO CTAHOBHUIIE 3a
HECBHOTBETCTBUE Hal-KbCHO B PaMKHUTE Ha mpoueaypara Ha [locTosITHHMS KOMHUTET 1O
JIEKapCTBEHUTE NMPOJAYKTHU 3a XyMaHHa ynorpeba 3a BHacSIHE HAa IIPOMEHH, CBbP3aHa C
IIPEIOCTABSIHETO HA CHOTBETHHSI CTUMY L.

Komucusita u appkaBuTe WIEHKH cliefiBa HEMPEKbCHATO Ja HaOI0JaBaT BCHUUKHU
JaHHU M M3BJICUYEHU ITIOYKHM OT IPUJIAraHETO Ha CHUCTEMara 3a CTUMYJIH, 3a Ja
noJoOpAT MpUIAraHeTO Ha Te3M pPas3nopeadH, BKIIOYMTEIHO Ype3 akToBe 3a
n3nbiaHeHne. Komucusara cienBa 1a CbCTaBU CIUCBHK HAa HAalMOHAJHUTE OPraHU 3a
KOHTaKT IO T€3U BBIIPOCH.

Korato cboTBeTeH opran B Cbro3a € mpe1oCTaBUI IPUHYAUTEIIEH JTUIEH3 3a CIIPaBsHE
C U3BBHpE/IHA CUTYyalus B 00JacTTa Ha OOIIECTBEHOTO 3/paBe, peryjaTopHaTa 3alinura
Ha JJAHHHUTE MO’Ke, aKO BCE OIIIE € B CUJIa, /1a ToNpedn Ha e()eKTUBHOTO U3IMOI3BaHE Ha
MPUHYAUTEIHUS JIMIICH3, ThHA KaTO BB3MPEIATCTBA Pa3pelIaBaHETO Ha TECHEPHYHU
JIEKApCTBEHH TMPOAYKTH, a OTTaM — U JOCThIIa JO JIEKAPCTBEHH MPOAYKTH,
HeoOXoauMU 3a mpeojoiigiBaHe Ha kpusara. [lopagu Ta3u mpuuMHa OEHCTBHETO Ha
3amuTaTa Ha JaHHUTE W [a3apHaTa 3alluTa cle/iBa 1a 0b/ie CIpsiHO, KOraTo € u3aieH
NpPUHYIUTENEH JUIEH3 3a COpaBsHe C W3BBHpPEAHA CHUTyalus B o0jJacTTa Ha
obmiecTBeHOTO 3ApaBe. CrnmpaHeTo Ha JEHCTBUETO HA pErylaTopHara 3amuTa Ha
JTaHHUTE cJleABa Ja ObJe pa3pelieHo caMO BBB Bpb3Ka C MPEAOCTaBEHUS
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MPUHYAUTEIICH JIUIIEH3 U HeroBus OeHedunmep. CIupaHeTo Ha NEUCTBUETO ClIeBa J1a
ObJIe ChOOPA3EHO C IIeNITa, TEPUTOPHATHUS 00XBAT, MPOABIKUTEITHOCTTA U TIPeIMEeTa
Ha MIPEI0CTaBCHUS IPUHYIUTEIICH JIUIICH3.

CnupaHeTo Ha JAEWCTBHETO Ha peryjiaTopHaTa 3allUTa Ha JaHHUTE CJelBa Ja ce
MPEAOCTaBs CaMO 3a CpPOKAa Ha BAJUIHOCT HA NPUHYIWUTEIHUS JULEH3. ,,ClIupaHe Ha
NEHUCTBUETO HA 3allldTaTa Ha JAaHHUTE M Ha I[a3apHaTa 3alluTa B CIy4ad Ha
U3BBbHpEAHA CUTYyallsl B 00JacTTa Ha OOIIECTBEHOTO 3[paBe O3HAuyaBa, 4ye 3alluTara
Ha JAHHUWUTC U I1a3apHaTa 3alydTa HAMa Ja UMaT e(beKT 10 OTHOLICHHUEC Ha KOHKPCTHUA
JIMLIEH30I10Iy4YaTes Ha IPUHYAUTEIHUS JIUIEH3, T0KaTo TOi € B cuia. Cieq u3Tn4ane
Ha CpOKa Ha BaJIUAHOCT Ha MNPUHYAUTCIIHUA JIMICH3 3alllMTaTa Ha MOAHHUTC H
razapHaTa 3aluTa BB30OHOBABAT jeiicTBUeTO cu. CHHpaHeTO Ha JCHCTBHETO He
clieziBa J1a BOJAU 10 yAbJDKaBaHE HA II'bPBOHAYAIHUS CPOK.

[TonacrosmieM € Bb3MOXKHO 3asSBUTEINTE Ha PAa3peLICHUs 32 ThProBUS 3a TEHEPHYHH,
Ouomnog00HU, XUOPUAHU W OMOXMOPHUIHH JIEKAPCTBEHHW NPOMYKTH Ja IMPOBEXKIAT
W3CIIEABaHUS M W3NUTBAHMA W Jia W3MBJIHABAT IOCJIEBAIINTE IPAKTHYECKH
M3WCKBAaHUS, HEOOXOIMMH 3a TIIOJlydaBaHE Ha pETyJaTOpHU OJ0OpeHHs 3a Te3u
JIEKapCTBEHH NPOAYKTH, [0 BpEME Ha CpOKa Ha JCHWCTBHE Ha 3aKpuiara Ha MaTeHTa
wim Ha ceprudukara 3a nombiaauTenHa 3akpmia (C/13) Ha pedepentHus ekapcTBeH
IPOAYKT, O€3 TOBa Jja ce CUMTa 3a HapylleHue Ha natenrta wiu Ha CJ[3. [Ipunaranero
Ha TOBa OTPaHMYCHO HM3KJIIOYeHHE oOaye He € eqHopoAaHo B Chroza m — 3a Ja ce
yJIECHH HABIM3aHETO Ha Ta3apa Ha TEHEPUYHH, OWOMONOOHHM, XHOPHUIHU H
OMOXMOPUIHA JICKApCTBEHW NPOAYKTH, KOUTO CE€ OCHOBaBaT Ha pedepeHTeH
JIEKapCTBEH MPOJYKT — CE CUUTA 3a HEOOXOJUMO J1a ce M35ICHM HEroBUAT 00XBaT ¢
IeJT J]a Ce TapaHTUpPa XapMOHU3HUPAHO NPUJIaraHe BbB BCHUKHU JbP)KaBU YWIEHKU KaKTO
110 OTHOIIEHUE Ha OeHepUIMepUuTe, TaKa U M0 OTHOLIEHWE Ha 00XBaHATUTE JEHHOCTH.
W3kmouennero TpsiOBa aa ObJie OTpaHUYEHO 10 MPOBEXKIAHETO Ha HM3CIEIBAHUS U
W3MUTBaHMA U APYTH IeHHOCTH, HEOOXOAMMHU 3a Mpolieca Ha PEryIaTopHoO 0100peHue,
3a OIEHKaTa Ha 3[IpaBHUTE TEXHOJIOTMM W 32 HWCKAaHMITAa 32 BH3CTAHOBSBAaHE Ha
pa3xoauTe, BBIPEKM Y€ 3a TOBa MOXE Ja Ce HaJoXKU Ja ObAaT W3BbPLICHU
3HAYUTEITHO KOJIMYECTBO M3MUTBAHMUS, 32 JIa C€ JOKaKe HAJEKIHO MPOM3BOACTBO. [1o
BpeMe Ha CpOKa Ha JielicTBHe Ha 3akpuiara Ha nateHta uian Ha CII3 Ha pedepeHTHHS
JIEKApCTBEH TPOIYKT KpaWHUTE JIEKapPCTBEHH NPOMYKTH, IOJyYeHH 3a IIEIUTE Ha
Ipolieca Ha peryjJaTopHO 000peHHe, He MOJKeE Jla Ce U3I0JI3BAT 332 ThPTrOBCKH LIEIH.

ToBa me nage BB3MOXKHOCT, Hapel C APYroro, Ja ce MPOBEXKAAT H3CIEABAHUSA B
MOJIKpena Ha 1eHOOOpa3yBaHETO M BBH3CTAHOBABAHETO HA Pa3XOAUTE, KaKTO M Ha
MMPOU3BOJACTBOTO HJIM 3aKYITYBAHCTO Ha aKTHBHH BCIICCTBA, 3allIUTCHU C IIAaTCHT, C LCJI
Jla ce MOJy4H pa3pelIeHHE 3a ThProBUs NPE3 TO3U NMEPHUOJ, KOETO Il JOIpPUHECE 3a
HaBJIM3aHETO Ha Ma3apa Ha FreHepUYHU U OHOIOI00HU JIEKapCTBEHU MPOIYKTH OLIE OT
II'bPBUS JIEH CJI€] U3TMYAHETO HA CPOKA HA JEHCTBUE HA 3aKpWJIaTa HA IATEHTA UM Ha
Ca3.

KoMmnerenTHure opranum cneaBa Ja OTKa3BaT BAJIMIMPAHETO Ha 3asBJICHHUE 3a
paspelleHre 3a ThbProBHs, KOETO C€ M030BaBa HA JIaHHU 3a peepeHTEeH JeKapCTBEH
IIPOJYKT, CaMO Ha OCHOBAHUSATA, [IOCOUYEHH B HacTOsALIaTa JUPEKTHBA. ChIIOTO BaXH U
3a BCSIKO pElIeHHE 3a H3JaBaHe, NMPOMsIHA, CIIMpaHe Ha JEHCTBUETO, OrpaHHYaBaHe
WIM OTMSHA Ha pa3pelIeHUueTo 3a ThproBusi. KOMIETEHTHHUTE OpraHU HE MOXE Ja
MOTHBHUPAT PELICHUETO CH ¢ Apyru ocHoBaHus. [lo-crenumanHo Te3u perieHusl He
MOX€E Ja ce OCHOBaBaT Ha craryca Ha mareHTa wiu Ha C/I3 Ha pedepenTHUS
JIEKapCTBEH MPOJYKT.
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3a ma ce mpeomoiiee TPEAM3BUKATEICTBOTO, CBBP3aHO C aHTHMHUKpOOHaTa
PE3UCTEHTHOCT, aHTUMUKPOOHHUTE CpPEJICTBA CJEBa Jia CE ONAaKOBaT B KOJUYECTBA,
KOUTO Ca MOJIXOMSIIY 33 TEPANEBTHYHUS [UKBJ, CHOTBETCTBAI HAa TO3U MPOJYKT, a
HAallUOHAJIHUTC IIpaBujia OTHOCHO aHTI/IMI/IKp06HI/ITe cpeacrBa, OTIYCKAaHU 11O
JICKapCKO TMpEANcanne, ce/iBa Ja TapaHTUpar, 4e Te ce OTIYCKaT 10 HauyuH, KOHUTO
OTroBaps Ha KOJHYECTBATA, OMUCAHU B PEIENTAaTA.

IIpenocraBsiHeTo Ha MHGOpPMALKA HA MEIUIIMHCKUTE CIIELUMAINCTH U Ha MalUEHTUTE
OTHOCHO MOJXOASIIaTa YMoTrpeda, ChbXpaHEHHWE W H3XBBPISHE HAa AaHTUMHUKPOOHU
CpeZCTBa € CII0JIeIEHa OTTOBOPHOCT HA IPUTEKATEIINTE HA Pa3peIlIeHUs 3a ThProBUs U
Ha JbP)KaBUTE WICHKH, KOUTO CJIE/Ba JIa OCUTYPST MOIXOASIIA CUCTEMA 3a ChbOUpaHe
Ha BCUYKU JIEKAPCTBEHU MPOTYKTH.

Bwrnpeku de ¢ HacTosmaTa AMPEKTHBA CE OTpaHWYaBa yrmorpedaTa Ha aHTUMHKPOOHU
CpEeICTBa, KaTO Ce€ OMPEAeIAT HIAKOU KaTeropuu aHTUMUKPOOHU CPEJICTBA, KOUTO Ja ce
OTIyCKaT TO JIEKapCcKO TMpEANMCaHue TOpagd HapacTBamaTa aHTHMUKpPOOHA
pe3nucteHTHOCT B Cbr03a, KOMIIETEHTHUTE OPraHM Ha AbPXKABUTE WICHKH CIIE[Ba Ja
OOMHCIST JONBJIHUTEIIHM MEPKH, HampuMep pas3liupsBaHe HAa CHHChKAa Ha
AHTUMHUKPOOHHUTE  CpPEICTBA, OTIYCKAaHM IO JIGKApPCKO TMpeaInuCcaHue, WIn
3abJDKUTEIHO M3BBPIIBAHE HA JHWArHOCTUYHM TECTOBE IMpeAu W3/1aBaHE Ha
JIEKapCKOTO mpeanucanne. KoMIeTeHTHUTE OpraHy Ha JIbp:KaBUTE YJIEHKH CIeABa J1a
OOMHCISAT TakuBa JOMBIHUTEIHA MEPKH B 3aBUCUMOCT OT pPaBHHIIETO Ha
AHTUMHUKPOOHA PE3UCTEHTHOCT Ha CBOATAa TEPUTOpUS U TOTpeOHOCTHTE Ha
MTALIUCHTHTE.

3aMBpCSABAaHETO HA BOJAUTE M MOYBUTE C OCTATHIM OT (hapMalleBTHUHU MPOAYKTU €
HOBOBB3HHUKBAI CKOJIOTUYCH MPOOJIEM W CHINECTBYBAT HAYYHH JOKA3aTEJICTBA, Ue
HAIMYMETO Ha TaKWBa BEIIeCTBA B OKOJIHATA cCpela B pe3ylTaT Ha TIXHOTO
MIPOM3BOJICTBO, YIIOTpeOa U U3XBBPJISHE MPEACTABIsIBA PUCK 3a OKOJIHATA cpea W 3a
obmiecTBeHOTO 3apaBe. OleHKaTa Ha 3aKOHOJATENICTBOTO MOKa3a, 4e € HeOOXOAUMO
YKpEInBaHe Ha ChIIECTBYBAIINTE MEPKH, 3a JIa CE€ HAMAJIU BH3ICHCTBUETO HA KU3HCHUS
[MKBJ Ha JIEKQPCTBEHUTE MPOAYKTH BBPXY OKOJIHATA Cpea U OOIIECTBEHOTO 3/IpaBe.
Mepkurte ChriacHO HACTOAIIWS PETJIAMEHT JOIMBIBAT OCHOBHOTO 3aKOHOAATEJICTBO B
o0nacTTa Ha OKONHATa Cpela, Mo-clenuaaHo PamkoBaTa IUpPEKTHBA 3a BOAUTE
(2000/60/EO™®), JlupextnBata OTHOCHO CTAaHAAPTHTE 33 KAYECTBO HAa OKOIHATA Cpeja
(2008/105/EO*), MupexktuBaTa OTHOCHO mom3eMHuTe Bomu (2006/118/EQY),
JlupekTuBara 3a MPEYHMCTBAHETO HAa TPAJCKUTE OTMAABbYHH BOJIHU (91/271/EI/1016),

13
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Hupextusa 2000/60/EO na Espomeiickus mapmamenT u Ha CwBeta oT 23 oxtomBpu 2000T. 3a
yCTaHOBSIBAHE Ha paMKa 3a JeiicTBusATa Ha OOmHOCTTa B 0oOjacTTa Ha IOJUTHKATa 3a BOJHTE
(OB L 327, 22.12.2000 r., ctp. 1).

Hupextusa 2008/105/EO na EBpomeiickus mapiameHT u Ha CopBera oT 16 mexemspu 2008 r. 3a
orpejiesisiHe Ha CTaHJAPTH 332 Ka4eCTBO Ha OKOJIHATA cpejia B 00JlacTTa Ha MOJUTHKATA 3a BOJIMTE, 3a
W3MEHEeHHe W TocheaBamia oOTMsiHa Ha gupektusu 82/176/EMO, 83/513/ENO, 84/156/ENO,
84/491/ENO, 86/280/EMO na CbBera u 3a n3menenue Ha Jupextnsa 2000/60/EO na EBpomeiickus
napnameHT U Ha CbBeta (OB L 348, 24.12.2008 r., ctp. 84).

Hupextusa 2006/118/EO na Epomneiickust napnament u Ha CbBera ot 12 nexkemBpu 2006 T. 3a
orna3BaHe Ha IOJ3EMHUTE BOAM OT 3aMbpcsBaHe M BiomaBaHe Ha cbkcTosiHuero um (OB L 372,
27.12.2006 r., ctp. 19).

HupextuBa 91/271/EVIO Ha CwBera ot 21 maii 1991 r. 3a mpeyncTBaHETO HA TPAICKHUTE OTMAIbYHH
Boau (OB L 135, 30.5.1991 r., ctp. 40).
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JlupexTuBara 3a muteiiHara Boaa (2020/21841") n JlupekTnBaTa OTHOCHO EMHCHHTE OT
npomunuienoctra (2010/75/EC).

3asBieHUATA 32 pa3pelIeHUEe 3a THPTrOBHSA 3a JICKAPCTBEHH NMPOAYKTH, NMpEAaraHd B
Crlo3a, ciesiBa J1a BKJIIOYBAT OLIEHKA Ha pucka 3a okoaHata cpeaa (OPOC) u mepku 3a
HaMaJsiBaHE Ha pUCKA. AKO 3asBUTENSAT HE TPEICTaBU IbJIHA WM JOCTaThYHO
000CHOBaHA OIIGHKAa Ha pPUCKa 3a OKOJIHATa cpeja WM HE IPEUIOKH MEpPKH 3a
HaMaJsiBaHE Ha PUCKA, 32 Jla CE OTTOBOPH B JIOCTaTh4YHA CTENEH HA PHUCKOBETE,
YCTAaHOBEHU B OLICHKATa Ha PUCKA 33 OKOJHATA CPEeZa, U3/IaBaHETO Ha pa3pellIcHUE 3a
THProBus ciensa aa 0bae otkazano. OPOC ciensa na ce akTyanusupa, Korato Obaar
HaJIMYHU HOBU JAaHHU WUJIK 3HAHHA 3a CbOTBCTHUTC PUCKOBC.

3asBUTENNTE HA Pa3pelICHUs 32 THPTOBHSI CJIe/IBa J1a B3eMaT IPEIBU/I MPOLICAYPHUTE 32
OLIEHKa Ha PHCKa 3a OKOJIHATa cpela, MPEeIBUACHU B JIpyru npaBHU pamku Ha EC,
KOUTO MOXE Jla Ce MpHiaraT 3a XUMUKAJIUTE B 3aBUCHMOCT OT TAXHara yrnorpeda. B
JOM'BIIHEHHE KbM HACTOSIIMS PETIAMEHT ChIIECTBYBAT YETUPHU OCHOBHH JPYTH PAMKU:
1) 3a mpomunuienute xumukanu (REACH (Permament (EO) Ne 1907/2006); ii) 3a
ounommmute (Permament (EC) Ne 528/2012); iii) 3a mectununute (Permament (EO)
Ne 1107/2009) u 1v) 3a BETEpUHAPHUTE JIEKApCTBCHH IPOIYKTH
(Permament (EC) 2019/6). B pamkute Ha 3enenuss nakt Komucusra npemioxu
MOJIXO/I, OCHOBAaH Ha MPUHIIMIIA ,,cTHO BEIIECTBO — €JIHA OIICHKA™ 10 OTHOIICHUE Ha
xumukanure'®, 3a 1a ce MOBMIIM eeKTMBHOCTTA HA CHCTEMATa 33 PETUCTPAIMS U J1a
Ce HAMAJIAT Pa3XOJUTE U HEHY)KHUTE U3IUTBAHUS BbPXY )KUBOTHH.

Emucunte M u3XBBPIASHETO HAa AHTUMHUKPOOHM CpeACTBa B OKOJIHATa cpeia oT
MIPOU3BOJICTBEHUTE OOEKTHM MOTraT Ja JOBelaT /10 aHTUMHKPOOHA pPE3MCTEHTHOCT
(AMP), kosiTo e mpoGieM B CBETOBEH Maiiald, HE3aBUCUMO OT OT MACTOTO Ha
eMucuuTe M M3XBbpisHUATA. [lopagum ToBa 00xBarhT Ha OPOC crnensa na Obae
pasiupeH, 3a a ce 00XBaHe PUCKBT OT cesiekTupana AMP mipe3 1enust ®KU3HEeH HUKBIT
Ha aHTUMHUKPOOHUTE CPEJICTBA, BKIIOYUTEIHO POU3BOACTBOTO.

B mpennokeHueTo ca BKIIOYEHU CHILO pa3nopeaOH 3a OCHOBAH Ha pUCKA MOJXOJ 1O
OTHOLIEHHE Ha 3aabipkeHusATa 3a OPOC Ha mpurexarenure Ha paspelieHus 3a
THproBus npeau okToMBpH 2005 . ¥ O OTHOLIEHHE HA CH3AABAHETO HA CHCTEMA OT
MoHorpadguu 3a OPOC 3a akTMBHM BelecTBa. Ta3u cuctema oT MoHorpaduu 3a
OPOC cnenBa na 0be Ha Pas3oNOKEHUE HA 3aABUTEIHTE, 3a J1a 5 U3MOJI3BAT MpHU
n3BbpuiBaHeTo Ha OPOC 3a HOBO 3asiBiIEHNE.

3a JiekapCTBEHUTE IPOIYKTH, pazpenieHu npeau okromepu 2005 1. 6e3 OPOC, cnensa
Ja ce BBBEIAT CIHENUATHM pasnopeAdu 3a Cch3JaBaHe Ha IMporpaMa 3a
MPUOPUTHU3UPAHE, OCHOBAHO HA PHCKA, MPH IMOJABAHETO WM aKTyaJU3UpPAHETO Ha
OPOC ot cTpaHa Ha IPUTEKATEITUTE HA PA3PEIICHUS 32 ThPTOBUSI.

17

18

19

Hupextusa (EC) 2020/2184 na Eppomeiickuss mapmamenT u Ha CwBeta oT 16 mekemBpu 2020 r.
OTHOCHO Ka4eCTBOTO Ha BOJATa, MpeIHa3HaueHa 3a KOHCyMaIlus oT JyoBeka (mpepadorena) (OB L 435,
23.12.2020 r., ctp. 1).

Jupextusa 2010/75/EC na EBpomneiickus napsiamenT u Ha CbBera oT 24 HoemBpu 2010 r. OTHOCHO
E€MHCUHMTE OT IPOMHUIIJICHOCTTa (KOMIUIEKCHO NPEAOTBpaTsSBaHE W KOHTPOJ HA 3aMbpCSIBAHETO)
(mpepaboren teker) (OB L 334, 17.12.2010 r., cTp. 17).

Crobuenne Ha Komucusara no EBponelickust napnament, EBponeiickus cpBer, CbBeta, EBponelickus
WKOHOMHUYECKH M conuaneH komuteT W Komwurera Ha peruonute, ,EBponeiickusr 3eireH mnakrt™,
Bprokcen (2019 r.) (COM(2019) 640 final).
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Kunep, Upnangusa, Manta u CeBepHa HWpmanauss TpaaulIMOHHO pa34yuTaT Ha
JOCTaBKaTa Ha JIEKAPCTBEHU MPOAYKTH OT WM mpe3 yacTu oT OOeIMHEHOTO KPAJICTBO,
pasnuunu ot CeBepHa Mpianaus. 3a na ce NpenoTBpaTi HENOCTUI'BT Ha JIEKapCTBEHU
NPOAYKTH M Ja C€ rapaHTHpa BHCOKA CTENEH Ha 3alluTa Ha OOIIECTBEHOTO 37paBe
cien orreryisiHeTo Ha O6ennHeHoTo kpayicTtBo Benukobpurtanus nu CeepHa Upnanaus
ot EBporneiickus cbto3 u EBpornelickaTa 0OIIHOCT 32 aTOMHA €HEPrusi, € He0OX0AUMO
Ja ce NpeaBUAAT celn(UIHN AepOoralluu OT HAcTOsIIaTa JUPEKTUBA 110 OTHOIIEHUE
Ha JIEKapCTBEHUTE NPOAYKTH, AocTaBsiHu Ha Kunbp, Upnangus, Manta u CeBepHa
Wpnannus ot wim npe3 yactd or OOeAMHEHOTO KpajcTBO, pa3nudHu oT CeepHa
Wpnangusa. C uen na ce rapaHTupa €JUHHO Ipujarase Ha rnpaBoto Ha Cbro3za B
IbpKABUTE WICHKH, NPWIOKUMHTE Aeporauuu B Kunsp, Upnannua u Manra ciensa
na ObJaT caMO BPEMEHHH I10 XapakKTep.

3a na ce rapaHTupa, ye BCHUKM Jena B Cbro3a e UMaT JOCTBII JI0 JICKAPCTBEHU
IIPOAYKTH, pa3pelIeH! KOHKPETHO 3a NeAUaTpUYHA yoTpeda, ciieaBa Koraro 0Jo0peH
IUIaH 3a MeJUaTpUYHO H3CIEJBaHE € JOBENl JI0 pa3pellaBaHe Ha MeAUaTPUYHO
NOKa3aHMUE 3a MPOAYKT, KOMTO Bede ce Ipeisiara Ha nasapa 3a JpyTd TepalneBTHYHU
[IOKa3aHMs, NPUTEKATENAT Ha Pa3pelieHHeTO 3a ThProBus JAa ObJe 3aAbDKEH Ja
MyCHE MPOJYKTa Ha CHUIMTE Ma3apy B CPOK OT JABE TOAMHHU OT JaTaTa Ha 0J00psBaHe
Ha MOKa3aHUETO.

B unTepec Ha 001IECTBEHOTO 3/JpaBe € HEOOXOAUMO JIa Ce rapaHTUPa HEMPEKbCHATOTO
HaMYue Ha Oe30macHu W e(EKTUBHHM JIGKAPCTBEHU IMPOAYKTH, pa3pelieHH 3a
neanaTpuiHu IOKa3aHu. Eto 3a110, aKo MPUTECKATCIIAT Ha pa3pClICHUC 3a ThbPrOBUA
Bb3HAMeEpsBa Jla M3TENNIM TaKbB JIGKAPCTBEH NPOJYKT OT Iaszapa, cleiBa jJa
CBIIECTBYBAT MEPKH, Taka 4Ye Ja Ce 3ama3d JOCTBIIBT Ha JETCKOTO HACENCHHE 0
BBIPOCHUS JIEKAPCTBEH MPOAYKT. 3a Ja ObJie MOCTUTHATA Ta3u Ieid, ATCHIHATA
clieiBa CBOCBPEMEHHO Ja Obje yBeJOMsiBaHA 3a MOJOOHM HAMEPEHUs M Clie/iBa Jia
OTIOBECTSIBA TE3U HAMEPEHUS MTyOIUIHO.

3a 5a ce M30erHe HEHYXKHA aJMUHHMCTPATUBHA M (DMHAHCOBA TEXKECT KaKTO 3a
NPUTEXKATEIIUTE Ha pPa3pelleHus] 3a ThProBHUs, Taka U 3a KOMIIETEHTHUTE OpraHH,
cienBa Aa ObAaT BBBEIEHUM HSAKOM MEPKHU 3a pallMOHAIM3alMs B CHOTBETCTBHE C
npuHIUna ,,udpo no mnoapazoupane”. CrnenaBa aa ObAe BBBEIEHO EJIEKTPOHHO
3asBJICHME 3a Pa3peIlIeHUE 3a ThPrOBUs U 3a IPOMEHHU B YCIOBUATA HA PA3PEIICHUETO
3a ThProBUsl.

[To mpaBuio He cneaBa a ce pa3paboTBaT U MPEICTaBAT IUIAHOBE 32 YIpaBJIEHHUE Ha
pHUCKa 32 TECHEPUYHH U OO0 JO0HU JIEKApCTBEHU MPOAYKTH, KaTO C€ UMa MPEIBU/I, Ue
3a pedepeHTHHUS JEKapCTBEH MPOIYKT BeUe MMa TaKbB IUIaH, OCBEH B Crienu(pHIHH
Cllyyau, KOTraTo cjie/iBa /1a ce MPEACTaBH IUIaH 3a yNpaplieHue Ha pucka. OCBEeH ToBa
10 IIPaBWJIO pa3pelIeHUETO 3a ThPrOBUs CIEABA Ja CE M31aBa 32 HEOTPAHWYEH CPOK;
0 M3KITIOYCHHE PEIICHHE 3a MOJHOBSIBAHE MOXKe J1a ObJie B3E€TO CaMO 10 OCHOBATEIIHU
MPUYNHH, CBhP3aHU C 0€30MacHOCTTa Ha JIEKAPCTBEHUS MPOTYKT.

B ciyuaii Ha puck 3a OOIIECTBEHOTO 3]paBe MPUTEKATENAT HA pa3pelIeHUETo 3a
TBPrOBUS WJIM KOMIIETEHTHHTE OpraHM cJelBa Ja MoraT Ja HajaraT CIICIIHA
OrpaHUYEHUS BbB Bpb3Ka C 0€30MaCHOCTTa UM €(UKACHOCTTA [0 CBOS MHUIIMATHBA.
B Tax®B cimydvaii, korato Ob/e 3a/1eiicTBaHa MpoLeaypaTa Mo ce3upaHe, Clie/iBa J1a ce
n30sTBa AyOIUpaHe HA OLIEHKATA.

C men nma ce oTroBOpuM Ha MOTPeOHOCTUTE HAa MAIMEHTUTE, BCE MO-ToisiM Opoi
WHOBATUBHU JIEKAPCTBEHU MPOIYKTH C€ IMOJIy4yaBaT OT JAPYTM MPOAYKTH WIH C€
KOMOMHHpAT ¢ APYTU MPOIYKTH, KOUTO MOXKE J1a C€ MPOU3BEKAAT WM U3MUTBAT U Ja
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ca peryJMpaHu ChIJIACHO TMOBeYe OT elHa npaBHa pamka Ha Cwro3a. HagzopwsT Han
€IHU U ChUIM OOCKTH CBIIO BCE IMO-YECTO CE OCHIIECTBSIBA OT OPTraHH, Ch3JaJCHU
CBIJIACHO pa3NM4HM MpaBHU pamku Ha Cbro3a. 3a na ce rapantupa 0e30MacHO U
e(pHUKaCHO MPOU3BOJICTBO U HAA30p HA TaKMBA MPOIYKTH U JIa CE Ch3Ja1aT yCIOBUSA 3a
MOAXOJAUIO JIOCTaBsHE Ha MAIlMeHTUTE, € BaXXHO Jla C€ OCUTYPHU ChIIaCyBaHOCT.
ChriaacyBaHOCTTa M NMPUBEKIAHETO B CHOTBETCTBHE B JIOCTaThUHA CTEIEH MOTAT Ja
ObJaT OCUTYPEHH CaMO upe3 MOJXOJSII0 ChbTPYIHHUYECTBO MpH pa3paboTBaHETO Ha
MPAKTUKUATE W TPHHIMIIATE, TMPHUIATaHU CBIJIACHO Pa3IMYHUTE MPABHU PaMKH Ha
Cpio3a. Ilopagu TOBa yCTaHOBSIBAHETO HA MOJXOMSIIO CHTPYAHHUYECTBO CleBa 1A
ObJie 310)KEHO B HAKOJIKO pa3nopendy Ha HACTOsIATa AUPEKTHBA, KaTO HAIpUMED B
T€3H, 3acsramy KOHCYJITAallMUTe OTHOCHO Kilacu(HUIMpaHETO, HaaA30pa WU
pa3paboTBaHETO HA HACOKHU.

3a MNPOAYKTUTEC, KOUTO IMPEACTABIIABAT KOM6I/IHaI_[I/ISI OT JICKAPCTBCH IPOAYKT U
MCIUIHMHCKO H3JCIMEC, CIICABA Aa CC YTOYHHU IPUIOKHUMOCTTAa Ha JABCTC CHOTBCTHU
peryjiaTopHu paMKi 1 J1a C€ OCUT'YPHU IMOAXOISAIIO BSaHMOﬂeﬁCTBHe MCKAY TsX. Tosa
CC OTHACd M 3a HNPOAYKTHTC, KOUTO HPCACTABIABAT KOM6I/IHaHI/I$I OT MCIUMIIMHCKH
MNPpOAYKTHU U APYTU IIPOAYKTH, pA3JIMIHU OT MCAUITUHCKUTC U3JICIIN.

3a ;ma ce rapaHTupa, Y€ KOMIIETEHTHUTE OpPraHH paslojiarar ¢ Ipuiata HHpopMmanus,
HeoOxXoauMa 3a M3BBpIIBAHATa OT TAX OLIEHKA HA ISUIOCTHU KOMOHMHAIIMHM OT
JIEKapCTBEH MPOAYKT U MEAUIIMHCKO U3/I€TIUE WK OT JIEKAPCTBEH MPOAYKT U MPOIYKT,
pasiauyeH OT MEIULMHCKO M3JeNne, 3aIBUTEIAT Ha pa3pellieHrue 3a ThProBus Cle/Ba
Jla TIpe/ICTaBs JaHHU, JOKa3Balu Oe3onacHaTa M eeKTHBHA ynoTpeda Ha [sI0CTHATA
KOMOMHAIMsI OT JIEKAPCTBEHUS MPOAYKT M MEIUIMHCKOTO U3JeIue WIH OT
JIEKapCTBEHMSI MPOAYKT U APYyTrus NpoaykT. KoMrneTeHTHUAT opraH cieqBa Jja OLeHsBa
CbOTHOIIIEHUETO I0JI3a/pUCK Ha IUIOCTHAaTa KOMOWHAIMs, KaTo B3eMa MpeIBU[
YMECTHOCTTa Ha ymoTpedara Ha JIEKapCTBEHMsI MPOAYKT 3a€IHO C MEIULUHCKOTO
W3JIeIe UITH C IPYTHSI IPOTYKT.

3a ;ma ce rapaHTHpa, Y€ KOMIIETEHTHUTE OpPraHH paslojiarar ¢ Ipuiata MHpOopManus,
Heo0X0/1MMa 3a U3BBPIIBAHATA OT TAX OLIEHKA Ha JIEKApCTBEHU MPOAYKTH, U3MOI3BaHH
M3KIIIOUYUTETHO C MEAMIMHCKO H3Jenue (T.e. JIGKapCTBEHW NPOIYKTH, KOUTO Ce
IpeJularat B OMakoBKa 3a€HO C METUIIMHCKO U3/IeNTUe WM KOUTO IIIe ce yrnoTpedsBar
C MEIWIMHCKO W3JeTHe, MOCOYEHO B KpaTKaTa XapakTepUCTHKA Ha MPOIYKTa),
3asBUTENIAT HA pa3pelleHUe 3a ThProBHUs ClieABa Jla NpPEACTaBs JaHHM, JOKa3Ballld
Oe3omacHata U edeKkTHBHa ynoTpeba Ha JIeKapCTBEHUS MNPOAYKT, KaTo CE B3eMa
npeaBu ynorpebara My ¢ MEJUIIMHCKOTO u3aenue. KoMneTeHTHUAT opraH ciesiBa aa
OILIEHU CHOTHOIIIEHHUETO IT0JI3a/PUCK HA JICKAPCTBEHUS MPOAYKT, KATO B3eME TPEIBHI U
ynoTtpebara My ¢ MEAMIIMHCKOTO U3/1EIHE.

B nupekrtuBara chIlo Taka ce MOSACHSABA, Y€ MEIUIMHCKO U3JEHe, KOETO € 4acT OT
IUIOCTHA KOMOMHANus, TpsiOBa Aa OTroBapsi Ha OOLIUTE W3MCKBAHUS 32 O€30MacCHOCT
u JeictBue, ycraHoBeHH B mnpuioxeHue I xbpm Permament (EC) 2017/745 Ha
Epponeiickus mapnamedT u Ha CbBera?’. MeOMIMHCKO H3/€NHe, H3IION3BAHO
M3KJIIOUUTETHO ¢ MEAMIIMHCKO H3JeHe, TpsiOBa /1a OTroBapsl Ha BCUYKHU W3UCKBaHUS

Ha Permament (EC) 2017/745. JlekapcTBeH TNPOIYKT, KOWTO C€ H3MOJI3Ba

20

Pernament (EC) 2017/745 na Esponeiickust napiameHr u Ha CbBera or 5 anpun 2017 r. 3a
MEIUIUHCKUTE u3zenus, 3a u3MeHenne Ha Jlupektusa 2001/83/EO, Permament (EO) Ne 178/2002 u
Permament (EO) Ne 1223/2009 m 3a otmsHa Ha mupexktuBH 90/385/EMMO m 93/42/EMIO nHa CbBera
(OB L 117,5.5.2017 r., ctp. 1).
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M3KITIOYUTEITHO C MEIUIIMHCKO HW3JeNie, HO HiIMa CIOMAaraTeiHO JCHCTBHE CIIPSIMO
TOBAa Ha MEIUIIMHCKOTO W3JCNue, CcleABa Ja OTroBaps Ha W3UCKBAHHUATA HA
HacrosaTa JMpeKTUBa U Ha [npepaborenus Permament (EO) Ne 726/2004], kato ce
B3eMa MpEIBHUJ ymorpedara My C MEAWIIMHCKOTO u3Jenue, 0e3 Jga ce 3acsrar
cnennduunnte u3uckBanus Ha Permament (EC) 2017/745.

3a BCHYKM Te€3W MPOAYKTH (ISUIOCTHM KOMOWHAIMK OT JIEKapCTBEH MPOIYKT H
MEJULIUHCKO H3JIeHe, JICKapCTBEHH MPOAYKTH, H3MOI3BAaHU H3KIIIOYUTEIHO C
MEIUIMHCKO U3/IE€INe, U KOMOMHALIMK Ha JIEKApCTBEH NMPOAYKT C MPOLYKT, pa3inueH
OT MEIMIMHCKO H3Jelle) KOMICTCHTHHAT OpPraH CJe[Ba ChIIO Taka Ja MOXe Ia
MOMCKA OT 3asBHUTENII Ha pa3pellieHHe 3a THProBUS Jia IPEJIOCTaBH BCSKAKBA
HeoOXOoIMMa JOMBIHUTETHA HHPOPMALKS, a 3asBUTEIST Ha Pa3pelIeHHe 3a ThProBUsl
ciuenBa a ObAe 3aJbDKEH Ja NMPEJCTaBH IOMCKaHATa MHpOpManus. 3a JIeKapCTBEH
HOPOJYKT, KOWTO C€ H3IMO0J3Ba HW3KIIOYUTEIHO C MEIUIUHCKO H3Jelie, HO HsIMa
CIIOMAarareliHO JICHCTBUE CIPSIMO TOBa Ha MEAMIIMHCKOTO WU3JCJHE, 3asBUTEIAT Ha
paspelieHre 3a THProBUs ChHIIO Taka cleaBa Ja IpeAcTaBs MO HCKaHe Ha
KOMIICTCHTHU A opran BCAKaKBa JOIThJIHUTCIIHA I/IH(i)OpMaIII/Iﬂ, CBbp3aHa C
MEJUIUHCKOTO H3JIeJIMe, KaTo ce B3eMa IPEABUA yHoTpedara My C JICKApCTBEHHUS
HPOJYKT, KOATO € OT 3HAa4eHHEe 3a HaOJIOJACHHETO Ha JICKAPCTBEHUS IMPOIYKT CIEH
HoJyyaBaHe Ha paspelieHue, Oe3 Ja ce 3acsarar crelu(UYHUTE H3MCKBAHUS Ha
[mpepabotenus Pernament (EO) Ne 726/2004].

3a 1AI0CTHA KOMOUHAIMS OT JISKApCTBEH MPOIYKT U MEAMLMHCKO U3JeNue, KaKTO U
3a KOMOMHAIMK OT JIEKApCTBEH MPOAYKT M MPOAYKT, Pa3iIWYeH OT METUIIMHCKO
u3JeNue, IPUTEeKATEeNIT Ha Pa3pelIeHUueTo 32 ThProBUs CJIE/IBa ChIIO Taka Ja HOCH
OTTOBOPHOCT 3a LEJIUS MIPOAYKT, IO C€ OTHACS A0 ChOTBETCTBHETO HA JIEKAPCTBEHHS
IOPOAYKT C M3MCKBaHMATA Ha HaACTOAIIAaTa JAUpPEKTHMBAa M Ha [mpepaOoTeHus
Pernament (EO) Ne 726/2004], u cneaBa [nda OCHIypuU KOOpAMHALMATA Ha
MH(POPMALIMOHHHUS ITOTOK MEXJly OTpAciIMTE 10 BpeMe Ha MpolielypaTa 1o OleHsBaHe
Y TI0 BpEeMe Ha )KU3HEHUS IIUKbBJI Ha JICKAPCTBEHUS MIPOIYKT.

3a Aa CC€ rapaHTHpa KadeCTBOTO, Oe3omacHOCTTa U e(bHKaCHOCTTa Ha JICKApCTBCHUA
MMPOAYKT Ha BCUYKHU €Tallkd OT NPOU3BOACTBOTO U PASHPOCTPAHCHUECTO, NPUTCIKATCIIAT
Ha pa3pCHICHUCTO 3a ThProBus CJICABA Ja HOCH OTTOBOPHOCT, KOI'aTO € H€06XO,Z[I/IMO,
3a MpOCICAABAHCTO HAa AKTUBHOTO BEIICCTBO, ITIOMOIIHOTO BCIICCTBO HUJIM BCAKO APYTO
BCIICCTBO, KOCTO CC H3IOJ3Ba B IMPOU3BOACTBOTO HA JICKAPCTBCHUA IMPOAYKT H €
MnpeaHa3HauCHO Ja 6’1))16 4acCT OT JICKApPCTBCHUSA IMMPOAYKT UJIM CC OYAKBA Aa NPUCHCTBA
B HCTO, HAIPpUMEP MPUMECH, IIPOAYKTHU OT pa3rpaKaAaHC UJIN 3aMBbPCUTCIIN.

B unTepec Ha 00IECTBEHOTO 3/IpaBe MpPUTEKATEIUTE Ha pa3pelleHus 3a ThProBUs
cleBa Ja MOraT Ja OCHUTYpAT IPOCIEIUMOCTTAa Ha BCSIKO BEIIECTBO, KOETO CE
M3M0I3Ba B JIaJIEH JIEKapCTBEH MPOAYKT, MPeJHA3HAUYEHO € /a ObJe YacT OT HEro Wiu
CE O4YaKBa Ja IpPHUCHCTBA B HEro, Ha BCUYKH €TalM OT IPOU3BOJACTBOTO U
PasMnpoCTPaHEHUETO M Ja YCTAHOBST BCSKO (PM3MUYECKO WM IOPUIUYECKO JUIE, OT
KOETO ca MM JOCTaBeHU Te3u BemlecTBa. Ilopanu ToBa ciena na ObAaT BbBEAECHU
MpoLEAYpd U CHCTEMH 3a IMpeAoCTaBSHE Ha Ta3d HHQOpMalus, ako ToBa €
HEOOXO/MMO ¢ OIJie] Ha KauecTBOTO, O€30MacHOCTTa WM e(pUKACHOCTTa Ha
JIEKapCTBEHUTE MPOIYKTH.

He moxe na ce otpede, ye pazpaboTBaHeTO Ha (hapMaIleBTUYHH MPOIYKTH € 00iacT, B
KOSITO HayKaTa M TEXHOJOTMHTE HENpPEeKbCHATO ce pas3BuBar. lIpe3 mocmemaHnte
JIECETHIICTHSI C€ TIOSIBUXAa HOBH KaTErOPUH JIEKAPCTBEHU MPOIYKTH — OT OHMOJIOTMYHH
u OMOmoNO0HM JIEKAPCTBEHHM IPOAYKTH 1O JIEKapCTBEHHW MPOAYKTH 3a MOJEpHA
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Tepanus win B ObJere ieueHue ¢ bakrepruodard. 3a Te3u KaTeropuy MPOIYKTH MOXKE
B HSKOM CIlyyaH Jia ca HeOOXOJWMH aJlanTHpaHH MPaBHIIa, 32 J1a C€ OTYETAT U3LSIO0
TEXHUTE CHEeNU(UIHU XapaKTepUCTHKH. [lopaay Ta3w mpuyunMHaA €IHa OpUCHTHUpaHA
KbM OBJICIIETO MpaBHa paMKa CJIeBa Jia BKIOYBA pa3opea0u, KOUTO Ja IMO3BOJISBAT
TaKoOBa aJalTUPaHE MpPH CIIa3BaHE HA CTPOTH KPUTCPUH U CJEJA TPEAOCTaBSIHE Ha
IIpaBOMOIIIMA Ha Komucusara Bb3 ocHOBa Ha HayYHH CTaHOBHIIA OT CTpaHa Ha
EBpomneiickara areHus 1o JeKapcTpara.

AnanTUpaHeTO MOXE Jla c€ M3pas3siBa B ajalTalys, [OBUIIABAHE, OTMSHA WIH
OTJIaraHe Ha U3UCKBaHMs B CPABHEHUE ChC CTAHAAPTHUTE JIEKApCTBEHU NPOAYKTH. To
MO’KE IO-CIIEMAIIHO Ja BKJIIOYBA IPOMEHHM B M3MCKBAaHUATA 3a JOCUETO 3a TaKUBa
JIEKapCTBEHU NPOAYKTH, HAauMHA, IO KOWTO TSAXHOTO KauyecTBO, O€30MacHOCT H
e(pHUKaCHOCT ce 0Ka3BaT OT 3asgBUTEIMTE, WM AJANTHPAHN M3UCKBAHHS 32 KOHTPOJ
Ha MPOU3BOJCTBOTO U 3a J0OpH NMPOU3BOACTBEHU MPAKTUKHU, KAKTO U JOMBIHUTEIHU
METOAM 3a KOHTPOJI Mpeau U IO BpEeME Ha MpPUIAraHeTo U ymnorpedara Ha
JIEKapCTBEHUTE MPONYKTH. Ajantauuute obade He cieiBa JAa HaAXBBbPIT
HEOOXOJMMOTO 3a TIIOCTUTAaHE Ha MeNTa 3a aJanTHpaHe KbM CHenuGUIHHUTE
XapaKTepUCTUKH Ha MPOTYKTUTE.

C men na ce MOBMIIM TOTOBHOCTTA M CIIOCOOHOCTTA 3a pearrpaHe IpH 3arjiaxu 3a
3[paBEeTO, MO-CIEIHATHO MOsBaTa HA AaHTUMHKPOOHA PE3UCTEHTHOCT, aJaNTHPAHUTE
paMKu MoraT Ja ObJaT OT 3HAa4YeHHUE 3a YJIECHSIBaHE Ha Obp3aTa MPOMSHA Ha ChCTaBa
Ha aHTHMMHUKPOOHHTE CPENICTBA, 3a J]a Ce 3ama3u TAXHaTa epukacHocT. M3mon3Banero
Ha YTBBPACHU IUIATOpPMH OHM CH3IANO YCIOBHUSA 332 €PUKACHO M CBOCBPEMEHHO
aZlanTHpaHe Ha Te3M JIEKapCTBEHU MPOAYKTH KbM KIMHUYHHUS KOHTEKCT.

3a 7ga ce ONTMMHU3MpaA H3MOJA3BAHETO HAa PECYypCUTE KaKTO 3a 3asBUTENUTE Ha
paspellieHusi 3a THPrOBUS, Taka W 3a KOMIIETEHTHUTE OpraH, U Ja ce Hu30erHe
nyOnmupaHeTo Ha OIleHKAaTa Ha XUMUYHUTE aKTUBHMU BEIIECTBA HA JICKAPCTBEHUTE
NPOAYKTH, 3asBUTEIMTE HA pa3pelieHus] 3a THProBUSA CJleABa Ja Morar Ja ce
M030BaBaT Ha CEpTU(PHUKAT 32 OCHOBHA JIOKYMEHTAIIMsI HA aKTUBHO BEIIECTBO WJIM Ha
MoHorpadust ot EBpomneiickara ¢papmakornesi, BMECTO /1a MOJaBaT CbOTBETHUTE JaHHH,
KaKTO ce M3ucKBa chriacHo npuioxenue [I. CepTudukar 3a OCHOBHA TIOKYMEHTAIIUS
Ha aKTMBHO BEIIECTBO MOXE J]a C€ U3[aBa OT ATEHIUATA, KOTaTO ChOTBETHUTE JIAHHU
3a BBIIPOCHOTO aKTUBHO BEIIECTBO HE ca 00OXBaHATH OT MOHOTpadus ot EBponeiickara
dapmakornes WiIM OT JAPYr cepTU(UKAT 3a OCHOBHA JOKYMEHTAIlUsi HAa AKTHUBHO
BemiectBo. Ha Komucusita cnensa na ObAe NperoOCTaBEeHO MPABOMOLIUETO Jia
YCTaHOBM IPOLEAYpA 3a €IMHHA OLEHKAa HAa OCHOBHATA JIOKYMEHTALMSl HAa AKTUBHO
BEIIECTBO. 3a Ja C€ ONTHMM3Mpa JONBJIHHUTEIHO W3IIOJII3BAHETO HA PECYPCHUTE, Ha
Komucusita cnensa ga 6b/1e mpeocTaBeHO MPaBOMOIIMETO J1a Pa3pelIy U3MOI3BaHETO
Ha cxeMmMa 3a cepTHudHUIMpaHe W IO OTHOIICHHE Ha OCHOBHHUTE JOKYMEHTAIlUU 3a
JOI'BJIHUTEIIHO KaueCTBO, T.€. 3a AKTHMBHU BEIIECTBA, PA3JIMYHU OT XUMHYHUTE
AKTUBHM BEILIECTBA, WJIM 3a JPYTM BEHIECTBA, MPUCHCTBAIIM B JAJE€H JICKAPCTBEH
MPOAYKT WJIM M3IOI3BaHU B HETOBOTO ITPOM3BOJICTBO, KAaKTO CE€ M3HMCKBA CBHIJIACHO
npunioxkenue [I, HanmpuMep B ciydail Ha HOBM TIOMOIIHU BEIECTBA, AaJKOBAHTH,
paanodapMaleBTHUYHU MPEKYPCOPH U MEKIUHHH MPOIYKTH HA aKTHBHOTO BEIIECTBO,
KOTaTO MEXKJIUHHUAT MPOIYKT € XUMUYHO aKTHBHO BEIIECTBO CaM IO ceOe CH WM ce
M3I0JI3Ba BHB BPB3Ka C OMOIOTUYHO BEUIECTBO.

OT choOpakeHUs, CBBP3aHU C OOIIECTBEHOTO 3/IpaBe W IpaBHATa ChIJIACYBaHOCT,
KaKTO ¥ C Orjica Ha HAaMAJISIBAHCTO HA aIMUHHUCTPATHBHATA TCKCCT U HOI[OGpSIBaHCTO
Ha TpEACKa3yeMoCTTa 3a WKOHOMHYECKHTE OIepaTopH, ClieABa Ja ce Mpuiiarat
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XapMOHHM3UpaHU TMpaBWia [0 OTHOIIEHHWE Ha IPOMEHUTE BBB BCHYKU BUIOBE
paspenieHus 3a ThproBusl.

VYcnoBusATa Ha paspelleHue 3a THPrOBUSA 3a JaJEH JIEKapCTBEH MPOLYKT MOXKE Ja ce
IIPOMEHAT ClIeJ NPENOCTABAHETO MYy. BBIPEKHM Y€ OCHOBHMTE €JIEMEHTH Ha JaJeHa
IIpOMsIHA ca YCTAHOBEHHW B HacTosIlaTa AupekTuBa, Ha Komucusara ciensa na Obre
IIPEIOCTABEHO IIPABOMOILMETO Ja JOIBJIBA TE3U EJIEMEHTH, KaTO ONpEeAeis APYTU
HEOOXO/IMMH €JIEMEHTH, Jla aJanThpa CUCTeMaTa KbM HAayYHUS M TEXHOJOTHYHUS
HamnpeAbK, BKIIOYUTETHO IU(pPOBU3AIMATA, M Ja rapaHThpa, 4e ce u30sarea
HEHY>KHaTa aJMUHUCTPATHBHA TEXECT KAKTO 3a IPUTEKATEIUTE Ha Pa3pelleHHs 3a
THPrOBHUs, TaKa U 32 KOMIIETEHTHUTE OpraHu.

HayuHusT ¥ TeXHOJOTUYHUST HANPEAbK B aHAIM3a HA JaHHU U UHPPACTPYKTypara 3a
JAaHHU MPEAOCTaBAT LIEHHA MOJAKpPENa 3a pa3paboTBaHETO, pa3pelIaBaHETO U HaA30pa
Ha JekapcTBeHuTe npoayktu. L{udposara Tpancopmaius 3acerHa B3eMaHETO Ha
peryjaTopHU peIIeHHus, KOETO Beue Ce OCHOBaBa B IO-TOJSIMA CTEMEH Ha JaHHU, U
YBEJIMYU MHOTOKPATHO BB3MOXKHOCTUTE HAa PEryJlaTOPHUTE OpPraHu 3a JOCTHI 0
JaHHW TIpe3 IIeJIMs KU3HEH I[HMKBJ Ha JICKapCTBEHHUS MNPOAYKT. B Hacrosmiara
JTUPEKTHBA CE OTYUTA KalalUTEeThT HA KOMIIETEHTHUTE OPTraHH Ha AbP)KaBUTE YJICHKU
Ja TOoJy4yaBaT JOCThII M Ja aHAJIU3UpaT JaHHU, NPEJOCTABEHW HE3aBHUCHMO OT
3asiBUTENsl HA pa3pelieHHe 3a ThProBHUS WM OT MPUTEXKaTellsd Ha pa3pelieHHeTo 3a
THProBusi. Bb3 OCHOBa Ha TOBa KOMITIETEHTHUTE OPTraHU Ha JbPKABUTE WICHKHU CIIC/IBA
Jla ToeMaT MHUIIMATHBA 32 aKTyallM3upaHe Ha KpaTKaTa XapaKTepUCTHKA Ha MPOIyKTa
IpU TOsIBaTa HAa HOBM JIaHHM 3a €(PUKACHOCTTA WM 0€30MacHOCTTa, KOUTO OKa3BaT
BIIUSTHUE BBPXY CHOTHOIIEHUETO MOJI3a/pUCK Ha JAaJIeH JIEKAPCTBEH MPOAYKT.

I[OCT’BH’BT A0 MHIAWMBUAYAJIHU JaHHWU 3a MAUCHTUTC OT KIMHHUYHU H3CJICABAHUSA B
CTpyKTypupaH Qopmar, KOHTO JaBa BH3MOXKHOCT 32 CTATUCTHYECKH aHalHu3, € OT
CBIIECTBEHO 3HAUEHHE, 32 Jia Ce MOMOTHE Ha PEryJaTOpPHUTE OpraHu Ja pa3zdepar
Mpe/ICTAaBEHUTE JI0Ka3aTelcTBa W Ja C€ OCUTYpH HHQOpMAIMsS 3a B3eMaHETO Ha
peryJaTOpHH PEUIeHHss OTHOCHO CHOTHOIICHHETO MOJ3a/pUCK Ha JAJCH JIEKAPCTBEH
MPOYKT. BpBekaaHeTo Ha TakaBa Bh3MOXKHOCT B 3aKOHOJATEICTBOTO € Ba)KHO, 32 Jia
ce Ch3/ajarT JOIBIHHUTENHU TPEANOCTaBKH 3a OCHOBaHA Ha JaHHU OICHKa Ha
CHOTHOIIIEHUETO TOJ3a/PUCK HAa BCUUKU €TamlH OT KU3HEHUS ITUKBJ Ha JIEKapCTBEHUS
npoaykT. [Topagu ToBa ¢ HacTosiaTa TUPEKTHBA C€ MPEIAOCTaBsl MPABOMOIIUE Ha
KOMITETEHTHUTE OPTaHU Ha JIbP>KaBUTE WICHKH Ja U3MCKBAT TAKUBA JAHHU B PAMKUTE
Ha OIlEHKAaTa Ha 3asBJICHUS 3a ITbPBOHAYAIIHO pa3pelieHHe 3a THPrOBUS H Ha
3asBJICHHs 3a TIOCTEABAIld TPOMEHW B paspernieHue 3a Tbproeus. [lopamu
YYBCTBUTCIIHUA XapaKTCp Ha 3APAaBHUTC JaHHW KOMIICTCHTHHTC OpraHu CJCIBa Oa
OCUTYpSIBAT 3aIlIMTa HAa CBOUTE OMEpaIliu 1Mo oOpabOTBAaHETO UM U J]a TapaHTUPAT, Ye
ce chma3BaT MPHHIOMIUTE 3a 3alldTa Ha JaHHUTE — 3aKOHOCHOOPA3HOCT,
JTO0OPOCHBECTHOCT U MPO3PAYHOCT, OTPAHUYABAHE B PAMKHUTE Ha IIeNTa, CBEXKJIaHE Ha
JAHHUTC N0 MHUHUMYM, TOYHOCT, OIpaHHMYaBaHC Ha CBXPAHCHHUETO, LAJIOCTHOCT H
noBeputeaHocT. Koraro 3a nennre Ha HacTosIIaTa IUPEKTUBA € HEOOXOAMMO Jia ce
00paboTBaT JIMYHU JTaHHU, TOBA 00pabOTBaHE CJe/ABa Ja CE U3BBPIIBA B CHOTBETCTBUE
¢ nmpaBoTo Ha ChI03a OTHOCHO 3alllMTaTa Ha JTWYHHUTE JaHHH. Besiko oOpaboTBaHe Ha
JJMYHA JaHHW CBIJIAaCHO HaCTOoAIlaTa MOUPCKTHBa CJi€Ba Ja C€ MH3BLPIIBA B
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crotBercTBHEe ¢ pernamenty (EC) 2016/679% u (EC) 2018/1725%2 na Eppomeiickus
napjaMeHT 1 Ha CbBera.

[IpaBunara 3a ¢QapmakonornuyHa OJUTETHOCT ca HEOOXOAMMHM 3a 3alluTara Ha
OOIIECTBEHOTO 31paBe C 1€ Ja Cce IMpenoTBpaTsBaT, OTKPUBAT U OICHABAT
HEeXKeJIaHUTE peaklMd KbM JIeKapCTBEHHUTE MPOJYKTH, IMyCcHaTH Ha ma3apa Ha Cbio3a,
ThI KaTO MBIHUAT MPOPUI HA OE30MAaCHOCT Ha JIEKAPCTBEHUTE MPOIYKTH MOXKE Ja
CTaHE W3BECTEH €IMHCTBEHO CJIe]] KaTO MPOJYyKTUTE BeUe ca IMyCHATH Ha ma3apa.

3a ga ce rapanTHpa 0€30MacHOCTTA Ha JIGKAPCTBEHHTE INPOJYKTH, KOMTO Ca B
ynotpeda, € HeOOXOMMO CUCTEMHTE 3a apMaKosioruieH Haa30p B Chro3a MOCTOSHHO
Aa C€ aJalnTupar KbM HAYUYHO-TCXHUUCCKHA HAITPEABK.

HCO6XO,I[I/IMO € Ja C€ B3€MarT 110J BHUMaHUC IMMPOMCHUTEC, Bb3HUKBAIIW B PE3YyJITaT Ha
MCXKAYyHapoaHaTa XapMOHU3alu-d Ha OonpeacicHusdTa, TCPMHHOJIOTUATA n
TCXHOJIOTUYHOTO Ppa3BUTHC B obmnacrtra Ha (I)apMaKonoquHaTa 6,Z[I/IT€J'IHOCT.

HapacTBamoro u3nosi3BaHe Ha €IEKTPOHHUTE MPEXKH 3a MpeJaBaHe Ha MHPOpMALUs
OTHOCHO HEXEeJIaHW PEaKIMU KbM JIEKApCTBEHU IPOYKTH, ThPI'yBaHH Ha TEPUTOPUATA
Ha Cplo3a, MMa 3a Lenl Ja JAajJe Bb3MOXKHOCT Ha KOMIIETEHTHUTE OpraHu 3a
€IHOBpPEMEHEH 0OMEH Ha MH(pOpMaLus.

B wunrepec Ha Cbl03a € J1a OCHTYpH ChIVIACYBAaHOCTTa Ha CHCTEMHUTE 32
(dbapMakoJIOTHYHa OUTEITHOCT 32 JICKAPCTBECHUTE MPOJAYKTH, KOUTO Ca Pa3peIICHU 110
[EHTpAIM3UPAHATA TPOLIEAYpa, U Ha TE3U, KOUTO Ca pa3pelleHH MO APYTU MPOLEIYPH.

[IpurexxarenuTe Ha pa3pelIeHUe 3a ThProBUs ClIeBa Jja HOCAT OTTOBOPHOCT 10 CBOS
MHUIMATHBA 3a TeKylara (apMakojIoruyHa OAMTETHOCT 110 OTHOUIEHHE Ha
JIEKapCTBEHUTE MPOLYKTH, KOUTO ITyCKaT Ha Ma3apa.

VYnorpebara Ha OUBETUTENN B JICKAPCTBEHUTE MPOAYKTH B XyMaHHaTa MEIUIMHA U
BbB BETEPUHAPHUTE JICKAPCTBEHU MPOAYKTH IIOHACTOSIIIEM CE€ peryampa oT
Jlupextusa 2009/35/EO na EBponeiickus mapnamenT u Ha ChBeTa’”® u e orpaHuyeHa
70 pa3pelieHuTe ouBeTuTenn B cboTBeTcTBHE ¢ Permament (EO) Ne 1333/2008 na
EBpomneiickus mapmamedT u Ha ChBeTa OTHOCHO 100aBKMTe B XpaHuTe?), 3a xouTo ca
ompenenenn crnenudukanun B Permament (EC) Ne231/2012 wa Kommcusara®. 3a
ynoTrpebara Ha MOMOIIHU BEUIECTBA, Pa3jIMUHU OT OIBETUTEIUTE, B JIEKAPCTBEHUTE
MPOJYKTH ce MpuiiaraT npaBuiata Ha Chro3a OTHOCHO JIEKAPCTBEHUTE MPOAYKTH U TS

21

22

23

24

25

Pernament (EC) 2016/679 na EBpomneiickus napiameHT u Ha CpBeta ot 27 anpui 2016 r. OTHOCHO
3aIIuTaTa Ha QU3NYECKUTE JINIA BbB BPb3Ka ¢ 00pabOTBaHETO HA JIMYHU JIAHHU U OTHOCHO CBOOOJTHOTO
JIBIDKCHUE HA TaKMBa JTAHHU U 3a OTMsAHA Ha JJupektuBa 95/46/EO (OOmI periiaMeHT OTHOCHO 3aI[UTaTa
Ha gannute) (OB L 119, 4.5.2016 r., ctp. 1).

Pernament (EC) 2018/1725 na EBponeiickus napiaameHT 1 Ha CbBeTa oT 23 oktoMBpH 2018 1. OTHOCHO
3amraTta Ha (U3NYECKUTE JIUIAa BBB BPB3Ka C 00pabOTBAaHETO HAa JUYHU JAaHHH OT MHCTUTYIUUTE,
opraHute, ciayx0ute u areHuuTe Ha CHI03a U OTHOCHO CBOOOTHOTO ABIDKEHHE HA TaKWBA JTAHHM M 32
ormsHa Ha Permament (EO) Ne 45/2001 u Pemenme Ne 1247/2002/EO (OB L 295, 21.11.2018r.,
crp. 39).

Hupextusa 2009/35/EO na EBpomnetickus mapmameHT u Ha CwBeta oT 23 ampmn 2009 r. OTHOCHO
OIIBETUTEINTE, KOUTO MOTaT Ja ce J00aBAT KbM JekapctBeHu mpoxykra (OB L 109, 30.4.2009 r.,
crp. 10).

Pernament (EO) Ne 1333/2008 na Epomneiickust nmapnameHT M Ha CbBeta oT 16 mexemBpu 2008 .
oTHOcHO nobGaekute B xpanute (OB L 354, 31.12.2008 r., ctp. 16).

Pernament (EC) Ne 231/2012 na Komucusita or 9 mapt 2012 r. 3a onpezeisiHe Ha crenU(UKad Ha
no0aBKUTE B XpaHWTE, BKIOYeHW B cnucbinute B npmiaoxkeHus II m Il kem Permament (EO)
Ne 1333/2008 na Esponeiickus mapiaament u Ha Ceeera (OB L 83, 22.3.2012 r., c1p. 1).
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Ce OIEHSABA KaTO 4YacT OT OOIIOTO CHOTHOIICHWE I0JI33a/pUCK Ha NAJCH JICKapCTBCH
MIPOIYKT.

OnutsT nokKa3Ba, 4e € He0OXOAMMO 0 U3BECTHA CTEIEH Jla ce 3ala3y NPUHLMITBT Ha
ynoTpebara Ha OLBETHUTENH, Pa3pelieHd KaTo J00aBKH B XpaHWUTE, B JIEKAPCTBEHUTE
npoaykty . Llenecbo0pa3Ho e obaue ChIo Taka Jja ce IpeABHUIM ClIeLUalIHaA OLICHKA Ha
yrnoTpebara Ha OIBETUTENH B JICKAPCTBEHUTE MPOAYKTH, KOraTto JajaeHa 1o0aBka B
XpaHuTe ObJe U3BaJieHa OT ycTaHOBeHUs B Chbro3a CIIUCHK HA JOOABKUTE B XpaHHTE.
Ilopagu ToBa B TO3U KOHKpeTeH ciayuyail EMA cneaBa a u3BbpllBa CBOsI OLIEHKA Ha
ynorpebara Ha CbOTBETHHSI OL[BETUTEII B JIEKAPCTBEHU IPOAYKTH, KaTO B3eM€ IPEABHL
craHoBulieTo Ha EOBX M OCHOBHHTE HayyHHM J0Ka3aTeJCTBA, KAKTO M BCSKAKBU
JOI'BJIHUTESTHY HAayYHHU J0Ka3aTeJICTBA, M KaTo OOBbpHE CHEelMaIHO BHUMaHME Ha
ynoTpebara My B JieKapcTBEeHH HpoaykTtH. EMA cienBa chilo Taka Aa OTroBaps 3a
IIPOCJIEIABAHETO HA BCUYKU HAYyYHU JTOKA3aTEJICTBA OTHOCHO OLBETUTEIINTE, 3alla36HU
camo 3a crnenupuuHa ymorpeba B JIeKapCcTBEHH mNponayktu. llopagum ToBa
HupextuBa 2009/35/EO cnensa ga 0b11¢ OTMEHEHA.

[Ilo ce oTHacst 1O HaA30pa M MHCIEKIUUTE, CJIEABA MPOHM3BOJACTBOTO W BHOCHT Ha
U3XOHU MATePHAIN WM MEKIUHHU MPOAYKTH, KAKTO ¥ HA (PYHKIHMOHAIHU IOMOIIHU
BEIECTBA, Jla MO/JIekKAT Ha HAOJNIOJCHHE MOPAIM TAXHOTO CIIOMAraTellHO NEeHCTBHUE
CIIPSIMO aKTHBHOTO BEIIECTBO U BB3MOKHOTO MM BB3JCHCTBHE BBPXY KAyeCTBOTO,
6e30macHOCTTa M €(hUKACHOCTTA HA JIEKAPCTBEHUTE TPOITYKTH.

OcHoBHaTa 1lel HAa  BCsAKa  pasmopeada  OTHOCHO — HPOHM3BOJICTBOTO U
pa3NpOCTPAHEHUETO Ha JICKAPCTBEHH MPOIYKTU clienBa Ja Oblie OMa3BaHETO Ha
00ILECTBEHOTO 3/paBe.

CnenBa nma ce rapaHTHpa, Y€ HAA30pBT U KOHTPOIBT HAa MPOU3BOACTBOTO U
pa3NpOCTPAHEHUETO HAa JIEKAPCTBEHM TMPOAYKTH B JAbpPKABUTE UJIEHKH CE
OCBILECTBSIBAT OT OQUIIMATHU TPEJCTABUTEIIM HA KOMIETEHTHUS OpraH, KOWTO
OTrOBapsAT HAa MUHUMAITHUTE YCIOBUS 32 KBAIU(DUKALIHS.

BB3MOXHO € 1a MMa ciiyyau, pH KOWUTO CE€ Hajara eTanuTe Ha MPOU3BOJICTBO WIH
U3MUTBaHE Ha JIEKApCTBEHM MPOAYKTH Ja ObJIaT OCBIIECTBABAHM HAa MeCTa B OJIM30CT
N0 TAIMEHTUTE, HApUMEp IPH JIEKapCTBEHUTE NPOAYKTH 3a MOJEpHA Tepamus ¢
KpaTbK CpOK Ha TOAHOCT. B TakuBa cilyyan MOXK€ Ja C€ HAJOXMU TE3U €Talld Ha
MIPOM3BOJICTBO WJIM M3MMTBAHE Ja ObJAT JELEHTPaIU3UpaHU U Jla Ce OCHIIECTBSIBAT B
MHOT'0 00€KTH, 3a Ja ce JOCTUTHE 10 nmanueHTure B 1enus Crio3. Koraro eranure Ha
ITPOU3BOJICTBO WJIM M3IIUTBAHE Ca JCLEHTPAIU3UPAHH, TE€ CIE/ABA J1a CE OCHIIECTBABAT
Ha OTFOBOPHOCTTa HAa KBAIM(UIMPAHOTO JHUIIE HA paslojlaral] ¢ pasperieHue
LEeHTpajieH 00eKT. 3a JelleHTpaIu3upaHnTe 0OEKTH HE ClIe[[Ba J1a C€ M3MCKBA OT/IEITHO
paspelieHue 3a IpOU3BOJCTBO, PA3IMYHO OT U3J3JEHOTO HAa CHOTBETHHUS LEHTPAJICH
00eKT, HO Te cie/[Ba Aa ObJIaT peruCTPUPAaHU OT KOMIIETEHTHHUSI OpPTraH Ha JbprKaBaTa
YJIEHKA, B KOSITO € YCTAaHOBEH JCIEHTPATM3UPAHUAT 00EKT. B citydail Ha JekapcTBeHU
NPOAYKTH, CHIbPXKAIIM, CBCTOSAIIA CE€ WIM TOJXy4YeHH OT aBTosokuu BUII,
JeIeHTpaIU3UpaHuTe 00EKTH TpsOBa Ja ObAAT PErMCTpUpPaHHU KaTo OOEKTH, B KOUTO
ce M3BbpIIBAT AEHHOCTH, CBbp3aHu ¢ BUII, ceriacHo ompeneneHuero u mo peaa Ha
[Permamenta otHOocHo BYII], m na mputexaBaT perucrpanus 3a IAEHHOCTUTE IO
Iperyiel U OIEHKA Ha JONMYyCTUMOCTTAa HA JIOHOPWUTE, W3CIICIBAHE HA JIOHOPHUTE H
ceboupane Ha BUII unm camo 3a aeifHOcTHTE MO chOMpaHe B Ciy4yail Ha MPOJYKTH,
IIPOU3BECHNU 32 aBTOJIOXKHA YIIOTpeODa.

KauecTBOTO Ha JEKapCcTBEHHUTE NMPOAYKTH, MPOU3BEACHU WM IpennaraHu B Cbro3a,
ciefBa Aa ObJie rapaHTUPAHO Ype3 U3UCKBAHETO aKTUBHUTE BEIIECTBA, U3IOJI3BAHU B
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TEXHHUsI ChCTaB, J1a OTTOBAPAT HA MPHHIMIINTE HA 100para MPOU3BOACTBEHA MPAKTHKA
[0 OTHONICHHE Ha TE3W JieKapcTBeHU mpoAykTu. Oka3Ba ce HEoOXoIUMO Ja ce
yKpersT paznopenoure Ha Cbro3a OTHOCHO WHCTICKIIMUATE U J1a C€ ChCTaBH 0asza JaHHU
Ha Cbro3a 3a pe3yJITaTUTe OT THX.

[IpoBepkara Ha CHOTBETCTBHETO C IPABHUTC WM3UCKBAHHS 3a IIPOU3BOJCTBO,
pasnpocTpaHeHHe W ymoTpeda Ha JIEKAPCTBEHU MPOAYKTH OT CHOTBETHHUTE CyOCKTH
ype3 CHCTeMa 3a HaJ30p € OT OCHOBHO 3HAYEHHE, 3a Jla Ce rapaHTUpa e¢PEKTUBHOTO
MOCTUTAaHE Ha IICIMTE Ha HAcTosmara AWpeKkTuBa. llopaau ToBa KOMIETCHTHHTE
OpraHM Ha JIbP)KABHTE WICHKH CJIeJ[BA Ja WMaT IPaBOMOIIMETO Ja H3BBPIIBAT
WHCIEKIIMM Ha MSCTO WU JIUCTAaHIIMOHHO KAaTO 4YacT OT CHCTEeMaTa 3a HaJa30p Ha
BCHYKM €Talld OT IPOU3BOJICTBOTO, PAa3MpPOCTPaHEHHWETO M ymnoTpebaTa Ha
JIeKapCTBeHI/I HpOHyKTI/I WJIN aKTUBHU BCUICCTBA U Ja MoOratr Aa C€ I1030BaBaT Ha
pe3yaTaTUTE OT MHCIEKIUUTE, W3BHPIIBAHK OT JIOBEPEHH KOMIICTCHTHH OpPraHU Ha
TPETH IbpXKaBU. 3a Ja ce 3ama3u ¢EKTUBHOCTTA HA WHCIEKIUUTE, KOMIICTCHTHHUTE
OpraHM ClIeJ[Ba JIa MIMAT Bh3MOXKHOCT Jia U3BBPIIBAT ChbBMECTHH MHCICKIIMH M KOTaTo
€ Heo0X0 MO, BHE3AITHH MHCIIEKIIHH.

KommerenTHHTE OpraHm cjicJiBa a OIPCACIIAT 4CCTOTATa Ha KOHTPOJA, KaTO B3EMAT
npeaABrua OYaKBaHUA PUCK K OYaKBaHaTa CTCIICH HAa U3II'bJIHCHHUEC HAa U3MCKBAHUATA ITIPU
Pa3IMuHUu obcrogrencTea. To3u nmoaxod ciacaBa Aga Jaa€ BB3MOXHOCT Ha TC3H
KOMIICTCHTHHU OpraHyd Oa HacodBaT PECYpPCHUTC TaM, KbACTO CHIICCTBYBA Hal-TOJISIM
PHUCK. B Hskou ClIydan CUCTEMaTa 3a HaA30p CJIc[iBa a CC€ Ipujiara HE3aBUCUMO OT
PaBHUIICTO Ha PUCK WM HAJIWMYUECTO Ha CBMHCHHUA 3a HCCBOTBCTCTBHUEC, HAIIPUMCP
npean U3AaBaHCTO HA pa3pClICHUS 3a IIPOU3BOJACTBO.

B pamkuTe Ha mpouemypara 3a cepTuuIMpaHe Ha MPUTOJHOCTTAa HA MOHOTpaduuTe
Ha EBpomneiickata dapmakones EBpomeiickusT aupekTopaT IO KayecTBOTO Ha
JieKapcTBaTa U 37paBeona3BaHeTo, ch3nazeH oT CbBeTa Ha EBpona, nmpoBepsiBa upes
WHCIEKIUU JAJIM JaHHUTE, MPEICTABEHU OT 3asBUTENS, TOTBBPKAABAT IIPUTOAHOCTTA
Ha MOHOTpadUUTE 3a KOHTPOJI HA XUMHUYHATA YUCTOTA, MUKPOOHUOJIIOTMYHOTO KA4€CTBO
nu pucka or TCE (ako e mnpunoxumo). Toil cbI0 Taka MpoBepsBa Aalu
MIPOU3BOJICTBOTO CHOTBETCTBA Ha Jo0paTa MPOU3BOJICTBEHA MPAKTUKA 32 AKTUBHUTE
BEIllECTBA. B 3aBUCHMOCT OT pe3yJiTara OT MHCHEKUUATA EBPONENHCKUAT AUPEKTOPAT
II0 Ka4ecTBOTO HA JIEKapcTBaTa M 3paBEONAa3BAHETO WM JbpKaBaTa YJICHKA,
ydacTBallla B MHCIIEKIMITA, U3/]aBa CepTU(UKAT 32 ChOTBETCTBUE UJIH HECHOTBETCTBUE
¢ 1oOpaTa nMpou3BOICTBEHA TPAKTHKA.

Besiko mpeanpusatie, KOeTo MpOou3BeX/Ia WM BHACS JIEKAPCTBEHU MPOAYKTH, CIe/Ba
JIa pasmonara ¢ MEXaHW3bM, KOWTO Ja JaBa BB3MOXKHOCT Jla C€ TapaHTUpa
CHOTBETCTBUETO HA MH(OpMAIHATA, MPEAOCTaBEHA 3a JaJeH JEKapCTBEH MPOIYKT, C
0JIOOpEHHTE YCIOBHS Ha YIoTpeoa.

yCJIOBI/IHTa, KOHUTO ypCKAAaT JOCTABAHCTO Ha JICKAPCTBCHU IIPOAYKTHU HAa HACCIICHUCTO,
CJICABa J1a C€ XapMOHU3Upart.

3a Ta3u 1en BCAKO JIHIlEe, KOETO MbTyBa B paMkuTe Ha ChI03a, UMa MPaBO Ja HOCH ChC
cebe cu 3a coOcTBeHa ymoTpeda pa3yMHO KOJHUYECTBO JIEKAPCTBEHH MPOIYKTH,
npuaoouTu Mo 3akoHeH HauumH. CneaBa Ja € BB3MOXKHO CBIIO Taka IUIATa,
YCTaHOBCHHM B €/IHA Jbp)KaBa WICHKA, Ja MOJy4yaBaT OT Apyra Ibp)KaBa UICHKA
pa3yMHO KOJIMYECTBO JIEKAPCTBEHH MPOJIYKTH 3a COOCTBEHA ynoTpeoda.

ITo cunata nHa [mpepaborenus Permament (EO) Ne 726/2004] HsikoW JeKapCTBEHH
MPOJIYKTH ca MpeIMeT Ha pa3pelieHne 3a ThproBus Ha Crro3a. BpB Bpb3Ka ¢ ToBa €
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He00X0IUMO J1a ObJIC YCTAHOBEH HAYMHBT Ha OTIYCKaHE Ha JICKApPCTBEHUTE MPOAYKTH,
oOXBaHATH OT pa3penicHue 3a Thbproeus Ha Crro3a. CreoBaTeIHO € BaXHO Ja ObaaT
OIpe/ieJicHH KPUTEPHH, B3 OCHOBA Ha KOWTO Jia Ce B3eMaT PEIICHUsTa OT CTPaHa Ha
Crr03a.

[Topanu TOBa € menechOOpa3HO J1a €€ XapMOHHM3UpaT OCHOBHHTE TPUHIIMIIH,
MPUIOKKMMUA KbM HAauMHA HA OTIyCKaHE HA JIEKapCTBEHU MPOayKTH B Chio3a WK B
ChOTBETHATA JbprKaBa YJICHKA, KaTo 3a OTIPaBHA TOYKA CE B3eMaT BEUe YCTAHOBEHUTE
npuHOMIA B ToBa oTHomieHWe oT CwBera Ha EBpoma, kakto u paborata 1o
XapMOHM3AIUATA, U3BBPIIEHA B paMKkuTe Ha OpraHu3amusata Ha 0O0CTMHEHUTE HAIUU
OTHOCHO TICUXOTPOIIHUTE WJIM YIOWBaIUMTE BellecTBa — EAMHHATA KOHBEHLHS Ha
OOH no yno#Banmute BemectBa oT 1961 r. m KoHBeHlMsATa 3a NCUXOTPOIHUTE
BemecTBa ot 1971 1.

MHoro Oonecpanuru, BKIIIOUBAIIU ThPTOBHUA Ha €APO C JICKAPCTBCHU IIPOAYKTHU, MOXKE [1a
O6XBaHIaT CAHOBPCMCHHO HAKOJIKO ABPIKABU YJICHKHU.

Heo6xonumo e na ce ynpaxkHsBa KOHTPOJ BbpXY LisjaTa AUCTpUOYTOpCKa BepHra 3a
JIEKapCTBEHH IMPOIYKTH — OT IPOU3BOJCTBOTO MM OT BHoca B Cpio3a [0
JOCTAaBSHETO UM Ha HACEJIEHUETO — Taka 4e Jla Ce rapaHTupa, 4e Te CE ChXpaHsABar,
TPaHCIOPTUPAT U C TAX ce OOpaBU MpHU MOAXOIALIM yciaoBHs. M3uckBaHUATA, KOUTO
clIe[iBa Jja Ce IPUEMAT 3a Ta3H Liel, 11€ YJIECHAT B 3HAYUTEIHA CTEIEH U3TEIVISIHETO Ha
ne(GeKTHH MPOIYKTH OT Tas3apa M IIe JafaT Bb3MOXXHOCT 3a M0-e()eKTUBHU JEHCTBUS
Cpelly JEKapCTBEHUTE NPOAYKTH C IOAIIPABEH ETUKET.

Bcekn y4yacTHHK B THProBHsATa Ha €IpO C JIGKAPCTBEHM MPOAYKTH CjeaBa Ja
NpUTEkKaBa CIEIHATHO paspenieHne. dapmareBTUTe W JMIaTa, ONPAaBOMOUICHU Ia
JIOCTaBAT JIGKAPCTBCHU IMPOAYKTH HA HACEIEHHETO, YHMATO JICHHOCT ce OrpaHH4aBa
caMo 10 TOBa, CieiBa Ja ObJaT OCBOOOJCHM OT 3aJBJDKCHHETO 3a IMOJy4YaBaHE Ha
TaKoOBa pa3pelieHre. 3a IeJUTe Ha KOHTPOJIa Ha IuIaTa IUCTPHOYTOpCKA BEpHra 3a
JIEKapCTBEHH TMPOAYKTH o0ade € HeoOXoauMo QapManeBTHTE | JIUIIATa,
OIPAaBOMOIICHN Jia JIOCTaBAT JICKAPCTBCHU MPOAYKTH Ha HACEJICHUETO, J1a BOJIAT
TOKyMEHTaIUs, B KOHTO C€ OTpa3sBaT CHACIKHUTE C TOJNYyYEHHTE JIeKapCTBEHU
MPOJYKTH.

Pa3pemeHHeT0 3a TbpProBUA TpH6Ba Ja 6’]3,[[6 npeaMeT Ha OHNpCACIICHU OCHOBHU
HU3UCKBaHHA, YUCTO CIIa3BaHC € OTrOBOPHOCT HAa CHLOTBETHATA AbpiKaBa YJICHKA, a
BCAKa AbprKaBa YJICHKA TpH6Ba Ja Mpu3HaBa paspClICHUATa, U3AAJACHU OT OCTAHAJIUTC
ABPIKABU YJICHKH.

Hsaxon nabpxkaBM 4WIEHKM Hajgarar Ha TBPrOBIUTE HA €ApO, KOUTO JIOCTaBAT
JIEKapCTBEHH MPOAYKTH Ha (DapMalleBTUTE W Ha JIMIATa, OMPABOMOIICHU Ja JIOCTABAT
JIEKApCTBEHH MPOYKTU HA HACEJIEHUETO, ONPEICICHU 3aIbJKEHHS 3a U3BbPIIBAHE HA
oOmiecTBeHa yciyra. JppikaBUTe 4YJE€HKM ClEBa Ja MOrar Jaa Hpoab/KaBaT [Ja
Hajarat Te3M 3aJbJDKEHUSI Ha THProBUUTE HA €Ip0, YCTAaHOBEHHM Ha TIXHATa
tepuropus. Te cieaBa 1a UMaT Bb3MOXHOCT Jla TM MPUWJIAraT U MO OTHOIICHHE Ha
TBPrOBIIMTE HA €IpO B OCTAHAIUTE AbpPXKABU UJIEHKHU, IMPU YCIOBHUE Y€ TE3U
3abJDKEHUSI HE Ca MO-CTPOTH OT HAJOKEHUTE HA TEXHUTE THPrOBIM HA €ApO U 4e
TaKuBa 3aJ/bJDKEHUS] MOTAT JIa C€ CYMTAT 3a ONpaBAaHM OT IJIeHA TOYKA Ha 3aluTara
Ha OOIIECTBEHOTO 3/IpaBe U ca MPOMOPIMOHATHYU HA LIEJIUTE Ha Ta3u 3alluTa.

CJIGI[Ba Aa CC OMPCACIIAT MpaBUjia OTHOCHO HAYMHUTC HA NPCACTABAHC HA CTUKCTUTC U
Ha JIMCTOBKUTC.
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Paznopendute, ¢ kKouTo ce ypexaa nHpopManusTa, mpeaoCcTaBsiHa Ha TOTPEOUTENHTE,
clieiBa J1la OCUTYpsSBAT BHUCOKO DaBHMIIE Ha 3allUTa HA MOTPEOMTENHTE, Taka 4e
JICKQpCTBEHHUTE MPOJIYKTH JIa MOTaT Ja Ce yIOTpeOsBaT MpPaBWIIHO Bb3 OCHOBAa Ha
n3ueprareiaHa u pazoupaema HHPopMaIus.

T"pr‘OBI/IHTa C JICKApCTBEHU INPOAYKTH, YHHUTO C€THUKCTU KU JIMCTOBKHU OTIrOBapsAT Ha
HU3UCKBAHHWATA Ha HaACToAllaTa AOUPCKTUBA, HEC CJICABa Hda CC 3a6paH;IBa U1
BBIIPCIATCTBA IOPAaA OCHOBAaHUA, CBbpP3aHN C CTUKETHUTC UJIU JIMCTOBKHUTE.

N3noi3BaHeT0 Ha EIEKTPOHHU M TEXHOJOTMYHU BB3MOXKHOCTH, PAa3JIMYHUA OT
JUCTOBKUTE HA XapTHUEH HOCHUTEI, MOXKE Ja YJIECHH JAOCTbIIAa 1O JIEKapCTBEHU
IIPOAYKTH M Pa3NPOCTPAHCHUETO HA JICKAPCTBEHHM IPOAYKTH M CJIe[lBa BHHArd [1a
rapaHTHpa €JHaKBO WU MO0-100p0 KayecTBO Ha MH(POPMALIUATA 3a BCUUKH MTallUEHTH B
CpaBHEHHE ¢ HH(POpMAIUATA 32 IPOAYKTA Ha XapTUEH HOCHUTEI.

B nbprxkaBuTE WICHKH ce HAOMIOaBaT pa3IMuHU PaBHUINA HA MU(GPOBA IPAMOTHOCT H
Ha J0CThIl 70 uHTEepHET. OCBEH TOBAa MOTPEOHOCTUTE HA MAIMEHTHUTE M Ha
MEJIUIIMHCKUTE CICIHAIMCTH MOXE J1a ce paziuyaBar. [lopamu ToBa € HE0OXOAMMO
IBbpXKABUTE WICHKU Ja pasmoliaraT ¢hC CBOOOJA Ha TPEIEHKAa 0 OTHOIICHWE Ha
MPUEMaHEeTO Ha MEPKH, C KOUTO Jia C€ JaBa BB3MOXKHOCT 3a MPEIOCTaBSIHE Ha
nH(OpMAaHS 32 TPOAYKTA B €ICKTPOHECH (OpMaT, KaTO CHIIEBPEMEHHO CE rapaHTHpa,
4Ye HUKOW MalMeHT HsAMa Ja Objae mpeHeOperHar, OTYUTAT c€ MOTPEOHOCTUTE Ha
Pa3IMYHUATE BH3PACTOBH IPYIU M PA3IMIHUTE PABHUIIA HA ITU(POBA IPAMOTHOCT CPEJT
HACEJICHHETO M C€ OCHUTypsiBa HAJIMYMETO Ha JIECHO JOCThIHA HH(pOpManus 3a
MPOJIYKTAa 332 BCUUKH MalMeHTH. [Ibp>KaBUTE UJICHKU CJI€/IBA TOCTENIEHHO Ja Pa3IIUPAT
BB3MOXKHOCTUTE 3a TMpenocTaBsiHe Ha HH(oOpMamus 3a TPOAYKTa B EINEKTPOHEH
dbopmart, Kato ChHIIEBPEMEHHO TapaHTUPAT MBJIHOTO CHOTBETCTBUE C IpaBHaTa 3a
3alUTa Ha JIMYHUTE JAaHHU M C€ TPUIBbPKAT KbM XapMOHU3MpPAHUTE CTaHAAPTH,
paszpabotenu Ha paBHuIeTo Ha EC.

Koraro nbpxkaBuTe 4iI€HKHM pellar, 4e JIMCTOBKaTa CleJBa IO IPHUHLMII Ja ce
MIPEIOCTaBsl CaMO B €JIEKTPOHEH (opmaT, T€ Cle[Ba ChIIO TakKa Jia rapaHTHpaT, ue
BepcUsl Ha JINCTOBKAaTa Ha XapTHEH HOCUTEN Ce IMpenocTaBs IMpH MOMCKBaHe U 0e3
JNONBJIHATEIIHN pPa3XoAM 3a MauueHThTe. Te cineasa Ja TrapaHTHparT ChIo, 4e
uHpopmanuara B HuppoB ¢popmar e JECHO AOCThIIHA 32 BCUUKH MMALMEHTH, HalpuMep
ype3 OTIeYaTBaHe Ha IU(PPOBO YETUM OApKOJ HA BHHIIHATA ONAKOBKA HA MPOAYKTA,
KOWTO J1a HacO4Ba MallME€HTa KbM €JIEKTPOHHATA BEPCHsI HA JIMCTOBKATA.

WM3non3BaneTro Ha MHOTOE3WYHH OIIAKOBKHM MOXKE aa 6’13)16 HHCTPYMCHT 34
OCUTYpSIBaHE Ha JIOCTBI JI0 JIEKAPCTBEHU NMPOJYKTH, MO-CIIEUATHO Ha MAJIKU Ha3apu
U TpU U3BBHPEIHH CHUTyallun B oOjactra Ha oOuiectBeHOTo 3apase. Koraro ce
M3II0JI3BAT MHOTOE3WYHU OIAKOBKH, JbPXKABUTE WICHKHM MOTaT Jia pa3peliar BbpXY
€TUKEeTa W B JINCTOBKaTa Ja ce moi3Ba odumumasien e3uk Ha Chio3a, KOWTO €
o01mopazoupaemM B JbprKaBUTE WICHKH, HA YMHTO MMa3ap ce Mpejajgara MHOTOe3MYHaTa
OIIaKOBKa.

3a nma ce rapaHTHpa BHUCOKAa CTENEH Ha MPO3PAvyHOCT Ha MyOJMYHATa TOJKpena 3a
HAYYHOM3CJIEIOBATENICKAaTa MEHHOCT M Pa3paOdO0TBAaHETO Ha JIEKAPCTBEHH IPOIYKTH,
JOKJIAJIBAHETO HA MyOIWYHHS TMPUHOC 32 pa3paboTBaHETO HAa KOHKPETEH JIEKApCTBEH
MPOAYKT ciefBa Ja ObJie M3WCKBAHE 3a BCHYKHU JIeKapcTBa. Thil KaTo obOadye Ha
MPaKTUKa € TPYIAHO Ja Ce YCTAaHOBM MO KAaKbB HAYMH € OWila OKa3aHa MOJKperna 3a
JalieH TPOAYKT 4Ype3 MHCTPYMEHTH 3a HENPSKO IMyOJUYHO (UHAHCHUpPAHE, HAPUMEP
JaHBbYHU MPEAUMCTBA, 3aIBDKEHUETO 3a JIOKJIA/BaHe ClieABa Ja C€ OTHACS caMo JI0
npsikata myOnaudyHa (UHAHCOBA TOJKpEINa, KaTo HaNmpUMEpP MNPEeKHu Oe3Bbh3ME3THH

50

BG



BG

(132)

(133)

(134)

(135)

cpencTBa wiam goropopu. Ilopaam ToBa, O0e3 Aa ce 3acsaraT IMpaBWIaTa 3a 3allUTa Ha
HOBCpI/ITeJIHI/ITe n JMYHUTEC JOaHHU, pa3HOpeI[6I/ITC Ha HacTodgmarTra I[I/IpeKTI/IBa
rapaHTUpAT MPO3PAYHOCT IO OTHOIICHHWE Ha BCsAKAa Npska (UHAHCOBA IOJKpeEIa,
HOHy‘IeHa oT Hy6HI/I‘{eH opraH 1501041 HY6J'H/I‘IHEI I/IHCTI/ITYL[I/ISI 3a I/I3B’pr_IBaHe Ha
HAyYHOM3CJICIOBATEIICKH JCHHOCTH | 3a pa3pab0TBaHE HA JICKAPCTBCHH MPOYKTH.

3a ;ma ce rapaHTdpa TOYHOCTTa Ha WH(GOpPMAIUATa, OMOBECTCHAa MYyOJIMYHO OT
MPUTEXKATENS HA Pa3pelICHHETO 3a ThProBUs, 3asBeHaTa mH(opMarus TpsOBa aa e
00EKT Ha OJTUT OT HE3aBUCUM OJTUTOP.

C men na ce ocUrypu XapMOHU3HPAHO U MOCJIEI0BATEIHO JAOKIIAABaHe HA MyOIUYHUS
MPUHOC 3a pa3pabOTBaHETO HA KOHKPETHH JIeKapcTBEHH MpoaykTu Komucusra ciensa
Ja MOXE Ja MpHeMa aKTOBE 3a HW3MbJIHEHHE 3a M3SCHSABAHE Ha MNPUHIUIHNTE U
¢dopmara, KbM KOUTO TNPHUTEKATEIUTE Ha pa3pelIeHue 3a THPrOBUS CIIEABAa Ja CE
MPUABPKAT IPU JOKIAABAHETO Ha Ta3u UH(OpMAIIHSL.

Hacrosimara nupekTrBa He 3acsra NPWIATaHETO HA MEPKUTE, MPHETH ChITIACHO
Jlupextusa 2006/114/EO na Epponeiickus mapnament u Ha ChBeta?® mmm cerimacHo
Jlupextusa 2005/29/EO ua Espomeiickus mapnamenT u Ha Chbbera’’. Ilopamu ToBa
pasnopenduTe Ha HAcTosIaTa IWPEKTUBA OTHOCHO peKJiaMaTa Ha JeKapCTBEHU
NPONYKTH CJe[Ba Ja ce pas3rjexaaT, Koraro € ymecTHo, kato lex specialis mo
otHomienue Ha Jupextusa 2005/29/EO.

Pexnamara, 10pu Ha JIEKapCTBEHU IPOIYKTHU, OTIIyCKaHU 0€3 JIEKapCKO IpeaIicaHue,
Ou Moriga Ja uMa OTpakeHHE BBbpPXY OOIIECTBEHOTO 3/paBe M Jla HapyllaBa
KOHKypeHuusra. [To Ta3u npuumHa pexiamaTa Ha JIEKAPCTBEHU NPOAYKTH cie/iBa Jia
OTroBaps Ha ONpeeNIeHN KpuTepuu. JInnara, umaiy rnpaBo J1a IpeaucBaT, puiarar
WM JTOCTaBST JIEKAPCTBEHU MPOAYKTH, MOTaT IMPAaBUIIHO J1a OLICHST Ipe/icTaBeHaTa B
peknamaTa uHpopmanus OjarojapeHue Ha CBOMTE IMO3HaHUsS, 0Opa3oBaHUE W OIUT.
PexsniaMupaneTo Ha JIeKapCTBEHH MPOLYKTH Cpell JIMIA, KOUTO HE ca B CHCTOSHUE
HQ/IJIS)KHO J1a OLEHAT pHCKa, CBBP3aH C TIXHATa ymnoTpeda, Moxe Ja JoBene A0
HeMpaBWIHA ynorpebda WiM CBpbXyHoTpeda Ha JEKapCTBEH IMPOAYKT, a TOBa MOXKE J1a
MMa BpPEIHHM MOCIeANIH 3a 00I1ecTBeHOTO 3pase. [lopaau ToBa pekIaMHpaHeTo cpes
HACEJICHUETO Ha JIEKAPCTBEHU NPOAYKTH, KOUTO C€ OTIyCKaT CaMO IO JIEKapCKO
npeanucanue, ciensa jaa Obae 3abpaHeHo. OcBeH ToBa cieiBa Ja ce 3a0paHu
0€3IIaTHOTO Pa3NpOCTPAHEHUE HA MOCTPU CpeEJl HACEIIEHUETO ¢ PEKJIaMHA LeJI, KAKTO
U TEJIEBU3MOHHOTO TIa3apyBaHE Ha JIEKAPCTBEHU MPOAYKTH IIO CMHUCBJIA Ha
Jlupextusa 2010/13/EC na EBponeiickus mapmament u Ha Cheeta®®. Cnesmpa na mma
BB3MOXHOCT IIPU CIA3BaHE HAa HIKOM PECTPUKTUBHU YCIOBHUS /A CE€ NMPEAOCTaBAT
0e3IUIaTHU MOCTPU Ha JIEKapCTBEHM NPOAYKTH Ha JHIa, MMAlld MpaBo Ja T'U
MIPEANNCBAT WIN JIOCTaBsT, 32 Ja MOraT T€ Ja C€ 3al03HasAT ¢ HOBUTE MPOAYKTU U Ja
MPUIOOUST OMUT IO OTHOLIEHHE Ha ynoTpedaTa 1uM.

26

27

28

Hupextusa 2006/114/EO na EBponeiickus mapiaameHT u Ha CpBera oT 12 mekemBpu 2006 T. OTHOCHO
3a0nyxaBaiiara u cpaBauTeHaTa pexiama (OB L 376, 27.12.2006 r., ctp. 21).

HupextuBa 2005/29/EO na EBpomeiickust napnamenT u Ha CobBera ot 11 maii 2005 . oTHOCHO
HEJIOSUTHU ThPrOBCKHM MPAKTHKUA OT CTpaHa Ha ThPrOBLUM KbM IOTPEOUTENN Ha BBTPEIIHUS Ma3ap H
n3MeHenne Ha Jupekrusa 84/450/EVIO na CwBeta, dupektusu 97/7/EO, 98/27/EO u 2002/65/EO Ha
EBporneiickns napiaament u Ha CbBerta, u Pernmament (EO) Ne 2006/2004 na EBponeiickus mapiaMeHT u
Ha CoBera (,,JlupexTrBa 3a HeNOsUTHU ThproBeku npaktuku™) (OB L 149, 11.6.2005 r., ctp. 22).
HupextuBa 2010/13/EC  na Espomneiickus mnapiament u Ha CowBera or 10 mapr 2010r. 3a
KOOPJMHHUPAHETO Ha HSAKOM pas3nopendu, YCTAaHOBEHHM B 3aKOHH, IOJ3aKOHOBH W aJIMHHUCTPAaTHBHU
aKTOBE Ha JbPKABUTE WICHKH, OTHACSIIN CE 0 NMPEJOCTABSIHETO HA ayANO-BU3yaTHNU MEJUHHH YCIyTH
(HupexTuBa 3a ayauo-Busyannure meauiiau yeiryrd) (OB L 095 15.4.2010 r., ctp. 1).
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Pexnamara Ha jekapCTBEHHM NMPOAYKTH CJIEBa J1a MMa 3a IIe]l pa3pOCTPAaHECHHETO Ha
o0eKkTHBHA M Oe3mpucTpacTHa WHQPOPMAIUS 32 JICKAPCTBEHUS MPOIYKT. 3a Ta3u el
W3pUYHO ce 3a0paHsBa Jla Ce M3ThKBA B OTPHIATENIEH CMHCHI JPYT JIEKapCTBEH
MPOAYKT WM Jia C€ BHYIIABA, Y€ PEKIAMUPAHUSAT JIEKAPCTBEH MPOIYKT MOXKE J1a ObIe
mo-0e30mMaceH WM Mo-epEeKTUBEH OT Jpyr JIeKapcTBEeH MNpoaykT. CpaBHSIBaHE Ha
JICKapCTBEHH TPOIYKTHU CJIe[Ba Ja C€ JOIMycKa caMoO aKo TakaBa WHpopMmaunus e
MOoCcOYeHa B KpaTKara XapaKTepUCTHKAa Ha TPOJIYKTa, KOWTO ce pekiamupa. Tasu
3abpaHa oOXBallla BCHYKU JIEKAPCTBEHU INMPOJYKTH, BKIIOYUTEITHO OMOMOMOOHUTE, U
nopaayd ToBa OW OWIIO MOABEXKJANIO B peKiIaMara Ja ce MOCOo4YBa, 4e OMOomomoOeH
JIEKapCTBEH MPOAYKT HE € B3aMMO3aMEHSIEM C OPUTHHATIHUSA OMOJIOTUYEH JIEKapCTBEH
NPOAYKT WM C Jpyr OWOMOJ00EH MPOIYKT OT ChINUS OPUTHHAJICH OWOJIOTHYCH
JICKApCTBCH HNPOAYKT. C AONBJIHUTCIIHA CTPOIrd IIpaBUJIa OTHOCHO OTpULATCIIHATA U
CpaBHUTEIHATa peKJaMa Ha KOHKYPCHTHU JIGKAPCTBEHU MPOAYKTH Ie ObJIaT
3a0paHCHH TBBPJCHUS, KOUTO MOrar Jjga 3a0iyAsT JIMIara, WMalld IIpaBo Ja
MPEIUCBAT, PUIIATAT WK JIOCTABAT JICKAPCTBEHU MPOTYKTH.

Pasmpoctpanennero Ha wuH(OpMamusA, KOSITO HAchpuaBa 3aKyllyBaHETO Ha
JIEKapCTBEHU IIPOIYKTH, CJIE/IBA Ja CE pa3riiexkia B pAaMKUTE HA IIOHATUETO 3a peKiama
Ha JICKQpCTBEHH MPOAYKTH TOPH KOraro Ta3u HH(pOpMalus HE ce OTHacsi J0
KOHKPETEH JICKapCTBEH MPOAYKT, a 10 HEYTOUHEHU JIEKAPCTBEHU IPOAYKTH.

PekiiamaTa Ha JIeKapCTBEHU MPOJYKTH CJIE/IBA Ja € OOCKT Ha ChOTBETEH U €(PEKTUBCH
KOHTpOJ. B TOBa oOTHOmICHHWE cieqBa Ja ce HMMaT MPEIBUJ MEXaHHW3MHUTE 3a
HaOmoieHue, ycranosenu ¢ Jlupextusa 2006/114/ENO.

MeauIMHCKUTE THPTOBCKU TMPEACTABUTENN WIpasT BaKHA POJS B MPOMOIUATA Ha
nekapcTBeHuTe mnpoayktu. [lopagu ToBa cinenBa Ja KMM ce HalOXKaT HAKOU
33JIBJKEHUS, U TO-CIIELHMATHO 3aAb/DKECHUETO Ja MPEICTABAT HA IMOCETEHOTO JINLE
KpaTKa XapaKTepHCTHKa Ha IPOAYKTA.

WNHoBaTuBHUTE ,KOMOMHHMpAHU JIEKAPCTBEHU MPOAYKTU® WU Jpyrn pa3paboTeHU
JIEKapCTBEHM MPOIYKTH Ca CIOKHU IO OTHOIIEHHWE Ha CBOS ChCTaB U MPHUIIOKECHHE.
Ilopanu ToBa, OCBEH JUIaTa, UMAIM IIPABO J1a MIPEANNCBAT JEKAPCTBEHU NPOAYKTH, €
He0o0X0UMO U JUIIaTa, UMally NpaBo Ja I'M Impujarat, 1a 0bJar 3al03HaTH C BCUYKU
XapaKTepUCTUKH Ha TE3HM JICKApCTBEHH IMPOJYKTH, OCOOEHO C TAXHOTO O€30IacHO
Mpujiaraie v ynorpe0a, BKIIOYUTEIHO C U3UepraTeTHUTE yYKa3aHUs 3a MallUeHTUTe. 3a
Ta3W LN HEChbMHEHO ce JoIycka HH(OpManusaTa 3a JIEKAPCTBEHUTE MPOJIYKTH,
OTIIyCKaHU IO JIEKAPCKO MpeAnucaHue, na ObAe AOCTOSIHHME W Ha JIMIATa, UMalld
MIPaBo Jla TW MpuJiarar.

HI/IHaTa, HUMamu I1paBo aAa IMIPCANHCBAT, IIpHIaraT HWIK JOCTaBAT JICKAPCTBCHU
NPOAYKTH, Clle[iBa Ja pasnojaraT C HEYTpaJHM M OOCKTHUBHM H3TOYHMILM Ha
nH(popmMalnys 3a JIEKapCTBEHUTE MPOAYKTH Ha Masapa. 3aJbJDKEHUE Ha JIbp)KaBUTE
YJIeHKH 00ade e Ja B3eMaT BCHYKH HEOOXOJIUMH MEPKHM 3a Ta3u 1€ B 3aBUCHUMOCT OT
crenu(pUIHUTE OOCTOATEICTBA.

C men nma ce rapantupa, 4e HHPOpMAIMATa OTHOCHO YIOTpedara Ha JIEKapCTBEHUTE
MPOAYKTH TIPH JIella C€ B3eéMa HAJICKHO MPEABU] KbM MOMEHTA Ha HW3/IaBaHE Ha
pa3pelieHreTo 3a ThProBus, 32 HOBU JIEKAPCTBEHH MPOAYKTU U 32 pa3paboTBaHETO Ha
MeAUaTPUYHU MOKa3aHUs Ha BeYe pa3pellieHU JIEKApCTBEHU MPOAYKTH, 0OXBaHATH OT
MaTEHT WK OT CepTH(UKAT 3a JOMBIHUTEIHA 3aKpHIa, € HEOOXOANMO J]a C€ BbBEIe
M3HMCKBAaHE 3a NPEJCTaBSIHE Ha pe3yJlTaTUTE OT H3CIEABaHUATA Cpel JETCKOTO
HACeJICHHe B CHOTBETCTBHE C ONOOpEH IJIaH 3a MEAMATPUYHO H3CIeABaHE WIM Ha
JI0Ka3aTeJICTBO, Y€ MPOAYKTHT € MOIyYHSl OCBOOOXKIaBaHe WJIM OTCPOYKA B MOMEHTA
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Ha PETHCTPUPAHETO Ha 3asBJICHUE 32 pa3pelicHHEe 3a THPTOBHS HIIM Ha 3asBJICHUE 32
HOBO TEpANeBTHUYHO I[IOKa3aHWe, HOBa JIeKapcTBeHa (opMa WIM HOB NHT Ha
BpBeXIaHe. C 1men ga ce rapaHThpa, Y€ JaHHUTE B MOAKpENa Ha pa3pelieHHeTo 3a
THProBUs OTHOCHO ymoTpedaTa Ha MaJeH MPOAYKT MpH Jela, ca MPaBUIHO
pa3paboTeHW, KOMIICTCGHTHUTE OpraHd, OTIFOBOPHM 3a  pa3peliaBaHeTo Ha
JIEKapCTBEHMSI IPOAYKT, CJIC/IBA JIa MPOBEPSBAT CHOTBETCTBUETO C OJOOPEHHUS TIAH 3a
NEeJUaTPUYHO HU3CJICBaHE, KAKTO M BCHYKH JIOKYMEHTH 3a OCBOOOX/IaBaHE U
OTCPOYKa, Ha eTara Ha BAJUAMPAHE Ha 3asBIICHUATA 32 pa3pelIeHUe 32 ThPrOBUSl.

3a ;1a ce MperocTaBu Ha MEAMLIMHCKUTE CHELUAINCTH U Ha NAlUeHTUTe HH(opMaus
3a Oe3omacHara U eQeKTHBHA yMOoTpeda Ha JIEKAPCTBEHUTE MPOIYKTH Cpell AETCKOTO
HaceJIeHHe, B KpaTKaTa XapaKTepUCTHUKA Ha MPOJYKTa U aKO € YMECTHO, B JINCTOBKATa
cliefiBa J1a C€ BKJIIOYM MOAXOJAIIA MH(pOpMAILU 3a pe3yiTaTHTe OT M3CIEBAHMATA,
IIPOBE/IEHU B CHOTBETCTBUE C IUIAH 32 NEMATPUYHO M3CIIE/IBAHE, HE3aBUCUMO 1M T
ca B IIOJIKperna Ha ynorpebaTa Ha JeKapCTBEHUsI IPOLYKT NpH Aena, wiu He. CBeeHUs
3a OCBOOOX/JaBaHUATA ClelBa ChIIO Ja ObJAaT BKIIOYEHM B HHPOpMauusara 3a
npoaykra. Koraro ca cnazeHu BCMUKM MEPKH OT ILJIaHA 3a NMEAUATPUYHO U3CIIE/BaHE,
TO3H (hakT ciesBa Jja ObJie OTPa3eH B PA3PEIICHUETO 32 ThProBUsI M BIOCIEICTBHE /1a
IIOCITY>KH KaTO OCHOBA 3a MOJIy4YaBaHe Ha MIPEINMCTBA OT JpYKEeCTBATA.

OtHOCHMMHU JTaHHM U MH(pOpMAaLKs, ChOpaHH Ype3 KIMHUYHU U3CIICABAHUS, IPOBEIECHU
npend BbBekIAaHeTo B (Cbro3a Ha perjaMeHT 3a NEeAUaTPUYHUTE JIEKapCTBEHU
IPOAYKTH U TOJyY€HHM OT KOMIIETCHTHUTE OpraHu, cjefjBa Ja Ce OLeHsABaT 0e3
HEoNpaBJaHO 3a0aBsiHE M Ja c€ B3eMaT NPEIBUJ IPU EBEHTyaJlHU [POMEHU B
CBILECTBYBAILUTE Pa3pELICHUS 3a THPTOBUS.

C nen na ce rapaHTUpaT €JHAKBU YCJIOBHSI 32 U3I'BJIHEHUE HA HACTOSIINS PETJIAMEHT,
Ha Komucusita cnensa ga ObaaT mpeqocTaBeHU W3MBIHUTETHU MpaBoMOINUA. Te3u
nmpaBoMoIus cieaBa nga ObaaT ympaxkHsBaHu B cboTBercTBHE ¢ Permament (EC)

Ne 182/2011 na EBponeiickust mapnamenT u Ha Cheta?,

[Topanu HeoOXOaUMOCTTa OT HaMalsiBaHE Ha OOMIOTO BpeMe 3a OJ00psiBaHE Ha
JIEKapCTBEHUTE MPOAYKTH, CJIE/IBa BPEMETO Mexkay craHoBHIneTo Ha Komutera mo
JIEKapCTBCHHUTE MPOIYKTH 3a XyMaHHAa ymoTpeba W OKOHYATEIIHOTO pEIICHUE Ha
Komucusita mo oTHOIIEHHE Ha HAIMOHAIHUTE pa3pelleHus: 3a ThProBusi, 0COOEHO B
ciyyail Ha ce3upane, aa ObJe CBEACHO M0 MPUHIUT 10 46 THHU.

Bb3 ocHOBa Ha craHoBuIEeTO Ha AreHuusata Komucusara ciensa na npueme pemieHue
10 CE3MPaHeTo Ype3 aKTOBE 3a M3MbiHeHue. B obocHoBanu cioyyan Komucusita Mmoxe
Jla BbPHE CTAaHOBMILETO 3a JAONBJIHUTEIHO pasriekJaHe WIM J1a C€ OTKJIOHU B
pPELIEHHETO CHU OT CTAaHOBUIIETO Ha AreHmustra. Karo ce wuma mnpeaBun
HEOO0XO/IMMOCTTa JIEKAPCTBEHUTE MPOAYKTH Ja ObAaT MpenocTaBsiHH Obp30 Ha
pasnoyio)KeHUe Ha TMalWMeHTUTe, CcleaBa Ja ce OT4eTe, ue TMpeicenaresisT Ha
[TocTosIHHUS KOMHUTET MO JIEKAPCTBEHUTE MPOAYKTH 3a XyMaHHa yrorpeba e
U3MO3Ba HanuuHuTe MexaHusmu cwriacHo Permament (EC) Ne 182/2011, m mo-
CHELMAIHO BB3MOYKHOCTTA Ja IOJyYd CTAaHOBMILETO HAa KOMUTETHTE B IHCMEHA
mpoueaypa W B KpaTKM CpPOKOBE, KOUTO IO NPUHLHMI HsIMa Ja HaJABHILIABAT
10 xaneHapHU AHU.

29

Pernament (EC) Ne 182/2011 na EBpomneiickus napinamentT u Ha CbBera oT 16 deBpyapu 2011 r. 3a
YCTaHOBSIBaHE Ha OOIIUTE MPAaBWJIA U MPUHIMIIK OTHOCHO pela M YCJIOBMATA 32 KOHTPOJI OT CTpaHa Ha
IBPXKaBUTE WICHKH BHPXY YIPAKHABAHETO HA H3IBIHUTEIHATE IPABOMOIINS OT cTpaHa Ha Komucusra
(OB L 55, 28.2.2011 r., ctp. 13).
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Ha Kommucusita cineasa na 0bae MpemoCTaBEHO ITBIHOMOIIUETO Ja MpHUeMa BCHUYKH
HE0OXOUMHU TIPOMEHU B TpHiIokKeHue | ¢ men ga ce oTdere HayYHO-TEXHUYCCKHST
HaIpeabK.

C uen [JOMbIHEHWE WM WM3MEHEHHME Ha HSAKOM HECBUIECTBEHM €JIEMEHTH OT
Hacrosarta AupekTrBa Ha KoMucusTa cinenBa na Obae A€IerupaHo MPaBOMOILUETO
na npuemMa aktoBe B choTBeTcTBUE C WwieH 290 ot IOEC BBB Bpb3Ka C ONpeeiasiHETO
Ha Ipoueaypara 3a pas3[jek[aHe Ha 3asiBI€HHMA 3a cepTU(HKAT 3a OCHOBHA
JOKYMEHTAIUsl HAa aKTUBHO BEILECTBO, 32 IyOJNMKyBaHE Ha TakuBa cepTudukaru, 3a
BHACsIHE HA MIPOMEHU B OCHOBHA JOKYMEHTAIMsl Ha aKTUBHO BEILIECTBO U B CBbP3aHUS
c Hesl cepTU(UKAT, KaKTO M 3a JOCTBI JO OCHOBHATAa JOKYMEHTAIMs Ha aKTHBHO
BEIIECTBO M [JO JOKJIaJa 3a HellHaTa OLIEHKa; BbB Bpb3Ka C ONPEAEISIHETO Ha
OCHOBHUTE JOKYMEHTAIlUM 3a JOIBJIHUTEIHO KauecTBO C 1]l IPENOCTaBsSHE Ha
uHpopMalus 32 CbCTaBKa Ha JIEKapCTBEH MPOAYKT, Ha IpoLeypara 3a pas3riexiaHe
Ha 3asBIICHUS 3a CepTUPHUKAT 3a OCHOBHA JIOKyMEHTAIMsi 3a KadecTBO, 3a
nyOlIMKyBaHE Ha TakuBa CepTU(UKATH, 3a BHACAHE HA IPOMEHM B OCHOBHA
JOKYMEHTaIUs 32 Ka4eCTBO U B CBBbP3aHUs C Hesl cepTU(UKAT, KAaKTO U 3a JOCTHII J0
OCHOBHA JIOKyMEHTAllMs 3a Ka4yecTBO U JI0 JIOKJIaJa 3a HelHaTa OLIEHKAa; BbB BPb3Ka C
ONpEENHETO HAa CUTyallUMTE, B KOWTO MOXE Ja CE€ M3UCKBAT IPOYyYBAHUS 3a
e(pUKacHOCT cileJ] IoJyyaBaHE Ha pa3pellleHHe; BbB BpPb3Ka C ONpPENEISIHETO Ha
KAaTEeropuuTe JEKapCTBEHU MPOAYKTH, 32 KOUTO MOXKeE J1a ObJie U3aJICHO pa3pellieHue
3a TBProBHs, IOUIEKALI0 HA CHEUU(UYHU 3aIbJDKEHHS, M YTOUHSBAHETO Ha
MIPOLEAYPUTE U U3MCKBAHUITA 3a M3/1aBaHE HA TaKOBa pa3pelleHHe 3a ThProBus U 3a
HEroBOTO TIOJHOBSBaHE; BBbB Bpb3KAa C ONPEAEISIHETO Ha M3KIIOYEHUSITa 110
OTHOIIIEHHE Ha MTPOMEHUTE B yCIOBUATA HA Pa3pelIeHHE 32 ThPrOBUS U KaTErOPUUTE,
B KOMTO Cle[Ba Ja ce KiIacupuuupar Te, U BbB Bpb3Ka C YCTAHOBSIBAHETO Ha
MPOLIEYPH 3a pa3riiexk/1aHe Ha 3asBJICHUS 3a IPOMEHM B YCJIOBUSITA Ha pa3pellieHusTa
3a THPrOBUs, KAKTO U BBB BPb3Ka C ONPEACISHETO Ha YCIOBUATA U MPOLEAYPHUTE 3a
CHTPYIHUYECTBO C TPETU IbPKaBU U MEXIAYHAPOIAHH OpraHU3aIMK IPU Pa3TieKIaHe
Ha 3asgBjeHUs 3a TakuBa mnpomeHH. OT ocobeHa BaXHOCT € IO BpeMe Ha
noarorsurenHara cu pabora Komucusara aa mpoBene MOAXOIAUIM KOHCYJTALUH,
BKJIFOYMTEIHO Ha €KCIIEPTHO PABHHUIIE, U T€3U KOHCYITALUM Ja ObJaT MPOBEACHU B
CHOTBETCTBUE C MPUHIUIINTE, 3aJI0’)KEHN B MEXTyHHCTUTYIIMOHATHOTO CIIOpa3yMeHue
or 13 ampun 2016T. 3a TO-106po 3aKOHOTBOpYeCTBO . Ilo-crenmanHo, ¢ men
OCUTYpsIBAHE Ha paBHO Yyd4acTH€ IpU IMOJArOTOBKATa Ha JEIETUPAHUTE aKTOBE,
EBpomnelickusar napiaMeHT 1 CbBETHT IIOJy4aBaT BCUUKHU JTOKYMEHTH €THOBPEMEHHO C
€KCIIePTUTE OT IbP’KaBUTE WIEHKH, KATO TEXHUTE €KCIEPTH MOJIy4aBaT CUCTEMATHUHO
JOCTBI J0 3acelaHusATa Ha ekcrnepTHuTe rpynu Ha Komwucusara, 3aHMMaBaniy ce ¢
MO/ITOTOBKATA Ha JIeJIeTUPAHUTE aKTOBE.

Hacrosmara qupekTrBa nMa 3a L€ Jja ce rapaHThpa paBoTO Ha JIOCTHII 10 3ApaBHA
HpOCbI/IJ'IaKTI/IKa U IIPpaBOTO Ja C€ IOJ3BAaT MCIAWIHWHCKU TPHXHU HpPHU YCIOBHUATA,
YCTaHOBEHU OT HALIMOHAJIHUTE 3aKOHOJATEJICTBA U IIPAKTUKH, KAKTO U J1a CE OCUTYPHU
BHUCOKA CTENEH Ha 3aKpWia Ha YOBEIIKOTO 3JpaBe IpU ONPEIEISHETO U
OCBUIECTBSIBAHETO HA BCUYKU NOJUTUKU U AccTBUA Ha Cbr03a, KAKTO € MOCOYEHO B
wieH 35 ot XapTaTa Ha OCHOBHHTE ITpaBa Ha EBponeickus cpro3.

JIOKOJIKOTO 1EIUTe Ha HacTosIlaTa JUPEKTHBA, a HWMEHHO YCTAaHOBSIBAHETO Ha
MpaBWjia OTHOCHO JIEKApCTBEHUTE MPOAYKTH, C KOMTO C€ rapaHTuUpa 3aluTaTa Ha

30

OB L 123,12.5.2016 r., ctp. 1.
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O0IIECTBEHOTO 3/IpaBe M OMAa3BaHETO HA OKOJHATA Cpena, KaKTo M (YHKIHOHUPAHETO
Ha BBTPCIIHUA I1a3dap, HC MOraTr na 6’bI[aT IIOCTUIrHAaTH B J0OCTaTbdHa CTCIICH OT
Ibp’KaBUTE YICHKH, ThH KAaTO HAIMOHAJIHWTE NpaBWia Ouxa JOBENW A0 JIMIICA HA
XapMoHu3anud, HEPaBCH AOCTHII HAa MAIUCHTUTEC OO0 JICKAPCTBCHU NPOAYKTH U NPCUKU
npea BBTPELIHMS 11a3ap, a Mopaay MOCIeUIUTEe CH Morar ja ObJaT MOCTUTHATH T10-
nobpe Ha paBHMILETO HAa Cpio3a, ChlO3bT MOXKE J1a IPUEME MEPKHU B ChOTBETCTBUE C
NpUHINIA Ha CyOCHIMapHOCT, ypeneH B wieH 5 ot JloroBopa 3a EBpomeiickust cbio3.
B crpoTBeTCTBHE C INpuHIUIIa Ha HOPOHOPHHUOHAIHOCT, YpCACH B CbIIUA 4YJICH,
HACTOAIIATa TUPEKTHBA HE HAIXBBHPIS HEOOXOJMMOTO 33 IOCTHIaHE HA TE3U IIETIH.

Cernacio CpBMecTHaTa moiMTHYecKa neknapanus ot 28 cemremBpu 2011 1. Ha
IbpHKABUTE WIEHKH M Ha KOMHCHATa OTHOCHO OGSCHMTENHHTE JOKYMEHTH .
IbP)KaBUTE WICHKH Ca MOEIH aHTa)XKMMEHT B OOOCHOBAaHM CiIydau Ja mpuiaraT KbM
ChOOIIEHHETO 32 CBOMTE MEPKU 3a TPAHCIOHHMPAHE €IWH WM MOBEYE JOKYMEHTH,
OOSICHSIBAIII BPB3KaTa MEXKAY €IEMEHTHTE Ha J1a/IcHA JTUPEKTUBA U ChOTBETCTBAIINTE
UM 4YacTH OT HAlMOHAIHUTE WHCTPYMEHTH 3a TpaHcrnoHupane. [lo oTHomieHue Ha
HACTOSIATa JUPEKTHBA 3aKOHOMATENSAT CMATA, Y€ NPEAOCTABSIHETO Ha TE3U
TOKYMEHTH € 000CHOBaHO,

[TPUEXA HACTOAILATA JUPEKTUBA:

I'aasa l:

IIpeaMeT, NPUJIOKHO 10JI€ U OTIPeAeIeHUs

Ynen 1
IIpeomem u npunosicro none

C Hacrosimara AMPEKTHBA c€ YCTAaHOBSBAT MpaBWja 3a IyCKaHETO Ha TMa3apa,
MIPOM3BOJICTBOTO, BHOCA, W3HOCA, JOCTaBKaTa, pa3npoCTpaHEeHUETO,
dbapmakonoruyHaTa OAUTEITHOCT, KOHTPOJIA U YIIOTpedaTa Ha JeKapCTBEHU MPOTYKTH
3a XyMaHHa ynortpeoa.

Hacrosimiata nupekTHBa ce Tpwiara 3a JIEKapcTBEHM MPOAYKTH 3a XyMaHHa
yrorpeba, IpeHa3HAuYeHH 3a ITyCKaHe Ha Ia3apa.

OcBeH 3a HpOAYKTUTE, MOcOoYeHM B maparpad 2, rmasa XI ce mpwiara u 3a
U3XOJIHUTE MaTepuaiy, aKTUBHUTE BEIIECTBA, IOMOIIHUTE BEIIECTBA U MEKIUHHUTE
HIPOAYKTH.

B cinyuaurte, korato, KaTo ce OT4YeTaT BCUYKHM HETOBU XapaKTEPUCTHKH, NaJEH
IPOAYKT OTrOBaps €IHOBPEMEHHO Ha ONPEJEIEHUETO 34 ,,JIEKAPCTBEH MPOAYKT™ U Ha
OTIpeIeNIEHUEeTO 3a MPOJYKT, 00XBaHAT OT APYT 3aKOHojaTesieH akT Ha Cbhio3a, U €
HaJIMIIE TPOTUBOPEUNE MEXKIY HACTOSINATA JUPEKTUBA U JIPYTHM aKTOBE OT IIPABOTO
Ha Cb1o3a, MpeIMMCTBO UMAT pa3nopeaAdnTe Ha HACTOsIIaTa TUPEKTUBA.

I[I/IpCKTI/IBaTa HEC CC IIpuJiara 3a:

a)  JIGKapCTBEHW MPOAYKTH, IPUTOTBEHHU B aNTeKa IO JIEKAPCKO TMpEINucaHue 3a
ONpeJIeieH MalueHT (,,MarucTpaiHa peuenra);

31

OB C 369, 17.12.2011 r., ctp. 14.
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0) JIeKapCTBEH MPOAYKT, MPUTOTBEH B alTeKa B CHOTBETCTBHE C (hapMakoresl u
npenHa3HayeH Ja ObJe JOCTaBSH MPSKO HA TAIMEHTHUTE, OOCIY>KBaHH OT
BBIIPOCHATA anTeka (,,papmakorneiina perenTa‘);

B)  W3MNMTBaH JIEKAPCTBEH MPOAYKT ChIJIACHO ONPEAEIECHUETO B UJIEH 2, TOUKa 5 OT
Pernament (EC) Ne 536/2014.

B mHamnexxHo o0O0OCHOBaHM ciy4yaW JIEKAPCTBEHUTE MPOAYKTH, IIOCOYCHH B
naparpad 5, OykBaa), Morar Ja ce€ MPHUTOTBAT MPEABAPUTEIHO OT amnTeka,
oOciy>xBala jJeueOHo 3aBe/ICHUE, Bb3 OCHOBA HAa IPOTHO3HU JICKAPCKU PEAUCAHUS
B PAMKHUTE Ha TOBA JIe4ueOHO 3aBEICHUE 3a CIIE/IBALIUTE CEJIEM JIHU.

JbpkaBUTe UICHKH NpeAnpHeMarT HEoOXOAMMUTE MEpKH, 3a Ja pa3BUBaAT
NPOM3BOJICTBOTO M yIOTpedaTa Ha JICKAPCTBEHH MPOIYKTH, MOJIYYCHH OT BEIIECTBA
OT YOBEIIKH NMPOU3X0]I, ChOpaHu upe3 J0OPOBOJIHO O€3BB3ME3THO AapsIBaHE.

Hacrosara JUPCKTHBA M BCHUYKH PCTIAMCHTH, IIOCOUYCHM B HCA, HC 3aciarar
MMpUjaaraHeTo Ha HallMOHAJIHO 3aKOHOAATCJICTBO, KOCTO 336paH$IBa HJIM OorpaHn4aBa
yHOTpe6aTa Ha KOHTO U Ja € CHCI_II/I(l)I/ILIeH BHJ BCHICCTBO OT YOBCIIKHU ITPOU3XOA WA
JKHUBOTHHCKH KJICTKH, MU npoz:a>K6aTa, JoCTaBKaTra HJIKM H3II0JI3BAHCTO Ha
JICKApCTBCHU MPOAYKTH, CBABPIKAIIH, CBCTOAIIMU CC€ HWIHW IOJYUYCHH OT TaKHUBa
JKMBOTHHCKHU KJICTKHU WJIM BCIHICCTBA OT YOBCIIKU ITPOU3XOJd, HA OCHOBAHUSA, KOUTO HC
Ca pasriicgaiu B ropC€rioCoYCHOTO IIpaBO Ha Cnro3a. [[’bp)KaBI/ITe YJICHKHU C’[>06I_[IaBaT
Ha KomMmmucustTa TEKCTOBETE Ha CBHOTBETHHTE aKTOBE OT HAIMOHAJIHOTO
3aKOHOOaTCJICTBO.

PaBHOpeI[6I/ITC Ha HacToAllaTa JUPCKTHBA HC 3acArar InmpaBOMOINHATA HAa OPraHUTC
Ha JObPXKABUTC YICHKH HUTO IO OTHOMICHHUC HaA OHNPCACIIHCTO Ha LICHUTC Ha
JICKAPCTBCHUTC MPOAYKTHU, HUTO IMO OTHOIICHHWE HAa BKIIOYBAHCTO MM B oOxBara Ha
HAllMOHAJIHUTC  3APABHOOCUTYPUTCIIHU  CHUCTCMHU, Ha Oa3ara Ha 3ApaBHH,
HKOHOMHUYCCKH U COLIMAJTHU YCJIIOBHA.

Hacrosimmata TupeKkTHBa He 3acsira MpHJIaraHeTo Ha HAIMOHATHO 3aKOHOJATEJICTBO,
KOETO 3a0paHsBa WM OrpaHHyYaBa CICIHOTO:

a) npoz[a>K6aTa, JOCTaBKaTa HIIN yrIOTpe6aTa Ha JICKApCTBCHU MPOAYKTH KaTO
KOHTpalUCITUBU UJIW MMPEAU3BHUKBAIN a6opT;

6) H3II0JI3BAHCTO Ha cneumpnqu BUJ BCHICCTBO OT YOBCHIKHU IMPOHU3XOJ WA
JKUBOTHMHCKM KJIETKM Ha OCHOBAHHUA, KOHTO HE€ Ca pasrjicjaHu B
TOpCIOCOYCHOTO 3aKOHOAATECIICTBO HA C’BIO3a;

B) mpojaxOaTa, JOCTaBKaTa WJIM H3MOJI3BAaHETO HA JIEKApCTBEHHM NPOAYKTH,
ChIIBPKAIIH, ChCTOALIN CE€ MM MOJYyYEHH OT TaKWBA KUBOTUHCKH KJIETKH WU
BEIIeCTBa OT YOBEHIKM MPOU3XOJ, HA OCHOBAHUS, KOUTO HE ca pas3rjiefjaHu B
rOpernoco4eHoTo npaso Ha Cbro3a.

Ynen 2

ﬂexapcmeeHu npodykmu 3a ManpHCl mepanus, U3coOmeeru no cuiama Ha UsKJarnldeHue 3a

aeuyeOHU 3a6e0eH s

Upe3 neporamust oT wieH 1, maparpad 1 camMo HAcTOSIIMAT 4YiIEH ce IMpujara 3a
JIEKapCTBEHU MPOAYKTH 32 MOJEpHA Teparus, KOUTO C€ U3TOTBAT MO MHAWBUIYATHO
JIEKapCKO MpEeANMCaHWE 3a NPOAYKT IO IOpBhYKA 3a OIpPENEiIeH MNalMeHT 3a
KOHKpETEH ciyyail, B ChOTBETCTBHE C M3UCKBAHMSTA, IOCOUYECHU B maparpad 3, u ce
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W3MOJ3BaT B pPAMKUTE Ha ChIaTa JbpKaBa 4ICHKA B JIeYeOHO 3aBEICHHE Ha
M3KITIOYMTETHATA TTPo(ecHnoHaIHA OTTOBOPHOCT Ha JieKap (,,JIEKapCTBEHU MPOIYKTH
3a MOJIEpHA Tepamus, HW3rOTBEHW TI0 CHJlaTa Ha M3KIIOYCHHE 3a JieueOHH
3aBEJICHUS ).

3a MpOU3BOJCTBOTO Ha JIEKAPCTBEH MPOIYKT 3a MOJEpHA Teparus, U3rOTBEH IO
cHllaTa Ha U3KIIOYCHHE 3a JIeYeOHM 3aBEJCHMs, C€ MH3HCKBa OJ00pEHHE OT
KOMIIETEHTHHUSI OpraH Ha JbpXkaBaTa 4WieHKa (,,0100peHHne Ha H3KIIOYeHHE 3a
neyeOHM 3aBeieHus ). JIbpKaBUTE WICHKH YBEIOMSIBAT ATEHIIMATA 32 BCSIKO TaKOBa
o/100peHue, KakTo U 3a MOoCIeABAIY TPOMEHH.

3asBICHUETO 3a OHOGPCHI/IG Ha HU3KIIOYCHHE 3a JICUCOHU 3aBCACHHUA CC IIoJaBa 10
KOMIICTCHTHHA OpraH Ha JdbpKaBaTa 4YJICHKAa, B KOATO C€ HaMHpa J1Ie4eOHOTO
3aBCICHHUC.

JIbprkaBUTE WICHKU rapaHTHPAT, Ye JCKApCTBCHUTE MPOAYKTH 32 MOJEpHA Tepamus,
U3rOTBEHM IO CHWJIaTa HA W3KIIOYCHHE 3a JIeYeOHW 3aBEACHHsS, OTrOBapsAT Ha
W3MCKBaHUs, PABHOCTOMHM Ha W3MCKBaHUATA 3a 10Opa MPOU3BOJCTBCHA MPAKTUKA U
3a MPOCIEINMOCT Ha JIGKAPCTBEHUTE MPOIYKTH 3a MOJEPHA Tepamwus, MOCOYCHU
CBHOTBETHO B uneHoBe 5 m 15 or Permament (EO) Ne 1394/2007%, xakto u Ha
W3HUCKBaHUS 3a (papMakosormyHa OJUTEIHOCT, PABHOCTOWHU Ha TE3W, MPEABUICHH
Ha paBHuineTo Ha Chro3a chriacHo [npepadorenus Perimament (EO) Ne 726/2004].

JIbpxaBuTe WIEHKM rapaHTuUpar, Y€ JAHHUTE 3a ynorpedara, Oe30macHOCTTa U
e(HUKacCHOCTTa Ha JICKApCTBEHHTE IMPOAYKTH 32 MOJEpHa Teparus, U3TOTBEHH IO
cHllaTa Ha M3KIIOYEHHWE 3a JIe4eOHHW 3aBeleHUs, ce ChOMpaT M JOKIAABAT OT
IOpUTEXaTeNls Ha OJOOpEHHETO Ha M3KIIYEeHHEe 3a JieueOHM 3aBelleHUs Ha
KOMIICTCHTHHA OpraH Ha [AbpXXaBaTa YJICHKa HaM-MaJIko BE€IHBXK T'OJHUIIHO.
KomnereHTHHAT opraH Ha JbpaBaTa YjeHKa Mperjiexaa Te3u JaHHU U MpOoBepsiBa
CBHOTBCTCTBUCTO HaA JICKAPCTBCHHUTC NPOAYKTHU 3a MOJACPHA TCparusd, U3roTBECHU I10
cHilaTa Ha U3KIIOYEHUE 3a JIedeOHM 3aBelieHHs, C W3UCKBAHUATA, IOCOYEHHU B
naparpad 3.

Axo O,Z[O6pCHI/ICTO Ha U3KJIIOYCHHUE 3a JICUCOHH 3aBCACHUA 6T>I[e OTMCHCHO ITOpaau
OImacCcHusA, CBbp3aHU C 0e30macHOCTTa WU eq)I/IKaCHOCTTa, KOMIICTCHTHUAT OpraH Ha
ABPIKABUTC UYJIICHKH, KOHTO € O,I[O6pI/IJ'I M3KIIOYCHUETO 3a JIeUeOHU 3aBCICHHA,
YBCIOMsBA AFCHIII/I?ITa N KOMIICTCHTHUTC OpraHy Ha APYTUTC ABPIKABU YJICHKU.

KomnereHTHHAT opraH Ha Jbp)kaBaTa WIEHKa €XEroJHO NpefaBa Ha ATeHIUSATa
JTaHHUTE, CBbpP3aHU C yrnoTpebaTa, 6€30MacHOCTTa U e(UKACHOCTTa Ha JIEKapCTBEH
IPOAYKT 32 MOJIEpHA TEpausi, U3TOTBEH 10 CHJIaTa Ha OJ00peHHe Ha U3KII0UEHHE 3a
JIe4eOHu 3aBCICHUS. AFeHHI/IHTa, B CBTPYAHHUYCCTBO C KOMIICTCHTHHUTC OpPraHu Ha
JbprkaBUTE WieHKH U KoMucusTa, cb3aBa v MoIbpika XpaHUIHILE Ha Te3U JaHHH.

Kommucwusra ImprueMa aKTOBEC 3a U3IIBJIIHECHUC C LEJT Ja C€ OMMPEACIIN CICOHOTO!

a)  TOoAPOOHOCTUTE OTHOCHO 3asBIEHUETO 3a OJ0OpEHHE Ha MH3KIIOYCHHE 3a
JeueOHU 3aBelieHMs], MOCOYeHO B maparpad 1, BTopa anauHes, BKJIIOUUTEIHO
J0Ka3aTejcTBaTa 3a KauyecTBOTO, Oe3omacHOCTTa M e(dukacHocTTa Ha
JIEKapCTBEHUTE MNPOAYKTH 3a MOJEpHA Tepamnusi, M3rOTBEHM IO CHilaTa Ha

Pernament (EO) Ne 1394/2007 na Epomeiickust mapiaament u Ha CobBera ot 13 HoemBpu 2007 1.
OTHOCHO JICKApCTBEHUTE MPOIYKTH 3a MOJIEpHA Tepanus u 3a m3MeHenne Ha Jupektusa 2001/83/EO u
Pernament (EO) Ne 726/2004 (OB L 324, 10.12.2007 r., ctp. 1).
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M3KJIIOUECHHUE 3a JICUCOHH 3aBCACHHs, KOUTO CE€ M3HUCKBAT 3a O,I[O6peHI/IeTO " 3a
mocJICABAIUTC MPOMCHU;

06) dopmarbT 3a chOMpaHe U JIOKJIaJIBaHE HAa JaHHUTE, TOCOYeHH B naparpad 4,

B)  yCIIOBUATA 3a OOMEH HAa 3HAHHUS MEXIYy NPUTEKATEITUTE Ha OJOOpEHHE Ha
M3KIIIOUEHUE 3a JIeYeOHHU 3aBe/IeHUs] Ha TEPUTOPHTA HA €/IHA U ChIla IbpKaBa
YJICHKA WIHM B PA3JIMYHU JbPKABU UJICHKU;

I)  YCIOBHUATA 32 U3TOTBSHE W ynoTpeda Ha JIEKapCTBEHU MPOAYKTH 3a MOJEpHa
Tepanmusl 3a KOHKPETeH Cllyyail Mo cujiaTa Ha U3KIIOYEHHE 3a JieyeOHu
3aBeJICHUSI.

Te3nm axkTOBE 3a WU3IBJIHEHHE C€ NpUEMAT B CHOTBETCTBHE C IpOIEAypara IIo
pasriexaane, mocoueHa B wieH 214, maparpad 2.

Arennusra npenoctaBs Ha Komucusara gokiiaj 3a NpuI0OUTHS OMUT 1O OTHOIICHUE
Ha 0J100pEeHUATA HA U3KJIFOYCHUS 3a JICUeOHHU 3aBE/ICHHS Bb3 OCHOBA Ha MH(popMaIus
OT Ibp)KaBUTE WICHKH M HA JAaHHUTE, ocoueHu B maparpad 4. [IspBusT mokiasn ce
npencrass Tpu rogunu cien [CII, mons, BbBenere narara = 18 Mecena cien garara
Ha BJIM3aHE B CHJIa HA HACTOSIIATa IUPEKTUBA| U HA BCEKH TET TOJMHU CJIe/ TOBA.

Ynen 3
Hsknrouenus npu onpedenenu 0ocmosmencmaa

C men na ce yIoBIETBOPST CHEHU(PUYHU MOTPEOHOCTH, IbpKaBa YJICHKAa MOXKE Ja
U3KJIFOYM OT TIPHUIIOKHOTO TIOJIE HA HACTOSAIIATa JUPEKTHBA JICKAPCTBEHH MPOTYKTH,
JIOCTAaBEHU IO JOOPOCHBECTHA U HE3asiBEHA MOPHUKA, U3TOTBEHH B CHOTBETCTBUE ChC
CHeUPUKANUUTE HA YIIBIIHOMOIICH MEIUITUHCKU CHEIHAMCT W MPEAHA3HAYCHU 32
ynotpeba OT oInpeaesieH MalueHT Ha IMpsKaTa JUYHA OTTOBOPHOCT HAa MEIUIIUHCKHUS
cnienuaMcT. B TakbB ciydait 00aue IbpiKaBUTE WICHKH HAChpYABAT MEIUIIMHCKUTE
CHEIHMAIMCTH U MallMEeHTUTE Ja JOKJIaABaT JaHHU 3a 0e30MacHOCTTa Ha ynorpebara
Ha TaKWBa MPOYKTH HA KOMIICTEHTHUS OPTaH HA JbpKaBaTa WICHKA B ChOTBETCTBHE
¢ uneH 97.

3a aJlepreHHUTE JIEKapCTBEHH MPOJYKTH, JOCTaBSIHU B CHOTBETCTBUE C HACTOSIIMS
naparpad, KOMIIETEHTHUTE OpraHd Ha JAbp)KaBaTa 4WIEHKa MOTraT Ja HW3UCKBAT
MPEJICTaBIHETO HAa CbOTBETHA MH(POpPMAIUS ChINIacHO npuioxeHue |l.

bes nma ce 3acsra unen 30 ot [mpepaborenus Permament (EO) Ne 726/2004],
TbpXKABUTE  WICHKM  MOTaT BPEeMEHHO Ja  paspemar  ymnorpebata U
pa3nMpoCTPaHEHUETO Ha Hepa3pelieH JIeKapCcTBeH MPOAYKT B OTrOBOp Ha
MpeJIojiaraeMo WJIH TOTBBPJCHO pa3lMpOCTpaHEHWE Ha TATOTCHH, TOKCHHH,
XUMHUYECKH areHTH WUJIH sIIPeHa pajiualivs, BCIKO OT KOUTO MOXKE J]a MPUYMHU Bpe/a.

JbpxaBuTe 4WIEHKH rapaHTUpaTr, Y€ MpUTEXaTeUTe Ha pa3pelieHus 3a ThProBus,
IIPOU3BOJUTENINTE U MEAULIMHCKUTE CIIELMAIMCTH HE MOAJIEKAT Ha IPaXkJIaHCKa WIH
aJMMUHHMCTpPATHUBHA OTTOBOPHOCT 3a TOCJEACTBUS, MPOU3TUYAIllM OT yrmoTrpedara Ha
JIEKapCTBEH MPOAYKT 3a LIEJIU, PA3JINYHU OT pa3pellieHUTE TEParleBTUYHY MOKa3aHus,
WIM OT ynoTpebaTa Ha Hepa3pelleH JIEKapCTBEH MPOIYKT, KOraTo TakaBa ynorpeda
ce MpenopbryBa WINM W3UCKBA OT KOMIIETEHTEH OpPraH B OTIOBOP Ha IMPEAIOIAracMo
WIN TOTBBPJACHO Pa3lpOCTPaHEHNUE HAa MATOr€HU, TOKCUHHM, XUMUYECKH areHTH WU
SpeHa pajuanus, BCIKO OT KOUTO MOXE Ja MPUYMHM Bpeaa. Te3u pasmopendu ce
npugaraT HE3aBUCUMO Jald € M3JaJeHO HALMOHAIHO WINM LEHTPATU3UPAHO
pa3pelleHue 3a ThPrOBHUS.
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OtroBopHoCTTa 3a neeKTHU NpOoayKTH, npeasuaeHa B [[dupextusa 85/374/ENO na
Cnaera®® — CII, Mo, 3aMeHeTe mpenparkaTa ¢ Hosus HHcTpyMenT COM(2022) 495,
KoraTo ObJie MpUET], He ce 3acsra oT naparpad 3.

Ynen 4
Onpeoenenus
3a nenwTe Ha HACTOAMIATA JUPEKTHBA CE MIPHJIATAT CICIHUTE ONPEACTICHUS:

1)  ,JekapcTBEH MPOAYKT O3HayaBa BCSKO BEIIECTBO WM KOMOWHAIUS OT
BELIECTBA, KOUTO OTTOBAPST HA IIOHE €JHO OT CJIEIHUTE YCIOBUS:

a) BCAKO BCEIICCTBO HWIH KOM6I/IHaHI/I5[ OT BC€IICCTBa, MNPEACTAaBCHU KaTO
IIpUTCI)KaBallu CBOMCTBA 3a JICKYBAHC HWJIU HpO(l)I/IJIaKTI/IKa Ha
3a00/11BaHM IIpH XOpa, UJIn

0)  BCAKO BEIIECTBO WJIM KOMOWHAIIMS OT BEIECTBA, KOUTO Morar ja Obaar
M3M0JI3BaHU WJIM IIPHJIaraHu Ha Xopa C 1171 Bb3CTaHOBSIBAHE, KOPUTHPAHE
WIM TPOMsIHA Ha (QU3NOJOTUYHUTE (YHKIMK dYpe3 YIpakHsIBaHE Ha
(hapMaKoIOTUYHO, UMYHOJIOTUYHO WJIM METa0OJUTHO JACWCTBUE WIH C
11eJ1 ITOCTaBsHEe Ha MEAUIIMHCKA THarHo3a;

2)  ,,BEIIECTBO 0O3HAYaBa BCsAKa MaTepus, O€3 Orjie]] Ha MPOU3X0/a M, KOMTO MOKe
na obne:

a) YOBCILIKHM, HAIIPpUMCP TbKAHHW MW KICTKH, YOBCIIKA KpPbB, YOBCIIKH
CCKPCTHU U YOBCIIKH KPBBHHU MMPOAYKTH,

6) JKUBOTHHCKHU, HAIPUMCEP LCJIN ) KUBOTHHU, JKUBOTUHCKU OpraH U 4aCTH OT
TAX, KUBOTHMHCKHU TbKAaHW W KICTKH, JXUBOTHHCKHU CCKPCTH, TOKCHUHH,
CKCTPAKTHU, ) KUBOTUHCKA KPBB U ) KUBOTUHCKU KPBBHU IIPOAYKTH,

B)  pacTHUTENEH, HallpuMep pacTeHHs, BKIIOYUTEIIHO BOJOPACIH, YACTH OT
pacTeHMsl, pACTUTEIIHU CEKPETH U €KCYJIaTH, EKCTPAKTH;

)  XUMUYECKH, HalpuUMep €JIEMEHTH, IPHUPOJHU XUMHUYHHU MaTepualld U
XMUMUYHU TPOAYKTH, TPepabOTEeH! UM CUHTETUYHU;

1)  MHKpOOpPraHU3MH, HapuMep OaKTepuu, BUPYCH U MPOTO30HU;
€)  rbOU, BKIOYUTEIHO MUKPOT'BOU (JIPOKIN);

3) ,,aKTHBHO BENICCTBO*° O3HAUYaBa BCSKO BEIIECTBO WM CMEC OT BEINECTBa,
MpeHa3HaYeHU 32 U3I0JI3BAHE MPHU MPOU3BOJCTBOTO HA JIEKAPCTBEH MPOIYKT,
KOUTO HpI/I HM3IIO0JI3BBAHCTO CH B HEIOBOTO HpOI/ISBOJICTBO ce npeBmeaT B
aKTHBHA CbCTaBKa Ha TO3M MPOAYKT, IpelHAa3HAUeHa 3a yIpaXHsIBaHE Ha
(bapMakoJIOTUYHO, HWMYHOJIOTMYHO WM METaOOIUTHO JACHCTBHE C I
BBH3CTAHOBSIBAaHE, KOPUTUPAHE WM MPOMSIHA Ha (PU3NOIOTUYHU (PYHKIUH WU
3a ITOCTaBIHE Ha MEIUIIMHCKA THarHo3a;

4) ,,M3XOACH MaTCpI/IaJ'I“ O3Ha4YaBa BCCKU MaTepural, OT KOMTO ce MMPOU3BCIKIAA UTN
H3BJINYa aKTHUBHO BEUICCTBO,

Hupexrusa 85/374/EVO na CbBera ot 25 1omu 1985 r. 3a cOnmkaBaHe Ha 3aKOHOBHTE, I10/13aKOHOBHTE
¥ aJAMUHHCTPATUBHHUTE pa3nopeaOM Ha ABPKABUTEC UIEHKH OTHOCHO OTIOBOPHOCTTAa 3a BpPEIH,
npuurHeHu ot aedekt Ha ctoka (OB L 210, 7.8.1985 r., ctp. 29).
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5)

6)

7)

8)

9)

10)
11)

(12)

(13)

14)

15)

16)

17)

,»ITIOMOIIIHO BEIIECTBO O3HauaBa BCSKa CHhCTaBKa Ha JIEKAPCTBEH MPOAYKT,
pasiMyHa OT aKTUBHOTO BEILIECTBO;

,,(bYHKHI/IOHaJ'IHO ITIOMOIIIHO BCH_IGCTBO“ O3HadaBa IIOMOIIHO BCIIECCTBO, KOCTO
AO0IIpHUHACH 3a UJIN Monmbuunpa JIENCTBUETO Ha JICKAPCTBCH IIPOAYKT, UJIK UMa
criomMaraTeJIHo HeﬁCTBHe KbM HCI;'ICTBI/IGTO Ha aKTHBHOTO BC€IICCTBO, HO CaMO
1o cede cu HaMa TCPAINICBTUYCH IIPUHOC;

,»JIEKAPCTBEH MPOAYKT 32 MOJICPHA Teparnus ™ 03HauaBa JICKapCTBEH MPOIYKT 3a
MOJIEpHA Tepamnwsl ChIVIACHO OIPEIeICHUETO B WieH 2, maparpad 1, Oyksa a) ot
Pernament (EO) Ne 1394/2007;

,»AJIEPTCHEH MPOIYKT" 03HAYaBa BCEKH JICKAPCTBEH MPOJYKT, IPEIHA3HAYCH 32
uaeHTU(UIIMPaHe W TTPEIU3BUKBAaHE HA CIICU(PUIHO U TPUIOOMTO U3MEHECHHE
Ha IMYHOJIOTHYHATA PEaKIvs Ha TaJICH aJiepru3upall areHr;

,, KOMIICTCHTHHA OpFaHI/I“ O3Ha4dyaBa AI‘eHI_II/ISITa H KOMIICTCHTHHUTC OpraHM Ha
ABPIKABUTC YICHKU,

,,AFGHHI/IHTa“ O3Ha4daBa EBpOHCﬁCKaTa arc¢HIu:A 110 JICKaApCTBATa,

,,HCKJIMHIYHO/HEKIMHAYEH* O3HAauaBa W3CIEABAaHE WM TECT, IPOBEICHU
in vitro, in silico mau in chemico, WK in Vivo TECT NP WHAMBHIH, Pa3InIHU
OT YOBEKa, BBB BPh3Ka C MPOYYBAHE Ha OE30MACHOCTTa W e(UKACHOCTTA Ha
JIEKapCcTBeH MpOAyKT. TakbB TecT MOXKe Ja BKIIOUBA IMPOCTU U CIOXKHH
KIEThYHU aHAM3M HA YOBCIIKK KJICTKH, MHKPO(U3HOIOTHYHUA CUCTEMH,
BKJIFOUUTENHO ,,0pTaH BHPXY UYHUI", KOMIIOTHPHO MOJEIUpPaHEe, APYTU METOIU
3a W3MWATBAaHE, OCHOBAHM HA YOBEIIKATAa WU Ha pa3IMYHa OT YOBEIIKATa
OHMOJIOTHS, U U3MUTBAHUS BHPXY KUBOTHU;

»pedepeHTeH JIeKapCTBeH MPOIYKT  O3Ha4YaBa JEKApCTBEH MPOIYKT, KOWTO €
pasperieH win ¢ omi paspereH B Cbro3a ChIJIACHO WIEH 5, B ChOTBETCTBUE C
4JieH 6;

,,-FEHEPHUEH JIEKAPCTBEH MPOAYKT" 03HaUaBa JIEKAPCTBEH MPOIYKT, KOWTO NMa
€IMH U ChL] KaueCTBEH M KOJMYECTBEH ChCTaB Ha AaKTUBHMUTE BEIIECTBA U
chll[aTa JIeKapcTBeHa opMa KaTto peepeHTHHUs JIEeKaPCTBEH MPOIYKT;

,»OMOJIOTHYEH JIEKapCTBEH MPOAYKT® O3HauaBa JIEKAPCTBEH HPOAYKT, YUETO
AKTUBHO BEILECTBO CE MPOM3BEXa OT OMOJIOTHYEH U3TOYHUK WM CE€ U3BIMYA
OT HEro M KOWTO TMOopaau CBOsATA CJIOXKHOCT MOXE Jla M3UCKBA 3a
OXapaKTEpU3UPAaHETO My M 32 ONPEIACISHETO Ha HEroBOTO KadyeCTBO
KOMOHMHAIHMS OT (PU3UKO-XUMHUKO-OMOJIOTUYHHN U3MUTBAHUS, KAKTO U CTpaTEeTrus
3a KOHTPOJI BbPXY HETrO;

LIIHCMO 32 JIOCTBHII" O3Ha4aBa OPUTMHAJIEH JTOKYMEHT, MOJAMHCaH OT
MpUTEXKaTelsd Ha JAaHHUTE WM OT HETOB IIPEICTaBUTEll, B KOMTO C€ OCOYBA, Ye
JAHHUTE MOTAT Jla C€ W3IMOJ3BaT B IOJ3a HAa TpPeTa CTpaHa OT KOMIETEHTEH
opranu win ot Komucusra 3a 1ieure Ha HacTOAIATa AUPEKTUBA;

»JIEKapCTBEH TPOAYKT ¢ (UKCHUpaHa J030Ba KOMOWHAIMSA“ O3Ha4aBa
J'ICKapCTBCH HpOI[y'KT, cu&pmam KOM6I/IHaL[I/ISI OT AaKTHUBHH BCIICCTBA,
npeaHa3HadeH Jga ObjJe MyCHAT Ha Ia3apa KaTo CaMOCTOSTEHA JICKapCTBEHA
(opma;

,,MYJITHUJIEKapCTBEHA OIMAKOBKAa™“ O3HayaBa OMAaKOBKAa, KOSTO ChAbpKAa MOBEYE
OT €IWH JIeKapCTBeH MPOAYKT IOJ €IHO CBOOOAHO H30paHO MME U €
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18)

19)

20)

21)

22)

23)

24)

25)

26)

npe€aHasHadycHa 3a JICYHCHHUC, IIPHU KOCTO OTACITHHUTC JICKAPCTBCHHU IPOAYKTH,
CbAbpiXKallixi C€ B OIIAKOBKaTa, C€ Ipujarar 3a MCAULIMUMHCKH LCIIN
CAHOBPEMEHHO HJIHM ITOCJICA0BATCIIHO,

»paarodapManeBTHK O3HAa4aBa BCEKHU JICKAPCTBEH IPOIYKT, KOKHTO, Beue
rOTOB 3a ynotpeda, ChIbprKa €ANH WU HAKOJIKO PaAUOHYKINUIU (paJoaKTUBHU
W30TOIN ), BKJIOYEHH B HETO C MEIULIMHCKA LIET;

»DAJIUOHYKIIUICH TeHepaTop® oO3HauaBa BCAKa CHUCTEMa, KOSTO BKIIOYBA
¢uKcupan MaTepeH pPagUOHYKJIUZA, OT KOHTO ce Tmojy4yaBa JbLICPEH
PaIUOHYKIIU[, KOMTO ce OTAeNs 4pe3 elyHpaHe WIH 4pe3 JIPYr METOI U ce
U3I10J13Ba B paarohapMaIeBTHK;

,»KAT® O3HayaBa BCEKH IIpernapaT, KOHTO TpsOBa Ja ce PEKOHCTUTYyUpPA WU
KOMOMHUpA C PAagUOHYKIUIN B KpaHUA paanodapManeBTUK, OOWKHOBEHO
HEIOCPEICTBEHO MPEeAUN NPUIIAraHETO MY,

»DAIUOHYKIIUJIEH TPEKypcop’ oO3HayaBa BCEKU JPyr  PaAUOHYKIUJ,
NPOU3BEXKIAH 3a PaJHOaKTUBHO MapKUpaHe Ha JPYyro  BeIIECTBO
HEINOCPEICTBEHO MPEH MPUIaraHe;

»AHTUMUKPOOHO CpEICTBO* O3HAa4YaBa BCEKH JICKAPCTBEH MPOAYKT C TPSKO
NEHCTBHE BBPXY MHUKPOOPraHU3MHTE, W3IMOJI3BAaH 3a JICUCHUE WIH
npoduIakTika Ha WHQEKIUHW Wi HWHPEKIHO3HH O0JIECTH, BKIIOYHTEITHO
AHTUOHMOTHIIN, AaHTUBUPYCHU TIpENiapaT U MPOTHBOTOMYHU CPE/ICTBA;

,IIOCTHA KOMOMHALIMA OT JIEKQpPCTBEH MPOIYKT UM MEAMIIMHCKO H3Jenue’
O3HayaBa KOMOWHAIMs OT JICKAPCTBEH NPOAYKT U MEAUIIMHCKO U3JeIne
cpriacHo onpeaeneHueto B Pernament (EC) 2017/745, npu kosiTo:

a)  JBaTa €JEMEHTAa CbCTaBISABAT ISUIOCTEH NPOAYKT M JCHCTBHETO Ha
JIEKapCTBEHMSI NIPOIYKT € OCHOBHO, a HE CIIOMAraTelIHO CIIPSMO TOBa Ha
MEIUIMHCKOTO U3/eNue, Uiu

0) TJeKapcTBeHHMST NPOAYKT € TMpeAHa3HaueH Jla ce Tmpuiara upes
MEIUIIMHCKOTO M3JeNINe U JBaTa eJeMEHTa ce IyCKaT Ha Ias3apa Io
TaKbB HauWH, Ye oOpa3dyBaT €AMH IUIOCTEH MPOAYKT, KOUTO €
MpeAHa3HaueH U3KIIOYUTENIHO 3a ynoTpeba B JajeHara KOMOWHAIMS U
MIPH KOWTO MEIUIIMHCKOTO U3/IENHe HE € 32 MHOTOKpaTHa yrnoTpeoa;

,,KOMOWHHpAH JICKapCTBEH MPOJYKT 3a MOJICPHA Tepamus™ o3Ha4yaBa MPOIAYKT
ChIJIacHO ormpeneneHuero B wieH 2 ot Perumament (EO)  Ne 1394/2007,
BKJTFOUMTEITHO KOTATO JICKAPCTBEH MPOJYKT 3a TeHHA Teparusl MpeICTaBIsaBa
9acT OT HEro;

,»JICKaPCTBEH TPOIYKT, M3IMOJ3BAaH W3KIIOYUTEIIHO C MEIUIIMHCKO H3Aenue,
03HayaBa JIEKapCTBEH MPOAYKT, KOMUTO Ce MpejJiara B OakoBKa ¢ MEAUIIMHCKO
W3JIeNie WM 3a ymoTrpeda C KOHKPETHO MEIUIIMHCKO W3JIEINE CHIIIACHO
onpeaenenueto B Permament (EC) 2017/745 u ToBa € moco4YeHO B KpaTkara
XapakTEePUCTUKA Ha TIPOIYKTa;

,»KOMOHMHAIIUS OT JIEKApCTBEH MPOJIYKT U MPOAYKT, Pa3iudeH OT MEIUIIMHCKO
u3zenue,” o3HayaBa KOMOHWHAIMS OT JIGKAPCTBEH TNPOAYKT W TPOAYKT,
pa3audeH OT MEAWIMHCKO W3Aenue  (ChIVIACHO  OMpEACNEHUETO B
Pernament (EC) 2017/745), npu KosiTO Bata MPOAyKTa ca MpeIHA3HAYCHH 3a
ynTorpeba B JageHaTa KOMOMHAIMs B CHOTBETCTBUE C  KpaTkKara
XapaKTePUCTHKA Ha MPOJIyKTa;
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27)

28)

29)

30)

31)

,,AMYHOJIOTMYEH JIEKAPCTBEH MPOAYKT * O3HAYaBa:
a)  BCSIKA BaKCHMHA WJIN aJEpreHEH NPOIYKT, WIH

0) BCEKHM JIEKapCTBEH MPOAYKT, CHCTOSAL] C€ OT TOKCHMHU WM CEPYMH,
U3MOJ3BaH C LeJ Ja ce INpeAu3BHKA IaCUBEH MMYHHUTET WM Ja Ce
JMArHOCTUIIMPA ChbCTOSTHUETO HAa UMYHUTETA,

,»BAaKCHHA" O3HauaBa BCEKHM JIEKAPCTBEH MPOJYKT, IpeJHa3HAYeH Ja
MpeIr3BIKa UMYHEH OTTOBOP 3a MPEJIOTBPATIBAHE U JICUCHUE Ha 3a00JIIBaHNUS,
OPUYMHEHU OT HMH(EKIMO3eH areHT, BKIIYMUTEIHO 3a MPO(QUIAKTHKA CIeT
eKCITO3UIIHS;

,»JIEKapCTBEH MPOAYKT 3a T'€HHa Tepamus’ O3HauyaBa JEKAPCTBEH MPOAYKT, C
U3KIIIOYEHWE Ha BaKCHMHUTE Cpelnly HHQPEKIUO3HU 3a00isiBaHus, KONTO
ChJIBPKa WIH CE CbCTOM OT:

a) BCIICCTBO HJIN KOM6I/IHaI_II/I$I OT BCHICCTBA, KOUTO Ca IMPCAHA3HAYCHH Jda
IMPOMCHAT I'CHOMAa Ha T'OCTOIMPUCMHHUKA IO HAYWH, 3acAramnl KOHKPCTHH
CCKBCHIMHM, WJIX KOUTO CbAbpPKAT HIM C€ CbCTOAT OT KIICTKHU,
IMOIJIOKCHHU Ha TaKaBa MpOMAHA, UJIHU

0) pexoMOMHAHTHAa WJIM CUHTETHYHA HYKJICHMHOBAa KHCEIWHA, M3IOJ3BaHA
IIpY WINM IPWJIaraHa Ha Xopa C OrJiel] Ha PeryJMpaHe, 3aMeCTBaHE WIIU
no0aBsHE Ha TeHETHYHA IOCIIEOBATETHOCT, KOSATO OCBIIECTBSIBA CBOS
epeKT upe3 TPAHCKPUIIUS WU TPaHCIAUS Ha MPEXBHPIICHUTE
TEHETUYHU MATEpUaNIM, UM KOSATO ChIBPKA WIM CE€ CbCTOM OT KJIETKH,
MOJIJI0’KEHU Ha TE€3U IPOMEHU;

,»JIEKapCTBEH TPOAYKT 3a Tepamusi CbC COMAaTUYHH KIETKU O3HauaBa
OMOJIOTHYEH JIEKAPCTBEH MPOAYKT, KOUTO UMa CJICTHUTE XapaKTEPUCTHUKHU:

a) ChObpXKA WIM CE€ CHbCTOM OT KJIETKH WM TbKaHH, KOWTO ca OWiH
MOJIJIO’KEHU Ha CHIECTBEHN MAHUITYJIAIIUH, TaKa Y€ B TAX ca IPOMEHEHHU
OMOJOTMYHM  XapaKTEePUCTUKH,  (HU3HONOTHYHU  (QYHKIUH WU
CTPYKTYpHU CBOWMCTBa, pPEJIEBAHTHU 3a MPEABUICHOTO KIMHUYIHO
MIPUIIOKEHUE, U Ce ChIbpPXKA UIU C€ ChbCTOM OT KIETKU WM ThKAaHU,
KOWTO B pEIUIMCHTa W B JIOHOpa HE ca TNpeJHA3HAYCHH Ja OBaar
W3MOI3BaHU 3a chlaTa(ure) ocHOBHA(U) QYHKIUSA(H);

0) TpeacTaBs ce KaTO MPUTEKABAI CBOICTBA 3a JICUECHHE, TPEIOTBPATIBAHE
WIM JUATHOCTHIIMpaHe Ha 3a0oisBaHe WM C€ U3MON3Ba NpU WIH
mpujara Ha Xopa C TakaBa Ilenm  4pe3  (papMakoIOrHmYHOTO,
MMYHOJIOTUYHOTO WJIM METa0OIUTHOTO JEHCTBUE HAa HETOBUTE KIETKU
WM ThKaHU.

3a nenuTe Ha OyKBa a) MaHUMYJIAlMUTE, U30POCHU B YaCTHOCT B MpHiiokeHue |
kbM Permament (EO) Ne 1394/2007, He ce cuuTaT 3a CBUIECTBEHU
MaHMITyJIAIUH;

,»JICKapCTBEH TPOJIYKT, TIOJIY4YeH OT BEHMIECTBO OT YOBEHIKHA IPOU3XOI,
pa3iuueH OT JEeKapcTBeH NPOAYKT 3a MojepHa Tepamus (,,JJeKapcTBEH
nponykt, moiaydeH ot BUYIL, pasmuuen ot JIIIMT®), o3nauaBa Bceku
JEKapCTBEH MPOIYKT, KOHUTO CHABPKA, CHCTOM C€ OT WIH € TMOJY4eH OT
BemecTBO oOT 4doBemku mnpousxon (BUII) ceroacHo ompeneneHuero B
Pernament [Pernmamenta otHocno BYII [CUII]], pa3znuyeH OT ThKaHH U
KJIETKH, KOMTO € ChC CTaHIaPTU3UPAH CHCTAB U € U3TOTBEH:
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32)

33)

34)

35)

36)

37)

38)

39)

a) 10 METOJI, CBhP3aH C MPOMHUIIUIEH MPOIIEC, KOMUTO BKIIOUBA OOCAUHSIBaHE
Ha JJOHOPCKHS MaTepualt; uin

0) upe3 mpoiiec, IpU KONTO ce M3BJIMYA AKTHUBHA ChCTaBKa OT BEUIECTBO OT
YOBEIIKM MPOU3XOJ WM BEIIECTBOTO OT YOBEUIKM MPOU3XOJ C€
TpaHcopmupa upe3 MpoMsHa Ha MPUCHIIUTE My CBOICTBA;

,»IJIaH 32 YIIpaBICHHE HAa PUCKA* 03HAYaBa MOAPOOHO OMMCAHUE HA CHCTEMaTa
3a yIpaBJIeHHE Ha PHCKa;

,»OLICHKa Ha pHUCKa 3a OKOJIHAaTa cpeaa’ o3HauaBa OLIEHKA Ha PHUCKOBETE 3a
OKOJIHATa Cpejla WJIM Ha PHUCKOBETE 3a OOIIECTBEHOTO 3/paBe, MOPOJEHU OT
0CBOOOXKIaBAaHETO Ha JIEKAPCTBEHUS MPOAYKT B OKOJTHATA Cpe/ia B pe3yJTaT Ha
HeroBata ymnorpeba M U3XBBpJSHE, U ONpeleNsHe Ha MEpKH 3a
IpEelOTBpaTsABaHE, OrpaHWYaBaHE U HaMalsBaHE Ha Te3M pHUCKOBE. 3a
JIEKapCTBEH NPOAYKT C aHTHUMHKPOOHO [EHCTBHE OIIEHKaTa Ha pHCKa 3a
OKOJIHAaTa cpefa oOXBallla ChIIO Taka aHaluM3 Ha PHUCKAa OT CEJEKTUpPaHa
AHTUMHUKpPOOHA pPE3UCTEHTHOCT B OKOJIHATa Cpelda, JAb/DKalla ce Ha
IIPOU3BOJICTBOTO, YIOTpeOaTa U U3XBBPIISTHETO HA TO3U JIEKAPCTBEH MPOIYKT;

»AHTUMHUKPOOHAa ~ PE3UCTEHTHOCT O3HayaBa CHOCOOHOCTTa Ha  JaJieH
MHUKpPOOPraHM3bM Jla OILEeNIsiBa MJM Ja C€ Pa3sMHOXKaBa IpU HaJIUYMETO Ha
AHTUMUKPOOHO CPEJICTBO B KOHLIEHTPALMsI, KOATO OOMKHOBEHO € JI0CTaThyHa
Jla MTHXUOMpa WK Ja youe TO3U MUKPOOPraHU3bM;

,»DHCKOBE, CBBpP3aHH C yNoTpeOaTa Ha JIEKapCTBEHHUS NPOAYKT,” O3HauaBa
BCEKHU PHUCK:

a) CBbp3aH C KadeCTBOTO, 0e30IMacHOCTTa  HIIH GQ)HKaCHOCTTa Ha
JICKApPCTBCHUA MPOAYKT IO OTHOIICHUEC HA 3IPAB€TO HA MAINMCHTUTEC U
Ha 06H.[CCTB€HOTO 3ApPaBE;

0) OT HexXelaHW NOCIEIUIM BBPXY OKOJIHATA Cpela, NMPEIU3BUKAHU OT
JIEKapCTBEHMSI IPOIYKT;

B)  OT HEXEJaHU MOCIEAUILIN BbPXY OOILIECTBEHOTO 3/IpaBe, IbJDKAIIN Ce Ha
OCBOOOKIAaBaHETO Ha JIGKAPCTBEHUS MPOAYKT B OKOIHATa Cpela,
BKJTFOYUTETHO aHTUMUKPOOHA PE3UCTEHTHOCT;

,OCHOBHAa JOKYMCHTAIIUA Ha aKTUBHO BeH_IGCTBO“ O3Ha4YaBa JOKYMCHT, KOMTO
ChbAbpiKa l'IO)IpO6HO OIMMMCAaHUC Ha MTPOU3BOJACTBCHHA IIPOLEC, KOHTPOJIA Ha
Ka4C€CTBOTO 1o BpEMC Ha MMPpOU3BOJACTBOTO u BaAJIMAUPAHCTO Ha
MMPONU3BOACTBCHUA TIpoHEC HU € H3TOTBEH B OTACJICH JOKYMCHT OT
MPOU3BOAUTCIIAL HA AKTUBHOTO BCIICCTBO,

LIJIAaH 32  [eAuaTpu4yHO  M3CleIBaHe  O3HayaBa  Iporpama  3a
Hay4YHOU3CJIEIOBATEICKA M Pa3BOMHU JEWHOCTH, KOSITO MMa 3a IeJ Ja ce
rapaHtupa, uye ca cbOpaHM HEOOXOAMMHTE JaHHU 3a ONpeJeNsHEe Ha
YCIIOBUSATA, PU KOUTO JAJICH JEKAPCTBEH MPOIYKT MOXKeE /1a Ob/Ie pa3peleH 3a
ynotpeba mpu Jie4eHre Cpel] IE€TCKOTO HACEIECHUE;

,,JIETCKO HaceleHHe o3HauaBa OHA3M YacT OT HAacCeJIE€HHETO, KOIATO € Ha
BB3pact oT 0 10 18 roannwu;

,»JICKAPCKO TMpeANrcaHne” O3HayaBa BCSIKO MPEANUCBaHE HA JIEKApPCTBEHU
MIPOJIYKTH OT CTpaHa Ha MPaBOCIIOCOOEH MPO(EeCHOHATUCT;
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40)

41)

42)

43)

44)

45)

46)

47)

48)

49)

50)

»3J10ynoTpeda ¢ JIeKapCTBEHHM TMPOAYKTH O3HAuaBa IMIOCTOSIHHA WU
eMM30IMYHa IpeHaMepeHa MpeKoMepHa ynorpeda Ha JeKapCTBEHH MPOTYKTH,
NpUIpYKeHa C BpeAHHU (PU3UUECKH UITH IICUXOJIOTUYECKH €PEeKTH;

,»CHOTHOIIIEHUE  TOJI3a/pUCK” O3HAuaBa OIEHKA Ha  MOJIOXKUTEITHHUTE
TEpaNeBTHYHU C(PEKTH Ha JICKAPCTBCHHUS TMPOJAYKT 110 OTHOIICHHE Ha
PHUCKOBETE, MOCOYCHH B TOUKa 35, OyKBa a);

,LIIPCACTABUTCII Ha IIPUTECKATCIIA Ha Ppa3pClICHUC 3a T”prOBI/IH“ O3Ha4daBa
JIMIECTO, OOMKHOBEHO H3BECTHO KaTO MECTEH npeaACTaBUTCII, KOCTO €
OommpeaAcIICHO OT IPUTECKATCIIA Ha Ppa3pCHICHUCTO 3a TbBProBUA Oda IO
MnpeacTassiBa B CbOTBETHATA AbprKaBa YJICHKA,

,»JINCTOBKA" 03HauaBa MH(pOpMaLUATA, [IpeJHa3HAYEHA 33 IOTPEOUTENS, KOSITO
IpUAPYkKaBa JIEKaPCTBEHUs IIPOAYKT;

,,BBHIITHA OITAKOBKA‘* 03HauaBa OMAKOBKAaTa, B KOSATO € IMOCTABEHA IIbpBUYHATA
OITaKOBKa;

»[TbpBUYHA OIIAKOBKA™ O3HAuaBa CbJ WM Jpyra (GopmMa Ha OINAaKOBKa B
HEINOCPE/ICTBEH KOHTAKT C JIEKAPCTBEHUS MPOIYKT;

,,CTI/IKGT“ O3Ha4dyaBa I/IH(I)OpMaL[I/ISITa BbpPXY II'bpBUYHATA OIIAKOBKa HJIN BBPXY
BBHIITHATa OIIaKOBKaA,

,,HAMMEHOBAaHUE Ha JICKAPCTBCHHS MPOIYKT  O3HaYaBa HAMMEHOBAaHUE, KOCTO
MOXKe Ja ObJe CBOOOTHO W30paHO, KOETO Jla HE MOXE Ja ce OOBbpKBa C
OOLIONPUETOTO HMME, WX OOIIONPHUETO MME WIM HAyYHO HaWMEHOBAaHHE,
MNPUAPYIKCHO OT THhProBCKaTa MapKa UK OT HAMMCHOBAHUCTO HaA IMMPUTCIKATCIIA
Ha pa3perIeHneTo 3a ThPrOBUs;

,,O0IIIOTIPHETO UME™ O3HAYaBa MEXKIYHAPOTHOTO HEMAaTEeHTHO HAMMEHOBAHUE,
npenopbyaHo oT CBeToBHATa 3/ApaBHA OpTaHU3alUg 33 JAJACHO AaKTHBHO
BEIIIECTBO;

,»KOHIIEHTpaIlUsl Ha JICKapCTBEHUS MPOAYKT O3Ha4yaBa CHABPKAHMETO Ha
AKTUBHM BCIIECTBA B ChCTaBa Ha JICKAPCTBEH TPOAYKT, H3PA3CHO
KOJIMUECTBEHO 3a J030Ba €IUHHIIA, €AUHHMIIA 00eM WIM eJUHHIlA Maca B
3aBHCHUMOCT OT JIeKapcTBeHaTa (hopma;

»hanmuduIupan JeKapcTBeH NMPOIYKT 03HauUaBa BCEKH JIEKAPCTBEH MPOAYKT,
P KOWTO ca MPeICTaBEH! HEBSIPHO:

a) HEroBaTa MACHTUYHOCT, BKIIIOYUTCIHO HETOBAaTa OIIAKOBKA M JAaHHH Ha
€TUKECTA, HCETOBOTO HAMMCHOBAHUC WM HETOBOTO CBHABPKAHUE 110
OTHOICHHUEC Ha KOATO WM OJa € OT HCTOBUTC CHCTABKHM, BKIOYHUTCIIHO
IIOMOIITHUTE BECIICCTBA, NJIW KOHOCHTPpAMUATA Ha TE3U CbCTABKH,

6) HETOBUAT U3TOYHUK, BKIIFOYUTCIIHO HCTOBUAT ITPOU3BOAUTCI, AbpiKaBaTa,
B KOATO € IMPOM3BCACH, AbpiKaBaTa Ha MPOU3XO0A HUIIM IMPUTCKATCIIAT Ha
Pa3pCICHUCTO 3a ThbPTOBUA C HCTO, UIINU

B) XPOHOJIOTHATA, BKJIIOUUTEIIHO 3allUCUTE W JOKYMEHTHUTE, CBBP3aHU C
M3MOI3BaHUTE KaHAIIM 33 JUCTPUOYIIHUS;

ToBa onpe/ielieHre He BKITIOYBA HEMPEAHAMEPEHH HEJIOCTATHIN TI0 OTHOIIICHHE
Ha KaueCTBOTO U HE 3acsAra HapylLICHUATA Ha [IpaBaTa BbPXY MHTEIEKTyalHaTa
COOCTBEHOCT;
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51) ,uM3BBHpeOHA CHTyalus B o0jacTra Ha OOIIECTBECHOTO 3JpaBe” O3HAUaBa
U3BBHpPEIHA CHUTyalMs B 00JlacTTa Ha OOIIECTBEHOTO 31paBe, NMpHU3HATa Ha
papaumero Ha Cplo3a oT crpaHa Ha Kowmucusara cwriacHo wieH 23,
naparpad 1 or Pernmament (EC) 2022/2371 na EBponeiickus mapiaMeHT u Ha
CoBeta®*:

52) ,,cy0OekT, KOWTO HE HU3BBHpPIIBA HMKOHOMHYECKA JECHHOCT O3HA4aBa BCSIKO
IOPUANYECKO WM (U3NYECKO JHUIE, KOETO HE H3BBPIIBA HKOHOMHYECKA
JEUHOCT U KOETO:

a)  HE e Npeanpusarue, HUTO € KOHTPOJIUPAHO OT NPEANpUITHE; U

0) He e CKIIUWIO CHOpa3yMEHUS C HHUKOE NPEANpUiTHEe OTHOCHO
CIIOHCOPCTBOTO WJIM YYacTHETO B pa3pabOTBaHETO Ha JIEKAPCTBEHUS
TIPOJYKT;

53) ,,MHKpO-, MaJIKH U CPEJHU HPEINPUITHS " 03HAYaBa MUKPO-, MAIIKU U CPEIAHU
HPEANPUATHS ChITIACHO omnpeaeneHusTa B wieH 2 ot [Ipenopska 2003/361/EC
na Komucusira®:

54) ,npomMsHa“ WM ,NpPOMSIHA B YCIOBHSTa Ha pa3pelicHHe 3a ThProBUs
03HA4aBa BCAKO U3MEHEHHUE Ha!

a)  CbIBbpKAHMETO HA JAHHUTE W JIOKYMEHTHTE, IIOCOYEHH B 4JIEH 6,
naparpad 2, wieHoBe 9—14 u uieH 62 or HacTosmaTa JUPEKTUBA U B
npwiokenne I u mpunoxkenue II kbM Hes, KakTo U B wWieH 6 OT
[mpepaborenust Pernament (EO) Ne 726/2004]; unu

0)  ycioBHATa Ha PELIEHUETO, C KOETO CE U3/aBa pa3pelIieHHe 3a ThProBUs C
JIEKapCTBEH MPOJYKT, BKJIIOYUTETHO KpaTKaTa XapaKTepUCTHKa Ha
IpoaAyKTa MW BCIKAKBU YCJIOBUSA, 3aABbJDKCHHUA WKW OTI'paHUYCHUA,
3acAraly pa3pelieHueTo 3a ThPrOBUS, UM MPOMEHHU B ChIbP)KaHUETO
Ha CTUKCTAa HWJIM Ha JIMCTOBKAaTa, CBBbP3aHU C INPOMCHU B KparKara
XapaKTepUCTHUKA Ha MPOJYKTa;

55) ,,mpoyuBaHe 3a 0€30MacHOCT cje[ IMoJydyaBaHe Ha paspeliecHue” O3HavaBa
BCSKO MPOYYBaHE, CBbP3aHO C pa3pelleH JeKapCTBEH MPOIYKT, MPOBEKIAHO C
IIeJT /1a C€ YCTAaHOBH, XapaKTEepPH3Upa HIIM ONPEAETH KOJINYECTBEHO PUCKBT I10
OTHOIIIEHHE Ha 0E30MacHOCTTa, J1a C€ MOTBBPAU NPOPHIBT Ha 0€30MaCHOCT Ha
JICKAPCTBCHUA HNPOAYKT WM Aa CC IMPCUHCHHU e(l)eKTI/IBHOCTTa Ha MCPKHUTC 3a
yIpaBlieHUE HA PHUCKa;

56) ,,cuctema 3a apMaKOJIOTHYHA OJUTEITHOCT  O3HAYAaBa CHCTEMA, M3ITOJI3BaHa OT
MPUTEXKATENsI Ha pa3pelieHueTo 3a THProBUS U OT ABPKABUTE UICHKH 32
HU3IIbJIHCHHUEC Ha 3aJa4uTC W OTrOBOPHOCTHUTEC, OMNPCACIICHHW B TIJiaBa IX, u
mpelHa3HayeHa 3a OCHIIECTBSIBaHE Ha HaONOJeHHe Ha 0e30MacHOCTTa Ha
pa3peleHUTe JIEKAPCTBEHU MPOAYKTU M 3a OTKPUBAHE HA BCAKA MPOMsHA B
CBBP3aHOTO C TAX CHOTHOIICHHE MOJI32/PUCK.

34

35

Pernament (EC) 2022/2371 na EBponeiickus napnamenT u Ha CpBera oT 23 HoemBpH 2022 T. OTHOCHO
CEpUO3HHUTE TPAaHCTPAHWYHM 3aIUIax¥ 3a 3[IpaBeTo W 3a oTMsiHa Ha Pemenme Ne 1082/2013/EC
(OB L 314, 6.12.2022 r., cTp. 26).

IIpenoppka Ha Komwucusara ot 6 maii 2003 I. OTHOCHO ONpPENEICHUETO 3a MHUKPO-, MAJIKH U CPEIHH
npeanpustus (OB L 124, 20.5.2003 r., ctp. 36).

65

BG



BG

(57)

58)

50)

60)

61)

62)

63)

64)

65)

66)

»OCHOBHA JIOKyMEHTallUsd Ha cucTeMmara 3a (papmMakojoruyHa OIUTEIHOCT
O3HauaBa MoAPoOHO OMKCAHKE HA cHCTeMaTa 3a (hapMaKoJIOTUYHA OJUTEITHOCT,
U3I10J13BaHa OT IPUTEXKATEJIs Ha pa3pellieHUETOo 3a ThProBUs 110 OTHOLIEHUE Ha
€/IMH WM TI0BEYE Pa3peIieH! JICKapCTBEHH MPOIYKTH;

»CUCTEMa 3a YIIpaBJIeHHE Ha pHCKa“ o3HauaBa HAOOp OT JACHHOCTH U
UHTEPBEHIIMKM 32 (apMakoIOTWYHA OJUTETHOCT, NpPEAHA3HAYCHH 32
YCTaHOBSABaHE, XapaKTepU3UWpaHe, NPENOTBpaTsABaHE WIM CBEXAAaHE [0
MUHUMYM Ha PHCKOBETE, CBBpP3aHU C JIEKAPCTBEH IMPOAYKT, BKIIOUHUTEIHO
OlleHKaTa Ha e()eKTUBHOCTTA Ha T€3U ACMHOCTH U WHTEPBEHIINH;

»HEXKEJIaHa JIEKapCTBEHA peakuus“ oO3HayaBa BCEKM HEONaronpusareH u
HENpeBUJIEH OTTOBOP KbM JIEKAPCTBEH IPOAYKT;

,,CCPHO3HA HCKCIIaHA JICKAPCTBCHA peaKHI/ISI“ O3Ha4daBa HE)KCJIaHa JICKapCTBCHA
peaKkuus, KOATO € CTaHalla IIpUYMHa 3a CMBPTCH H3XO0A, HCIIOCPCACTBCHA
OIMMaCHOCT 3a JKUBOTA, XOCHHUTAJIMU3alUsd WJIM YAbJDKABAHC CpOKa Ha
XOCIIMTaJIn3anus, TpaﬁHPI WJIM 3HAYUTCIIHU YBPCKIAaHUA WM MWHBAJIWIU3Al A,
HJIM BpOACHA aHOMaJius WK BPOJACH IIG(bCKT;

,,HCOUdKBaHa HCXKCJIaHa  JICKAPCTBCHA peaKI_II/IFI“ O3HadYaBa  HCXKCJIaHa
JICKApPCTBCHA pCaKIUd, YMHUTO XapPaAKTCP, TCKCCT HUIIU HU3XO0J HC CHOTBCTCTBAT
Ha KpaTKaTa XapaKTCpUCTUKA Ha IIPOAYKTA,

,»XOMEOIIaTUYEH JIEKAPCTBEH IPOAYKT O3HAadaBa JIEKapCTBEH MPOAYKT,
IIPUTOTBEH OT XOMEONATUYHU W3TOYHHLIM B CHOTBETCTBHE C XOMEOIATHMYHA
IIPOM3BOJICTBEHA IpolLeAypa, onucaHa B EBponelickara ¢apmaxonest, Uiy, npu
JUIICa Ha TakaBa, BbB (papMakonenTe, o(pUIIMATHO U3MO0JI3BaHU KbM MOMEHTA B
IbPKABUTE YJICHKU;

,»TPAJIULIMOHEH PACTUTENEH JICKapCTBEH MPOIYKT O3HayaBa pacTUTENIeH
JIEKapCTBEH MPOJYKT, KOWTO OTroBapsi Ha yCIOBHATA, ONPENeeH! B wieH 134,
naparpad 1,

,»DACTUTENIEH JIEKApCTBEH MNPOAYKT® O3HAayaBa JIEKAPCTBEH MPOJIYKT, KOWTO
ChABpXKAa KaTO AaKTUBHM CBCTAaBKM CaMO €IHO WJIM IIOBEYE PACTUTEIHHU
BEIIECTBa, WJIM €IWH WIM IOBEYE PACTUTEIHU IMpernapaTH, WIA €IHO WIH
MOBeYe TaKWBa PACTHTENHU BelIeCTBa B KOMOMHAIIMSA C €QUH WM TOBeue
pacTUTETHH MpenapaTu

,»PAaCTUTEIHO BELIECTBO* O3HauaBa BCHUYKH PACTEHHs, YacCTH OT paCTEHHS,
BOJIOpPACIH, T'bOH, JINIIEH, KOUTO Ca OCHOBHO IIEJIH, HO CHIO W HAYYNCHH WU
Haps3aHu, B HEOOpabOTEHO CHCTOSIHME, OOMKHOBEHO B HM3CYIIEH BHJ, HO
MOHSKOTa W TIPECHH; HSIKOW EKCyIaTH, KOUTO He ca OWIM TOJUIOKEHH Ha
cneurduyHa oOpabOTKa, CHIIO C€ OTHACAT KbM pPACTUTEIHUTE BEIIECTBA.
PactuTenHuTe BemecTBa ce ONMpeessaT MPerU3HO Ype3 M3MOI3BaHaTa YacT Ha
pacTeHHMeTO0 M OOTaHWYECKOTO HAWMEHOBAHUE CBIJIACHO OMHOMHHAJIHATA
cuctema (poi, BUJl, BApUETET U aBTOD);

,»PACTUTEITHH TIperapaTH’ 03Ha4aBa MpernapaTH, MOJIyYeHHU Ype3 TojjIaraHe Ha
pacTUTETHM BelecTBa Ha 00paboOTKa, KaTo eKCTPaKIUs, JeCTUJIAIus,
HU3CTHUCKBAHC, (I)paKI_II/IOHI/IpaHC, MMpCUUCTBAHC, KOHICHTpalu-d 501051
(depMeHTanus1, BKIIOYUTEITHO CTPUTH WIM Pa3NpallieHd PacTUTEIHU BEIIeCTBa,
TUHKTYPH, €KCTPAKTH, ETEPUYHHU Maclia, MOJy4YeHU 4pe3 MPEeCcOBaHE COKOBE H
npepaboOTEHU ECKYAaTH;
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67)

68)

69)

70)

,»ChOTBETCTBAIl TPAJWLMOHEH PACTUTENEH JIEKapCTBEH MPOAYKT® O3HauaBa
TpaJMLINOHEH PACTUTEIIEH JIEKAPCTBEH NPOAYKT, KOWTO ChABPKA €IHU U ChIIU
AKTUBHU BEILECTBA, HE3aBHUCHMO OT W3IMOJI3BAHUTE IIOMOIIHU BEIIECTBA,
IpeJHa3HayeH € 3a €JHa M Chlla WIM I[0oA0OHA IeJ, MMa pPaBHOCTOWHA
KOHIEHTpAIUsl U J03UPOBKA U € ChC ChIIUS WIHM NMOAOOEH MbT HA BBbBEXKIAHE
KaTo TPAaJULMOHHUS PACTUTENIEH JIEKapCTBEH MPOAYKT, 32 KOMTO ce IojaBa
3asIBJICHUE;

,»TBPrOBUS Ha €ApO C JIEKAPCTBEHH NPOJIYKTHU' O3HAUaBa BCUYKU JIEWHOCTH,
KOUTO C€ CBhCTOSAT B HabaBsHE, CbXpaHEHHWE, JOCTaBKa WM HW3HOC Ha
JCKapCTBEHH NPOAYKTH, HE3aBUCHMO Jalid C I[el Medajda Wi He, C
M3KJIIOYEHUE Ha JIOCTAaBSIHETO Ha JICKAPCTBEHU TMPOIYKTH Ha HACEIICHHETO.
Te3nm AEHHOCTH €€ OCBIIECTBABAT C MPOU3BOJUTEIIMUTE WIM C TEXHUTE
JENO3UTapH, C BHOCUTEINTE, C APYTH THPTOBLHU HA €IpOo WK C (hapMarleBTUTE
MW C JIMIATa, TPUTESXKABAIIM pa3pelieHue WIM HUMAIld TMPaBO Ja JOCTaBST
JIEKapCTBEHH MPOYKTH HAa HACEJIIEHUETO B ChOTBETHATA AbP)KaBa WICHKA.

,[IOCPETHUUECTBO B 00JIaCTTa HA JIEKAPCTBEHUTE MPOJIYKTU  03HaYaBa BCUYKU
JNeMHOCTH, CBBp3aHM C Mpojaxkdara MM 3aKylyBaHETO Ha JIEKapCTBEHU
OPOAYKTH, C H3KJIIOYEHHWE HA THPrOBHUSTA HAa €pO, KOUTO HE BKJIIOYBAT
(Gu3nuUecKo AbpKaHEe U KOUTO CE U3pa3siBaT B JOTOBApsIHE — HE3aBHCHUMO M OT
UMETO Ha JAPYTO IOPUINIECKO HIH (PU3HUECKO JIHIIE;

»3aIbIDKEHIE 3a W3BBPIIBaHE Ha OOIIECTBEHAa Yyciyra™“ o3HayaBa Ja ce
rapaHTupa HENPEKbCHATO HAJIMYUETO HA MOAXOIAIl AaCOPTHUMEHT OT
JIEKapCTBEHU NPOAYKTH, KOUTO OTIOBApPAT HA M3UCKBAHMATA HA KOHKpPETHA
reorpad)cka TEPUTOPHs, KAKTO U Ja CE€ OCHTYpsiBaT MCKAaHUTE JIOCTaBKH 3a
LsJ1aTa BIIPOCHA TEPUTOPHS B MHOT'O KPATKU CPOKOBE.

Ha Kowmwmcusta ce mpemoctaBs MpaBOMOIIMETO Ja MpHEMa JIeJCTHPaHU aKTOBE B
CHOTBETCTBHUE C wieH 215, 3a 1a BHAcs U3MEHEHUs B ompejeneHusiTa B maparpad 1,
touku 2—6, 8, 14, 16—31 ¢ oryieq Ha HAYYHO-TEXHUUYECKHUS HAMMPEIBK M KAaTO B3eMa
NpeIBU OIpeNeseHusITa, JOrOBOpeHH Ha paBHumero Ha Cpro3a W Ha
MEXTyHApOHO paBHHUIIE, 0€3 Jja pa3mupsiBa 00XBara Ha ONPEICICHHITA.

I'aasa |l

H3uckBaHus 3a 3asiBJICHHUS 32 HAIMOHAJIHU U HCHTPAJIU3UPAHHA

pa3pelieHus 3a TbProBus
PA3Ed 1

OBIIU PABIOPEIBN

Ynen 5

Paspemeﬂuﬂ 3a muvpcosus

JlekapcTBeH MNpPOAYKT ce IMyCKa Ha Ia3apa Ha JIbp)KaBa WIEHKa CamMO KOraTo e
W3/1aJICHO pa3pellieHNe 3a ThProBUs OT KOMIIETEHTHUTE OPraHH HA IbpKaBa YJeHKA B
croTBeTCTBUE ¢ ri1aBa Il (,,HanroHamHO pa3pelieHne 3a THPTOBHS‘) WIH € U3/IaJICHO
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paspenieHue 3a TBProBUS B CHOTBETCTBHE C [mpepaborenus Permament (EO)
Ne 726/2004] (,,uieHTpaIM3UpaHO pa3pelIeHre 32 ThPrOBHS ‘).

Koraro e m3mazgeHo mbpBOHAYAHO pa3pelICHUE 3a THPTOBHS B CHOTBETCTBHE C
naparpag 1, 3a Bcska HOBOCT TMpH JIGKAPCTBEHUS MPOIYKT, OOXBaHAT OT
pa3pemeHneTo, KaTo JONBIHUTEIHH TEPaNeBTHYHM IIOKa3aHUs, KOHIEHTPAIUH,
JeKapcTBeHH (OpPMH, IMBTHINA HA BbBEXJIaHE, (OpPMHU Ha MpEICTaBsHE, KAKTO U 3a
BCSIKAKBU IIPOMEHH B Pa3pelICHUETO 33 THPrOBHS, CHIIO CE M3JaBa pa3pelIcHHE B
ChOTBETCTBUE C maparpad 1 uiam Te ce BKIIIOYBAT B IbPBOHAYATHOTO pa3pelieHue 3a
THProBHs. BcHUkn Te3u paspemieHns 3a ThproBUsl C€ CUUTAT 3a MPUHAUICKAIIN KbM
€IHO M CBIIO OO0 pa3pelIeHHe 3a THProBUs, MO-CIELUATHO 3a LEJIUTE Ha
3asBJIICHUSTA 33 PA3pPEIICHUS 33 THPrOBHs CBITACHO WieHOBE 9—12, BKIIOYHUTEITHO
II0 OTHOIIEHHE Ha M3TUYAHETO HA CPOKAa Ha PEryjlaTOpHA 3alllUTa Ha JAHHUTE 3a
3asIBJICHUSI, TIPH KOUTO CE€ M3II0JI3Ba peEePEHTEH JIEKapCTBEH MPOIYKT.

Ynen 6
Obwu u3UCK8AHUS 3a 3AAGIEHUSMA 30 PA3PEUEHUS 3d MbP2OBUSL

3a J1a ce MOoJyuu pa3pelieHue 3a ThProBUsl, 10 CbOTBETHHS KOMIIETEHTEH OpraH ce
MoJilaBa ENIEKTPOHHO 3asBJICHHE 3a pas3pelieHue 3a THProBus B 001 Qopmar.
AreHnusTa npeaocTans To3u Gopmar ciies] KOHCYJITAlUs C IbPKaBUTE YICHKH.

3asBJICHHETO 3a Pa3pelleHUE 3a THProBUS BKIIIOYBA JAHHUTE U JOKYMEHTALUATa,
n30pOeHH B IPUJIOKEHUE |, KOUTO ce MpeACTaBsT B CbOTBETCTBUE ¢ IpuiioxkeHue |l

JlokymeHTuTe M uHpOpMauuATa 3a pe3yiaTaTuTe OT (apMaleBTUYHUTE U
HEKJIMHUYHUTE TECTOBE U OT KIMHUYHHUTE U3CJEIBAHUS, IOCOUEHHU B MpuiioxkeHue |,
ce MpuapyXaBaT OT MOAPOOHM 0000LIeHHs B CBHOTBETCTBME C 4YjeH 7 U OT
MOJIKpEIsL He0OpabOTEeH! TaHHU.

Cucremara 3a YHOpaBJICHUEC Ha PHUCKaA, ITIOCOYCHA B ITPUIIOKCHUC I, € IIpoIopuuoHaIHa
Ha YCTAHOBCHHUTC W MOTCHHUAIHUTC PUCKOBE OT JICKAPCTBCHUA IPOAYKT KW HaA
HGO6XOI[I/IMOCTTa OT JaHHM 3a 0e30IacHOCTTa CJICH ITOJIYUaBaHC Ha pa3pCHICHUC.

3asBICHUETO 3a pa3pelIeHHe 3a THPrOBHs 3a JICKAPCTBEH IMPOAYKT, KOWTO HE €
pazpemieH B Chro3a KbM MOMEHTA Ha BIIM3aHE B CHJIa Ha HACTOSIATa IUPEKTUBA, U
32 HOBH TEPAICBTHYHU TIOKA3aHUs, BKIIOYUTEIHO TECIUATPUYHU TIOKa3aHUs, HOBH
JeKapcTBeHH (OpMH, HOBU KOHIICHTpAIlMM W HOBM NBTHUINA Ha BBBEXKIAHE Ha
pa3pelieHd JIGKApCTBEHU TIPOJYKTH, KOWTO ca 3allUTEeHH CbC cepTudukar 3a
JONIBJIHUTENHA 3akpwia cbkriacHo [Permament (EO) Ne 469/2009 — CII, mons,
3aMeHeTe TpernparkaTa ¢ HOBUS WHCTPYMEHT, KOraTo ObJie TPHET| WM C TATeHT,
KOHTO OTroBaps Ha YCIOBHTA 3a M3/1aBaHe Ha cepTU(UKAT 3a JOMBIHUTEIHA
3aKpuIIa, BKIIFOUBA €THO OT CIICAHUTE:

a)  pe3yJTaTHTe OT BCHUYKU IPOBEIEHH M3CIEIBAHUS M MOJIPOOHOCTH 3a IislaTa
uH(popMalus, cprOpaHa B CHOTBETCTBUE C OJOOpEH IUIaH 3a MEAUaTPUYHO
U3CIIE/IBaHE;

0) pemeHne Ha ATEHIUATA, C KOETO CE€ TMPEAOCTaBsi OCBOOOXKIaBaHE Ha
KOHKpPETeH NPOAYKT ChIUIacHO uieH 75, maparpad 1 ot [mpepaboreHus
Pernament (EO) Ne 726/2004];

B)  pelieHHe Ha ATEHIUATa, ¢ KOETO C€ MPEeNoCTaBsi OCBOOOXKIaBaHE Ha Kiac
JIEKapCTBEHH TMPOAYKTH CBIVIACHO WieH 75, maparpad 2 ot [mpepaboTeHus
Pernmament (EO) Ne 726/2004];
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)  pelieHre Ha ATEHIHATA, C KOETO C€ MPEJOCTaBsi OTCPOYKa ChINIACHO WieH 81
ot [mpepabotenus Pernament (EO) Ne 726/2004];

1)  peuieHHe Ha ATeHIMsTa, B3eTO ciell KoHcynTtanus ¢ Komwucusara chriacHo
yiieH 83 ot [mpepaborenuss Permament (EO) Ne 726/2004], 3a BpemeHHa
Jieporais OT pasnopendara, mocoueHa B OyKBH a)—T) MMO-TOpe, B CIy4yal Ha
W3BBHPEHU CUTYalluu B 00J1acTTa Ha 3PaBETO.

JlokyMeHTuTe, NpEeACTaBeHU ChIIacHO OyKBHM a)—T) , TOKpUBAT KyMYJIATUBHO
BCUYKH MOJTPYIHU HA JETCKOTO HACEIEHUE.

Pasnopen6ute Ha maparpadg 5 He ce mpuiarar 3a JIGKAPCTBEHH MPOIYKTH,
paspemieHu chriaacHo uieHose 9, 11, 13, umenoBe 125—141, u 3a nekapcTBeHU
MPOAYKTH, pa3pelieHu cbhriiacHo wieHoBe 10 m 12, KOMTO HE ca 3alUTEHH ChC
cepTUdHKAT 3a TOMBJIHUTENIHA 3aKpuia chriaacHo [Permament (EO) Ne 469/2009 —
CII, mons1, 3aMeHeTe mpernparkaTa ¢ HOBUSI HHCTPYMEHT, KOrato Ob/ie MpUeT|, HUTO ¢
MaTeHT, KOWTO OTroBapsi Ha YyCJIOBHATa 3a U3JaBaHE Ha cepTUdUKAT 3a
JOMBJIHUTENHA 3aKpHIIa.

3asgBUTENAT HA pa3pelIeHHe 3a THhProBUs JOKa3Ba, Y€ MPU BCHUYKU H3CIICIBAHUS
BBPXY JKUBOTHH, NPOBEJICHU B MOJKpEIa Ha 3asBICHUETO, € MPUIOKEH MPUHIUIBT
Ha 3aMeCTBaHe, HaMaJsIBAaHE W OOJICKYaBaHE HA W3MHTBAHUATA BHPXY JKUBOTHH 3a
Hay4HU 11enu B cboTBeTcTBUE ¢ JJupexTtna 2010/63/EC.

3agBUTEIAT HA PaspCICHUC 3a TbPIroBUA HEC IIPOBECIKAA UBIUTBAHUA BbPXY KMUBOTHH,
adKO Ca HaJIMIEC 3aJ0BOJIUTCIIHU OT HAy4YHa TJICAHA TOYKAa METOAU 3a U3IUTBAHC 0e3
H3II0JI3BaHC Ha JKMBOTHH.

Ynen 1
Excnepmua nposepka

3asBUTENAT Ha pa3pelleHre 3a ThProBUs TapaHTUpPA, Y€ MOAPOOHUTE 000O0IIEHuS,
MOoCOYeHH B wWieH 6, maparpad 3, ca HW3TOTBEHM W TOIIHMCAHU OT EKCHEPTH C
HeoOXo/uMaTa TeXHHYecKa WM MpodecroHalHa KBanudukauus, npead aa obaaT
IpEJICTAaBEH! Ha KOMIIETEHTHHUTE OpraHu. TexHHuYeckaTta WM NpodecroHaIHaTa
KBaJM(UKAIMA Ha eKCIIEPTUTE Ce ONUCBA B KpaTKka aBToOuorpadus.

Excneprure, mocouenu B maparpad 1, oOOCHOBaBaT H3MOI3BAaHETO Ha Hay4yHa
JUTEepaTypa CBbIVIACHO WieH 13 B CHOTBETCTBHE C H3MCKBAHUATA, YCTAHOBEHU B
npuioxenue |1

Ynen 8

Jlexapcmeenu npoodykmu, npouszsedenu uzev Cvioza

I[’Bp)i(aBI/ITC WICHKHN B3E€MAT BCUYKU MOAXOASAIIN MCPKH, 3a 1d OCUTYPAT:

a)

0)

TEXHUTE KOMIIETEHTHHM OpraHd [Ja [pOBEpSABAT Jadd MPOU3BOJUTEIUTE U
BHOCUTEIIUTE HA JIEKapCTBEHU MPOAYKTH, HIBAIIM OT TPETH IbP:KABU, Ca B
CBCTOSIHUE J1a M3BBPIIBAT IMPOU3BOJCTBO B CHbOTBETCTBUE C JJAHHUTE, IIPETOCTABEHH
CBIVIACHO INIPWIOXKEHHUE I, MM na ynpakHsaBaT KOHTPOJ CBIJIACHO METOIUTE,
OINKCaHM B JJAHHUTE, IPUAPY’KaBaIlU 3asBJICHUETO B CbOTBETCTBHUE € MPUIIOKEHUE |;

KOMIICTCHTHUTC OpraHd Ha [ObpPKABUTC YICHKHW MOraT Ja pas3peliar Ha
IMPOU3BOAUTCIIUTE U HA BHOCUTCIIUTE HaA JICKAPCTBCHU MPOAYKTH, UABAIIU OT TPCTHU
ABpiKaBH, B OIpaBAaHU CIIydad [ad Bb3JaraT Ha TPCTH JIUIA ONPCACIICHU CTAIlll Ha
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MPOU3BOJICTBOTO WMJIM OMpENETICHHU JCHCTBHS MO KOHTPOJ, MOCOYEHH B OyKBa a); B
TaKMBa Cllydau MPOBEPKUTE HA KOMIIETEHTHUTE OPraHu C€ H3BBPIIBAT CHIIO B
OTIPEIeNIEHOTO PEIIPUSITHE.

PA3JET 2

CHNENU®UYHA U3UCKBAHMS 3A 3ASIBJIEHUSA 3A PASPEIIIEHUE 3A THPTOBUS

IO CbKPATEHATA ITPOLEAYPA

Ynen 9
3asenenus, omuacsawu ce 00 2eHepUYHU JIeKAPCMBEEHU NPOOYKMU

Upes neporaius ot wieH 6, maparpad 2 ot 3asBUTEINA HAa pa3pelIeHue 3a ThPTOBUS C
TeHEpUYEH JIEKApCTBEH IMPOJYKT HE CE€ M3UCKBA Jla MPEJOCTaBs Ha KOMIIETEHTHUTE
OpraHu pe3yJTaTUTE OT HEKJIMHUYHUTE TECTOBE U OT KIMHUYHUTE U3CIEABAHUSA, AKO
€ JI0Ka3aHa €KBHMBAJICHTHOCT HA TEHEPUYHHS JEKApCTBEH HMPOAYKT C pedepeHTHUs
JIEKApCTBEH MPOAYKT.

C men nmoka3BaHe Ha EKBHMBAJIEGHTHOCTTA, IOcodeHa B maparpad 1, 3asBUTENAT
NpefcTaBd Ha KOMIIETEHTHUTE OpraHd U3CIEBaHMS 3a EKBUBAJEHTHOCT WM
00OCHOBKA 3alll0 HE ca IIPOBEJCHU TaKUBa U3CIEIBAHUA U JJOKAa3Ba, Y€ FCHEPUUHUAT
JEKapCTBEH NPOAYKT OTroBapss Ha OTHOCUMHTE KPUTEPUHU, OINPEAEICHU B
CHOTBETHUTE MOJPOOHHU HACOKHU.

[Taparpadg 1 ce npunara u ako pedepeHTHUAT JEKapCTBEH MPOAYKT He € Oui
paspellieH B IbprkaBaTa WIEHKA, B KOATO € MOJaJIEHO 3asBJIEHUETO 33 T€HEPUUHUS
JIeKapCTBEH MPOAYKT. B TakbB cityuail 3aBUTENAT MOCOYBA B 3asBJICHUETO UMETO Ha
IbpXKaBaTa WIEHKA, B KOATO € pa3pelleH Wiu € 0wl pasperieH peepeHTHUST
JekapcTBeH NpoAyKT. [1o nckaHe Ha KOMIIETEHTHUS OpraH Ha Ibp)KaBaTa YIEHKa, B
KOSITO € TMOJJa/ICHO 3asBJIEHUETO, KOMIIETEHTHUST OpraH Ha Jpyrara JbpxaBa 4JeHKa
u3Mpana B CPOK J0 €IUH Mecel] MOTBbpXKJICHHE, Y€ pedepeHTHHT JEeKapCTBEH
IPOAYKT € Pa3pelIeH UK € OUJl pa3pelleH, 3aeIHO C HETOBHS ITBJIEH ChCTAB M aKO €
HE00X0/IMMO, C BCAKa JJpyra OTHOCUMa JJOKYMEHTALIUs.

Paznuunute nepopanHu nexkapcTBeHM (opMHu C He3a0aBHO OCBOOOXKJaBaHE ce
CUMTAT 3a €IHa U ChIIla JIEKapcTBEeHa Gopma.

Paznmuunute comu, ectepu, €Tepu, M30MEpPH, CMECH Ha HM30MEPH, KOMIUICKCH WIIH
MPOU3BOJHU HA aKTMBHO BEIIECTBO CE€ CUMUTAT 3a €JHO M ChIO aKTHMBHO BEIIECTBO,
OCBEH aKO HE C€ pa3nyaBaT 3HAYUTEIIHO IO CBOWUTE CBOWCTBA, CBBP3aHU C
Oe3omacHOCTTa WM epuKacHOCTTa. B TakuBa cilydan 3asBUTENSAT TMPEACTaBA
JTOTBJIHATENTHA WH(}OpMAIUs, 3a J1a JOKaXe, Y€ pPa3IudHUTE COJU, €CTEPH, €TEpH,
M30MEpH, CMECH OT U30MEPH, KOMIUIEKCH WJIM MPOU3BOAHU HAa aKTUBHO BEIIECTBO HE
ce pa3MYaBaT 3HAYUTEITHO 110 OTHOIIICHUE Ha T€3U CBOMCTBA.

Koraro nma 3HaunTeNHA pa3iuKa B CBOWCTBATa, MOCOUEHHU B maparpad 4, 3asBUTEISIT
MpeACTaBs JOMBIHUTENHA WH(OpMalus, 3a Ja JoKaxe Oe30MacHOCTTa WIH
e(UKACHOCTTa Ha Pa3NIUYHUTE COJHU, €CTEPU, €TePU, U30MEPH, CMECH OT H30MEpH,
KOMIUIEKCH WJTH TPOW3BOJAHM Ha Pa3pelIeHOTO aKTHBHO BEIISCTBO HAa pedepeHTHHS
JIeKapCTBEH MPOAYKT, B 3asiBlIeHHE chriaacHo wieH 10.
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Ynen 10
3asenenus, omuacsawu ce 00 XUOPUOHU IeKaAPCMEeHU NPOOYKMU

B ciyuaii ue siekapCcTBEHUAT NPOAYKT HE IMOMaaa B 00XBaTa Ha ONPEIeICHUETO 32 TeHEpUIeH
JIEKapCTBEH MPOAYKT MM MMa IMPOMEHH B KOHLIEHTpAIHATA, JIEKapCcTBEHaTa popma, BT Ha
BBBEXK/IAHE WIM TEPANeBTUYHUTE IOKa3aHHs B CpPaBHEHHE C peQEepeHTHHs JIeKapCTBEH
IPOAYKT, PE3yJNTAaTUTE OT MOAXOAIINTE HEKIMHUYHU TECTOBE WJIM KIMHUYHH HM3CIICABAHUS
Ce IMPEAOCTaBAT Ha KOMIIETEHTHUTE OPTaHH, TOKOJIKOTO TOBa € He0OX0IMMO, 3a J1a CEe U3rpaau
Hay4yHa BpB3Ka C JAHHUTE, HAa KOMUTO CE€ OCHOBaBa pa3peIICHHETO 3a TBProOBHUs 3a
pedepeHTHHST JIEKapCTBEH MPOAYKT, M Ja Ce JOKaxke MNpoQMIbT Ha O€30macHOCT H
e(pUKaCHOCT Ha XUOPUAHHUS JIEKAPCTBEH MPOIYKT.

Ynen 11
3asenenus, omuacsawu ce 00 OUONOOOOHU TeKAPCMEeHU NPOOYKIMU

3a OHOJIOTMYEH JICKapCTBEH MPOAYKT, KOHTO € MojoOeH Ha pedepeHTeH OMOIIOrnYeH
JIEKapCTBEH MPOAYKT (,,0MOM0I00€H JeKapCTBEH HPOAYKT ), HA KOMIIETEHTHUTE OpPraHM Ce
IPEJIOCTABAT PE3YJITATHTE OT MOIXOMSAIIN TECTOBE M M3CIEABAHUS 32 CPABHUMOCT. BUIbT 1
KOJIMYECTBOTO HA JOIBIHUTEIHUTE JaHHHW, KOUTO TPsSOBa Ja ce MPEAOCTaBAT, TpsOBa na
OTroBapsT Ha CHOTBETHUTE KPUTEPHUH, IIOCOUYEHH B Hpuioxkenue |, u Ha cBbp3aHuTE C TIX
noapoOHu Hacoku. He ce mpemocTaBAT pe3ynraTuTe OT APYTH TECTOBE M M3CIEABAHUS OT
JIOCHETO Ha peepeHTHHUS JICKapCTBEH MPOIYKT.

Ynen 12
3anenenus, omnacauwu ce 00 6UOXUOPUOHU TIeKapCMEeHU NPOOYKmMu

B ciyuvaii Ha Onoromo0eH iekapcTBEH MPOIYKT, MPH KOWTO MMa MPOMEHH B KOHIICHTPALIUSATA,
JekapcTBeHara Gopma, IbTs Ha BbBEXKJIAHE MM TEPANeBTUUHUTE MOKa3aHHUs B CPaBHEHHE C
pedepeHTHHs OMOJIOTUYEH JIEKApCTBEH MPOAYKT (,,0MOXMOpUIEH JIEKapCTBEH MPOIYKT ), Ha
KOMIIETEHTHUTE OpTaHU C€ MPEIOCTABAT pe3yJNTaTUTE OT MOJIXOASIIN HEKIMHUYHU TECTOBE
WIM KIMHUYHU WM3CJIEJBaHUsA, JTOKOJKOTO TOBa € HEOOXOIMMO, 3a J1a Ce M3rpaau HaydHa
Bpb3Ka C JaHHUTE, HA KOUTO C€ OCHOBaBa Pa3pelICHUETO 3a THProBUS 3a pedepeHTHHUs
OMOJIOTMYEH JIEKAPCTBEH MPOAYKT, M Ja ce JoKaxe npoPmrbT Ha OE30MacHOCT WU
e(pUKaCHOCT Ha OMOMOAOOHNUS JIEKAPCTBEH MPOIYKT.

Ynen 13
3asenenus, ocnoeanu Ha 6UOIUOSPAGCKU OAHHU

B ciydaii ye 3a akTHBHOTO BEIIECTBO HAa ChOTBETHHS JIEKAPCTBEH MPOAYKT HE € pa3pelieH
WK He e Oun paspeuieH pedepeHTeH JeKapcTBEH MPOIYKT, Ype3 JAeporanus OT 4JjieH 6,
naparpad 2 oT 3asgBHUTENS HE C€ M3MCKBA Ja MPECTaBsl pe3yJITaTUTE OT HEKJIMHUYHU TECTOBE
WIM KIMHWUYHU H3CIEABaHUS, aKO MOXKE Ja JIOKaXe, Y€ AaKTUBHUTE BEIIECTBA Ha
JIEKapCTBEHUsI MPOAYKT ca Omin ¢ 1o0pe ycTaHOBeHa MEAMIIMHCKA YIoTpeda B paMKUTE Ha
Cp103a 3a chlllaTa TeparneBTUYHA yrnoTpeda U ChC CHIIUA BT HA BbBEXKIAHE B MPOIBIDKECHHUE
Ha TIOHE JIeCeT TOAMHHU, C MpHU3HATa €(PUKACHOCT U MPHUEMIIMBO PaBHHILE Ha OE30MacHOCT
CBIVIACHO YCIIOBUATA, IIOCOYEHHU B IIpriioxkenue II. B TakbB citydail pesysraTure OT TECTOBE U
W3CIICJIBAHMS C€ 3aMEHAT C MOAXosmu Oubnamorpadcku maHHU moJ (GopMara Ha HaydHA
JaUTepaTypa.
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Ynen 14
3aaenenus, ocHosanu Ha cvaracue

Crnen u3gaBaHeTO Ha pa3pelleHUe 3a ThProBUS MPUTEKATENIAT My MOKE J1a Pa3pellu ¢ MUCMO
3a IOCTHI M3MOJI3BAHETO Ha IsIaTa JTOKyMEHTAIMs, TocoueHa B wieH 6, maparpad 2, ¢ ornen
pas3riexaHeTo Ha MOCIEIBAIIM 3asBICHHS, OTHACSIIU C€ A0 APYTH JIEKaPCTBEHHU MPOIYKTU
ChC ChILMSA Ka4€CTBEH M KOJMYECTBEH CHCTaB MO OTHOIICHHE HA aKTUBHUTE BEIIECTBA U ChC
chlllaTa JiekapcTBeHa GopmMa.

PA3JET 3

CHNENU®UYHA U3NCKBAHMS 3A 3ASIBJIEHUA 3A OIPEJAEJEHUA KATETOPUM
JIEKAPCTBEHU IMPOAYKTHU

Ynen 15

Jlexapcmeen npodykm ¢ ¢uxcupana 00306a KOMOUHAYUSL, MEXHOIO02UU HA NAAMPOPMA U
MYIMUIEeKapCmeeHu oOnaKo8Ku

1. Koraro ToBa € 00OCHOBaHO 3a TEpalneBTHYHHU IEJIM, MOXE Ja ObJe H3IaIEHO
pa3pelieHue 3a ThProBUs C JIEKAPCTBEH MNPOAYKT ¢ PUKCHpaHa 1030Ba KOMOUHAIHS.

2. KoraTo ToBa € 000CHOBaHO 3a TEPANEBTUYHH EIH, TPU U3BBHPEIHU OOCTOSTEIICTBA
Mo3ke J1a Obe U3aJIeHO pa3pellieHre 3a ThProBUsl C JIEKaPCTBEH MPOIYKT, ChCTOSII
ce OT (UKCHpaH KOMIIOHEHT M IPOMEHJIMB KOMIIOHEHT, KOHTO € OIpe/ieicH
IpeBapuTeNHO, 3a Ja Ce aTaKyBaT IEeJeHAacOueHO, KOoraro € Ieiaecho0pasHo,
pa3IUYHM BapUaHTH Ha WMH(QEKIMO3E€H areHT WM, Koraro € HeoOXoAuMo, Jia ce
NPUCIIOCOOU JIEKAPCTBEHUAT MPOAYKT KbM XapaKTEPUCTUKUTE HA OTJEJEH MallMeHT
WM Irpyna MalueHTy (,,TeXHOJIOTus Ha miaTdopma‘).

38.}IBI/ITCJ'I, KOMTO BB3HAMCEPABA Na MMOAAAC 3asBJICHUC 3a PA3pCUHICHUC 34 ThbPIrOBU: 3a
TaKbB JICKAPCTBCH MPOAYKT, HNPCABAPHUTCIHO HCKAa CbIIACUE OT CBHOTBECTHUA
KOMIICTCHTCH OpraH 3a NIOAAaBaAHCTO HA TaAKOBa 3asBJICHHUC.

3. Korato ToBa € 00OCHOBaHO OT NPUYMHU B MHTEpPEC Ha OOIIECTBEHOTO 37paBe, U
KOTraTo aKTUBHHUTE BeIleCTBA HE Morar jaa ObJaT KOMOWHUpPAaHU B JIEKapCTBEH
HOPOAYKT ¢ (pUKcHpaHa J1030Ba KOMOMHAIMS, IPU U3BBHPEIHU OOCTOSITEIICTBA MOXKE
na ObJie U3/1aJIeHO pa3pelieHe 3a ThPrOBUs ¢ MYJITHIIEKapCTBEHA OMaKOBKa.

3asBHTEN, KONTO Bh3HAMEPsIBa J1a TI0/1a/1e 3asIBIICHUE 32 pa3penieHue 3a ThProBus 3a
TaKbB JICKAPCTBEH IMPOAYKT, NPEABAPUTEIHO KCKAa ChIJIACHE OT CBHOTBETHUS
KOMIIETCHTEH OpraH 3a I0/IaBaHeTO Ha TAKOBA 3asiBIICHHE.

Ynen 16
Paouoghapmayesmuyu

1. Pa3pemienrie 3a THProBus ce M3MCKBA 32 PATUOHYKIUIHH T€HEPATOPH, KUTOBE W
PaIMOHYKIMIHA TPEKYPCOPH, OCBEH aKO TE€ HE C€ M3IMO0J3BaT KaTro W3XOJeH
MaTepuai, aKTUBHO BEIIECTBO WJIM MEXIWHEH MPOIYKT Ha pamauodapMarieBTUIH,
00XBaHATH OT pa3peIICHHE 3a ThPTOBUS ChITIACHO WjieH 5, maparpad 1.

2. He ce wu3uckBa paspemieHue 3a THProBus 3a paauodapManeBTHK, H3TOTBEH B
MOMEHTA Ha ynoTpedara My OT JIMLIE WIK UHCTUTYLUS, KOUTO CIIOPE] HAl[MOHAIHOTO
3aKOHOJIATEJICTBO Ca OINPABOMOIICHM Jla W3ION3BAaT TaKbB paguopapMaieBTHK B
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0JI00peHO JIeueOHO 3aBeJCHHWEe, CaMO OT Pa3pelieHd pPaIHMOHYKIUIHU T€HEPaTOpH,
KATOBE WJIM PATUOHYKIWIAHA TPEKypCcoOpd CHOOPA3HO HMHCTPYKIUHUTE Ha
IPOU3BOTUTEIIS.

Ynen 17
Anmumukpoonu cpeocmesa

Koraro 3asBieHueTo 3a paspeliCcHUC 3a TbProBusA CC€ OTHACA OO0 aHTI/IMI/IKp06HO
CpE€ACTBO, B AOIBJIHCHHE KbM I/IH(i)OpMaHI/IHTa, IIOCOY€HA B YJICH 6, B HEro c¢€
CbAbpiKa CICAHOTO:

a) IUIaH 3a YIpaBJieHHE Ha yrnoTrpebaTa Ha AaHTUMUKPOOHHM CpPEICTBA, KAKTO €
IIOCOYEHO B IpujioxkeHue ;

06) omnucaHMe Ha CIIELUAIHUTE W3UCKBAaHUA 110 OTHOIIEHHWE Ha HH(pOpMAIUATA,
onucaHu B WwieH 69 n n30poeHu B npuioxxeHue |.

KomnereHTHHAT Opran MOXKC Ja HaAJO0XHKW 3aAbJDKCHHA Ha IPUTCIKATCIII Ha
PaspClICHUECTO 3a THProBUA, aKO YCTAaHOBHU, Y€ MCPKHUTC 3a HaMaJIIBAHC Ha PUCKA,
CbAbpiKallKu CC B IlJIaHA 3a YIIPABJIICHUC Ha yHOTpe6aTa Ha aHTI/IMI/IKpO6HI/I CpeacTBa,
Ca HC3aJOBOJIUTCIIHHA.

[TputexxaTenar Ha pa3pelIeHHEeTO 3a THPrOBUS TapaHTHpa, uYe pa3MepbT Ha
OIIAKOBKAaTa Ha aHTUMUKPOOHOTO CPEJICTBO CHOTBETCTBA Ha oOMYaiiHaTa JO3UpPOBKa
U Ha oOnyaifHaTa MPOIBIKUTEIIHOCT Ha JICUEHUETO.

Ynen 18
Lsanocmuu kombunayuu om iexapcmeenu npoOyKmu U MEOUYUHCKU U30eUsL

3a IUIOCTHM KOMOMHALIMKM OT JIEKapCTBEH MPOAYKT M MEIULUHCKO H3JeHe
3asgBUTENAT HA pa3pelleHue 3a ThbProBus MpeAcTaBs JaHHHU, JOKa3Bally Oe3onacHaTa
u epeKkTUBHAa ynoTrpeba Ha LAJIOCTHATA KOMOMHAILMS OT JIEKApPCTBEH HPOAYKT U
MEJULUHCKO U3JEIHE.

B pamkuTe Ha olleHKaTa Ha IUIOCTHaTa KOMOMHALUS OT JIEKApCTBEH MPOAYKT U
MEAMIMHCKO H3JIE€JINE B CHOTBETCTBUE C WIEH 29 KOMIIETEHTHUTE OPIaHU OLICHSBAT
CHOTHOILIEHUETO TOJI3a/PUCK HA ISUIOCTHATa KOMOMHALIMA OT JIEKAPCTBEH MPOAYKT U
MEIMIMHCKO M3/IeNMe, KaTro B3eMaT NpeABH] YMECTHOCTTa Ha yrnoTpebata Ha
JIEKapCTBEHMS IPOAYKT 3a€IHO ¢ MEIULIMHCKOTO U3JIEIHE.

OtHocumuTe OOIIM H3MCKBaHUS 3a O€30MaCHOCT W JCWCTBUE, YCTAaHOBEHHU B
npunoxkenue I xpm Pernament (EC) 2017/745, ce mpuiarar mo OTHOLIEHHE Ha
0e30MacHOCTTa W JEMCTBMETO Ha MEIUIMHCKOTO H3JIeNIhe, KOETO € YacT OT
IS7I0CTHATa KOMOMHAIUS OT JIEKAPCTBEH NPOAYKT U MEAUIIMHCKO U3/IENHE.

3asBICHUETO 3a pa3pelleHre 32 ThProBHs 3a ISUIOCTHA KOMOMHAIUS OT JIEKapCTBEH
MNPOAYKT U MCIUIWHCKO HU3JCIHNEC BKIIIOYBA JOKYMCHTUTE CBITIACHO IMPUIIOXKCHUC “,
yIOCTOBEPsIBaIll CHOTBETCTBUETO HA MEJUIIMHCKOTO HM3/EIHE C OOLIUTE N3UCKBAHUS
3a 0e30IacHOCT M JEWCTBHE, MOCOYEHH B maparpad 2, BKIOYHTEIHO, KOraTo €
YMCECTHO, AOKJIaA 3a OLICHKA Ha CbOTBCTCTBUCTO OT HOTI/I(bI/ILII/IpaH oprax.

[Tpu oreHkaTa Ha CHOTBETHATA I[UIOCTHA KOMOWHAITUS OT JICKAPCTBEH MPOIYKT H
MEAMIIMHCKO U3/IENINe KOMIICTCHTHUTE OpPTraHu MPU3HABAT PE3YyJATATUTE OT OLIEHKATa
Ha CHOTBETCTBHETO Ha MEIUIIMHCKOTO M3JEJIHE, KOETO € YacT OT Ta3HW ISJIOCTHA
KOMOMHAIIAS, C OOIINTE H3UCKBAHUSI 3a OE30IaCHOCT U JEHCTBHE CBIVIACHO
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npunoxenue I kpm Permament (EC) 2017/745, BKIIOUHTEIIHO, KOTaTO € YMECTHO,
pe3yJITaTUTE OT OllEHKATa OT HOTH(HUIIMPAH OPTaH.

[Tpu morickBaHe OT KOMIIETEHTHHUSI OPTaH 3asiBUTEIISAT HA Pa3pEICHUETO 32 ThPTrOBHSI
MPEJICTaBs BCSIKAKBa JOMBJIHUTEIHA WHPOpPMAIUs, CBBp3aHa C MEAUIIMHCKOTO
u3JeNue, KOSATO € OT 3HAa4eHHE 3a OICHKaTa Ha CHhOTHOIICHHUETO TOJ3a/pUCK Ha
[JI0CTHATA KOMOWHAIUS OT JICKAPCTBEH MPOAYKT U MEAUIIMHCKO U3JIEHE, TOCOYCHA
B naparpad 1.

Ynen 19
Jlexapcmeenu npooykmu, usnoazeanu UKIOYUMENHO ¢ MEOUYUHCKO U30elue

3a JeKapCTBEHM MPOIYKTH, W3MOI3BAaHU HU3KIIOUUTEIIHO C MEIUIMHCKO H3JEJHeE,
3asgBUTENAT HA pa3pellieHue 3a ThProBUs MPeACTaBsl JaHHH, T0Ka3Bally Oe30omacHara
1 e(eKTHBHA yroTpeda Ha JIEKAPCTBEHUS POAYKT, KaTo B3eMa MpEeABU yIioTpedara
My ¢ MEAMIIMHCKOTO U3ZeIue.

B pamkuTte Ha oreHKaTa Ha JIEKAPCTBEHUS MPOAYKT, IOCOYEH B II'bpBATa aJMHES, B
CbOTBETCTBUE C WIEH 29 KOMIIETEHTHUTE OpIaHU OLEHSBAT ChOTHOIIEHHETO
I0J13a/PUCK Ha JIEKAapCTBEHMS NPOIYKT, KaTO B3eMAaT IPEIBUJ HEroBaTa ynorpeda
3a€HO C MEIULIMHCKOTO U3JIeNINe.

3a JICKAPCTBCHU MNPOAYKTH, M3IOJI3SBAHW H3KIHOYUTCIIHO C MCAWIMUHCKO H3ACIINUC,

MEJMUIUHCKOTO  H3JeJMe  OTroBaps HA  U3MCKBAaHMATA,  OIpPEACICHH B
Pernament (EC) 2017/745.

3asBICHUETO 3a pa3pelleHUe 3a THhProBUS 3a JIEKApCTBEH MPOAYKT, M3MOJI3BaH
U3KIIOYATETHO C MEIUIMHCKO H3/eihe, BKJII0YBAa JOKYMEHTH CBIJIACHO
npuioxenue I, ynocroBepsiBamiy ChOTBETCTBHETO Ha MEAMLMHCKOTO HU3JENUE C
o0mmMTe W3WCKBaHWs 3a OE30MacHOCT W JecTBHME, MOCOYeHH B maparpad 2,
BKJIIOYMTEIHO, KOTaTO € YMECTHO, JIOKJIAaJ] 3a OLIEHKa Ha CbOTBETCTBHUETO OT
HOTU(UIIMPAH OPTaH.

ITpu omeHkara Ha JI€KapcCTBEHUS MPOAYKT, MOCOYEH B maparpad 1, KOMIETEeHTHUAT
opraH NpU3HaBa pPE3YyJTaTUTE OT OIIEHKaTa Ha ChOTBETCTBHETO Ha CHOTBETHOTO
MEIUIUHCKO U3JIeNue ¢ OOIINTEe U3MCKBaHUA 3a 0€30IacCHOCT U JIeHCTBHE CHIVIACHO
npuinoxkenne I kbM Permament (EC) 2017/745, BKIIOYHMTENHO, KOTaTO € YMECTHO,
pe3yJTaTuTe OT OLIEHKAaTa OT HOTU(ULIMPAH OpTaH.

[Ipu mouckBaHe OT KOMIETEHTHHUS OpPraH 3asBUTEISAT HA Pa3pelieHHe 3a ThPTrOBUS
MpEe/CTaBs BCSKaKBa JOMBJIHUTENHA HWHQPOpPMAIUS, CBBp3aHa C MEAUIIMHCKOTO
u3JeNre, KOATO € OT 3HAYCeHHME 3a OICHKaTa Ha CHOTHOIIEHUETO IOJ3a/pUCK Ha
JIeKapCcTBeHHsI TPOAYKT, MocoueH B maparpad 1, karo B3ema NpeaBUi HEroBaTa
ynoTtpeda ¢ MEAUITUHCKOTO H3/IEIHE.

AKO JIeHiCTBHETO Ha JIEKapCTBEHHUs MPOAYKT HE € CIOMAaraTeliHO CIpsMO TOBa Ha
MEIUIITHCKOTO W3JIeNINe, JIGKAPCTBEHUSAT MPOIYKT OTroBaps Ha W3WCKBaHUATA Ha
HacTosIaTa AUpekTHBa 1 Ha [mpepaborenus Pernament (EO) Ne 726/2004], xato ce
B3eMa IMpeaBu yrnorpedbaTa My ChC CHOTBETHOTO MEAMIIMHCKO H3jeiHe, 0e3 na ce
3acsrar cnenuduunnte u3nuckBanus Ha Permament (EC) 2017/745.

B TO3m cnydaii mpu TOWCKBaHE OT KOMIIETEHTHUTE OpraHW 3asgBUTEIIT Ha
paspelieHrue 3a THProBHUS TPEICTaBs BCSIKaKBa JOMBJIHUTEIHA WHPOpMAIus,
CBBpP3aHa C MEIUIIMHCKOTO H3JIeJMe, KaTO B3eMa MpPEABHUI HEroBara ymorpeda c
JICKapCTBEHUSI TIPOIYKT, KOSITO € OT 3HAYCHHE 3a HAOJIOJCHHETO Ha JIEKAPCTBEHUS
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NOPOAYKT CJeN MOJy4YaBaHe Ha paspelieHue, 0e3 ma ce 3acsaraT CrenupuuHUTE
u3ncKkBaHus Ha [npepadborenus Pernament (EO) Ne 726/2004].

Ynen 20
Kombunayuu om nexapcmeenu npooykmu u npooyKmu, paziudHu om MeOuyuHCcKY uzoenus

1. 3a KOMOMHAIMK OT JIEKAPCTBEH NPOAYKT U MPOAYKT, pa3ivueH OT MEIUIIMHCKO
u3JieNue, 3asSBUTEISAT Ha Pa3pellieHHe 3a ThProBUS NMPEICTaBsA JAHHH, JOKa3Balllu
Oe3omacHara U epekTHUBHA yrnoTpeda Ha KOMOMHALMATA OT JIEKaPCTBEHUSI IPOAYKT U
JPYTHSI IPOJTYKT.

B pamkuTe Ha oleHKaTa Ha KOMOWHAIUATa OT JIEKAPCTBEH MPOAYKT U TMPOIYKT,
pa3iiuueH OT MEAMIIMHCKO H3JeNINe, B CHhOTBETCTBHE C 4JieH 29 KOMIIETEHTHUSIT
OpraH OIICHABa CHOTHOLICHHETO I0JI3a/pUCK Ha KOMOHMHAIMITa OT JIEKapCTBEH
MNPOAYKT M NPOAYKT, Pa3IMY€H OT MEIULMHCKO H3IEIUE, KAaTo B3€Ma IPEIABU]L
ynotpebara Ha JIEKapCTBEHHsI MPOAYKT 3a€HO C APYTHUS MPOAYKT.

2. [Tpu mouckBaHE OT KOMIIETEHTHHS OPIaH 3asBUTEIST HAa pa3pelleHUe 3a ThpProBUS
MpeJICTaBsl BCAKAKBa NOMBIHUTENHA WH(GOpMaIUs, CBbp3aHa C MPOIYKTa, pa3inyeH
OT MEIMLMHCKO H3JIeIHe, KOSATO € OT 3HAaYeHHE 3a OLEHKAaTa Ha ChOTHOIIEHHUETO
MOJI3a/pUCK HAa KOMOMHANMITA OT JIGKAPCTBEH MPOIYKT U MPOAYKT, Pa3IUYEH OT
MEAMIIMHCKO H3JeJHe, KaTo B3eMa MpeABHJ] YMECTHOCTTa Ha ymorpedara Ha
JIEKapCTBEHUSI MPOJIYKT C MPOJIYyKTa, MocoueH B maparpad 1.

PA3EN 4

CHEIM®UYHU U3UCKBAHUSA 3A JOCUETO

Ynen 21
IInan 3a ynpaenenue na pucka

Ot 3asBUTENS Ha pa3pelleHHe 3a ThProBHs 3a JIEKApCTBEH MPOAYKT, MOCOYEH B 4jieHOBe 9
u 11, He ce U3MCKBa Ja NpeAcTaBs IUIaH 3a YIPaBJICHUE HA PUCKA M PE3IOME Ha TO3M IUIaH,
OpU ycioBHE Y€ 3a pedepeHTHHs JIEKapCTBEH MPOAYKT HE CBILECTBYBAT JONBIHUTEIHU
MEpPKH 32 CBEXJaHE Ha PUCKa JJO MUHUMYM U Y€ pa3pelieHneTo 3a ThproBus 3a peepeHTHHS
JIeKapCTBEeH MPOAYKT He € OMJI0 OTTETJIEHO Mpeu MOAaBaHEeTO Ha 3asBICHUETO.

Ynen 22
Oyenka na pucka 3a OKOIHama cpeda u opyaa uHpopmayus 3a OKOIHAmMa cpeoa

1. [Ipu m3roTBsHETO Ha OIIEHKAaTa Ha pHICKa 3a okosHarta cpena (,,OPOC*), kosTo ce
npecTaBsd ChIJACHO 4JjieH 6, maparpad 2, 3asBUTENSAT B3eMa MPEABH] HAyYHHUTE
HAaCOKHM OTHOCHO OLIEHKaTa Ha pUCKa 3a OKOJIHATa Cpela OT JIEKApCTBEHU MPOIYKTH
3a XyMaHHa ynotpe0a, mocoyeHu B maparpad 6, Wiv ImpeacTaBs CBOEBPEMEHHO Ha
AreHuusATa WIM, KOraTo € yMECTHO, Ha KOMIIETEHTHHS OpraH Ha CbhbOTBETHAaTa
IbpKaBa 4JEHKa MPUYMHUTE 33 BCSIKO OTKJIOHEHHE OT Hay4dHHTe Hacoku. Korarto e
BB3MOXHO, 3asBUTENAT B3eMa npensuj] cwuiectByBaumre OPOC, u3BbpiiBaHu
CBIIACHO APYTo 3aKOHOATeNCTBO Ha Chlo3a.

2. B OPOC ce mnocouyBa panu JEKapCTBEHUAT MPOLYKT WIM HAKOE OT HETOBUTE
BEILIECTBA WJIU JAPYTH ChCTaBKHU € €THO OT CJIEIHUTE BELIECTBA CHITIACHO KPUTEPUUTE
ot npuioxenue | kpMm Pernmament (EO) Ne 1272/2008:
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a)  ycronuuBH, Omoakymynupamu u Tokcuunu (PBT);
06) MHOro yCTOWYMBH U MHOTO OMoakymyiupaiu (VPvB);

B)  YCTOHWYMBH, NpeHOCMMH M Tokcu4HH (PMT), MHOro ycToM4YMBH W CHIIHO
npesocumu (VPvM);

HJIM Ca CHOAOKPHWHHO aKTHUBHU arCHTH.

3asButensat BkiItouBa B OPOC u Mepku 3a HaMalIsBaHE Ha PUCKa, 3a Ja ce u30ernar
WJIH, KOTaTO TOBa HE € B3MOJXKHO, JIa CE OTPaHMYaT EMUCHHUTE BB Bb3lyXa, BOjaTa U
moyBara  Ha  3aMBPCHUTEIUTE, n30poeHu B Hupexktusa 2000/60/EO,
Hupektusa 2006/118/EO, {upexkrtuBa 2008/105/EO wu  Hupextusa 2010/75/EC.
3asBUTENAT TMPEICTaBs MMOAPOOHO pa3siCHEHWe, 4Ye IpeUIaraHuTe MEpKH 3a
HaMaJIsiBaHE Ha PUCKA ca MOAXOJIIA M JOCTAThUHU 3a CIIPABSHE C YCTAHOBEHUTE
PHCKOBE 3a OKOJIHATA Cpejia.

OPOC 3a aHTUMHMKPOOHM CpeICcTBa BKIIIOUBA OIICHKA HA pPUCKA OT CENEKTHpaHa
AHTUMUKPOOHA PE3MCTEHTHOCT B OKOJIHATA Cpea MOopaiau BB3AECHCTBHUS OT IsjiaTa
MIPOM3BOJICTBEHA BEpUra Ha JOCTaBKUTE B paMkuTe Ha Chbi03a U U3BBH HETO, KAKTO U
Mopajid yrnorpedara u U3XBBPISIHETO Ha AHTUMUKPOOHOTO CPEJICTBO, KaTO CE B3eMat
MpeJBUJl, KOTaTO € YMECTHO, ChUIECTBYBALUTE MEKIYHAPOIHU CTaHIAPTH, B KOUTO
€ yCcTaHOBEHa npejrnonaraema Henericteamia konmnentpamnus (PNEC), cneruduana 3a
AHTUOUOTULIUTE.

AreHIUATa U3rOTBSI HAYYHU HACOKH B CHOTBETCTBHE C wWieH 138 or [mpepadoTeHus
Pernament (EO) Ne 726/2004], 3a 1a yTOYHM TEXHUYECKUTE MOJPOOHOCTU OTHOCHO
u3nckBanusaTa no otHomeHne Ha OPOC 3a nmekapcTBeHM MNPOAYKTH 3a XyMaHHA
ynotpeba. Koraro e menecro0pa3Ho, AreHIHATa ce KOHCylnTHpa ¢ EBpomneiickaTta
arenuus no xumukanute (ECHA), EBponeiickus opran 3a 0e30macHOCT Ha
xpanute (EOBX) u EBpomeiickara arennus 3a okonHa cpena (EAOC) oTHocHO
U3TOTBSIHETO HA T€3W HAyYHU HACOKH.

[Tputexkatenar Ha paspemeHueTo 3a Thproeus akryanmsupa OPOC ¢ HoBa
uHpopMalusg U s TpeaocTaBs 0Oe3 HeompaBJaHO 3a0aBsHE Ha CHOTBETHHUTE
KOMIIETEHTHH OpPraHd B ChOTBETCTBHE ¢ wieH 90, maparpad 2, ako ce MosiBU HOBa
uH(popMalns, OTHacAIIa ce O KPUTEPUUTE 3a OLEHKA, IOCOUYEHU B WiIEH 29, KOATO
O6u Moria Ja AoBene N0 MpoMsiHa Ha 3akmoueHusTa Ha OPOC. Axryanu3anusita
oOxBalia BCsKa OTHOCMMa HHQoOpManus OT MOHUTOPHHIAa Ha OKOJHATa cpeja,
BKJIIOYMTEIHO MOHHUTOpUHTa cbriacHo [lupexrusa 2000/60/EO, oT uzcnenBaHusita
32 €KOTOKCHUYHOCT, OT HOBU WJIN aKTyaJIU3UpPaHU OLIEHKH Ha PUCKa CBhITIACHO JIPYro
3akoHoJaTeNncTBO Ha ChI03a, KaKTO € MOCOYeHo B maparpad 1, KakTo M JaHHU 3a
€KCIO3MIIMATA Ha OKOJIHATA cpeJia.

3a OPOC, usbpumiBanu npeau [CII, mons, BbBenere marara = 18 Meceua cien
JaTaTa Ha BIM3aHE B CHJIa HAa HACTOSIIATa JTUPEKTHUBA], KOMIIETEHTHHUSAT OpTraH
M3HUCKBAa OT MPUTEXATENs Ha pa3pelieHueTo 3a Thprous aa akryanusupa OPOC,
aKo € YCTaHOBEHA JIMTICBAIIa WH(pOopMaIus 3a JIEKapCTBEHH MPOIYKTH, IIOTCHIIHAITHO
BpEIHU 32 OKOJIHATA cpefa.

3a JIleKapCTBEHUTE TMPOJYKTH, MOCOYCHH B wWieHOBE 9—12, MpW W3roTBSIHETO Ha
OPOC 3asButenar MoXxe Ja ce I030B€ Ha IpoyuBaHMs BbB Bpb3ka ¢ OPOC,
MPOBEJICHH 3a peepeHTHHSI IEKAPCTBEH MPOIYKT.
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Ynen 23
OPOC 3a nexapcmeenu npodykmu, paspeuweru npeou 30 okmomepu 2005 2.

Ho [CII, mons, BbBenere narara = 30 Mecena ciej Jarara Ha BJIM3aHE B CHJIa Ha
HacTosiiaTa JUPEKTUBa] ATEHIUATA, CJIE] KOHCYJTAlUS ¢ KOMIETEHTHUTE OpPTraHH
Ha JbpKaBUTE WIEHKH, EBpomeiickara arennus mo xumukamute (ECHA),
EBponeiickus opran 3a 6e3onacHoct Ha xpanute (EObX) u EBporneiickara areHmus
3a okonHa cpena (EAOC), m3rorBs mporpama 3a OPOC, kosTo ce mnpeacTtaBs B
ChOTBETCTBUE C WIEH 22, 3a JICKapCTBEHUTE TMPOAYKTH, pa3peuieHu Mpeau
30 oxtomBpu 2005 ., koutro He ca Ounu 06ekT Ha OPOC u kouto AreHnusara e
ompeleNuia KaTo MOTEHLIHMATHO BPEIHH 3a OKOJIHATAa Cpela B CHOTBETCTBHUE C
naparpad 2.

Ta3u nporpama ce ornoBecTsiBa MyOJIUYHO OT ATSHITUSATA.

AreHIMATa OIpeness HAayyHUTE KPUTEPUU 3a HAOENSI3BAaHETO HA JIEKapCTBEHHUTE
MPOJIYKTH KATO MOTEHIIUATHO BPEIHM 32 OKOJIHATA CPEeJia U 3a MPUOPUTUIUPAHETO HA
OPOC 3a T4x, KaTo Nnpujara OCHOBaH Ha pUCKa MOAXOJ. 3a Ta3u el AreHuusTa
MOXE JIa M3UCKA OT MPUTEKATEIUTE HA Pa3pelIeHHs 3a ThPrOBHS J1a MPEIOCTABAT
OTHOCHMH JIaHHH WUJIU UH(GOPMAITHSI.

[TpurexxaTenure Ha pa3pellieHuss 3a TbProBUsS 3a JIEKAPCTBEHUTE IMPOIYKTH,
Habensi3aHM B Tporpamarta, nocoyeHa B maparpad 1, mnpeactaBst OPOC Ha
ArennusTa. Pesynratute ot pasmiexaanero Ha OPOC, BKIIOYMTENHO JaHHUTE,
MPEIOCTAaBeHU OT MPUTEXKATENsl Ha pa3pelieHUeTO 3a THPrOBUS, CE OIMOBECTSIBAT
myOJaMYHO OT ATeHIUsATA.

Korato B mnporpamara, mnocoueHa B maparpa¢ I, ca ompenerseHu HSIKOJIKO
JICKAPCTBCHU TIPOAYKTA, KOUTO CBHABPXKAT €IHO W CHIIO aKTHBHO BEIICCTBO MU 34
KOMTO C€ O4YakBa Ja NOpaXJaT €IHM U ChIIM PUCKOBE 3a OKOJHAaTa cpena,
KOMIICTCHTHUTC OpraHd Ha JAbPKABUTC YICHKU WU AFGHHI/ISITa Hacbp4daBat
IPUTEXKATEINTE HAa pa3pelieHns 3a ThpProBUs J1a IPOBEXKIAT ChbBMECTHU MIPOYUYBAHMS
3a OPOC, 3a na ce cBenaT O MHHMMYM HEHY)KHOTO AyOJMpaHe Ha JAaHHU U
U3I10JI3BAHETO Ha KUBOTHHU.

Ynen 24

Cucmema om monoepaguu 3a OPOC 6v6 8pwv3xa ¢ oannume om OPOC 3a akmugnu

eeujecmea

AreHnusATa, B ChbTPYJHUYECTBO C KOMIETEHTHUTE OpraHU Ha JABP)KABUTE UICHKH,
ch3iaBa cucrema 3a npersien Ha nanHuTe oT OPOC, ocHOBaHa Ha AaKTHBHUTE
BemecTBa (,,MoHOorpapuu 3a OPOC®), 3a paspelieHuTe JIEKAPCTBEHU MPOIYKTH.
Monorpagusara 3a OPOC BkiouBa wuzdeprnatesneH HaOOp OT (U3MKOXUMHUYHU
JAaHHU, JAHHU 3a chabdaTa B OKOJHATa cpela M JaHHU 3a IOCIEAUIUTE BBPXY
OKOJIHATa cpe/ia, OCHOBAHU Ha OLIEHKA OT KOMIIETEHTEH OpraH.

Cp3naBanero Ha cucremata oT MoHorpagum 3a OPOC ce ocHoBaBa Ha
NPUOPUTHU3MPAHE HAa AKTUBHUTE BELIECTBA, OCHOBAHO Ha PUCKA.

[Tpu u3rorBsineTo Ha MoHorpadusra 3a OPOC, nocouyena B naparpad 1, Arenuusra
MOYX€E J]a U3MCKa MH(POpMaLUs, IPOYyUYBAHUS U JaHHU OT KOMIIETEHTHUTE OpraHHu Ha
IbPKABUTE YWICHKHU U OT MPUTEKATEIUTE HA PA3PELICHUsI 3a ThPTOBUSL.
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AreHnusiTa, B ChTPYJHHYECTBO C KOMIIETCHTHHTE OpPraHU Ha IbP)KaBUTE WICHKH,
MPOBEXAAa MIIOTEH MPOEKT 3a JOKa3BaHE HA KOHIICMIIMATA HA MOHOTpapuuTe 3a
OPOC, kotito TpsiOBa 1a ObJe 3aBbPIIEH B CPOK OT TPU TOJAMHM CJIC]] BIU3aHETO B
cuJia Ha HACTOAIATa JUPEKTUBA.

Ha Komucusara ce mpenocraBs mpaBOMOUIMETO Ja IpUEMa JAEJIETUPAaHU aKTOBE B
CHOTBETCTBUE C 4ieH 215 ¥ BB3 OCHOBAa Ha pe3yJTaTUTE OT MWJIOTHHUSA MPOEKT 3a
JIOKa3BaHe Ha KOHLEMIUATAa, MOocoueH B maparpad 4, 3a Ja JONBJIHU HACTOsIATa
JIMPEKTUBA, KATO YTOYHH CIIETHOTO:

a)  ceabpkaHueTo u popmara Ha MmoHorpaduute 3a OPOC;
0) mnpouenypuTe 3a MpUEMaHe U akTyanu3upane Ha MoHorpaduure 3a OPOC;

B)  MpOIEIYPUTE 3a MPEIOCTaBsiHe Ha HH(OpMALUATA, IPOYUBAHUATA U JAHHUTE,
MOCOYCHHU B maparpad 3;

)  KpUTEPUHUTE 3a MNPUOPUTHU3MpPAHE, OCHOBAHO HA pHUCKA, MpPH ToadOpa H
IPUOPUTH3UPAHETO, TOCOUYEHO B maparpad 2,

n)  usnon3BaHeTro Ha MoHorpaduu 3a OPOC B KOHTEKCTa Ha HOBHU 3asBJIICHUS 3a
paspelieHre 3a ThproBus 3a JeKapCcTBEHU MpoayKTu B mojakpena Ha OPOC 3a
TSX.

Ynen 25
Cepmughurxam 3a 0CHO8HA OOKYMEHMAayusi HaA AKMUBHO BeUjeCmE0

Bwmecto Aa mpeacCTaBiAT CbOTBETHUTC JaHHH 3a XMMHUYHOTO AKTHBHO BCHICCTBO Ha
JIaJieH JIeKapCTBEH NPOAYKT, KOUTO C€ W3UCKBAT ChINIacHO mpuioxenue ll,
3asgBUTEINTE Ha pas3pelieHusl 3a THPrOBUS MOraT Ja ce I030BaT Ha OCHOBHA
JIOKYMEHTAIlMsl Ha aKTUBHO BEIIECTBO, HA CepTU(UKAT 32 OCHOBHA JOKYMEHTAIIUS Ha
AaKTUBHO BE€IICCTBO, HU3MaACH OT AFCHHI/ISITa B CBOTBCTCTBHUEC C HACTOAIIUA YJICH
(,,cepTuuKaT 3a OCHOBHA JOKYMEHTAIlMsl HAa aKTUBHO BEIIECTBO), WJIH Ha
cepruduKaT, TOTBBPKIABAIll, Y€ Ka4eCTBOTO HA ChOTBETHOTO aKTUBHO BEIIECTBO CE
KOHTPOJIMpa MO TMOJXOASIl HAa4MH BBH3 OCHOBA Ha CHOTBETHAaTa MOHOTpadus OT
EBponeiickara papmakomnes.

3agBUTENUTE HAa pa3peuieHud 3a TbHProBus MoraTr ga CC I030BaBaT Ha OCHOBHaA
JOKYMCHTAllMsd Ha aKTHBHO BCHICCTBO CaMO aKO HE CHIICCTBYBaA CepTI/I(i)I/IKaT 3a
CbhbllaTa OCHOBHA JOKYMCHTAIIUS HAa aKTUBHO BCIICCTBO.

CeptudukaThbT 3a OCHOBHA JOKYMEHTAI[Msl HAa aKTHBHO BEIIECTBO MOXeE Ja Objae
U3a7eH OT AreHuusTa B CIlydauTe, KOTraTO OTHOCHUMHTE JaHHM OTHOCHO
ChOTBETHOTO AKTHUBHO BEIIECTBO BCE OlIe HE ca OOXBaHATH OT MOHOrpadus OT
EBponeiickata ¢apmakoness wid OT CepTHU(HKAT 3a OCHOBHA JOKYMEHTAlMs Ha
AKTHBHO BEIIECTBO.

3a 1a ce moyyuu cepTU(UKAT 32 OCHOBHA JIOKYMEHTAllUA Ha aKTUBHO BEIIECTBO, CE
mojaBa 3asBICHUE 70 ATeHmusATa. 3asBUTENSAT Ha cepTU(dHUKAT 3a OCHOBHA
JOKYMEHTAllUsl HAa aKTUBHO BEILECTBO JI0Ka3Ba, Y€ CbOTBETHOTO AKTUBHO BEILECTBO
BCe ollle He € oO0xBaHaTo oT MoHorpadus ot EBpomeiickara ¢apmakornes Uiu ot
cepTU(UKAT 3a OCHOBHATa JOKYMEHTAllUsi Ha AKTUBHO BELIECTBO. ATCHLUATA
pasriiexna 3asBICHHETO W B ClIy4ald Ha IIOJOXKHUTEICH pe3yinraT u3JaBa
ceptudukaTa, Koiito e BamuaeH B uenus Cpro3. B ciaydail Ha neHTpanu3upaHH
paspelIeHus 3a ThPrOBUs 3asIBICHUETO 3a CEPTU(UKAT 3a OCHOBHA IOKYMEHTAllUs Ha

78

BG



BG

aKTUBHO BEIIECTBO MOXe ga ObJe MOJaJeHO KaTo 4YacT OT 3asBICHHETO 3a
paspenieHue 3a ThproBusi 3a CbOTBETHHS JICKAPCTBEH MPOIYKT.

AreHuusATa Cb3/laBa XpPaHWIMILE Ha OCHOBHHUTE JOKYMEHTAllUM Ha aKTHUBHU
BEIIECTBA, HA JOKJIAJWTE 32 OLIEHKA W Ha CEepTH(HKATUTE 3a TSIX U OCUTYpsIBa
3alMTaTa Ha JIMYHUTE JJaHHU. AreHIMATa rapaHTHpa, Y€ KOMIETEHTHUTE OpraHu Ha
JIbPKABUTE YWIECHKU UMAaT JOCTBII 10 TOBA XPAHUIIUILE.

OcHOBHaTa IOKyMEHTAIIMsI Ha aKTUBHO BEIIECTBO U CEPTUPHUKATHT 3a Hesl 00XBaIar
mstara  uHGOpManus, KOSTO C€ HM3UCKBA 3a AKTHBHOTO BEIIECTBO CBITIACHO
npunoxenue |l.

[Tputexxarenar Ha cepTu(dUKaTa 32 OCHOBHA TOKYMEHTALIMsI Ha aKTHBHO BELIECTBO €
IPOM3BOIUTENAT Ha aKTUBHOTO BEILIECTBO.

HpI/ITe)KaTCJIﬂT Ha CepTI/I(l)I/IKaTa 34 OCHOBHAa OJOKYMCHTAlHA HAa AKTHMBHO BCIICCTBO
TCKYIIO A aKTyaJIM3upa € OrJIC Ha HAYYHHUSA U TCXHOJIOT'MYHUA HAIIPCABK U BbBCKIA
H€06XOZ[I/IMI/ITC IMPOMCHH, 3a Aa rapaHTupa, 4€¢ aKTUBHOTO BCIICCTBO CC IIPOU3BCIKIA
H KOHTpPOJIMpPpa B CbOTBETCTBUC C O6H_IOHpI/IeTI/ITC HAay4YHU MCTOH.

Ilo uckane Ha AreHIusiTa MMPOU3BOAUTCIIAT Ha BCIICCTBOTO, 3a KOCTO € IIOAAACHO
3asABJICHHUC 3a CCpTI/I(bI/IKaT 34 OCHOBHA NOKYMCHTAIlMd HAa aKTUBHO BCIICCTBO, WUJIN
MPUTCIKATCIIAT Ha JOKYMCHTalUATa CC noajiaraT Ha MHCIICKIUA € LEJI Aa CC IIPOBCPU
I/IH(1)OpMaI_II/I$ITa, CbhAbpiKallla CC B 3ajBJICHUCTO WK B OCHOBHATAa JOKYMCHTAIUA Ha
AKTUBHO BC€IICCTBO, MM TAXHOTO CBOTBECTCTBHC C 1[06p1/1Te IMPOHU3BOACTBCHU
IMPAKTHUKH 3a aKTUBHH BCIICCTBA, IOCOYCHHU B YICH 160.

AKO TIPOM3BOJIUTENST HAa AKTUBHO BEIIECTBO OTKAXe Jla C€ TOJJIOXKM Ha TaKaBa
WHCIEKIUs, ATEHIUATAa MOXKE Ja OCTaBH 3asBICHHUETO 3a cepTU(PUKAT 3a OCHOBHA
JIOKYMEHTAIIMS Ha aKTHBHO BEIIECTBO 0€3 pasriekaaHe WK Ja TO IPeKpaTH.

AKo mpuTexaTrensaT Ha cepTH(dUKaTa 3a OCHOBHA JIOKYMEHTAIMsl Ha AaKTHBHO
BEIIECTBO HE M3ITBJIHSBA 33bJDKCHUATA, OoNlpesiesieHH B naparpadu 5 u 6, AreHuusita
MOXeE Jla crpe JAeHCTBHEeTO Ha cepTudukara WIM Ja OTMEHM cepTudukara, a
KOMIIETEHTHUTE OpPraHU Ha JbpKaBUTE YICHKH MOraTr J1a OTMEHAT WIM Ja CIpar
JIEHCTBUETO Ha PA3pEIICHUETO 3a ThPrOBUs 3a JEKAPCTBEHHUS IPOAYKT, HA KOETO CE
OCHOBAaBa TO3M CepTU(DUKAT, UM Ja NIpeIIpueMaT MEepKH 3a 3a0paHa Ha JOCTABSHETO
Ha JICKapCTBEHMsI TPOYKT, 32 KOUTO C€ OTHACS TO3M CEPTUDUKAT.

HpI/ITe)KaTeJ'ISIT Ha pa3pClI€CHUETO 3a THProBus 3a JICKAPCTBCHHUA MPOAYKT, U3JaACHO
Bb3 OCHOBa Ha CCpTI/I(I)I/IKaT 3a OCHOBHAa JOKYMCHTAIUA Ha AKTUBHO BCHICCTBO,
mpoabJIKaBa 1a HOCH OTTOBOPHOCT 3a TO3H JICKAPCTBCH IMMPOAYKT.

Ha Komucusara ce npenocraBs IpaBOMOIIMETO Ja IMpHEMa JAEJIETHpPaHU aKTOBE B
CHOTBETCTBUE ¢ wieH 215, 3a ja MOMBIHM HACTOANIATa TUPEKTHBA, KaTO YTOYHHU
CIIEIHOTO:

a) IpaBWiIara, ypexXJalll CbIbpKaHUETO U Qopmara Ha 3asBICHHETO 3a
cepTU(UKAT 32 OCHOBHA JJOKYMEHTAIUsI HA aKTUBHO BEILIECTBO;

0) TmTpaBwiIata 3a pas3TieXAaHe Ha 3asBlieHWE 3a cepTU(UKAT 3a OCHOBHA
TOKYMEHTAIMs Ha aKTUBHO BEIIECTBO U 3a U3JaBaHE Ha cepTUUKaTa;

B) TpaBWiIaTa 3a NPENOCTAaBIHE HAa IMyOJMYEH JOCTBI N0 CepTU(PHUKATUTE 3a
OCHOBHA JOKYMCHTALUA Ha aKTHUBHO BCIICCTBO,

I)  IpaBUiaTa 3a BHACSHE HAa NMPOMEHH B OCHOBHATA JOKYMEHTAlUsl Ha aKTUBHO
BEIIIECTBO U B cepTU(UKaTa 3a Hes;

79

BG



BG

,I[) mpaBujiaTa 3a AOCTHII HAa KOMIICTCHTHHUTC OPraHW Ha ABbPKABUTEC YJICHKHU I0
OCHOBHATa NOKYMCHTAaIM HAa aKTUBHO BCHICCTBO U N0 CBHP3aHUA C HCA OOKJIAL
3a OLICHKA,

€)  mpaBWiIaTa 3a JOCTHII HA 3aABUTEIIMTE U HA MPUTEKATEIUTE HA pa3pellieHUs 3a
THPTOBHsI, KOUTO C€ M030BaBaT Ha CepTU(HKAT 32 OCHOBHA JOKYMEHTAIUs Ha
aKTHBHO BEIIECTBO, JO OCHOBHATA JIOKYMEHTAIIMsI HA aKTUBHO BEIIECTBO U 0
JIOKJIaJa 3a OIlCHKA.

Ynen 26
OcrhosHa 0oKymenmayusi 3a OONbAHUMEIHO KAYeCmeo

BmecTto ma mpeactaBAT CHOTBETHUTE JIaHHHM, KOUTO CE€ M3UCKBAT CBIJIACHO
npuniokenue I, 32 akTUBHO BELIECTBO, PA3IUYHO OT XMMHYHO AKTHBHO BEIECTBO,
WIM 3a JPYyTH BEIIECTBAa, MNPUCHCTBAIIM B JaJ€H JICKAPCTBEH NPOIYKT WIH
U3IMOJI3BAaHU B HETOBOTO IPOM3BOJICTBO, 3aSBUTEIHUTE Ha pa3pelleHus 3a ThProBUs
MoraT Ja ce I030BaT Ha OCHOBHA JOKYMEHTAallUs 3a JOIBbJIHUTEIHO KauecTBO, Ha
ceptuuKaT 3a OCHOBHA JOKYMEHTAIUs 3a JOMBJIHUTEIHO KauyeCcTBO, M3JAICH OT
AreHIMsTA B CHOTBETCTBHE HACTOSIIMS WieH (,,cepTudHUKAT 3a OCHOBHA
JIOKYMEHTaIUs 32 JOMBJIHUTEIHO Ka4ecTBO ), WM Ha cepTU(dUKAT, MOTBBPIKIaBAalll,
Yye KaueCTBOTO Ha TOBA BEIIECTBO CE KOHTPOJIUPA IO MOAXOMASI HAUUH Bb3 OCHOBA
Ha CbOTBeTHaTa MoHorpadus ot EBponeiickata gpapmakomnes.

3agBUTEIUTE HA paspfui€Hud 3a TbHProBusa Moratr Jga €€ 1o3oBaBaT Ha OCHOBHA
JAOKYMCHTAl M 3a JOIIBJIHUTCIIHO KAYECTBO CAMO aKO HE CHIICCTBYBA CepTI/I(I)I/IKaT 3a
cbliaTa OCHOBHA JOKYMCHTAaNUA 3a JOITBJIHUTCIIHO KAa4YCCTBO.

Unewn 25, naparpadu 1—S5, 7 u 8 ce mpunaratr mutadis mutandis u mo oTHoueHue Ha
cepruduKara 3a OCHOBHATA JOKYMEHTAIIXS 3a JOMBIHUTEIHO Ka4eCTBO.

Ha Komucusra ce mpenocraBs IpaBOMOIIMETO Aa IPUEMa JEJIETHpPaHU aKTOBE B
ChOTBETCTBUE € 4jieH 215, 3a Ja JOMBIHM HacTosAllaTa AUPEKTHBA, KaTO YTOYHM
CIIEIHOTO:

a) IpaBWiIara, ypexXJalld CbIbpKaHUETO U Qopmara Ha 3asBICHHUETO 32
cepTU(UKAT 32 OCHOBHA JJOKYMEHTAIUsl HA aKTUBHO BEILECTBO;

6) OCHOBHUTEC JOKYMCHTALUHN 3a JOIIBJIHHUTCIHO Ka4C€CTBO, 3@ KOMTO MOXKE 11a CC
H3I10JI13Ba CepTI/I(I)I/IKaT, 3a Oa C€ MpeaoCTaBh KOHKPCTHaA HH(bOpMaL[I/ISI 3a
Kau€CTBOTO Ha BCIICCTBO, MPHUCHCTBAIIO B AaJCH JICKAPCTBECH MNPOAYKT HIIN
H3I0JI3BAHO B HCTOBOTO MPOU3BOJCTBO,

B) TpaBWIaTa 3a pasriekJaHe Ha 3asBJICHUS 3a TMPEIOCTaBIHE Ha MyOIudeH
JOCTBI A0 CepTU(HUKATUTE 32 OCHOBHA JOKYMEHTAIUs 33 OIMBIHUTEIHO
KauecTBO;

F) mpaBujiaTa 3a BBBCKIAHC Ha NIPOMCHHU B OCHOBHATa JOKYMCHTALIUA 34
JOIIBJIHUTECIIHO KQYE€CTBO U B CepTI/I(l)I/IKaTa;

I[) mpaBujiaTa 3a JOCTHBII Ha KOMIICTCHTHUTC OpraHHW Ha AbpiKaBaTa YWICHKa 10
OCHOBHAaTa JOKYMCHTAIUA 3a JOIIBJIHUTCIHO Ka4€CTBO U 10 CBBHP3aHUA C HEA
JOKJIaa 3a OICHKA,

€)  IpaBWiaTra 3a JOCTHI Ha 3asBUTEJIUTE U Ha MPUTEKATEIUTE HA pa3pelIeHHs 3a
TBPrOBHS, KOUTO CE€ T030BaBAaT Ha CePTU(PHKAT 32 OCHOBHA JIOKyMEHTAIUS 32
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JOMBJIIHUTCIIHO Ka4Y€CTBO, OO OCHOBHATa AOKYMCHTAIMA 3a JOIBJIHUTCIIHO
Ka4dC€CTBO U 1O JOKJIaaa 3a OLICHKA.

Ilo mckane Ha AFCHHI/IHTa IMPOU3BOJUTECIIAT Ha BEIICCTBO, IMPUCHCTBAIO B JaJCH
JICKAPCTBCH HNPOAYKT HJIM HU3IOJI3BAHO B HETOBOTO IMPOU3BOACTBO, 3a KOCTO €
mogaacHoO 3asABJICHUC 3a CepTI/I(bI/IKaT 3a OCHOBHa ONOKYMCHTALHsA 3a JOIIBJIHUTCIIHO
KauCCTBO, WJIM TMPUTCIKATCIIAT HaA CepTI/I(bI/IKaT 3a OCHOBHa JOOKYMCHTaLuUsd 3a
JOMBJIHUTEIIHO KAa4YCCTBO CC€ IIoJJIaraT Ha HMHCICKOWA C INOEJII Oa C€ IIPOBECPHU
I/IH(I)OpMaLII/ISITa, ChAbpiKalla CC B 3a4BJICHUCTO WJIM B OCHOBHATa JOKYMCHTALUA 3a
JOIIBJIHUTCIIHO Ka4YECTBO.

Axo MMPOU3BOAUTCIIAT Ha TOBa BCHICCTBO OTKaXXC Oa CC IIOAJIOXKHM Ha TaKaBa
HNHCIICKIHA, AreHIIATa MOXKE Ja OCTaBH 3asBJICHUCTO 3a CepTI/I(bI/IKaT 3a OCHOBHa
JOKYMCHTAl A 3a JOMBJIHUTCIIHO KAYCCTBO oe3 PasriIcKaAadne Ujin aa ro mpeKparu.

Ynen 27
Tlomownu eewecmsa

3asBUTENAT TpeaocTaBs HUH(OpManus 3a MOMOIIHUTE BEIIECTBA, M3MOJI3BAHU B
JICKapCTBEHHUSI TPOJYKT, B CHOTBETCTBHE C WM3UCKBAHUATA, IIOCOYCHU B
npunoxenue |l.

HOMOHIHI/ITG BCIICCTBA CC pPa3rjickKaar OT KOMIICTCHTHHUTC OpraHd KaTro 4acT OT
JICKApCTBCHU MPOAYKT.

OHBCTI/ITCJ'II/I CC M3IMOJI3BAT B JICKAPCTBCHUTC IMPOAYKTHU CaMO aKO C€a BKIIIOYCHHU B
CIWH OT CIICAHUTC CIIMCBIIN:

a) cnuchka Ha Cpio3a Ha paspenieHuTe JA00aBKM B XpaHUTe B Talnuma 1 Ha
yact b ot npunoxenue Il kem Pernmament (EO) Ne 1333/2008, kato otroBapsr
Ha KpUTEPUUTE 32 UUCTOTA U cienudukanuute, onpenenenu B Pernament (EC)
Ne 231/2012 na Komucusira,

0) cmmchKa, n3rorseH ot Komucusra cwriacHo maparpad 3.

Komucusita Moke @ M3rOTBH CIHCHK Ha OI[BETUTEIM, KOMTO Ca pa3pelIeHu 3a
ynoTpeba B JIEKAPCTBEHH MPOAYKTH W Ca Pa3iWYHU OT BKIIOUECHUTE B CIHUCHKA Ha
Crplo3a Ha pa3pelieHuTe 100aBKU B XpaHUTE.

Koraro e npuioxumo Bb3 OCHOBa Ha cTaHOBHILE HAa AreHnusTa, Komucusara npuema
peleHre Jald CBHOTBETHHUAT OIBETUTENl Ja Obae J00aBeH KbM CIHCBhKAa Ha
OLIBETUTEIUTE, pa3pelIeH! 3a ynoTpeda B JIEKapCTBEHU MPOIYKTH, TOCOUYEH B IIbpBa
aJInHes!.

Ougeruten Moxe a 0bjae 100aBeH KbM CHHCHKa Ha OLIBETUTEIHUTE, pa3pellieHu 3a
ynotpeba B JIEKapCTBEHH MPOAYKTH, CaMO KOraTo € OWJI HM3BaJIeH OT CIHCHKa Ha
Crpr03a Ha pa3penieHuTe 100aBKU B XpaHUTE.

Koraro ¢ YMCECTHO, CHHUCBKBT Ha OLIBCTUTCINTC, pa3pClICHU 3a yHOTpe6a B
JICKAPCTBCHU MPOAYKTH, BKIIIOYBA KPHUTCPUHU 3a YHUCTOTA, CHeHI/I(i)I/IKaHI/II/I NN
OTrpaHU4YCHUA, TPHUIIOKUMHU 34 BKIIFOYCHUTC B TO3U CIIUCHK OLBETUTCIIN.

CnuchKbT Ha OLBETUTENINTE, pa3pelleHn 3a ynoTpeda B JIEKAPCTBEHU MPOAYKTH, CE
M3TOTBA 4Ype3 aKTOBE 3a M3I'BJIHEHHE. Te3u aKTOBE 3a M3IBJIHEHUE C€ MpUEeMaT B
CBOTBETCTBHE C IIPOLIeTypaTa Mo pa3riiexkaane, mocodeHa B wieH 214, maparpad 2.
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AKO J1aJieH OI[BETUTEII, U3I0JI3BaH B JIEKAPCTBEH MPOIYKT, ObJe U3BAZCH OT CIUCHKA
Ha Cpro3a Ha pa3peuieHuTe 100aBKU B XpaHUTE Bb3 OCHOBA Ha HAYYHOTO CTAHOBUIIIE
Ha EBpomneiickus opran 3a 6e3omacHoct Ha xpanute (EObX), Arennusra, o uckaHe
Ha KoMucusita nim no cBost UHUIMATHBA, 0€3 HEONPaBIaHO 3a0aBsHE U3/]aBa HAYYHO
CTaHOBHILIE OTHOCHO H3MOJ3BAHETO HA CHOTBETHHS OI[BETHTEN B JICKAPCTBEHH
OPOAYKTH, KaTo B3eMa mpenBuj craHoBuiiero Ha EOBX, ako e oTHOcuMoO.
CranoBunieto Ha AreHuusita ce npueMa ot Komurera no JiekapcTBEHUTE MPOIYKTH
3a XyMaHHa ymnotpeoa.

Arennuara m3npama Ha Kommcusta 6e3 HeompaBaaHo 3a0aBsHE CBOETO HAYYHO
CTaHOBHIIIE OTHOCHO ymoTpeOaTa Ha OIBETUTEINS B JIEKAPCTBCHH MPOIYKTH 3a€THO C
JIOKJIaJ 3a OllEHKAaTA.

BB3 ocHoBa Ha cranoBuiieTo Ha Arenuuara Komucusita pemaBa 0e3 HeonpaBIaHO
3a0aBsiHE Jadl CHOTBETHHST OI[BETUTEN MOXE Ja ObJe M3MOJ3BaH B JIEKApPCTBEHU
MPOJIYKTU M, KOTaTo € MPUIIOKHMO, TO BKJIIOYBA B CIHCHhKAa Ha OI[BETUTEIIUTE,
paszpeliieHu 3a yrnorpeda B IeKapCTBEHH MPOAYKTH, IOCOUEH B naparpad 3.

AKO maneH ouBeTUTeNl € Oui u3BaZeH OT cnuchka Ha Chio3a Ha pa3perieHUTe
n00aBKM B XpaHUTE MO MPUYMHU, KOUTO He u3uckBaT craHoBuile Ha EOBX,
Komucusita B3eMa pemieHue OTHOCHO HW3IOJI3BAHETO HA CHOTBETHHS OIBETHTEN B
JICKApCTBCHH TPOJIYKTH M KOTaTO € IPHIIOKUMO, T'O BKJIIOYBA B CIIHChKA Ha
OIBETHTEIUTE, pa3pelicHH 3a YIoTpeda B JICKAPCTBEHH IPOMYKTH, TIOCOYCH B
naparpad 3. B rtakuBa ciydyan Kommcusita MOXKe Ja TOHWCKAa CTAHOBHILNETO Ha
AreHmusTAa.

Ongeruren, KOiTo e On 3au4eH oT cnuchbka Ha Chro3a Ha pazpelieHuTe J00aBKU B
XpaHHUTE, MOXE Ja NMPOABDKH Jla Ce H3IO0JI3Ba KAaTo OIBETUTEN B JIEKAPCTBEHU
NpoaAyKTH, AokaTo KoMmucusta B3eMe pelieHHe Jaiu Aa ro BKIOYM B CIIUCHKa Ha
OLIBETUTENUTE, pa3pelIeHHn 3a YNoTpeda B JICKAPCTBEHHW IPOJYKTH, TOCOYEH B
naparpad 3.

[Taparpadgu 2—6 ce mpuiaraT M 3a OIBETHTEIUTE, M3IMOJI3BAHH BHB BETCPUHAPHH

JICKAPCTBCHU MPOAYKTU CBINIACHO OHNPCACIICHUCTO B YIICH 4, Touka 1 ot

Pernament (EC) 2019/6 na Esponeiickus napnament u na Cheta®.

PA3JIEI 5

AJIAITUPAHU UBUCKBAHUS 3A JJOCUETO

Ynen 28

Aoanmupanu pamku nopaou Xapakmepucmukume uiu Memooume, NPUCbUU Ha

JleKapCcmeenus npooyKm

JlexapcTBeHHuTE MPOAYKTH, N30poeHH B pmioxeHue VII, mojiexar Ha cierupuaHu
HAay4YHU WJIA PEryJaTOPHU HM3UCKBAHUS MOPAIU XAPAKTEPUCTUKUTE WM METOAUTE,
MIPUCHIIH HA JIEKAPCTBEHHS TIPOIYKT, KOTATO:

a) HC € Bb3MOXHO J1a CC HaAllpaBU aJICKBATHA OLICHKA Ha JICKAPCTBCHHUA NPOAYKT
HJIM Ha KaTC€ropusdaTa JCKAapCTBECHU IMPOAYKTU B CbOTBETCTBUEC C IIPUITOKUMHUTC

Pernmament (EC) 2019/6 na EBpomneiickus mapiameHT 1 Ha ChBeta oT 11 mexemBpu 2018 r. oTHOCHO
BETEPUHAPHUTE JICKAPCTBEHH MPOIYKTH 1 32 oTMsiHa Ha JTupekTura 2001/82/EO.
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M3MCKBAaHUS TIOpaJAM HAyyHH WIM PEryjaTopHU MpeIn3BUKATENICTBA,
NpOU3TUYAIIM OT XAPAKTEPUCTUKUTE WM METOAUTE, MPUCHINA Ha
JICKapCTBEHUS MIPOYKT; U

0) XapaKTepUCTUKUTE MM METOJMTE OKa3BaT MOJIOKUTEIIHO BB3JCHCTBUE BBPXY
KayecTBOTO, O€30MacCHOCTTa U €(PUKACHOCTTA HA JIEKAPCTBEHUS MPOAYKT WU
Ha KaTeropusra JICKApCTBEHU MPOAYKTH WJIM MMAT 3HAYUTEIIEH IPUHOC 3a
JIOCTBIIA HA MMAMEHTUTE WM 33 TPUKUTE 3a TAX.

Ha Komucusta ce mpenocraBs mpaBOMOIIMETO Jla MpUeMa JeJIeTHpaHd aKTOBE B
ChOTBETCTBUE C wieH 215, 3a na BHacs u3MeHeHus B npuioxenue VII ¢ men ga ce
0TYETE HAYYHO-TEXHUUYECKUAT HAMPEIbK.

Ha Komucusara ce mpemocraBs mpaBOMOIIMETO Ja MpHEeMa JAeJerupaHd akToBE B
CHOTBETCTBUE C WieH 215, 3a 1a NONMBJIHM HACTOSINATA JUPEKTHUBA, KATO OMPEICIH
CJIETHOTO:

a)  ToApoOHU MpaBWIIa 33 U3ABAHETO HA Pa3pelIeHUe 3a ThPTOBHs M KOHTpPOJIA Ha
JIeKapCTBEHUTE MPOAYKTH, TOCOUYECHHU B maparpad 1;

0) TexHMuYeckara JOKyMEHTalus, KOSTO TpsiOBa Jna Oble ImpelacTaBeHa oOT
3asBUTEJINTE HA pa3pellieHHss 3a TbProBUS 3a JIEKAPCTBEHUTE MPOAYKTH,
nocoueHu B naparpad 1.

[TonpoOHuTe mpaBmia, mocoueHu B naparpad 3, Oyksa a), ca MPOMOPIHMOHATHHA Ha
ChOTBETHUTE PHUCK M BB3ACHCTBME. Te wMorar jna JoBenar A0 aJanTHpaHe,
MMOBHIIaBaHE, OTMSIHA MM OTJIaraHe Ha M3UCKBaHuATa. Bcsgka oTMsIHA MM OTiIaraHe
ce OrpaHu4aBa JI0 CTPOTO HEOOXOJAMMOTO, MPOMOPIHUOHATHO U  HAAJEKHO
000CHOBaHO OT XapaKTePUCTUKUTE WIM METOAHMTE, MPHUCHIIUM Ha JIEKApCTBEHUS
MPOJYKT, U PEAOBHO Ce Mpepasriexkaa u oreHsBa. OCBeH MOAPOOHHUTE MpaBuIa,
nocoyeHn B maparpad 3, OykBaa), ce mpwiaraT W BCHYKH JPYyrH TIpaBHIA,
yCTaHOBeHI/I B HAcToOsdIIarTa )II/IpCKTI/IBa.

Jlo mpuemaHeTO Ha MOAPOOHH MpaBHiia 3a CHENU(PUUHUTE JEKAPCTBEHU MPOIYKTH,
n3bpoenu B mpuiiokenue VII cbrioacHo maparpad 3, 3asBieHue 3a pa3pelieHue 3a
THPTrOBUS 32 TAaKMBA JIEKAPCTBEHH MPOAYKTH MOXKE Ja CE€ M0JiaBa B ChOTBETCTBUE C
uiieH 6, maparpad 2.

[lpy mnpuemaHeTo Ha JAENETHPAHUTE AaKTOBE, IOCOYCHW B HACTOSIIMSA YJICH,
Komucnsara B3ema OpeaBua  BCsIKa HAJIWMYHA I/IH(l)OpMaHI/ISI, nmpousThuyama oT
eKCIIepUMEHTaIHA HOPMaTHBHA Cpe/ia, Ch3JaJieHa B CHOTBETCTBUE C wieH 115 or
[mpepabotenust Pernament (EO) Ne 726/2004].
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TI'JIABA |11

IIpouenypu 3a u31aBaHe HA HAIIMOHAJIHU Pa3pelleHus 3a

THProBus
PA3aET 1

OB PA3IOPEJBH

Ynen 29
Paseneacoane na 3asenenue 3a pazpeutenue 3a mvpeosus

HpI/I pasriICxKaaHeTo Ha 3asABJICHUC, IIO0AAACHO B CBOTBCTCTBHC C YICH 6 u
YJICHOBC 9—14, KOMIICTCHTHUAT OPraH Ha JbpiKaBaTa 4JICHKA:

a) TpoBepsBa JaNM JAaHHUTE M JOKYMEHTHUTE, INpEJCTaBeHH B IOJKpena Ha
3asBJICHHETO, CHOTBETCTBAT Ha wWieH 6 u wieHoBe 9—14 (,,Bamuaupane™) u
Jlald ca CIa3eHU YCIOBMSATA 3a M3/laBaHE Ha pa3pellieHHe 3a ThProBHUS,
1ocouYeHH B wieHoBe 43—45;

0)  MoKe Ja MOJUIOKH JICKApCTBEHUSI ITPOIYKT, U3XOTHUTE MaTEPUAIH 32 HETO WIIN
HETOBUTEC CBbCTAaBKH U aKO € HCO6XOIII/IMO, MCKIWHHU WA OAPYIrUd CbCTaBKU, HA
U3NUTBaHe B oO¢uIManHa jabopaTopusi 3a KOHTPOJ Ha JIEKapCTBEHUTE
IPOIYKTH WX B JTaOOpaTopusi, ONpeielieHa 3a [eliTa OT Abp)KaBara WICHKa, C
eI J]a C€ YBEpH, Y€ METOJIUTE 32 KOHTPOJI, M3MOJI3BaHH OT MPOHM3BOANTEIS Ha
JICKAPCTBCHUA NPOAYKT M OINMMCAHU B JAHHUTC, MPHUJAPYKABAIIN 3asABJICHUCTO
CBIJIaCHO MpUJIOXKEHHeE I, ca 3a10BOIHUTENHY;

B) MOXe, KOrato € IeJechoOpa3Ho, /1a HW3HMCKa OT 3asBUTENS Ja JIOIBJIHU
JaHHUTE, MPUApPYKABAIld 3asABICHHETO, IO OTHOIICHHWE Ha EIIEMEHTHTE,
[IOCOYEHH B WiIeH 6 U B wiieHoBe 9—14;

F) MOKC Ja pasrjicaa HAIWUYHUTC OOIBJIHUTCIIHU OOKAa3aTCJICTBA U Ja B3EMC
PEICHHUE BB3 OCHOBA Ha TAX, HC3aBUCHMMO OT AAHHHUTC, MNPEAOCTABCHU OT
3asBUTCIIA HA Pa3pCUICHUC 3a ThPIrOBUH.

Korato koMIeTeHTHHST oOpraH Ha JIbp)KaBaTa WWIEHKa C€ BB3MOJA3Ba OT
BB3MOXHOCTTa, MOCOYEHA B MbpBa anuHes, OyKBa B), CPOKOBETE, MPEIABUACHHU B
yied 30, ciupaTr na TeKaT J0 MOMEHTa, B KOWTO OBJE MpeocTaBeHa M3MCKBaHATA
JNOMBIHUTENHA HWH(pOpMAIMsA, WIM 3a CpPOKa, MPEeIOCTaBeH Ha 3asBUTENs 3a
HpeI[CTaBSIHe Ha yCTHI/I HUIJIN IITMCMCHHU O6${CHGHI/I${.

Koraro xoMmIleTCHTHHAT OpraH Ha AObpiKaBaTa YJICHKA CUUTA, Y€ 3asgABJICHHCTO 3a
pasp€li€CHUC 3a THProBuUs € HCII'BJIHO WU CbABPXKA KPUTHUYHU HCAOCTATHIHU, KOUTO
MOKC HOa IOoIIpeyaT Ha ONCHKATa Ha JICKApCTBCHUA IMPOAYKT, TOM yBE€OAOMABA
3asBUTCIIA 3a TOBA U ONIPEACIIA CPOK 3a MPEACTABAHC HA JIUIICBAIlaTa I/IH(bOpMaIII/ISI u
AOKYMCHTal . Axo 3agBHTEHAT HE nNpeaACTaByu JIMIICBAIlaTa HH(bOpMaLII/IH n
JOKYMCHTAI M B YKa3aHH CPOK, 3ai4BJIICHHUECTO CC CUMUTA 3a OTTCIIICHO.

B cnywaii ye mpu pasriaexaaHeTo Ha 3asBICHUE 3a pa3pellieHUE 3a ThProBUS
KOMITIETCHTHHAT OpPraH Ha JIbpKaBaTa YieHKa CUETe, Y€ KaueCTBOTO WM IThJIHOTATa
Ha MpEACTaBEHUTE JaHHU HE ca JOCTAaThYHHU, 32 Ja Ce pasriie/a 3asBICHUETO JOKpaH,
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pasrieXIaHeTo MOXKe J1a Obje MpeKpaTeHo B pamkute Ha 90 THU OT BaTUIUPAHETO
Ha 3asBJICHUETO.

KomnereHTHHAT oprad Ha AbpiKaBaTa 4WICHKa IIPEACTaBsA O606H.I€HI/IG Ha
HEAOCTAaThIUTE B IKHCMEH BHI. Bb3 OCHOBA Ha TOBAa KOMIICTCHTHHUST opraH Ha
AbpiKaBaTa 4YJICHKa YBEAOMsABA CBHOTBCTHO 3aidBUTCIA MW OIPCACII CPOK 3a
OTCTpaHABAHC HAa HCAOCTATHIUTC. 3asBIIECHHETO Cce OCTaBs 0e3 pasricxKaane, 10KaTo
3asABUTCIIAT HE OTCTpaHHU HEAOCTATHILUTE. AKO 3agBHTEIISAT HE ycnee na OTCTpaHHU
TC€3W HCAOCTATHIMU B CPOKA, YKA3aH OT KOMIICTCHTHUSA OpPraH Ha AbpiKaBaTa YJICHKA,
3as4BJICHHUECTO C€ CUUTA 3a OTTCIJICHO.

Ynen 30
Cpok 3a pazenexcoane Ha 3a56/1eHUE 34 PA3PEULCHUE 30 MbP2OBUSL

JbpxKaBUTE YJICHKU MPEAIPUEMAT BCUUKU NOAXOIAIIM MEPKH, 33 J1a OCUTYPST NpoLeaypara
M0 W3JaBaHe pa3pelleHre 3a ThProBUs 3a JIEKAPCTBEHH MPOAYKTH Ja MPUKIIOYU B PAMKUTE
Ha MakcumyM 180 gHUM cieq MOoJaBaHETO Ha BAJMIHO 3asBJICHHE, CYMTAHO OT JaraTa Ha
HErOBOTO BaJIUIAUPAHE.

Ynen 31
Buoose npoyedypu npu nayuonaino paspeuienue 3a mvpeosust

Hanumonanuu paspenieHus 3a TbpProBUs MOIaT Ja c€ IPEeAoCTaBAT B CHOTBETCTBHE C
poLeAypUTe, YCTaHOBEHH B uieH 32 (,,4MCTO HalMOHAlHA MpoIleaypa 3a H3JaBaHE Ha
paspelnieHue 3a Thproeus ‘), B wieHoBe 33 u 34 (,,JeneHTpain3upaHna mpoieaypa 3a u3jgaBaHe
Ha HAI[MOHAJHO pa3pelleHue 3a ThProBus ) uiu B wieHoBe 35 u 36 (,,mporeaypa no B3auMHO
MPU3HABAaHE HAa HAIlMOHAIIHO pa3pellieHue 3a ThProBUs ).

PA3JIE 2

PA3PELIEHUMA 3A THPI'OBUS, BAJIUHU B EJJTHA-EJUHCTBEHA JIbPKABA
YJIEHKA

Ynen 32
Yucmo Hayuonanina npoyedypa 3a uz0asane Ha paspeuletue 3a movpeosus

1. 3asiBlIeHHE 3a pa3pelleHre 3a THProBUS CHIVIACHO WIEH 6, maparpad 2 1Mo 4YucTo
Hal[MOHAJHAaTa MpoIelypa 3a U3JaBaHE HAa pa3pellieHUE 3a ThProBUs c€ MojaBa 10
KOMIICTCHTHHA OPraH B Ta3u AbpiKaBa YJICHKA, B KOATO CC IIpujiara paspC€ii€cHUETO 3a
THProBUSI.

2. KomreTeHTHHAT opraH B ChOTBETHATA Ibp)KAaBa YICHKA PA3TiIexk/aa 3asBICHUETO B
choTBeTcTBUE C wieHoBe 29 u 30 u u3aaBa paspelieHue 3a ThproBusi B CbOTBETCTBHE
¢ wieHoBe 43—45 ¥ ¢ IPUIOKUMHUTE HAITMOHATHU pa3riopeaou.

3. Pa3pemeHHe 3a ThpPTroOBHA, U3JAACHO CHITIACHO YUCTO HAllMOHAJIHATA Ipouecaypa 3a
HN3JIaBAHC Ha Pa3spClICHHEC 3a ThHProBHA, € BAJIWIAHO CaMO B JbpiKaBaTa YJICHKa Ha
KOMIICTCHTHUS OpTraH, KOMTO To € u3jail.
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PA3AET 3

PA3PEIIEHUS 3A THPI'OBUSI, BAJIMJIHU B HAKOJIKO JbPXKABU YWIEHKHA

Ynen 33

Obxsam na deyenmpanuzupanama npoyedypa 3a u30asane Ha HAYUOHAIHO pa3peuleHue 3d
MbP2OBUSL

3asgBieHne 3a pasp€i€HUE 3a THPIOBUA II0 ACHCHTpAIM3WpaHaTa IIpoucaypa 3a
HN3J1aBAHC Ha HAIIMOHAIHO PAa3spClICHHUC 3a ThbProBUs B HAKOJIKO AbpKaBU YJICHKHU IO
OTHOIICHHWEC HAa €AUWH M CbII JCKAPCTBCH IHNPOAYKT CC IIOoJaBa A0 KOMIICTCHTHUTC
OpraHv B TE3U ABbPIKABU YJICHKH, B KOUTO CC ITpHJIara paspCuiCHUCTO 3a TbProBuUs.

KomMnieTeHTHHTE OpraHy B CbOTBETHHUTE IbPKABH WICHKH Pa3IIIekKIaT 3asBICHUATA B
cboTBeTcTBUE C uieHoBe 29, 30 m 34 u um3naBaT paspelleHHe 3a TbProBUSA B
CHOTBETCTBUE C uieHOBe 43—45.

KoraTto xommereHTeH OpraH Ha €JHa JbpXKaBa 4YICHKAa YCTAHOBU, Y€ 3a ChHIIHS
JIEKapCTBEH MPOAYKT Ce pas3riiexk/ia Ipyro 3asBICHUE 3a pa3pelIieHne 3a ThProBUs OT
KOMIIETEHTHHSI OpraH Ha Jpyra JbpXKaBa WICHKA, KOMIIETEHTHUTE OpraHu Ha
CHOTBETHUTE IbPXKABU WICHKH OTKA3BaT Jia pasriiefaT 3asBICHHUETO U YBEAOMSBAT
3asBHUTEIIS, Y€ Ce MpHUJIaraT pa3nopeaouTe, IocoueHu B wieHoBe 35 u 36.

Koraro komrereHTHUTE OpraHy Ha IbP’KaBUTE YJICHKU ObJAT yBEAOMEHH, Ye apyra
JI'bprKaBa WICHKa € pa3pelinia JeKapCTBeH MPOIYKT, KOWTO € MPEAMET Ha 3asiBICHUE
3a pa3pelleHre 3a THPrOBHs B CHOTBETHATA Jbp)KaBa UJIEHKA, T€ OTXBBPJIAT
3asIBJICHUETO, OCBEH aKO HE € MOJaJIeHO B ChOTBETCTBUE C pa3lopenonuTe, MOCOYCHU
B wieHOBe 35 u 36.

Paspemenusita 3a Thbproeusi, MpeAOCTaBEHU MO JELEHTpAIU3MpaHara mnpoueaypa 3a
M3/1aBaHE Ha HAI[MOHAJIHO pa3pelieHue 3a ThPIrOBHs, Ca BAIMIHU CaMO B JbpPKABUTE
YJICHKU Ha KOMIIETEHTHUTE OPTraHu, KOUTO Ca T U3/IaJIu.

Ynen 34
HHeyenmpanuzupana npoyedypa 3a uzdasane Ha HAYUOHAIHU PA3PEULeHUst 3a MbP2OBUsL

C men na moslyuyd HAIMOHAIHO pa3pelieHHe 3a ThProBUs B HSAKOJIKO IbpiKaBU
YWICHKH 3a JIEKapCTBEH MPOAYKT IO ACHEHTPATH3UPaHaTa MPOLEaypa 3a U3AaBaHe Ha
HAIlMOHAJTHO pa3pellieHHe 3a ThProBUsA, 3asBUTENAT TOfaBa 3asBICHHE 3a
paspenieHne 3a ThProBHsl, OCHOBAHO Ha WACHTHUYHO JOCHE, 10 KOMIIETEHTHHS OpTaH
Ha n30paHaTa OT Hero JAbpkaBa WICHKA, 3a Ja 0bJie U3rOTBEH JIOKIA] 3a OLIEHKa Ha
JIEKapCTBEHUsI MPOAYKT B CBOTBETCTBHE C uieH 43, maparpadp 5 u na Obiaar
NPEINPUETH IEHCTBUS B ChOTBETCTBHE C HACTOSMIHS pasfel (,,ped)epeHTHa TbpiKaBa
YJIeHKa 10 JeleHTpalu3upaHara mpouenypa), KakTo 1 10 KOMIIETEHTHUTE OpraHu
Ha JIPYTUTE 3aCETHATH JAbPKaBU YWICHKH.

3asiBICHUETO 3a pa3pelieHne 3a ThPTOBUS ChIbpXkKa CIETHOTO:
a)  JIaHHWUTE U IOKYMEHTHUTE, TOCOYCHH B WIEH 6, B wieHoBe 9—14 u B uieH 62,
6) CIINCBK Ha ,[["bp)KaBI/ITC YJIICHKH, 3aCCTHATU OT 3asBJICHUCTO.

3asgBUTENAT YBCAOMsABA BCHUYKH KOMIICTCHTHH OPraHM Ha BCHUYKH ABbPiKABHU YJICHKHU
3a CBOCTO 3a4BJICHUC B MOMCHTA Ha IIOJaBaHCTO MY. KoMnereHTHHST opraH Ha
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Ibp)KaBa WICHKAa MOXE Ja IMOWCKAa Ja BCTHIIM B TpOIEAypaTra MO OCHOBATEIHU
OpUYMHA B HHTEpEC Ha OOIIECTBEHOTO 3/paBe M YBEAOMsIBA 3asABUTCIS U
KOMIICTEHTHHS OpraH Ha peepeHTHaTa JbpKaBa WICHKA 110 JICICHTpATU3upaHaTa
npoleaypa 3a CBOETO MCKaHe B cpok oT 30 qHM OT jgarata Ha TOJaBaHE Ha
3asBJICHUETO. 3asBUTEIAT NPEAOCTaBsi 03 HEONpaBIaHO 3a0aBsHE 3asBICHHETO Ha
KOMIICTCHTHUTC OpraHy Ha AbPKAaBUTC YJICHKHU, BCTHIIWIIA B IIpoLcaAypara.

B cinydaii ue mpu pasriexIaHeTO Ha 3asBICHHME 3a pas3pellleHHe 3a TbProBUs
KOMIIETEHTHHUAT OpraH Ha pedepeHTHaTa IbpKaBa WiICHKA M0 JEHEHTpalu3upaHaTa
npolexypa cdere, 4ye KayecTBOTO WMJIM IIbJIHOTATa Ha NPEICTAaBEHUTE TaHHU HE ca
JOCTaThb4HH, 32 J1a C€ pasriesa 3asBICHUETO JOKPal, pasrieKIaHeTO MOXKe 1a Oble
IpeKpaTeHo B paMkuTe Ha 90 AHM OT BAIMUPAHETO HA 3as1BJICHUETO.

KomnieTeHTHHSIT Oprad Ha pedepeHTHATA AbprKaBa WICHKA 110 JICIEHTpaTu3upaHaTa
npoueaypa npeacTans 0000IIeHNe Ha HEIOCTAThIUTE B MMCMEH BUJ. Bb3 ocHOBaA Ha
TOBA KOMIICTCHTHHUST OpraH Ha pedepeHTHaTa JbpKaBa  WICHKA 110
JEeleHTpaTU3upaHaTa npolelypa yBeIoMsiBa 3assBUTENsI U KOMIIETEHTHUTE OPraHu Ha
3aCErHATUTE IbP>KABU WICHKHU U OMPE/IENs CPOK 3a OTCTPaHSABAHE HA HEAOCTATHIIUTE.
3asBIEHHETO ce€ OcTaBsi 0e3 pas3riiexaaHe, JIOKAaTO 3asgBUTENSAT HE OTCTPaHU
HEJ0CTaThLIUTE. AKO 3asBUTEIIAT HE YCIIee Ja OTCTPAHHM TE3H HEJOCTAThIIM B CPOKa,
yKa3aH OT KOMIIETEHTHUSI OpraH Ha pedepeHTHaTa Ibp)KaBa UIEHKa IO
JeleHTpain3upaHaTa npoueaypa, 3asaBICHUETO CE CUUTA 32 OTTEIJICHO.

KomnereHTHHAT OpraH Ha pe(bepeHTHaTa AbpiKaBa YJICHKA I10 ACLHCHTPAJIU3UpPaAHATA
npoucaypa yBeIaomMsaBa 3a TOBA KOMIICTCHTHHUTC OpraHHW Ha 3aCCTrHATUTC OAbpKaBU
YJICHKHU U 3a1BUTCIIA.

B cpok ot 120 nau criex BanuaMpaHe Ha 3asBICHUETO KOMIIETEHTHHUAT OpPTraH Ha
pedepeHTHATa IbpKaBa YJICHKA IO JIelEHTpadu3upaHara NpoIeaypa H3TOTBs
JTOKJIaJ 32 OIICHKA, KpaTKa XapaKTePUCTUKA Ha MPOAYKTa, €TUKETA U JINCTOBKATa U TH
M3Mpallla Ha 3aCETHATUTE AbPKABU YICHKU U HA 3asIBUTEIS.

B cpok ot 60 1HM OT moayyaBaHETO Ha JIOKJIaJa 3a OlIEHKa KOMIIETEHTHUTE OpraHH
Ha 3acerHaTUTe MAbPKaBU WIEHKH OA00psABaT JOKJIajJa 3a OIEHKa, KpaTkaTa
XapaKTepUCTHKa Ha TMpOJyKTa, €THUKeTa W JIMCTOBKaTa M YyBEAOMSBAaT 3a TOBa
KOMIIETEHTHHUS OpraH Ha pedepeHTHaTa AbprkaBa WICHKA IO JIElEHTpaIu3upaHara
npoueaypa. KommereHTHHSAT opraH Ha pedepeHTHaTa JbpiaBa YJIEHKAa IO
JELEHTpaIU3UpaHaTa Mpoleaypa PperucTpupa CbIIACUETO HAa BCHUYKU CTpaHW,
MPUKIIIOYBA MpoLieypaTa U yBEAOMSIBA 3asiBUTENS 32 TOBA.

B cpox ot 30 qHu cieq NOTBBP)KIaBaHE Ha CHIVIACUETO KOMIIETEHTHUTE OpPraHu Ha
BCUYKU 3aCE€rHaTH JIbp>KaBU WIEHKH, B KOMTO € MOJAJCHO 3asBIICHHE CBIIACHO
naparpag 1, mpuemar pemieHue cbriaacHo ujieHoBe 43—45 U B CHOTBETCTBHUE C
0J100peHus AOKJIAJl 32 OLEHKA M ¢ KpaTKaTa XapaKTepUCTUKA Ha MPOIYKTa, ETUKETa U
JMCTOBKATa, KAaKTO Ca OJ00pEHH.

PA3Ed 4

B3AMMHO NNPU3HABAHE HA HALIUOHAJIHU PA3ZPEILIEHUSA 3A THhPIOBUS

Ynen 35

Obxsam na npouedypama no 63aUMHO npu3HaAeaHe Ha HAYUOHAIHU pa3peuleHusl 3a mvpco6us

87

BG



3asBiIeHNE 3a pa3pelIieHHe 3a THPrOBUS IO NpoLEAypaTa IO B3aMMHO INpPH3HABAHE Ha
HALlMOHAJIHO pa3pellleHHe 3a ThProBUs, M3aJAEHO CbhIVIACHO uieHoBe 43—45 u B
CHOTBETCTBHUE C WIEH 32, ce 1M0/1aBa 10 KOMIETEHTHUTE OPraHU Ha JIPYTUTE JbPKaBH WICHKH
0 pea, yCTaHOBEH B WwieH 36.

BG

Ynen 36
Ilpoyedypa no e3aumHo npusHasame Ha HAYUOHAIHU PA3PEULeHUS. 3d MbP2OBUSL

3asBieHNE 3a B3aMMHO TIPU3HABAaHE HA pa3peUICHHE 3a THPrOBUS, H3/aJCHO
ChIIIacHO wieHoBe 43—45 1 B ChOTBETCTBHUE C WieH 32, B HAKOJIKO JbP)KaBU WICHKU
3a €OUMH ¥ CBII JICKAPCTBEH MPOAYKT C€ IMoJaBa 1O KOMIETEHTHUS OpraH Ha
Ibp)KaBaTa 4YICHKA, M3Jaja PaspelIeHueTo 3a ThproBus (,pedepeHTHa IbpiKaBa
YJICHKa 3a MpOoIleypaTa 110 B3aUMHO NPH3HaBaHe ), U JO KOMIIETCHTHUTE OpPTraHH Ha
3aCerHaTUTE Ibp)KaBU YICHKH, B KOMTO 3asBHTENAT MCKa Ja IMOJIyYd HAI[MOHAIHO
pa3pelieHne 3a ThProBHSL.

B 3asBienmeTo ce BKIHOYBA CIOHCHK Ha ABPIKABUTC YICHKH, 3aCCrHaTh OT
3asBJICHUCTO.

KommerenTHuaT opran Ha pedepeHTHaTa Ibp)kaBa WICHKa 3a IMpoLeaypara o
B3aMMHO IPU3HABaHE OTXBbBPJIS 3asBJICHUE 32 B3aMMHO IIPU3HABAHE HA pa3pelleHHe
3a THProBUS 3a JIEKAPCTBEH MPOAYKT B CPOK OT €1HA IOJUHA OT H3/IaBaHETO MY,
OCBEH aKO KOMIIETEHTHUAT OpraH Ha JbprkaBaTa WIEHKA YBEIOMU KOMIIETEHTHHS
opraH Ha pe)epeHTHaTa AbpXKaBa WICHKA 3a MPOILEAypaTa MO B3aMMHO IPU3HABaHE
3a CBOSI MHTEPEC KbM TO3M JIEKAPCTBEH MPOIYKT.

BaHBI/ITeJ'IflT YBGI[OMSIBa KOMIICTCHTHUTC OpFaHI/I Ha BCHYKU }l"bp)KaBI/I YJICHKHU 3a
CBOETO 3asBJICHHME B MOMEHTa Ha TMoJaBaHeTOo My. KOMMETeHTHHAT opraH Ha
IbpXKaBa WICHKA MOXE Jia MOWCKAa Ja BCTHIIM B TPOIEAypara MO OCHOBATEITHH
OPUYMHU B HHTEpPEC Ha OOIIECTBEHOTO 3JIpaBe€ M YyBEIOMSIBA 3asBUTENS U
KOMIICTCHTHHSI OpraH Ha pedepeHTHaTa IbpKaBa WICHKA 3a MpoIleaypara Io
B3aMIMHO MPH3HABAHE 3a CBOETO MCKaHe B cpok OoT 30 JAHM OT JaTara Ha MoJaBaHe Ha
3asBJICHUETO. 3asBUTEISAT MPENOCTaBs 0e3 HeonpaBIaHO 3a0aBsiHE 3asBJICHHETO Ha
KOMIETEHTHUTE OPTaHH Ha AbPKaBUTE WICHKH, BCTHIIWIN B MpoLieypaTa.

Ilo wmckane Ha KOMIICTEHTHHUTE Opraii Ha 3aCCrHAaTUTC AbpPiKaBHU YICHKU
IIPUTEXKATENAT HAa Pa3peIICHUETO 3a THPrOBHsl HCKA OT KOMIIETEHTHMsI OpraH Ha
pedepeHTHaTa AbpKaBa WIEHKa 3a Mpoleaypara MO B3aMMHO IpHU3HABaHE Ja
aKTyaJln3Mpa JOKJIaJa 3a OLEHKA, U3TOTBEH 3a JIEKAPCTBEHMsI MPOAYKT, 3aCETHAT OT
3asBIeHHETO. B To3u cityuail pedpepeHTHaTa AbpKaBa WIEHKA aKTyalu3upa J0KIaga
3a OLlEHKa B CpoK OT 90 qHM ciex BaJIMIUMPAHETO Ha 3asBICHHUETO. AKO
KOMIICTCHTHUTC OPraHv Ha 3aCCrHATUTC ABPIKABHU YJICHKHW HE OTIIPABAT HCKAHE 3a
aKTyaJu3UpaHe Ha JIOKJIaja 3a OIeHKa, peepeHTHaTa AbpikaBa WICHKA MPEICTaBs
JTOKJIa/1a 3a OLIEHKa B CpoK OT 30 1HH.

B cpok ot 60 n1HM OT moJy4aBaHETO Ha JOKJIa/a 3a OLIEHKAa KOMIETEHTHUTE OpraHu
Ha 3acerHaTUTe Ibp’KaBU UICHKM OJ00psSBaT JOKJaja 3a OLEHKa, KpaTkaTa
XapaKTepUCTHKAa Ha TMPOJIyKTa, €THUKeTa W JUCTOBKaTa W YBEAOMSBAT 3a TOBA
KOMIIETEHTHHSI OpraH Ha peepeHTHaTa IbpKaBa WieHKa.

KomnereHTHHAT opraH Ha pedepeHTHaTa Ibp)kaBa WICHKa 3a IpoLeayparta Io
B3aMMHO T[pPU3HABAaHE PErHCTpUpa CHITIACHETO HAa BCHYKH CTpPaHU, MPHUKIIOYBA
npoueaypara ¥ yBEAOMsiBa 3asiBUTENS 3a ToBa. J[OKnIambT 3a OLIEHKAa 3a€QHO C
KpaTKaTa XapaKTepHCTHKa Ha MpPOAYKTa, €THUKeTa M JHCTOBKaTa, OJ0OpEHH OT
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KOMIIETEHTHHUSI OpraH Ha pedepeHTHaTa IbpkaBa WICHKa 3a Mpoueaypara Io
B3aUMHO I[IPU3HABAHE, CE€ U3MpAllAT HA 3acCerHAaTUTE Ibp>KaBHM WIEHKH W Ha
3asiBUTEJIS.

B cpok ot 30 nHu cien MOTBbpKIaBaHE HA ChIVIACHETO KOMIIETCHTHUTE OpPraHu Ha
BCUYKM 3aCErHAaTH [IbP>KaBU WICHKH, B KOUTO € MOJAJCHO 3asBIICHHUE CBIIACHO
naparpad 1, mpuemar pemieHHe ChriaacHO uieHoBe 43—45 W B CHOTBETCTBHE C
0/100peHus AOKIIaJ 3a OLEHKA U C KpaTKaTa XapaKTepUCTUKa Ha POAYKTa, ETHKETa U
JMCTOBKATa, KAKTO Ca OJ00pEHH.

PA3IET 5

KOOPIUHUPAHE HA HAIIMOHAJIHUTE PA3PEIIEHUS 3A ThPTOBUSA

Ynen 37

Koopounayuonna epyna 3a deyenmpanusupanama npoyedypa u 3a npoyeoypama no 63aumHo

npusHasane

Cp3naBa ce KOOpIMHAIMOHHA Tpyla 3a JeleHTpalu3upaHara Mpoueaypa U 3a
mpoleaypara Mo B3aUMHO Tpu3HaBaHe (,,KOOPAWHAIIMOHHA Tpyma‘) 3a CIEIHUTE
(158

a)  pasriekJTaHe Ha BCAKAKBH BHIIPOCH, CBHP3aHU C HAIMOHAIHO Pa3peIICHHE 3a
THPrOBUSI C JIGKAPCTBEH MNPOIYKT B JIBE WM MOBEYE IbP)KABU UICHKH B
CHOTBETCTBHUE C MPOIICAYPUTE, OTIPEICIICHN B pa3aenu 3, 4 U 5 oT HacTosIIaTa
riasa v B wieH 95;

0) pasruexaaHe Ha BBIPOCH, CBBbpP3aHU C (hapMaKoJOTHUYHATA OJMTEIHOCT IO
OTHOIICHHE Ha JIEKQpCTBEHUTE TMPOIYKTH, OOXBaHATH OT HAIMOHATHUTE
paspenieHus 3a ThpProBus, B ChoTBeTCcTBHME ¢ wieHose 108, 110, 112, 116

u 121,

B)  pasIiieX/JaHe Ha BBIPOCH, CBbP3aHU C IPOMEHHU B HAIIMOHAJIHUTE pa3perieHus
3a ThProBUs, B ChOTBETCTBUE C wieH 93, maparpad 1.

3a U3MBIHCHUETO HA CBOUTE 3aJa4H 1O (apMaKOJIOTHIHA OTUTEITHOCT, TPEABUICHH
B MbpBa anuHes, OykBa 0), BKIIOUUTENIHO OJOOpSIBAHETO Ha CHCTEMHUTE 3a
yOpaBJIeHHE Ha puUCKa W  HaONIOJEHHETO Ha  TsAXHATa  e(EeKTUBHOCT,
KOOpJMHAIIMOHHATa TpyMa pa3uuTa Ha HayyHaTa OIECHKAa W TMPENoOpbKUTE Ha
Komutera 3a ouenka Ha pucka B obOiacTtTa Ha (papMakonoruyHata OJUTEIHOCT,
nocoueH B wieH 149 ot [mpepabotenus Permament (EO) Ne 726/2004].

B koopauHanuoHHaTa Tpyna yyacTBa MO €AMH IpPEJICTaBUTENl OT BCSKa Ibp)KaBa
YIeHKa, KOMTO ce Ha3HayaBa 3a CPOK OT TpU IOJIMHU, KaTO MaHAAaThT My MOXeE Ja ce
MOAHOBSBA. J[bpKaBUTE YJIEHKM MOraT Jla Ha3HauaT 3aMECTHHMK 3a MaHJaT OT TpU
TOJIMHHU, KOMTO MOXeE Ja ce MOoJHOBsBA. UieHoBeTe Ha KOOpAWHALMOHHATA Ipyna
Morar Ja B3eMaT HeoOXOAMMHUTE OpraHM3allMOHHM MEpKHM, 3a Ja OblaT
NpUIPY>KaBaHU OT €KCIIEPTH.

HpI/I HU3MIBJIHCHHUCTO HAa CBOUTC 3a/la4y YJICHOBCTC HAa KOOpJAWHAIIMOHHATA Ipylia U
CKCIICPTUTE CC€ OCIaHAT Ha HAYYHUTC M HOPMATUBHHUTC HN3TOYHUIM, C KOHTO
pa3nojaratT KOMICTCHTHUTC OpraHu Ha AbPIKABUTC YJICHKH. KommereHTHUAT opran
Ha BCJIKa AbprKaBa YJICHKaA CJICAU 3a CKCIICPTHOTO PaBHUIIC HAa U3BBPIICHUTE OLICHKU
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H rmogrnomMara ,I[eﬁHOCTI/ITe Ha Ha3HAUYCHUTC YJICHOBC HAa KOOpAWHAIIMOHHATA I'pyla U
Ha CKCIICPTUTC.

[Io oTHOmIEHHME Ha MPO3PAUYHOCTTa U HE3AaBUCUMOCTTA Ha WIEGHOBETE Ha
KOOpIMHAIIMOHHATa Tpyma ce mnpuiara wwied 147 ot [mpepaboTeHwus
Pernament (EO) Ne 726/2004].

AreHuusTa OcUrypsBa CeKpeTapuaTa Ha Ta3d KOOpAMHALIMOHHA rpyIna.
KoopaunanuonnaTa rpymna u3rotrssi COOCTBEH MPOLEAYpPEH MPABUIHUK, KOMTO BIIKM3a
B CWIa cjel IMOJIOKUTEIHO cTaHoBuule Ha Komwucusara. To3u mnpaBuiIHMK ce
OTIOBECTSIBA ITyOJIUYHO.

M30bJIHUTETHUAT JUPEKTOpP Ha ATrEHUUATa WIM HEroB MPEJICTABUTEN U
npencraBuTend Ha Komucusta umar npaBo J1a MIPUCHCTBAT HA BCUUKH 3ace/laHus Ha
KOOpPIMHAIIMOHHATA TPyTIa.

UneHoBeTe Ha KOOpPJAMHALMOHHATA Tpylla TapaHTUpaT, Y€ € HaluLe NOAXOIALIA
KOOPJMHALIMS MEXIY 3aJadiTe Ha rpynara u padboraTta Ha KOMIIETEHTHUTE OpPraHu
Ha JbP)KABUTE UWICHKH, BKIIFOYUTEIHO KOHCYJITATUBHUTE OPIraHH, AHTAKUPAHU C
pa3peleHusaTa 3a ThproBusl.

OcBeH ako B HacTosIara AUPCKTHBA HC € MPCABUACHO APYTO, IMIPEACTABUTCIINTC HA
ABPIKABUTC UYICHKHM B KOOpAMHAIIMOHHATA TIpyla mnojararT BCUYKH YCWIHA [a
MNOCTUTHAT CbhIJIACUC C KOHCCHCYC OTHOCHO ,Z[CI‘/'ICTBI/IGTO, KOC€TO TpH6Ba Ja C€
npearnpueme. AKXO He € Bb3MOKHO Ja €€ MOCTUTHE KOHCCHCYC, ITPpUCMa CC O3 HATA
Ha MHO3HWHCTBOTO OT AbPKABUTC WICHKU, IPCACTABCHHU B KOOpAUHAIITMOHHATA I'pyIIa.

UneHoBeTe Ha KOOPJMHAIIMOHHATA IPyIia Ce 3aJbJDKaBaT, JOPH CIIC/ MPEKPATsIBaHEe
Ha cBoWMTe (DYHKIMM, Ja HE pa3KpuBaT HMH(GOpPMAIMS, YUETO ECTECTBO H3HMCKBA
3ama3BaHeTo Ha MpodecuoHaHa TalHa.

Ynen 38

PLZBJZM‘!CIGLZWM ce nosuyuu Ha Obpmcaeume YJIeHKU 6 pamMKume Ha ()eueﬁmpaﬂuz’upanama

npoyeoypa uiu Ha npoyeodypama no 63aumMHo NPU3Hasane

AKO B Kpast Ha CpOKa, orpejiesicH B wieH 34, maparpad 6 uinu B wieH 36, maparpad 6,
MEXIY IbpKABUTE WIEHKHM MMa Pa3HOIIacMe OTHOCHO M3/1aBaHETO Ha pa3pelleHue
3a THPrOBUS HA OCHOBaHHE MOTEHIMAJICH CEPHO3€H PUCK 3a OOIIECTBEHOTO 3/paBe,
3acerHarata JbpXKaBa YJIEHKa, H3pa3uia HechbIVlacue, TpeAcTaBs MOJPOOHO
00sICHEHHE TIO CIIOPHUTE BBIIPOCH M H3Jiara IMPUYUHHUTE 3a CBOATA MO3HULUA TPEI
pedepeHTHaTa IbprKaBa WIEHKA, MPEJ APYTUTe 3aCeTHATHU AbP)KaBU YICHKU M MPe.
3agBuTens. CHOpHHTE BBIPOCH ce€ OTHacAT Oe3 HeompaBAaHO 3abaBsiHE 3a
pasriexaaHe 10 KOOpJUHALMOHHATA IpyTa.

HOTeHHI/IaJ'IHI/ITe CCPHUO3HU PHUCKOBE 3a O6HI€CTB€HOTO 3ApaBC CC€ OIpCACIAT B
HaCOKH, KOUTO Komucusra TpH6Ba Ja npueMme.

Bcenuky 3acerHaTé Jbp)KaBM WICHKH B KOOpAWHAIMOHHATA Tpyma, H3Pa3wiIn
HechIJIacHe, MojaraT BCUYKM YCWJIUS, 3a Jla MOCTUTHAT ChIVIacHE IO JEHCTBHETO,
KOeTo TpsbBa Ja ce mpeamnpueme. Te NMpenocTaBAT Ha 3asBUTENST Bb3MOXKHOCT Ja
u3pa3d CBOSITA IJVIEAHA TOYKA, YCTHO WM MNHCMEHO. Ako 1o 60 nHu cieq
ChOOIIaBAaHETO Ha CIIOPHUTE BBIIPOCU IbPIKABUTE YICHKU IOCTUTHAT ChHIJVIACHE C
KOHCEHCYC, pedepeHTHaTa Ibp)KaBa WIEHKAa PEruCTpUpa ChIVIACHETO, MPUKIIOYBA
nporenypata M yBelAoMsBa 3asBuUTeNs 3a ToBa. [Ipumara ce mnpoueaypara,
npeaBuaeHa B wieH 34, naparpad 7 unu B wieH 36, naparpad 8.
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4, Axko B pamkuTe Ha 60-THEBHUS CPOK, MpEIBHICH B maparpad 3, He Moxke aa Obae
IOCTUTHATO CIHOpasyMEHHEe C KOHCEHCYC, TIO3MIHUATA HAa MHO3MHCTBOTO OT
IbpXKABUTE UICHKHU, MPEACTaBeHW B KOOpAMHALIMOHHATAa rpymna, ce IpeaaBa Ha
Komucusra, kodTo npuiara npouenypara, npeaBuacHa B wieHoBe 41 u 42.

5. [Ipu oGcrosiTencTBata, mocoueHu B maparpad 4, AbpKaBUTE WIEHKH, KOUTO ca
o00pHIIN JOKJIaaa 3a OICHKA, KpaTKaTa XapaKTepUCTHKA HA MPOIYKTa, ETHKETA H
JUCTOBKaTa Ha pedepeHTHaTa AbprKaBa WICHKAa, MOraT IO MCKAaHE Ha 3asBUTENA Ja
paspemiar JIGKapCTBEHHUsI NPOAYKT, Oe3 Ja M34akBaT pe3yjrara OT Mpoleaypara,
onpezeneHa B wieH 41. B TakbB cilydail M3Ma€HOTO HAIMOHAJIHO pa3pellieHHe 3a
THProBUs HE 3acsra pe3yJjTara OT Ta3H IpoLeLypa.

Ynen 39
IIpoyedypa no cezupane npu paziuuasawju ce peuleHus Ha Obpucasume YieHKu

AKO 3asIBIICHHATA 32 HALIMOHAIHO pa3pellieHHe 3a ThProBUs ca MOJaJeHU B CHOTBETCTBUE C
wieH 6 1 wieHoBe 9—14 3a KOHKPETEH JICKApCTBEH NMPOAYKT W aKO IbPKABUTEC WICHKH Ca
NOpHUeNu pa3UvaBallld C€ pEeUICHHs [0 OTHOIICHHE Ha HAIMOHAJIHOTO pa3pelieHHue 3a
THpPrOBUs, BHACSHETO Ha MPOMEHH B HETO, CIIMPAHETO HA HETOBOTO JICHCTBHE WJIM OTMSHATa
My WJIH 110 OTHOIICHHE Ha KpaTKaTa XapaKTepUCTHKa Ha MPOJyKTa, KOMIETEHTHUAT OpraH Ha
Ibp)KaBaTta wieHka, KoMucusaTa nin mpuTeXaTeNsT Ha Pa3pelIeHueTo 3a ThPTOBUS MOTaT Ja
oTHecaT BbIpoca 7o KomureTra mo nekapcTBEHUTE MPOAYKTH 3a XyMaHHa ymoTpeba ¢ e
IpujlaraHe Ha Ipoleaypara, NpeaBuacHa B wieHoBe 41 u 42.

Ynen 40
Xapmonusupane Ha Kpamkama xapakxmepucmuka Ha npooyKma

1. C nen na ce HaCbpYM XapMOHU3UPAHETO HA HALIMOHAIIHUTE PAa3pELIEHUS 3a ThPrOBUS
3a JIEKapCTBEHU MPOAYKTH B Lenust Cbio3, KOMIIETEHTHUTE OPraHu Ha JbpiKaBUTE
YJICHKH €KEroJIHO M3MpallaT Ha KOOpAMHAIlMOHHATa Tpyma, MOco4YeHa B uieH 37,
CHUCBHK Ha JIEKApCTBEHMTE NPOAYKTH, 3a KOUTO TpsiOBa Ja ce U3rOTBU
XapMOHHU3MpPaHa KpaTKa XapakTepUCTHKa Ha MPOIYKTa.

2. KoopanHanyoHHara rpyrna u3rorssi CIUCHK HA JIGKAPCTBEHUTE NPOLYKTH, 3a KOUTO
TpsiOBa Ja ce W3rOTBM XapMOHU3MpaHa KpaTKa XapaKTepUCTUKA Ha MPOAYKTa, KaTo
B3€Ma MPEIBHJ NPEIIOKECHHUATA Ha KOMIIETEHTHUTE OpPraHU Ha BCHUYKH JbpPKABU
YJIEHKH, U U3Ipalla To3M cnuchbk Ha Komucnusra.

3. Komucusara wuim KOMIICTCHTHHSAT oprad Ha JAbpXXaBa YICHKA, CbIJIaCyBaHO C
AFGHL[I/IﬂTa U KaTo B3C€Ma NpCABUI CTAHOBHUIIATA HA 3aWHTCPCCOBAHUTC CTPAHU,
MOXE€ da OTHECEC BBIIPOCAa OTHOCHO XapMOHH3HWPAHCTO HA KpaTKaTa XapaKTCPHUCTHUKa
Ha TC3U JICKAPCTBCHU IPOAYKTHU 1O Komutera 1o JICKAPCTBCHUTC IIPOAYKTU 3a

XyMaHHa ynoTpeOa c e NMpujiaraHe Ha mpoueaypara, npeaBuaeHa B wieHose 41 u
42.

Ynen 41

Hayuna oyenxa om Komumema no nekapcmeenume npooyKmu 3a XyMaHHa ynompeoa 6
npoyedypa no cesupaue

1. B pamkute Ha mnporeaypara, yCTaHOBEHa B HacTosus wieH, KoMUTeTHT Mo
JIEKApCTBEHUTE TMPOAYKTH 3a XyMaHHa ymnoTpeba, mocodeH B wWieH 148 ot
[mpepabotenust Permament (EO) Ne 726/2004], pasriexga ChOTBETHHSI BBIPOC U
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W3rOTBS MOTHBHPAHO CTAHOBHIIE B CPOK OT 60 JHH OT JaraTta, Ha KOSTO BBIIPOCHT €
OUJI OTHECEH 10 HETO.

Bwnpexu ToBa, B ciaydaute, oTHeceHH 10 KoMuTeTa 1o jekapcTBeHUTE MPOAYKTH 3a
XyMaHHa ynorpeba B cboTBeTCTBHUE C wieHoBe 39, 40 u 95, To3u cpok Moxe 1a Obae
yIbibkeH oT Komurera mo jnexapcTBeHHTE MPOAYKTH 32 XyMaHHa yrnoTpeba C ole
90 M.

[To mpennoxenue Ha cBos npexacenare’a KOMUTETHT 1o JIeKapCTBEHUTE MPOAYKTH 32
XyMaHHa yroTpe0a MOoXKe Jla OIPEAeNH IM0-KPaThbK CPOK.

3a pasriexaaHeTo Ha Bbipoca KOMUTETHT 1O JIEKAPCTBEHUTE NPOLYKTH 32 XyMaHHA
ynotpe0a onpezens euH OT CBOUTE WICHOBE 32 JOKIaIUUK. KOMUTETHT MOXKE CHIO
Taka Jla OmpeAess OTIENHU eKCIEePTH, KOUTO Aa IO KOHCYJITHUPAT MO cleuupUuHU
BbIIpocH. [Ipu onpenensHero Ha excriepTd KOMHUTETHT 1O JIEKapCTBEHUTE MPOLYKTH
3a XyMaHHa ymnoTpeba ompenens TEXHUTE 3aJaud M yKa3Ba Cpoka 3a
W3IBJIHEHUETO UM.

[Ipenu na npeacraBu cTaHOBUILIETO cH, KOMUTETHT MO JIEKapCTBEHUTE MPOAYKTH 3a
XyMaHHa yHOTpe6a npeaoCTtaBss Ha 3ad4BUTCIIA WM Ha HNPUTCKATCIA Ha
pa3pelIeHneTo 3a ThPrOBUS BB3MOXKHOCT Ja IpPEJICTaBU OOSCHEHUS YCTHO WIIU
IIICMEHO B yKa3aH oT Komurera cpok.

CranoBuuiero Ha Komurera no jekapcTBeHUTE NMPOAYKTH 3a XyMaHHa yrnorpeda ce
IpUApPYkKaBa OT KPaTKa XapaKTepUCTHUKA Ha MPOAYKTa, €ETUKETa U JINCTOBKATA.

Ako e HeoO6xoauMo, KoMUTETHT 10 JIeKapcTBEHUTE MPOIYKTH 32 XyMaHHA yrnoTpeda
MOJKE€ Ja TOMCKa OT BCSIKO JIPYro JIMIIE J1a IMpeJocTaBU HMH(Opmanus, CBbp3aHa C
OTHECEHUs O HETO BBIPOC, WM JIa PEIIH J1a IPOBee MyOINYHO U3CTYIIIBAHE.

Cren KOHCYNTAIMsl ChC 3aCeTHATUTE CTPaHW ATCHIHUATA HM3TOTBS IPOIEIYPEH
NPaBIJIHUK 32 OPraHU3UPAHETO W TPOBEXKIAHETO Ha MyONIWYHM HW3CIyIIBaHUS B
chOTBeTCTBHUE ¢ WieH 163 ot [npepadotenust Perimament (EO) Ne 726/2004].

KoMuTeThT Mo JexkapcTBEHHTE MPOIYKTH 3a XyMaHHA YIOTpebda Moke Ja Crpe
CpOKOBeTe, MocoueHu B naparpad 1, 3a ga najge Bb3MOXKHOCT Ha 3asiBUTEJIS UM Ha
MPUTEKATEIS Ha Pa3pEIeHUETO 32 ThPrOBUS J]a U3TOTBU OOSICHEHUATA.

AreHnusaTa yBeIoMsiBa 0€3 HEOIpaBaaHO 3a0aBsHE 3asABUTENS WM MPUTEKATES Ha
pa3penieHnueTo 3a ThproBus, KOraTo B CTaHOBUIIETO Ha KomuTeTa no ieKapCTBEHUTE
MPOJIYKTH 3a XyMaHHa yroTpeda ce MoCTaHOBsBA, Ue:

a)  3ajdBJICHUETO HE OTroBaps Ha KPUTEPUUTE 3a M3[aBaHE Ha pa3pellieHue 3a
THPTOBHS;

0) mpeanoXkeHaTta OT 3asgBUTENS MM OT MpPUTEXKATeNs Ha pa3pelIeHHeTo 3a
THProBUsl KpaTKa XapaKTepHCTHKa Ha MPOAYKTa ChIJacHO wieH 62 TpsbBa aa
ce U3MEHU, WU

B)  pa3pemIeHHeTO 3a THPTOBHS TPSAOBa Ja ce W3/aje MPH ONPENENICHH YCIIOBHS,
KOMTO Ce CUMTAT 3a ChLIECTBEHM 3a Oe3omacHOCTTa M eeKTHBHATa ynorpeda
Ha JICKApCTBEHHS TPOMYKT, BKIIOYHTEIHO OT TJeIHa TodYka Ha
dapmakosoruuHaTa O AUTEIHOCT;

r)  JCWCTBUETO Ha pa3pelIcHUETO 3a ThPrOBUs TPsOBaA Jla Ce CIIpe, B YCIOBHTA HA
pa3perieHueTo TpsiOBa Jja ce BHeCaT MPOMEHH WITH TO TpsiOBa Ja ce OTMEHHU;
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)  JIEKapCTBEHUST IMPOJIYKT OTroBapsl Ha YCJOBHsTA, NMOCOYEHHU B ujieH 83, mo
OTHOILICHHE HA JICKAPCTBEHUTE MPOAYKTH, MPETHA3ZHAUCHHU 32 33/I0BOJISIBAHE HA
HEYJIOBJIETBOPEHA MEAUIIMHCKA OTPEOHOCT.

B CpOK OT 12 AHU CJICA MOoJIydyaBaHC Ha CTAHOBUIICTO 3adBUTCIIAT WU ITPUTCIKATCIIAT
Ha pa3pelICeHUETO 3a THPrOBUS MOXKE Ja yBEIOMH ATeHIMsATa MHCMEHO 3a
HAMEPEHUETO CH J1a MOKUCKA IPEPA3riekaaHe Ha CTAHOBUILIETO. B TakbB ciaydail TOU
npescTaBs Ha AreHIUsATa NOAPOOHM OCHOBAHUS 3a MCKAHETO CU B CPOK OT 60 qHH
CJIe]1 ITOJIy4YaBaHe Ha CTAHOBUILETO.

B cpok ot 60 auu cien moigyyaBaHE Ha OCHOBaHHUsATA 3a McKaHeTo KoMmuTeTwT mo
JICKapCTBEHUTE MPOAYKTH 32 XyMaHHa ynorpeba mpepasriiexaa CTaHOBUIIETO CH B
CBOTBETCTBHME ¢ uieH 12, maparpad 2, Tpera amuHes OT [mpepaOOTEHHS
Permament (EO) Ne 726/2004]. MotuBute 3a 3akiodeHueTo Ha Komurera crien
IpepasriiekIaHeTO ce IpuiararT KbM JOKJIaJa 3a OILIeHKa, MOco4eH B ujeH 12,
naparpad 2, Tpera anuHest oT [npepaborenus Pernament (EO) Ne 726/2004].

AreHuusaTa MU3MOpaila OKOHYATEIHOTO CcTaHOBMILEe Ha Komwurera mo jekapcTBEHUTE
IMPOAYKTH 3a XyMaHHa YHOTp€6a A0 KOMIICTCHTHUTC OpraHyd Ha AbPKAaBUTC YJICHKU,
1o Komucusara u 10 3asaBUTEN WK MPUTEXKATEN] HA Pa3pelICHUETO 32 ThProBUs B
cpok or 12 gHu cien mpUeMaHEeTO My, 3a€JHO C JIOKJIaJ, B KOWTO Ce€ OIHCBa
OIICHKATa Ha JICKapCTBEHUS MPOJIYKT U CE€ IOCOYBAT MOTHUBUTE 3a 3aKJIIOUECHUETO Ha
Komurera.

Axo CTAaHOBHIIICTO € B I10JI3a HA U3AABAHCTO HJIM Ha 3alla3BAaHCTO HA pa3pCUICHUCTO
3a TbProBusA 3a CbOTBCTHHA JICKAPCTBCH MPOAYKT, KbM OKOHYATCIHOTO CTAHOBUIIC
CC IIpujiarat CJICIHUTC JOKYMCHTHU:

a)  KpaTkKa XapaKTepUCTHKA Ha MPOIYKTa, KAKTO € TI0OCOYCHO B WICH 62;

6) mnoapoOHa HMH(OpMAIMA 3a BCUYKH YCIIOBHS, 3acArallyd pa3pelieHHeTo 3a
THProBUs MO0 CMUCHJIA Ha naparpad 4, nbpBa anuHes, Oyksa B);

B)  NOAPOOHOCTH 3a €BEHTYaJIHU NMPENOPBUUTEIHN YCIOBHS WIM OTPaHUYEHUS I10
OTHOLIEHHEe Ha Oe3omacHata M e(QeKkTuBHA ynorpeba Ha JIEKapCTBEHUS

TPOJTYKT;

I)  ETUKETHT U JIMCTOBKATA.

Ynen 42
Pewenue na Komucuama

B cpok ot 12 1Hu oT nosyyaBaHe Ha CTaHOBUIIETO Ha KomMuTeTa MO JIEKapCTBEHUTE
MPOAYKTH 3a XyMaHHa ynoTpeba Komucusra npeacrass Ha [IocTOSHHHUSI KOMUTET IO
JIeKapCTBEHHUTE MPOJYKTH 32 XyMaHHa ynoTpe0a, mocoueH B uieH 214, maparpad 1,
MIPOEKTOPEIIEHNE OTHOCHO 3asBJICHHETO Bb3 OCHOBA Ha M3UCKBAHUATA, ONPE/IEICHH
B HacTOALIaTa JUPEKTUBA.

B nHamnmexHo obOocHOBaHW ciiydan Komucusara MOXe Ja BbpPHE CTAHOBHINETO Ha
AreHUUATa 32 AOIBIHUTEIIHO Pa3IJIeKIaHE.

Koraro B mpoekTopemieHHeTo ce NpeaBMkKAa H3/1aBaHETO Ha paspelleHue 3a
THPrOBUS, B HETO CE€ BKIIOYBAT JOKYMEHTUTE, TIOCOYEeHU B wieH 41, maparpad 5,
BTOpa aJIMHEs, WIH MpenpaTKa KbM TsX.

Korato mnpoekTopelieHueTo ce pa3audyaBa OT CTAaHOBUIIETO Ha ATEHIIMSTA,
Komucusita npeacrasst noapoOHO 00siCHEHNE Ha IPUYUHUTE 32 Pa3IuuUsITa.
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Komucusita nsnpainia npoekTopenieHueTo Ha KOMIIETEHTHUTE OPTaHy Ha JIbP)KaBUTE
YJICHKHU U Ha 3asBUTEJISI WM MIPUTEKATEIIS Ha Pa3pelICHUETO 3a ThProOBUSI.

B cpok ot 12 nHu cien nmonyyaBaHe Ha CTaHOBMILETO Ha [lOCTOSTHHUA KOMHUTET 1O
JICKapCTBEHHUTE MPOAYKTH 3a XyMaHHa ymorpeba Komucusra nmpuema OKOHYATEITHO
pELIEHNE Ype3 aKTOBE 3a U3IIbIIHEHHUE.

Te3n akToBe 3a M3NBIHEHUE CE MPUEMAT B CBOTBETCTBHE C Ipolielypara IO
pasriexaane, mocoueHa B wieH 214, nmaparpadu 2 u 3.

Korato nbppkaBa uieHKa NOBAUTHE BaXXHUM HOBM BBIPOCH OT HAYYHO WIH
TEXHUYECKO €CTEeCTBO, KOMTO He ca OWIM pa3riefaHd B MPEIOCTaBEHOTO OT
Arenuusita cra"oBuine, Komucusita Moxke aa BbpHE 3asBICHUETO OOpaTHO Ha
AreHIMATa 3a JONBJIHUTEIHO pas3riexgaHe. B TakbB ciywail mnpouenypure,
npenBueHu B maparpadu 1 u 2, 3amouBar Aa TeKaT OTHOBO CJIeJ TOJydYaBaHE Ha
OTroBOpa Ha ATEHIIUSTA.

Pemennero no nmaparpag 2 ce agpecupa 10 BCUUKU AbprKaBU YICHKU U CE Mpernpaia
3a uHGoOpMalUsa 0 NPUTEKATENsd WIM 3asgBUTENsI HAa Pa3pelIeHUEeTO 3a ThpProBUS.
3acerHaTuTe IbpKaBM WICHKU U pedepeHTHATa qbp)KaBa WICHKA MpUEeMaT pelieHue
3a M3/1aBaHE WM OTMSHA Ha Pa3pelICHUETO 3a ThPrOBUS WIM MPOMEHSAT HErOBUTE
YCIIOBHS, aKO € HEOOX0JUMO, TaKa 4e Ja ce ChoOpa3sT ¢ penieHneTo no naparpad 2 B
cpok ot 30 1M oT HoTH(dUUUpaHeTO My. B pemenuero 3a u3naBaHe, ciMpaHe Ha
JNEHCTBUETO, OTMSHA WJIM IPOMSHA Ha pa3pelIeHUETO 3a ThProBUS IbpiKaBUTE
YJICHKH C€ [1030BaBaT HA PELICHUETO, IpUeTo chriaacHo naparpad 2. Te unpopmupat
AreHnusTa 3a TOBA.

Koratro B o0xBara Ha 3amoyHaTtata IO wieH 95 mporenypa ca BKIIOYEHHU
JIEKapCTBEHU MPOIYKTH, 0OXBaHATH OT LIEHTPAIU3UPAHO PA3PELICHHE 3a ThPTOBHS
cbrylacHO uieH 95, maparpad 2, Tpera anuHes, Komucuara npu HEOOXOIUMOCT
IpUeMa pelleHus 3a MpoMsHa, CIUpaHe Ha JCeHCTBHETO WIM OTMsSHa Ha
paspellieHusATa 3a TBHPrOBUS WM OTKa3Ba IIOJAHOBABAHETO HAa CHOTBETHUTE
pa3peleHus 3a ThproBUsl B CbOTBETCTBUE C HACTOSLIMS YJICH.

PA3JEJ 6

PE3YJITATH OT PA3IJIEXKJIAHETO HA 3ASIBJEHUE 3A HALIMOHAJIHO

PASPEHIEHME 3A ThbPI'OBUS

Ynen 43
H30asane Ha HayuoHanHo paspeulenue 3a mvpeosust

Korato koMneTeHTeH opras Ha JIbpKaBa WICHKa M3/aBa HAIIMOHAIHO Pa3pelleHue 3a
THProBusi, TOW MH(OPMUpPaA 3asBUTENS HA Pa3peIICHUETO 3a THPrOBUS 3a KpaTKaTa
XapaKTepUCTHKa Ha MPOAYKTa, JIUCTOBKATa, €TUKETA, KAaKTO U 332 BCHUUYKH YCIIOBUS,
ONpECIIEHN B CBHOTBETCTBHUE C wWieHOBE 44 u 45, 3aeHO C BCUYKM CPOKOBE 3a
U3ITBJIHEHNUE HA T€3U YCIOBHUSL.

KoMmneTeHTHUTE OpraHu Ha IbP>KaBUTE WICHKH MPEANpPUEMAT BCUYKH HEOOXOIMMHU
MEpKH, 3a J1a rapaHTupar, 4ye nHpopmanusTa, qajieHa B KpaTKaTa XapakTepUCcTUKa Ha
MPOJIyKTa, € B ChOTBETCTBUE C Ta3M, MpUETAa NPH H3AaBAHETO HA HAIIMOHAIHOTO
paszpeleHue 3a TbproBUs WK BIOCIEICTBUE.

94

BG



BG

KoMrieTreHTHHTE OpraHd Ha JIbpPXKABUTE UJICHKH OIOBECTSABAT MyONIMYHO 0e3
HeomnpaBIaHo 3a0aBsiHE HAIIMOHATHOTO pa3pellieHre 3a ThProBusl, 3a€JHO C KpaTKara
XapaKTEPUCTUKA Ha MPOIYKTA, JUCTOBKATA, KAKTO U BCUYKU YCJIOBHS, ONIPE/ICTICHHU B
CBOTBETCTBHE C WieHOBE 44 U 45, M BCUUKH 3a1bJDKEHNS, HAaJ0KEHH BIIOCIEICTBUE B
CBOTBETCTBHE C WIEH 87, 3a€IHO ChC CPOKOBETE 3a M3ITBbJIHEHUE HA TE3U YCJIOBHS H
3aIbJKEHUS, 32 BCEKH JICKAPCTBEH MPOIYKT, 32 KOUTO ca U3JaJIH pa3pelieHue.

KommereHTHHAT OpraH Ha Ibp)KaBaTa 4WICHKA MOXE Ja pasriela HaTIUYHUTE
JOI'BJTHUTEITHH JTOKA3aTeICTBA U Jia B3EME PEIlICHHE Bb3 OCHOBA Ha TAX, HE3aBHCUMO
OT JAHHUTE, MPEIOCTABEHH OT MPHUTEKATeIsl Ha Pa3pelIeHUEeTO 3a ThpProBus. Bb3
OCHOBa Ha TOBa KpaTKaTa XapaKTEPUCTHKAa Ha TMPOJYKTa C€ aKTyaJu3Hupa, aKo
JOIIBJIHUTEITHUTE ~ JIOKA3aTeJICTBa OKa3BaT BIUSHHE BBPXY CHOTHOIICHUETO
10J132/pHUCK Ha JaJICH JICKapCTBEH MPOIYKT.

Komnerentaure OpraHni Ha IOBbPXKABHUTC YICHKHW M3IrOTBAT AOKJIAJ 3a OLCHKA H
MpaBiAT KOMCHTApH MO JOKYMCHTAIUATA OTHOCHO PE3YJITATUTE OT q)apMaIICBTI/ILIHI/ITe
U HCKIIMHUYHHUTC TCCTOBC, KIIMHUYHUTC HU3CIICABAHHNA, CUCTCMATA 3a YIPABJICHUC Ha
PUCKA, OLICHKAaTa Ha PHCKa 3a OKOJIHATa Cpcaa W CUCTEMara 3a q)apMaKOJIOFI/I‘-IHa
6,Z[I/IT6J'IHOCT Ha CbOTBCTHUA JICKAPCTBCH MMPOAYKT.

KommereHTHUTE OpraHu Ha IbPXKABUTE UICHKH OIOBECTSBAT MyOnmyHO 0O€3
HEOIIpaBJaHo 3a0aBsiHe JIOKJIa/1a 3a OLIEHKA 3ae]lHO C MOTUBUTE 3a CTAHOBHUIIETO CH,
cllell KaTo 3ajluyaT BesKa HMH(OpManus OT MOBEPUTEIHO THPIOBCKO €CTECTBO.
OO6ocHOBKaTa ce MPeCTaBst OTIEIHO 3a BCAKO TEpareBTUYHO MIOKAa3aHUe, 3a KOETO ce
110/1aBa 3asBJICHUE.

OnoBecTeHUAT MyOJMYHO JOKJIAJ 3a OLIEHKa, MOcOYeH B maparpad 5, BKIIOYBA
pe3loMe, HalUCaHO Taka, 4e Ja € pa3dupaeMo 3a IIUPOKATa OOILECTBEHOCT.
Pe3tomeTo chabpika MO-CIELUANHO pa3/ield, CBbpP3aH C YCIOBHUATA Ha ymnoTpeda Ha
JIEKapCTBEHHUSI POAYKT.

Ynen 44
Hayuonanno paspewenue 3a mvpeosusi npu onpeoeneru yciosusl

Pa3pemeHHe 3a TbProBU: 34 JICKAPCTBCH IIPOAYKT MOKE a 6T>I[e HU3JaACHO MPHU €IHO
HMJIU TIOBEYE OT CIICAHUTEC YCJIIOBUSL:

a) Ja ce TIpeampueMar OINpeAeNieHd MEpKH 3a TapaHTHUpaHe Ha Oe3omacHara
ynoTpe0a Ha JIEKapCTBEHHS MPOAYKT, KOUTO J1a ObJaT BKIIOUYECHU B CUCTEMATa
3a yIpaBJIEHUE Ha PUCKA;

0) ma ce mpoBEeXIAT MPOYUYBAHHWS 3a OE30MACHOCT CJIel TOoJydYaBaHe Ha
paspelieHue;

B)  Jia ce crma3BaT 3aJbJDKEHUS 32 PETUCTPUPAHE WM JOKJIa/IBaHE HA MOJA03UPAHH
HEXKEJIAaHU JIEKapCTBEHU pEaKLUHUH, KOUTO 3aIbJDKEHUS Ca IO-CTPOTH OT
MocoueHuTe B i1aBa [X;

I)  BCSKakKBM JPYTH YCIOBHS WJIM OIpaHMYEHMS MO OTHOLICHHE Ha Oe3omacHaTa U
edekTuBHA ynoTpeda Ha JIEKApCTBEHUS MPOAYKT;

I)  HaIU4He Ha aJIeKBaTHA cUcTeMa 3a apMaKOoJOTUYHA OJUTEITHOCT;

€) Ja ce u3BbpUIBAT MpOy4BaHHS 3a €(QUKACHOCT cJie[ TMOojJy4yaBaHe Ha
pa3peliieHue, Koraro ObIaT yCTAaHOBEHHU OMACEHUS, CBbP3aHU C HAKOU aCIIeKTH
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Ha e(QUKACHOCTTa Ha JIEKapCTBEHUS IMPOIYKT, KOMTO Moratr jJa Obaar
OTCTPaHEHH CaMO CJIEJ] KaTo JIEKapCTBEHUT MPOAYKT ObJie MyCHAT Ha Ma3apa;

)  3aAb/DKeHHe 3a 000CHOBaBaHE Ha KJIMHUYHATA MOJ3a Clie] Mojy4yaBaHE Ha
paspenieHue B Cily4ail Ha JIEKQpCTBEHH MPOAYKTH, 3a KOUTO CBIIECTBYBa
3HaYUTelIHa HECUTYPHOCT MO OTHOIICHHE Ha Bpb3KaTa Ha alITePHATUBHUTE
KpallHU TOYKM 32 e(DUKACHOCT C OYaKBaHUS 3[IPaBEH pE3yJTar, KOraro ToBa €
1enec00pa3Ho U OT 3HAUEHUE 33 ChbOTHOLIEHUETO TOJI3a/PUCK;

3)  Ja ce MPOBEXKAAT NMPOYYBAHMS 3a OIEHKA HA PHUCKa 3a OKOJHATa CpeAa Ciex
HOoJTyYaBaHe Ha pa3pelleHHe M Jla ce ChOMpaT JaHHH OT HAOJIOACHHUE HIIH
uHpopManus OTHOCHO ymorpebaTa, Koraro € HeoOxomxumo na Obaar
JONBJIHUTETHO TPOYYCHH YCTAaHOBCHM pPHUCKOBE WJIM  OINACEHUS  3a
HOTEHIIMAIHA PHCKOBE 3a OKOJHATa Cpela WM 3a OOLIECTBEHOTO 37paBe,
BKJIFOUMTEITHO AHTUMHKpPOOHATa PE3MCTEHTHOCT, CJeJ KaTo JIEKapCTBEHHUST
OPOAYKT ObJ/ie MyCHAT Ha Ma3apa;

M) Ja ce TIpOBEXKAAT MpOyuyBaHUS cjeJl I[OoJlydaBaHE Ha paspellieHue 3a
nogoOpsiBaHe Ha Oe3omacHata M edexkTuBHa ynorpeba Ha JICKApCTBEHUS

POJIYKT;

i) Kkorarto e menecro0pa3Ho, Ja Ce HM3BBPIIBAT CICHU(DUUHU 32 JICKAPCTBCHHUS
NPOAYKT MPOYYBaHMs 3a BaJMJIUPaHE C LEN Jia Ce 3aMCHAT METOIUTE 3a
KOHTPOJI, IIpU KOWUTO CC€ HUIIOJI3BAT KMBOTHHU, C TaKWBa, IIPU KOHUTO HEC CC
U3I0JI3BAT )KUBOTHH.

3aIbJDKEHHIETO 32 POBEXIAaHEe Ha MIPOYYBAHUS 32 €PUKACHOCT Clie]] IToTyJaBaHe Ha
paspelieHne, TOCOYeHO B ITbpBa ajHHEs, OyKBa €), C€ OCHOBaBa Ha JICJIETUPAHUTE
aKTOBE, IIPUETH CHIITACHO WieH 88.

Koraro e HeoOXoauMo, B pa3pelieHUETO 3a THPrOBHUS C€ OIMpPEAesT CPOKOBE 3a
W3MBJIHEHNUE Ha YCIIOBUSITA, TIOCOYEHHU B maparpad 1, mbpBa ajguHesl.

Ynen 45
Hayuonanno paspewenue 3a mvpeosus npu uzebHpeoHu 00Cmosmencmea

[Tpu u3BBHpPEAHNU OOCTOSTENCTBA, KOTaTO B 3asBJIEHUE IO WieH 6 3a pa3pelieHue 3a
TBProBUSl C JIEKapCTBEH NPOAYKT WJIM B 3asBIE€HHE 1O wWieH 92 3a HOBO
TEpaneBTHUYHO MOKa3aHHE KbM ChIIECTBYBAIO Pa3peIIeHUE 3a ThPrOBUS, 3asIBUTEIAT
HE € B CBCTOSHHE Ja TMPEICTaBH H3YEPIATSIIHA JaHHU 32 ePUKACHOCTTa U
0€301acCHOCTTa Ha JIEKapCTBEHMs TNMPOJYKT NPH HOPMAJIHMU YCIOBHs Ha ynorpeoa,
KOMITIETEHTHHAT OpPTaH Ha Jbp)kaBaTa WICHKAa MOXE, 4pe3 JIeporaus OT WieH 6, na
u3Ja/e paspelieHre ChINIAaCHO WieH 43 MpH cra3BaHe Ha Cleuu(UYHU YCIOBUS,
KOTaTO Ca M3ITBJIHEHU CIIeTHUTE N3UCKBAHUS:

a)  3asABUTEINAT € JIOKa3aj B JOCHETO Ha 3asBIIEHUETO, Y€ CHIECTBYBAT OOEKTUBHU
¥ TIPOBEPUMH MPUUYMHU Ja HE MOXKE Jia MPEICTaBH M3UEPHaTeIIHU JTaHHU 3a
e(UKacHOCTTa W 0e30MacHOCTTa Ha JIEKAPCTBEHHs MPOIYKT MPU HOPMAIIHU
yCJIOBHS Ha ymoTrpeba Bb3 OCHOBAa Ha €JHO OT OCHOBAaHMSTA, TOCOYCHHU B
npuioxenue ;

0) C U3KIIOYCHHUE Ha JaHHUTE, MOCOYCHH B OYKBa a), JOCHETO Ha 3asSBJICHUETO €
IIBJIHO U OTTOBaps HAa BCHUYKU U3MCKBAHUA HA HACTOAIIATa JTUPCKTUBA,

96

BG



BG

B) B PCIICHHETO HAa KOMIIETCHTHUTE OPraHU Ha JABPXKABUTE YICHKU Ca BKIIOYECHHU
crneuu(UYHN YCIIOBUS, MO-CIIEHUAIHO 32 Ja ce TapaHTupa 0e30macHOCTTa Ha
JEKapCTBEHHS MPOIYKT, KAaKTO M 3a J1a CE€ TapaHTHpa, 4e MPUTEKATEIIAT Ha
Pa3spClICHUCTO 3a THbProBUs YBEAOMABA KOMIICTCHTHUTC OPraHd Ha AbPKaBUTC
YJICHKH 32 BCEKM MHIMJICHT, CBBbP3aH C ynoTpedaTa My, M IPH HEOOXOJUMOCT
MpearprueMa noAXoAs M JEHCTBUSL.

3ama3BaHETO Ha Pa3pElICHOTO HOBO TEPANEeBTUYHO IMOKa3aHHE M BaJIMIHOCTTA Ha
HAIIMOHAJTHOTO pa3pellieHre 3a THhProBUsS ca OOBBP3aHM C HOBAaTa OICHKA Ha
yCIIOBUSTA, MOCOYEHUW B maparpad 1, aBe TOAMHM clej JaTaTa, Ha KOSTO €
pa3peleHo0 HOBOTO TEPaleBTHYHO IIOKAa3aHHWE WM € H3JaJ€HO pa3pelIeHUETO 3a
THProBHs, a BIIOCJIEJCTBHE C OCHOBAaHAa Ha PUCKAa YECTOTa, KOSATO C€ OMpeiess OT
KOMIIETEHTHUTE OpraHW Ha JIbp)KaBaTa WiICHKa M C€ yTOYHSBA B pa3pelICHUETO 3a
THProOBUSL.

Ta3u HOBa OIIEHKA C€ W3BBHPIIBA Bh3 OCHOBA HA 3asBJICHUE OT MPUTES)KATEIS Ha
pa3peleHUeTO 3a ThPrOBHS 3a 3alla3BaHe Ha Pa3pElICHOTO HOBO TEPAIEeBTHYHO
MOKA3aHWE WM 32 MOJHOBSBAHE HA PAa3pEIICHUETO 32 THPrOBUS NPU WU3BBHPEIHH
00CcTOATENCTBA.

Ynen 46
Banuonocm u noonosssane na paspeuienuemo 3a mvp2osus

be3 na ce 3acsira maparpad 4, pa3pelnieHUETO 32 ThPrOBHs C JICKAPCTBEH MPOAYKT €
BaJIMTHO 332 HEOTPAaHHUEH CPOK.

Upes peporanus OT I'bpBa aJIMHES HAIIMOHAIHO pa3pellieHue 3a ThProBUsl, U3a/l€HO
B CBHOTBETCTBHE ¢ wieH 45, maparpa¢ 1, € BaduIHO 3a CPOK OT IeT TOAMHU U
MIOJUIeXKH Ha TIOHOBSIBAHE B CHOTBETCTBUE C maparpad 2.

Upes neporanust oT MbpBa ajlvHEs] IPU U34ABAaHETO HA HALlMOHAJIHOTO PEIICHUE 3a
THProBUsl KOMIIETEHTEH OpPIraH Ha JAbp)KaBaTa YJeHKa MOXKeE Ja Pely, N0 00eKTUBHU
U HaJUIe)KHO OOOCHOBaHM INMPHUYUHM, CBBP3aHU C OE30IaCHOCTTA Ha JIEKapPCTBEHUS
IPOAYKT, /1a OrpaHMYM CpPOKa Ha BAJUAHOCT HA HAIMOHAIHOTO pa3pelieHHe 3a
THPIrOBUS /10 MET TOAUHHU.

[TputexxaTenar Ha pa3pelleHHeTO 3a THhProBHs MOXE Ja IMOojAaje 3asBICHHE 3a
MOJHOBSIBAHE Ha HALMOHAIHO pa3pellieHUe 3a ThbProBUS, H3JAZAEHO CbhITACHO
naparpad 1, BTopa wim Tpera anuHes. TakoBa 3asBJICHHE C€ TOJaBa Hail-MajKo
JIEBET Mecela Npeld HW3THUYaHEeTO Ha CpPoKa Ha BaJMJHOCT HAa HAIMOHAIHOTO
paszpelieHue 3a ThproBuUs.

Crnen kaTo 3asBICHHMETO 3a IMOJHOBsIBaHE ObJE IMOAAZICHO B pAaMKUTE Ha CpOKa,
npeBUJIEH B naparpad 2, HallMOHAIHOTO pa3pellieHre 3a ThProBUsI OCTaBa BaJIHJIHO,
JIOKaTO KOMIIETEHTHUSAT OpraH Ha Abp)KaBaTa WICHKA HE IPUEME PEILLICHUE.

KomneTeHTHHST opraH Ha Abp)kaBaTa WiIEHKa MOXKE Ja IMOJAHOBU HAIOHAJTHOTO
paspeleHue 3a ThProBUs Bb3 OCHOBA Ha IOBTOPHA OIICHKAa Ha CHOTHOLIEHHETO
non3a/puck. BeaHbk NOAHOBEHO, pa3peIIeHHETO 3a THPrOBUS € BAIUAHO 3a
HEOTpaHUYEH CPOK.

Ynen 47

Omkas3 3a uzoasane Ha HAYUOHANIHO paspelerue 3a movpcoeust

97

BG



BG

HammonanHo pa3peiieHue 3a TbproBHsl ce 0TKa3Ba, ako Clie]] IPOBepKa Ha TaHHUTE U
JOKYMEHTHUTE, TIOCOYCHU B WICH 6, ¥ MPU Cla3BaHe Ha CreNu(DUIHUTE U3UCKBAHUS,
ompenecHu B wieHoBe 9—14, ce mpueme, ue:

a)  CBHOTHOIICHHETO IOJI3a/PUCK HE CE CUMTA 3a OJArONpHsITHO;

0) 3agBUTENAT HE € JOKa3ajd 0 MOJIXOASN] HauMH WIM B JOCTaTh4YHA CTENEH
Ka4eCTBOTO, 0€30MacHOCTTa WM e(PUKACHOCTTA Ha JICKAPCTBEHUS MTPOAYKT;

B) KauC€CTBCHHUAT U KOJIMYCCTBCHUAT CbCTaB HE OTI'OBAPAT Ha 3aABCHUTE,

F) OIICHKAaTa Ha pPHCKAa 3a OKOJHaTa Cpcaa € HCIbJIHA HINM HCAOCTATHYHO
000CHOBaHA OT 3asBUTEJIS WU YCTaHOBCHUTE B HCA PHCKOBC HC Ca pasrjiciaHu
B A0CTaTb4Ha CTCIICH OT 3asABUTCIIA,

)  €TUKEThT W JIMCTOBKATA, NMPEIJIOKEHU OT 3asABUTENSA, HE ca B ChOTBETCTBHE C
rinasa VI.

HanmoHnaiHo pa3perieHue 3a ThproBus ¢€ 0TKa3Ba ChINO TaKa, aKO HAKOU JaHHU WU
JIOKYMEHTH, MPEJACTABCHU B MOJKPENa Ha 3asBJICHUETO, HE ChOTBETCTBAT Ha 4WICH 0,
naparpadu 1—o6 u unenose 9—14.

3asgBUTEINIAT HIIU MPUTECIKATCIIAT HAa Pa3pPCIICHUCTO 3a THhProBUsA HOCHU OTTOBOPHOCT 3a
TOYHOCTTA Ha MPEACTAaBCHUTC JAHHU U JOKYMCHU.

PA3JEN 7

CHEU®UYHU U3UCKBAHUSA 3A IEJUATPUYHU JIEKAPCTBEHU ITPOJIYKTH

Ynen 48
Cvomeemcmaue ¢ n1aHa 3a neOUampu4Ho U3Cie08aHe

KoMmneTeHTHUAT OopraH Ha Abp)kaBaTa 4YJeHKa, 3a KOSTO € MOJAaJeHO 3asBICHHE 3a
paspenieHre 3a ThPrOBUS WM 3a MPOMSIHA HA pa3pelieHre 3a ThPrOBHS CHIIIACHO
pasnopendbute Ha HacTosAmaTa TnaBa wid Ha ThaBa VIII, mposepsBa mamu To
OTTOBapsl HAa U3MCKBAHUSTA, ONIPE/IeNIeH! B WieH 6, maparpad 5.

Koraro 3asiBieHneTo € moJaJieHO B CHOTBETCTBHE C MpOIEAypara, MpeABHACHA B
HaCTOsIIATa TJaBa, paszaenu 3 u 4, mpoBepkaTa Ha ChOTBETCTBUETO, BKIIFOYHTEIHO,
KOTaTo € I1eJIeCho0pa3Ho, ICKAaHETO Ha CTAHOBHIILE OT ATEHIUATA B CHOTBETCTBUE C
naparpad 3, OykBa 0), ce U3BBpIIBA OT peepeHTHATA ThPKaBa YICHKA.

Ot Komwurera mo JeKapCTBEHUTE MPOJIYKTH 3a XyMaHHa YMoTpeda, MOCOYEH B
e 148 ot [mpepabotenns Pernmament (EO) Ne 726/2004], moxe na 6bJ1e TOMCKAHO
Ja Jajae CTAaHOBHUIIETO CH Jalld M3CJIEIBAHUATA, MPOBEJICHH OT 3asBHUTENS, Ca B
CBOTBETCTBHE C OJI00PEHMS TUIaH 3a MEeIUATPUIHO U3CIIeIBaHe, OTIPEICTICH B WieH /4
ot [mpepaborenus Pernament (EO) Ne 726/2004], kakto ciensa:

a)  OT 3asBUTENIA, IPEIH Ja M01ajie 3asiBJICHUE 3a pa3pelleHue 3a ThProBUs UK 3a
MIpOMsTHA Ha pa3pelieHne 3a ThPTOBHSI;

0) OT KOMIICTCHTHHS OpraH Ha JIbpXKaBaTa 4ICHKA, KOTaTO BAJTHIUPA 3asBICHUC
3a pa3pelieHue 3a ThProBUs WM 32 TIPOMSHA Ha pa3pelieHre 3a ThPTrOBHs, KbM
KOCTO HE € MPUIIOKEHO TAKOBA CTAHOBHUIIIC.

B cnyuaii Ha uckaHe B ChbOTBETCTBHE ¢ maparpad 3, OykBa a) 3assBUTEIAT HE TO/IaBa
3as4BJICHUCTO CH, OOKaToO KomurersT 110 JICKAPCTBCHUTC IPOAYKTU 3a XyMdHHa

98

BG



BG

ynotpeba He MpEeICTaBU CBOETO CTAHOBUIIE, KaTO KOIMHUE OT HEro ce mpujara KbM
3asIBJICHUETO.

JIppKaBUTE YICHKHA HA/UISKHO B3E€MarT IPEABUJ CTAaHOBHIUETO, H3TOTBEHO B
CHOTBETCTBUE ¢ naparpad 3.

Axo 1o BpEMC Ha HaydHaTa OLCHKAa Ha BaJIWJHO 3asABJICHUC 3a Pa3spClIICHUC 3a
THProBus WK 3a NPOMSAHA Ha pa3pCHICHUC 3a ThbProBUs KOMICTCHTHUAT OpraH Ha
AbpiKaBaTa YWICHKA 3aKI04YH, Y€ U3CJICABaHUATa HE Ca B CbOTBETCTBUEC C OI[O6peHI/IH
IJ1aH 3a NCAUATPHUYHO U3CJIICABAHC, JICKAPCTBCHUAT IMPOAYKT HC MOKC Jla CC I10JI3Ba
OT MMp€ANMCTBAaTa U CTUMYJIUTE, IPECABUACHU B YJICH 86.

Ynen 49
Janmnu, uzeneyenu om niamn 3a NeOUAMPUUHO U3CICOBAHE

Korato pa3penienuero 3a ThproBusi WK 3a MIPOMsIHA HA pa3pelieHue 3a ThProBuUs Ce
W3/1aBa B CbOTBETCTBHE C Pa3lopen0rTe Ha HACTOAIIATA TJIaBa WU C pa3lopeaonTe
ga rinasa VIII:

a)  pe3yJITaTHTE OT BCHYKU KJIMHUYHH U3CIICABAHUS, TIPOBEIICHN B CHOTBETCTBUE C
0JI00peH IUIaH 3a MEAWATPUIHO HM3CIICJBAHE, MTOCOYCH B WieH 6, maparpad 5,
OykBa a), ce BKIIOYBAT B KpaTKara XapaKTePUCTUKAa Ha MPOAYKTa M aKO €
1eaecho0pa3Ho, B JIMCTOBKATA, I

0)  BCSKO JIOTOBOPEHO OCBOOOKIaBaHe, MOCOUEHO B wieH 6, maparpad 5, OykBu 0)
M B), CC OTpa3sBa B KpaTKaTa XapaKTePUCTHKAa Ha MPOIyKTa W ako ¢
1enec00pa3Ho, B TUCTOBKATA HA CHOTBETHUS JIEKAPCTBEH MPOAYKT.

AXO 3as9BJICHUETO CHOTBETCTBA Ha BCUUKU MCPKH, CbABpPiKAIIH CC B O)IO6pCHI/I$[ IJ1aH
3a MNCIUATPUYHO H3CIICABAHC, W d4KO KpaTKaTa XapaKTCPUCTHKA Ha HIPOAYKTa
OoTpassdBa PE3YJTATUTEC OT HUICICABAHUATA, MNMPOBCACHU B CBOTBCTCTBHC C TO3HU
0;[06peH IJIaH 3a NIEAUATPUYIHO H3CICABAHC, KOMIICTCHTHUAT OpraH Ha AbpiKaBaTa
YICHKA BKIIIOYBA B paspClICHUECTO 3a TbproBHA CTAHOBUIIC, B KOCTO CC MMOCOYBA, Y€
3adABJICHUCTO CBHOTBCTCTBA Ha 0].'[06pCHI/I$I U 3aBbpHICH IIJIaH 3a IMICAHATPUYHO
H3CJICABaHC.

3asgBIEHUE 3a HOBU TEPANEBTHUYHM TIOKA3aHMS, BKIIOUHUTEIHO MEIUaTPUYHU
MOKa3aHUsl, HOBH JIEKAPCTBEHM (DOpPMHU, HOBH KOHIIEHTPALIMU W HOBH ITHTHUINA HA
BBBEXK/JJAHE HA JIEKAPCTBEHU MPOAYKTH, Pa3pelIeH! B ChOTBETCTBHE C pa3nopeaonuTe
Ha HacTosIIaTa rJ1aBa uim pasnopenoure Ha riasa VIII u 3amutenu cbe cepruduxar
3a JONBJIHUTENHA 3akpwia cbriaacHo [Permament (EO) Ne 469/2009 — CII, mons,
3aMEHETe M030BABAHETO C HOBHS MHCTPYMEHT, KOraTo ObJI€ NPHET| WU C TATEHT,
KOHTO OTroBaps Ha YCIOBHSTA 3a H3/laBaHe Ha cepTUPUKAT 3a AOMBIHHUTETHA
3aKkpuia, MoXke Ja ObJe TMOJaJeHO ChIJIAaCHO Mpolleaypara, IpeaBHIEHA B
yrieHoBe 41 u 42.

[Iponenypara, mocoueHa B maparpad 3, ce orpaHnyaBa J0 OIICHKAaTa Ha KOHKPETHHS
pazzien OT KpaTKaTa XapakTepUCTUKa Ha MMPOAYKTa, B KOMTO ce€ BHACSIT MPOMEHHU.
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I'naBa IV
Ha4yuH Ha oTniycKaHe

Ynen 50
Hauun na omnyckane na nexapcmeenume npooykmu

IIpu u3maBaHeTo Ha paspelleHHE 3a THProBUs M Bb3 OCHOBA Ha KPUTEPUUTE,
IIOCOYEHH B 4WiIEH 51, KOMIIETEHTHUTE OpraHU ONPENENAT JEKapCTBEHMS IPOLYKT
CIOpe]l HAYMHA Ha OTIyCKaHE, KAKTO CIIE/BA:

a)  JIEKapCTBEH MPOJYKT, OTITYCKAH IO JICKAPCKO MPEIMTUCAHNE, HITH
0)  JIeKapCTBEH MPOJYKT, OTIIyCKaH 0e3 JIEKapCKO MpeIucaHue.

KomnereHTHUTE OpraHM MoraTr Ja ONpPENeNAT IOJKATErOPUU Ha JIEKAPCTBEHUTE
IIPOJYKTH, KOUTO C€ OTIIYCKAT IO JIEKApCKO IpeANnucaHue. B TakbB ciydaid Te
OIIPEIENAT CICIHUTE HAYUHU Ha OTIIyCKaHE:

a)  JIEKapCTBEHM MPOAYKTH, OTIYCKaHM II0 JIEKapCKO TMpeANHCcaHue, 3a
MHOT'OKpPAaTHO MJIM 332 €AHOKPATHO OTITyCKaHE;

0)  JIeKapCTBEHU MPOJYKTH, OTITYCKaHH MO CIEHHUAITHO JIEKAPCKO MPEANUCAHUE;

B)  JIGKaPCTBEHU IMPOJYKTH, OTIyCKAHH TIO ,,0rPAHUYCHO" JICKAPCKO MPEAIHUCAHHEC
c men ga ObAar ynorpeOsiBaHM €IWHCTBEHO B OIMPEICICHH CIICIUATH3UPAHU
o0Jactu.

Ynen 51
Jlexapcmeenu npodykmu, omnycKkauu no 1ekapcko npeonucanue
Jlexapcko mpeanucanue ce N3UCKBa 3a JICKApCTBEHU MTPOAYKTH, KOUTO:

a) JOpW TMpHU MpaBWJIHA yMmoTpeda MMa BEpPOATHOCT JAa JAOBeJaT A0 MpsKa WIH
HETpsiKa OMaCHOCT, aKO c€ yInoTpeOsBaT 0e3 Jiekapcko HaO0IEHUE;

6) 4Y€CTO U B MHOT'O rojisiMa CTCIICH CC ynOTpe65{BaT HCTIPpaBHUJIHO, B PE3YJITAT HA
KOCTO MMa BCPOATHOCT Ja NPCACTABIIABAT IMPSIKa WM HCEIIPSIKa OIMACHOCT 3a
YOBCIIKOTO 3ApPaBE;

B) CbAbpXKAT BCIIECCTBA WM IpErapatv, 4YUATO AaKTHBHOCT WM HECEXKCIIAaHU
JICKApPCTBCHU PCAKIIMU U3UCKBAT HO-33,Z[’BJI60‘ICHO IIpOYUBAHC,

r)  OOHMKHOBEHO Ce MPEANMCBAT OT JIEKap, 3a J1a ObAaT NMpUIaraHy MapeHTEePaTHO;
)  TpeACTaBIsBAaT aHTUMHUKPOOHO CPENICTBO; WU

€) ChAbpKAT AKTUBHO BEIECTBO, KOETO € YCTOMYMBO, OMOAKYMYyJIHpAIIO H
TOKCHYHO, WJIM MHOT'O YCTOWYMBO U MHOT'O OMOaKyMyJIMpPaIIo, WM YCTOWYHBO,
MPEHOCUMO M TOKCHYHO, MJIM MHOTO YCTOMYMBO M CHUJIHO NPEHOCHMO, U 3a
KOETO €€ M3MCKBA JIEKapCKO IMPEANNCAHUE C IIEJI Ja CE CBEAE N0 MHUHHMYM
PHUCKBT 32 OKOJIHATa Cpefla, OCBEH aKo yroTpedaTa Ha JIEKApCTBEHUS MPOAYKT
1 0e30MacHOCTTa Ha NAllMeHTa He U3UCKBAT JPYTO.

JIbp>kaBUTE YIEHKH MOTAT /1a ONpPENENsT JOIIbJIHUTEIHHU YCIOBUS 3a IPEANNCBAHETO
Ha AHTUMUKPOOHHM CpEACTBA, Ja OrpaHWYaBaT BaJUIHOCTTA HAa JIEKAPCKUTE
OpeANUCcaHusl U IpeIIucaHuTe KOJIMYecTBa A0 HEOOXOAMMOTO 3a ChOTBETHOTO
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JeYeHUE WM Tepamnusl WIM Ja W3UCKBAT CIELMATHO JIEKAPCKO MHpPEINHCaHue WIn
OTPaHUYEHO MPEINICAHUE 32 ONPEACICHN aHTUMUKPOOHH JIEKAPCTBEHU TIPOTYKTH.

3. Korato ompenenar moakareropusra JIEKapcTBEHU MPOIYKTH, KOUTO C€ OTITYCKAT IO
CIEIMAITHO JICKAPCKO MPEIIUCaHue, IbPKaBUTE WICHKH B3eMaT MPEIBU CICIHUTE
dakTopu:

a)  JIEKapCTBEHMST IMPOAYKT ChABPKa B HEOCBOOOJEHO KOJIMYECTBO BELIECTBO,
KJIacCU(UIIUPAHO KATO YMOMBAILIO UJIM MCUXOTPOITHO BEUIECTBO MO CMHUCHIA Ha
MEXIYHAPOJIHUTE KOHBEHIINU;

0) u©Ma BepOSATHOCT IMPH HEMpPaBHIIHA YIOTpeba JEKapCTBEHUST MPOIYKT J1a KpHe
3HAUUTENIEH PUCK OT 3J10ynoTpeda, Aa 10BeAe 10 IpUCTpacTsIBaHe Ui Aa Obie
HENPABUJIHO YIOTPEOsIBaH 3a HE3aKOHHHU LIEJIH; WU

B)  JICKAPCTBCHHSAT NPOAYKT ChIbpPIKA BEIIECTBO, KOETO IMOPATU CBOSTA HOBOCT
WIN TIOpaJId CBOMCTBaTa CH MOXE, KaTo IMpena3Ha MspKa, Ja ce CUhTa 3a
MPUHAJISKAIIO KbM TpyraTa BEIIeCTBa, IOCOYEHHU B OyKBa a).

4, Koraro OIIPECACIIAT NOAKATCTOpUATA JICKAPCTBCHU NIPOAYKTH, KOUTO CC OTIIYCKAT I1O
OrpaHU4YCHO NPCANUCAHUC, TbPKABUTC YWICHKHN B3€MAaT NpCABU CICIHUTE Q)aKTOpI/II

a)  JICKapCTBEHUST MPOIYKT IMOpaau cBoutTe (apMalleBTUUHU XapaKTEPUCTUKU
WM HOBOCT, WM B UHTEPEC Ha OOLIECTBEHOTO 3/paBe, € 3ala3cH 3a JICYCHUE,
KOETO MOJKE Jla ce Impuiiara caMo B OOJIHUYHA Cpea;

0)  JIeKapCTBEHUST MPOJYKT C€ yNOTpeOsiBa 3a JICUCHUETO Ha 3a00JIsIBaHUSI, KOUTO
TpsiOBa na OBAAT AUArHOCTULMPAHM B OONHUYHA cpela WM B JIeYEOHH
3aBEJICHUS CBhC CHOTBETHUTE JUATHOCTHYHU BB3MOXXHOCTH, BBIPEKHA Ye
MPOBEXKAAHETO HA JIEYCHHETO U TPOCIEIBAHETO MOXKE Jla C€ HM3BBHPIIBAT
HABCSAKBJIE IPYTAJIC;

B) JICKApCTBCHUAT TMPOAYKT € IIPCAHA3HAYCH 3a aM6ynaT0pH0 JICYCHHUEC, HO
HEroBara y1'IOTp€6a MOKEC Ja OOBCAC OO0 CCPUO3HU HCKCIIAaHH JICKAPCTBCHU
pCaKkuunu, nmopaan KOETo CC HaJlara TOH Oa 6’]’:»2[6 npeaAnrCBaH OT CIICHHUAINCT U
JJCYCHHUCTO Ja NOAJIC)KH Ha CIICHHUAaJIHO Ha6J'IIOI[€HI/I€.

S. [Tpunaranero Ha maparpadu 1,3 n4 moxe na ObAe OTMEHEHO OT KOMIIETEHTEH
Opras, KOWTO B3eMa MPEABU]] CIEIHOTO:

a)  MakcHMaiHaTa eIMHUYHA /1033, MaKCUMaHaTa JIHEeBHA /1032, KOHIICHTPAIUITa,
JekapcTBeHara ¢popMa, onpeiesieH! BUI0BE OMaKOBKa; WIIN

06) Apyru obCcTOATENCTBa, CBHP3aHM € yroTpedaTa, KOMTO TOH € onpeienu.

6. AKO KOMIIETEHTHHUSAT OpraH He pa3/ieis JeKapCTBEHUTE NMPOIYyKTH Ha MOAKATErOpUH,
KaKTo € rmocoueHo B uieH 50, maparpad 2, Toil Bce mak B3eMa MpeBuj KPUTEPHUTE,
yCTaHOBeHU B maparpadu 3 u 4, Korato peuiaBa Aajly JaJIeH JEKapCTBEH MPOAYKT Ja
ce KJlacu(uIMpa KaTo JEeKapCTBEH MPOAYKT, OTIYCKaH I10 JIEKapCKO MpeANrCaHHe.

Ynen 52
Jlexapcmeenu npodykmu, omnyckanu 6e3 1eKapcko npeonucanue

JlekapcTBeHUTE NPOIYKTH, OTIYCKaHUW O€3 JeKapcKO IpeanucaHue, ca Te3H, KOUTO He
OTroBapAT HAa KPUTEPUUTE, ONPEAEIECHH B UjieH S1.
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Ynen 53
Cnucvk Ha 1exapcmeenume npoOyKmu, OMmnycKanu no 1eKapcko npeonucanue

Komnerentuure OpraHrl H3roTBAT CIHUCBK Ha JICKAPCTBCHUTC IIPOAYKTH, OTIIYCKAHH IIO
JICKAPCKO NpCAINMMCAHUC HA TAXHATA TCPUTOPUA, KaTO ONPCACIIAT, aKO € HCO6XOHI/IMO, TAXHaTa
KaTCropus 1o Ha4MH Ha OTITyCKaHC. Te 0OHOBSABAT TO3U CIIHUCHK CXKET'OHO.

Ynen 54
Ilpomenu 6 nauuna na omnyckane

KoraTto Ha BHUMaHMETO Ha KOMIIETEHTHUTE OpPraHU OBJAT MPEICTaBEeHW HOBH JAHHM, TE TH
pasriaexaaT M ChOTBETHO BHACAT IPOMEHM B HauMHA Ha OTIIYCKAHE HAa JIEKApPCTBEHUTE
IPOAYKTH, KaTO MpuiaraT KpUTepuuTe, n30poeHu B uiieH S1.

Ynen 55
3awuma na oannume npu nNPoMeHU 8 HAYUHA HA OMNYCKAHE

Koraro BB3 OcHOBa Ha Ba)XHM HEKJIMHHYHH TECTOBE HJIHM KIMHHYHU HU3CJICABaHuA CC
paspciiaBa MnmpomMsaHa B HaA4YWMHA Ha OTIIYCKAHC Ha JICKAPCTBCH HNPOAYKT, B PAMKHUTC Ha €AHA
IrogrHa OT pa3pClIaBaHCTO Ha II'bPpBOHAYAJIHATA IMPOMAHA KOMIICTCHTHUAT OpraH HsAMa Aa CC
[mo30BaBa Ha PE3YyJTATUTC OT TCE3W TCCTOBC WM H3CICABAHUA IPU Pa3rICKIAHECTO Ha
3as8BJICHUC, IMOAAACHO OT APYT 3asdBUTCII WJIH MNPUTCIKATCI Ha Ppa3pClICHUC 3a TbhpProBUsd, 3a
IMpoMsHa B HAUYWMHA Ha OTITYCKAHE Ha CbIIOTO BEIICCTBO.

I'aasa Vv
3aabJKeHUs] 1 OTTOBOPHOCT HA MPUTEXKATEISI HA pa3penieHueTo
3a TbProBus

Ynen 56
Obwu 3a0vaicerust

1. [TputexkaTenar Ha pa3pelIEeHUETO 3a THPrOBHs OTroBaps 3a IPEAOCTaBSIHETO Ha
naszapa Ha JIEKapCTBEHMs HPOAYKT, OOXBaHAT OT H3AAJCHOTO pa3pelleHue 3a
Thprousi. ONpeneasHETO HAa NMPEICTAaBUTENl Ha NPUTEKATENS HA PAa3pEUICHUETO 3a
THProBUs HE 0OCBOOOK/1aBa IpUTEkKATeNsl OT HEroBara IpPUANYECKa OTTOBOPHOCT.

2. [TputexkaTenar Ha pa3pelIeHUETO 3a THPrOBUS C JIEKAPCTBEH INPOIYKT, IyCHAT Ha
mazapa B JAbp)KaBa WIEHKA, YBEJOMsIBa KOMIIETEHTHHsS OpraH Ha CBhOTBETHATa
J'bp)KaBa YJeHKa 3a JaTaTa Ha JEHCTBUTEIHOTO IyCKaHE Ha JIEKAPCTBEHUS MPOIYKT
Ha Ia3apa B Ta3W JbpXKaBa WICHKA, KaTo B3eMa INPEJBUJ PAa3IMYHUTE pa3pelIcHU
¢dbopmH Ha mpecTaBsHE.

3. IIpuTexarenar Ha pa3pelIeHUETO 3a ThPrOBUS C JIEKAPCTBEH IPOJYKT, IIyCHAT Ha
masapa B Jbp)KaBa YJIEHKA, OCHUI'YypsBa B DPAMKHUTE Ha CBOSATa OTTOBOPHOCT
MOAXOSAIIM ¥ HEMIPEKBCHATH JIOCTAaBKU HA TO3M JIEKAPCTBEH MPOAYKT 33 THPTOBLIUTE
Ha €/IpOo, allTeKUTE U JIUIATa, IPUTEKABALLU PA3PEILICHNUE Ja TOCTaBAT JIEKAPCTBEHU
IPOAYKTH, TaKa 4e Cce 3aJ0BOJIIBAT NOTPEOHOCTUTE HA MALIUEHTUTE BbB BBIIPOCHATA
JIbPKaBa YJICHKA.

PasmopenOute 3a W3MBIHEHWE HAa IHpPBa alliHEs CleJBa OCBEH TOBa Ja OBaaT
000CHOBaHH OT CHOOpaKECHHsI 3a 3alUTa Ha OOIIECTBEHOTO 3JApaBe M Ja ca
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MPOMOPLMOHAIIHU CHPSIMO LIETa Ha Ta3M 3allUTa, B ChOTBETCTBHE C pas3lopenonTe
Ha JloroBopa, Haii-Beue IO OTHOIICHHWE Ha CBOOOJHOTO JBUKCHHE HA CTOKH H
KOHKYPEHLIUATA.

Ha Bcuykm ertamm oOT MMPOU3BOACTBOTO H TbHProBuUusATa MNPUTCKATCIIAT Ha
pa3pelIeHueTO 3a THPTOBHsI TapaHTHPa, Y€ U3XOIHUTEC MATepUAId M ChCTaBKHTE Ha
JICKAPCTBCHUTC IPOAYKTHU, KAKTO U CAMHUTC JICKAPCTBCHU IMPOAYKTU OTrOBAPAT HaA
W3MCKBAaHUATA HAa HACTOSIIATA JUPEKTHBA M KOTATO € YMECTHO, Ha [mpepadoTeHwsI
Permament (EO) Ne 726/2004] m mHa npyrum aktoBe OT mpaBoto Ha Chro3a, o
NPOBEPsIBA M TE€3U U3UCKBAHUS Ca U3ITBIIHCHH.

[Tpu tsmocTHa KOMOWHAIUS OT JIEKAPCTBEH MPOIYKT M MEAWIIMHCKO U3JENNE U MIPH
KOMOWHAIIUM OT JIEKAPCTBEH MPOAYKT M TPOAYKT, PA3IMYEH OT MEIUIIMHCKO
W3JENHE, IPUTEKATEIAT HA Pa3pEUICHUETO 32 ThPrOBHUsl HOCH OTTOBOPHOCT 3a LIEJIHS
IPOAYKT, IO CE€ OTHACS J0 CHOTBETCTBUETO HA JIEKapCTBEHUS MPOAYKT C

W3UCKBaHMATA  HA  HACTOsIIATa  JHUPEKTHBA HM  Ha  [mpepaboTeHus
Pernament (EO) Ne 726/2004].

[TputexkaTenar Ha pa3pelIeHUETO 3a ThProBuUs € ycTaHOBEH B Chio3a.

Koraro npurexarensT Ha pa3peleHUeTo 3a THPrOBHs CUNTA MJIM MMa OCHOBAaHHE Ja
CYHMTa, Y€ JIEKAPCTBEHUAT MPOIYKT, KOMTO Mpeaara Ha ma3apa, He € B CbOTBETCTBHUE C
pa3pelIeHNeTo 3a THPrOBHS WMJIM C HACTOSIIATa AMPEKTHBA U C [IpepadoTeHus
Pernament (EO) Ne 726/2004], Toit He3abaBHO mpeamnpreMa HEOOXOAMMHUTE
KOPEKTHBHU JICHCTBUS, 32 J]a IPUBEJIE JIEKAPCTBEHUS IPOJYKT B CHOTBETCTBUE, 11a T'O
U3TETNIN WM J1a TO M33eMe, cropen ciaydas. lIpurexarensT Ha pa3pelieHHEeTo 3a
THProBUsl HE3a0aBHO yBEAOMsBA 32 TOBAa KOMIETEHTHUTE OPraHM M CbhOTBETHUTE
THPrOBLH.

HpI/I IOUCKBAHEC IMPUTCKATCIAT HaA PA3pPCIICHUCTO 3a TbHProBUSA HNPECIHOCTABA Ha
KOMIICTCHTHH OPraHu Oe3miIaTHU MOCTPH B AOCTAaTbYHHU KOJIHNYECCTBA, 3a Aa MOKEC Ja
CC U3BBPIIN KOHTPOJ HA JICKAPCTBCHUTEC NPOAYKTH, KOUTO € ITYCHAJI Ha I1a3apa.

IIpn moWCKBaHE NPUTEKATENAT HA PA3PEIICHHETO 3a THPrOBHUS NPEIOCTaBs HA
KOMIIETEHTHUTE OpraHM BCHYKM JaHHU, CBBP3aHM C o0emMa Ha NpoJaxOuTe Ha
JIEKApCTBEHMS IIPOJYKT, KAKTO M BCHYKHM JaHHHW, C KOWUTO pas3IoJiara, CBbP3aHHU C
MPEANMCAHUTE KOJIMYECTBA.

Ynen 57
Omeosopnocm 3a 0oKIad8amne Ha nYyoIUUHAMA PUHAHCOB8A NOOKpenda

[TputexxaTenar Ha pa3pelIeHHETO 3a ThProBHS JeKiapupa Mpel O0O0IIecTBEHOCTTa
BCsKa Mpsika (pUHAHCOBA MOJKpENa, MoMydyeHa OT MyOJMuYeH OpraH WM OT OpraH,
¢buHaHCHpaH C MyOJWYHM CpPENCTBA, BBbB Bpb3KAa C HAYyUHOHM3CIIEIOBATEIICKUTE
JNEMHOCTH U pa3pabdOTBAHETO Ha JIEKAPCTBEHHS MPOJYKT, 0OXBAaHAT OT HALMOHAIHO
WIM LEHTPAIM3UPAHO pa3pellieHue 3a ThpProBUs, HE3aBHUCHMO OT IpaBHUS CYOEKT,
MOJIYYHJT TOJKpenaTa.

B cpox or 30 mHM cnen W3aBaHETO HA PA3PELICHHETO 3a THPrOBUS HETOBUSAT
IIPUTEKATEIL:

a)  W3TOTBS EJICKTPOHEH JIOKJIA/], B KOMTO CE IMOCOYBAT:

)  pa3mMepbT Ha Tmony4YeHaTa (UHAHCOBAa TIOAKpEeNa W Jararta Ha
MOJy4YaBaHETO M,
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i)  myOJIMYHHMAT OpraH WM OpraHbT, (MHAHCHUPAH C MyOJWYHH CPEICTBA,
KOKTO € mpenoctaBul (PMHAHCOBATA MOKPEIIa, IOCOYCHA B IMTOATOYKA 1),

iii) mpaBHHAT CyOekT, KOMTO € MOJydYWsI I[OJAKpernara, IocouyeHa B
ITOATOYKA )]

6) rapaHTupa, 4€ CJICKTPOHHUAT OOKJIaJd € TOYCH U € OJUTHUpPaH OT HE3aBHUCHUM
BBHIICH OJUTOP,

B)  OIOBECTSBA €JICKTPOHHUS JOKJIAJ MyOIUYHO Ype3 creluaiia yeoCTpaHua;

r) u3Mpamia eJIeKTPOHHATa XUIEPBPBh3Ka KbM Ta3w yeOCTpaHHWIIA Ha
KOMITETCHTHHS OpraH Ha JbprKaBaTa 4ieHKa WIH, KOTaTo € IeJIeChoOpa3Ho, Ha
Arennusra.

3a JICKAPCTBCHUTC IMPOAYKTH, PA3PCIICHHU CBIJIACHO HACTOAAaTa AJUPCKTUBA,
KOMIICTCHTHUAT OpPraH Ha AbpiKaBaTa YJICHKA U3IIpalla CBOCBPEMCHHO CJIICKTPOHHATA
XUIICPBPBH3Ka HA AFGHHI/IHTa.

HpI/ITe)KaTCJIﬂT Ha pa3pClICHUCTO 3a ThPTrOBHA TCKYIIO aKTyalu3upa CICKTPOHHATA
XUIICPBPB3KaA U aKO € H€O6XOI[I/IMO, AKTyaJIM3upa A0KJIaaa €KEroJHO.

I[BpX(aBHTe WICHKN MpcanpueMar Mnoaxondimu MCEpKH, 3a Jda TapaHTHpar, 4C
NPUTEKATENIAT Ha Pa3pelIeHUEeTO 3a THProBHs, YCTAHOBEH B TAXHATA JbpPXKABa,
crna3Ba pasnopendure Ha naparpadu 1, 2 u 4.

Komucusita Moxe a mpuema akToBe 3a U3I'bJIHEHHE, 32 Ja ONpeAeId NPUHLIUIIUTE U
dopmaTa Ha nHbOpMaIMATa, KOATO TpsiOBA Ja ce JOKJIajaBa ChIVIACHO maparpad 2.
Te3n akTOBE 3a M3NBIHEHUE CE IPUEMAT B CBOTBETCTBHE C Ipolieypara IO
pasriexaane, mocoueHa B wieH 214, maparpag 2.

Ynen 58

Hpoazedwwocm HA eewecmeama, U3noja36AaHuU 6 np0u360()cm60m0 Ha 1ekapcmeeru npodykmu

1.

BG

Koraro ¢ HeO6XOI[I/IMO, MPUTECIKATCIIAIT Ha Pa3pCHICHUCTO 3a ThbProBUA OCUTYPsABA
MNpocCiICANMOCTTa Ha JaACHO AKTUBHO BCHICCTBO, U3XOJACH MaTCpHajl, IMOMOIIHO
BCIIECCTBO MJIM Ha BCAKO JAPYro BCIICCTBO, KOCTO € NMPCAHA3HAYCHO Ja MPUCHCTBA
HJIM C€ OYaKBa Ja NMPHUCHCTBA B AAJICH JICKAPCTBCH IMPOAYKT, HA BCHYKHU C€TAIl OT
MMPOU3BOACTBOTO U PA3NPOCTPAHCHUCTO.

[TputexxaTenar Ha pa3pelIEHHUETO 3a THProBUS pasloyiara ¢ Bb3MOXKHOCTH Ja
YCTAaHOBHM BCSAKO (PU3UYECKO WM FOPUIMYECKO JIMIE, OT KOETO MYy € JOCTaBeHO
AaKTHBHO BEILECTBO, M3XOJIEH MaTepHuall, MOMOIIHO BELIECTBO WM BCAKO JAPYro
BELIECTBO, KOETO € MPEJHA3HAYEHO J1a IPUCHCTBA WM CE OYaKBa Jja NPUCHCTBA B
JIa/IeH JIeKapCTBEH MPOIYKT.

IIpuTexarenar Ha pa3pelIeHUEeTO 3a ThbPrOBUsS U HETOBUTE JOCTABUULIM HA aKTUBHO
BEUIECTBO, M3XOACH MaTepuall, MOMOIIHO BEHIECTBO WM BCSIKO APYTO BELIECTBO,
U3I0JI3BaHO B IIPOU3BOJACTBOTO HA JIEKAPCTBEH IPOJIYKT, Pa3IoJiaraT CbC CUCTEMH U
MpoLEeAypH, KOUTO /aBaT Bb3MOXKHOCT MH(pOpMaluaTa, IocoueHa B maparpad 2, na
ce IIPENOCTaBs IIpU ITOMCKBAHE HA KOMIIETEHTHUTE OpraHHu.

[IpuTexarenar Ha pa3pelieHUeTo 3a ThbPrOBUs U HETOBUTE JOCTABYMIIM pas3mojiaraTt
CbC CHCTEMH U TIPOLEAYpPH 3a YCTAaHOBSIBAHE HA JAPYruUTe (U3NYECKH WIH
IOPUAMYECKU JIMIA, HA KOUTO Ca JIOCTaBEHU MPOAYKTUTE, MOCOYEHH B maparpad 2.
[Tpu nouckBane Ta3u HHPOPMALIUS CE MIPEIOCTaBs Ha KOMIIETEHTHUTE OPTaHH.
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Ynen 59
Ilyckane na nazapa Ha npooOyKmu ¢ neOUAMpUYHU ROKA3AHUS

Koraro JCKApCTBECHUTE IIPOAYKTH Ca PpaspClHICHU C IMIECAUATPUYHO IIOKAa3aHUC CIICA
3aBbpIIBAHC Ha 0):[06peH IUIaH 3a NCAUATPUYIHO HU3CJICABAHC U TC3H JICKAPCTBCHU IMPOAYKTHU
BC€YC Ca IMIyCHATH Ha Iiasapa C APYru TCpall€BTUYHH IIOKa3aHWA, B CPOK OT ABE I'OAWHU OT
JaraTra, Ha KOATO € pa3pClICHO NEANATPUIHOTO IMMOKAa3aHUC, IPUTCKATCIIAT HAa Pa3pCUICHUCTO
3a ThPIroBHUs IIyCKa JICKAPCTBCHUA MPOAYKT HaA IIadapa Ha BCUUYKHU ObpKaBU YJIICHKH, B KOUTO
TOM BeUe € IIyCHAT Ha Ima3apa, KaTo B3€Ma IpCABU/I ICIUATPUIHOTO MY ITIOKa3aHHC.

Te3u kpailHM CpOKOBE ce IOCOYBAT B PErHCTbP, KOWTO Ce KOOPAMHHUpPA OT AreHUUSATa U €
yOJIMYHO TOCTHIIEH.

Ynen 60
Ilpeycmanoeseane Ha nyckanemo Ha nazapa Ha NeOUAmMpUYHU 1eKapCmeeHu nPpooyKmu

AKO JIaJicH JICKapCTBEH MPOJYKT € Pa3pelieH 3a MeJUaTPUIHO TIOKa3aHUE U MPUTEKATEIAT Ha
pa3pemIeHneTo 3a ThPTOBHUS CE€ € BH3IMOJI3BAI OT MPEAUMCTBA U CTUMYJIU CHITIACHO WieH 86 oT
HaCTOsIIATa JTMPEKTHBA WIH CBIJIACHO uiieH 93 oT [mpepaboTeHus
Permament (EO) Ne 726/2004], unnuTo CpoKOBE Ha 3alUTa Ca M3TCKJIH, U aKO MPUTEKATEIIAT
Ha Pa3pelICHUETO 3a THProBHs Bbh3HAMEPsBa Ja NMPEYyCTAaHOBU ITyCKAHETO Ha JICKAPCTBEHUS
NPOAYKT Ha Ta3apa, TOH MPEXBBPJII HA TpPETa CTPAaHA Pa3pPEHICHHETO 33 THPTOBUS HIU
paspeliaBa Ha TpeTa CTpaHa, KOSTO € 3asBWJIa HAMEPEHUETO CH Jia MPOJBIDKU Jla Ipejiara
BBIIPOCHUS JICKAPCTBEH MPOAYKT Ha Ta3apa, Ja M3IMoii3Ba GapMaleBTUIHATA, HEKJITMHUYIHATA
U KIMHAYHATAa JAOKYMEHTAIMs, ChAbpKalla ce€ B JOCHETO Ha JIEKapCTBEHUS MPOAYKT BbH3
OCHOBa Ha wieH 14.

[TputexkaTenar Ha pa3pelleHHEeTO 3a THProBUS YBEIOMsBAa KOMIIETEHTHUTE OpraHd 3a
HaMEpPEHHUETO CH Jla MPEyCTaHOBM ITyCKAaHETO Ha JIEKAapCTBEHMs NPOAYKT HA Ia3apa IIOHE
JIBaHAJIECET Mecela Mpeau MpeyCcTaHOBsBaHETO. KOMIIETEHTHUTE OpraHM OIOBECTSABAT TOBA
myOJIM4HoO.

Ynen 61
Omeosoprocm na npumedicamelisi Ha pa3peueHUeno 3a Mmovpeosus

PaSpCI_HeHI/ICTO 3a ThProBuUs HC 3acidra rpaxJaHCKaTa W HAKa3aTCJIHATA OTTOBOPHOCT Ha
HETOBUS IIPUTCIKATECII.

I'nasa VI
Nudopmanus 3a NpoayKTa U eTUKET

Ynen 62
Kpamxa xapakmepucmuka na npooykma

1. Kparkara xapakTepucTHKa Ha TPOAYKTa CHABPKA JaHHUTE, W30pPOCHH B
npusoxenue V.

2. 3a paspelieHus 3a ThproBus chriiacHo wieHoBe 9 u 11 u 3a mocneaBamy NpoMeEHU B
TaKHMBa pa3pCHICHUA 3a TBProOBUA, aAKO CAHO HIIM MOBCYC OT TCPANICBTUYHUTC
MOKa3aHusl, JO3UPOBKUTE, JIEKAPCTBEHUTE (OPMHU, HAUMHUTE Ha MPHIIOKEHUE WIH
IBTUIIATA HA BBBEXKAAHE, MM BCSKA Apyra yrnorpeda Ha JIEKapCTBEHUS IPOIYKT BCeE
ome ca OOXBaHATH OT MATEHTHO NPaBO WM OT CepTU(UKAT 3a AONMBJIHUTEIHA
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3aKpuja KbM MOMEHTa Ha IyCKaHe Ha Ia3apa Ha TeHepUYHHs WM OHOIOJ00HMS
JIEKapCTBEH MPOAYKT, 3asBUTEISAT HA pa3pelieHHe 3a TeHepHuueH WM OMornoo0eH
JIEKapCTBEH MPOJIYKT MOKE Ja IMOMCKa Ta3u MH(pOpMalusg Ja HEe ce BKII0YBA B
HErOBOTO Pa3pellEHUE 3a ThPrOBUS.

B kparkara xapakTepucTHKa Ha BCHYKH JIEKAPCTBEHU MPOAYKTH CE€ BKIHOYBA
CTaHOAAapTCH TCKCT, C KOHUTO MCIUIIMHCKUTC CIICHUATIUCTU U3PUYHO CC IMPUKAHBAT 1a
JOKJIa[BaT BCsAKa MOJO3UpPaHa HEXellaHa JICKapCTBEHA peaklds B ChOTBETCTBHUE C
HAI[MOHAJHATa CUCTEMa 3a JIOKJIaJBaHe, ocoueHa B wieH 106, maparpad 1. JlaBa ce
BB3MOKHOCT 3a paziIMYHM HAYUHU Ha JOKJIAJBaHE, BKIIOUUTEIHO IO E€JIEKTPOHEH
BT, B ChOTBETCTBUE ¢ WieH 106, maparpad 1, Bropa anuHes.

Ynen 63
Obwu npunyuny OMHOCHO TUCMOBKAMA
JlucroBKaTa € 3aIbJDKUTEITHA 32 JICKAPCTBCHUTE TIPOTYKTH.

JluctoBkaTa ce chcTaBs W odopms Taka, ye Ja € sicHa M pa3dupaema M Ja JaBa
BBH3MOKHOCT Ha MOTPEOUTENUTE Ja MPEIIpUueMar MOAXOISAIIH JACUCTBUS, KOTaTo €
HeO6XOZ[I/IMO C moMouITa Ha MECIUITUHCKHU CIICIUAJINCTHU.

JIbp)kaBUTe WIEHKM MOraT Ja peuar JIMCTOBKAara Ja ObJe Ha pPa3MoIoKEHUEe Ha
XapTUEH HOCHUTEN WIM B €leKTpoHeH ¢opmar, wiu u asere. [lpu nunca Ha TakuBa
cneur(rUYHM IpaBUiIa B JIaZieHa Jbp’KaBa WIEHKAa B ONAKOBKAaTa Ha JICKAPCTBEHMS
IPOAYKT CE€ IOCTaBs JINCTOBKA HA JIEKAPCTBEHMSI IPOAYKT Ha XapTHEH HOCUTEN. AKO
JMCTOBKaTa € Ha pa3loJOXEeHHE caMO B EJNeKTpoHEeH (opmat, cienBa aa Oble
rapaHTUPaHO MPABOTO Ha MAlMEHTA Jla MOJy4Yu IpU NOMCKBaHE O€3MIaTHO MEeYaTHO
KOIME Ha JIMCTOBKATA U JIa C€ OCUTYpH HH(popMaIusITa B UPPOB GopMaT Aa € JIeCHO
JIOCTBHITHA 33 BCUYKH MAlIUCHTH.

Upes neporammst ot mnaparpapu 1 u2 5HMCTOBKA HE Cc€ M3UCKBA, KOraTo
uH(popMaluaTa, M3MCKBaHa CbHIVIACHO wWiIEeHOBE 64 u 73, ce mpeaocTaBs HANpaBo
BBbpPXY BBHILIHATA ONAKOBKA WJIM BbPXY IIbPBUYHATA OMAKOBKA.

Ha Komucusra ce mpenocraBs npaBOMOIIMETO Ja NpHEMa JEIETHpPaHU AKTOBE B
CHOTBETCTBUE C wieH 215, 3a na usmeHu maparpad 3, KaTo BbBelE 3aJbDKUTETHA
€JIEKTPOHHA BEPCHs Ha JINCTOBKaTa. B Jenerupanus akT ce yCTaHOBSIBA U IPABOTO Ha
MarueHTa /a MOJXy4Yd TNpU MOUCKBaHE Oe3MIaTHO MEYaTHO KOIKE Ha JUCTOBKATa.
Henerupanero Ha mpaBomorus ce mpuiara ot [CII, moins, BpBeAeTe gaTaTa = MHeET
rOJIMHM, CUMTAHO OT 18 Mecena cien gaTraTa Ha BIM3aHE B CWjla Ha HAcTosIaTa
JTUPEKTHUBA).

Komucusita mpuemMa akToBe 3a M3IBIHEHHE B CHOTBETCTBUE C IpolieaypaTa IO
pasriexjaaHe, mocodyeHa B wieH 214, maparpad 2, 3a ycraHOBSIBaHE Ha 0OIIU
CTaHJapTH 3a €JEKTPOHHATa BEPCUS HA JMCTOBKAaTa, KpaTKaTa XapaKTEpUCTHKA Ha
MMpOoAYKTa U €TUKETA, KAaTO B3€MaA NNPEABU HATUIHUTE TEXHOJOTHH.

Korato nucroBkara ce TmpenoctaBs B €INEKTPOHEH (¢opmar, ce rapaHTupa
VWHJVBHIyaIHOTO MPAaBO Ha HEMPUKOCHOBEHOCT HA JIMYHHUS KUBOT. TeXHOJIOTrUATA,
4pe3 KOSTO Ce OCUTYpsBa JOCTHII A0 MH(POpMaIUATA, HE JOMyCcKa YCTaHOBSIBaHE Ha
CaMOJIMYHOCTTA WM NPOCIIEAIBAHE HA JIMLATa U HE CE U3II0/I3BA 3a THPIOBCKU LIETIH.

Ynen 64

Cvovporcanue na 1ucmoskama
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JIucToBKaTa ce M3rOTBA B CHOTBETCTBHE C KpaTKaTa XapaKTEpUCTHKA Ha MPOAYKTa,
nocoueHa B wieH 62, maparpad 1, u BKIIto4YBa JaHHUTE, W30poeHH B ipuiioxenue V1.

3a BCHYKHM JIEKAPCTBEHM MPOAYKTH C€ BKIIOYBA CTaHAAPTEH TEKCT, C KOWTO
NAlMEeHTUTE W3PUYHO C€ MPUKAHBAT Ja JOKJIAJBAT BCsAKa MOJ03UpaHa HEXKeJIaHa
JIeKapCTBEHA peaklds Ha CBOs Jiekap, (papManeBT, MEAUIIMHCKH CHEIUATUCT WM
IPSIKO B HAIIMOHAIHATA CHCTEMa 3a JIOKJIaJBaHe, mocoueHa B wieH 106, maparpad 1,
KaTo C€ YTOYHSBAT Pa3IMYHUTE HAJIWYHU HAYMHU Ha JIOKJIaJiBaHe (EJIEKTPOHHO
JOKJIaJIBaHe, MOIICHCKH aJpec WU JIPyro) B choTBeTCTBHE ¢ WwieH 106, maparpad 1,
BTOpa aJINHEA.

JIucroBkara OoTpassiBa pE3yJTATUTC OT KOHCYJITAUUUTC C LCIICBU I'PYIIH IMAIUCHTH, 3a
Ja C€ rapaHTupa, 4€ € 4€TiIuBa, ssCHA U JICCHA 3a I10JI3BaHC.

Ynen 65
Cvovporcanue na OanHume 6bpxy emuKema

Bbpxy BBHIIHATA OMAKOBKA Ha JIGKAPCTBEHUTE MPOYKTH WJIHM, KOraTo HAMa BHHIIHA
OIIAaKOBKa, BPXY II'bPBUYHATA ONAKOBKA, C M3KIIIOUCHHE HA OMAKOBKATa, IIOCOYCHA B
yiieH 66, maparpadgu 2 u 3, ce mocouBaT NAaHHHUTE BBPXY €THUKETa, M30pOCHU B
npuinoxenue V.

Ha Kommucusara ce npeaocCTaBsa IPaBOMOIIMETO Ja IMpUEMa ACIICTHPAHU AKTOBC B
CBOTBETCTBHE ¢ WjieH 215 3a CJIICOHOTO:

a) 3a U3MEHEHUE Ha CIUChKAa C JIaHHUTE BBPXY €THKETa, YCTaHOBEH B
npuioxenue IV ¢ nen ga ce oryere HayyHUAT IPOrpec WIM Ja Ce B3eMaT
IpeBU TOTPEOHOCTUTE HA MAllMEHTa;

6) 3a NOII'bJIHCHUEC Ha IMPUIIOKCHUC IV, C KOCTO CC YCTAaHOBABA CBKPATCH CIIMCHK
Ha 3aABJDKUTCIHUTC JaHHU BbBPXY CTUKETA, KOWUTO C€ IIOCOYBAT BbBPXY
BBHIITHATA OIIAKOBKAa HA MHOT'OC3UYHHN OITIAKOBKHM.

Ynen 66
Emukemupane na oaucmepu uiu Maiku NbpeutHU ONAKO8KU

Jannure, onpeneneHu B npuioxenue [V, ce mocousar BbpXy MbPBUYHU ONAKOBKH,
pa3IMYHM OT OcOoueHHTe B maparpadu 2 u 3.

Bbpxy mbpBUYHUTE OMAKOBKH, KOUTO ca Toxa (opmaTta Ha OIUCTEp M ca MOCTABEHH
BBHB BHHIITHA OMAKOBKA, KOSTO OTrOBapsl Ha U3UCKBAHUATA, YCTAHOBEHH B UJICHOBE 65
u 73, ce mocouyBaT Hal-MaJIKO CIICAHHUTE JTaHHH:

a) HAaNMMCHOBAHUCTO HA JICKAPCTBCHUS ITPOAYKT,

0) HaMMEHOBAaHHMETO Ha MpPUTEXaTellsdl Ha pa3pelIeHUeTO 3a THhProBHs, KOHTO
IIycKa IpOyKTa Ha ra3apa;

B)  Jarara Ha U3THYaHE HAa CPOKa HA TOTHOCT;
r)  MapTUAHUAT HOMEP.

Bbpxy Mankute mbpBUYHHU ONAKOBBUHU €AUHUIM, IIPU KOUTO HE € BH3MOXKHO Ja ce
MOMECTAT JaHHUTE, OMNpelIesieHn B wWieHoBe 65 u 73, ce mocoyBaT Hal-Majako
CJIEIHUTE JTaHHHU:
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a) HaMMEHOBAHHMETO Ha JIEKAPCTBEHHS MPOJYKT U aKO € HeoOXOJUMO, MBTAT Ha
BBBEXK/IAHE;

0) HAYMHBT HA MPUIIOKEHUE;
B)  JaTara Ha U3TUYAHE HA CPOKa HA TOJHOCT;
I)  TapTHIHUAT HOMED;

)  ChIBPXKAHHETO KaTo Maca, 00eM WU SIUHHUIIH.

Ynen 67
Toxazamenu 3a 6ezonacrnocm

Bbpxy jekapcTBEHUTE MPOIYKTH, OTIYCKAHU 110 JIEKAPCKO MPEINUCAHUE, CE HAHACST
noKazaremTe 3a 0e30MacHOCT, IOCOYCHU B MpHiIokeHue [V, 0CBeH ako MpOIyKTHUTE
HE ca BKJIIIOYCHU B CIIUCHK B CHOTBETCTBHE C MPOIICypara, mocoueHa B maparpad 2,
BTOpa anuHes, Oyksa 0).

Bbpxy jekapcTBEHHTE MPOAYKTH, OTIYCKaHH O€3 JIEKapCKO MpEANUcaHue, He ce
U3UCKBa Ja ObJaT HaHACSHU IIOKa3aTeJIWTe 3a OC30MacHOCT, IOCOYCHU B
npuitokerue IV, 0CBeH ako MPOAYKTHTE HE ¢a BKJIIOYEHHU IO U3KIIOYEHHE B CIIUCHK
B ChOTBETCTBUE C MPOIIeypaTa, IocoueHa B maparpad 2, Bropa ainunes, Oyksa 0).

Komucusra nprema Jeaerupaiid akToBe B ChOTBETCTBUE ¢ wieH 215, 3a 1a JOIIbJIHU
npuioxenue IV, karo ycTaHoBH MOAPOOHHM IpaBHja OTHOCHO IIOKa3aTeJIUTE 3a
0€e30I1acHOCT.

B ACJIICTUPAHUTEC aKTOBC CC ITOCOYBAT:

a)  XapaKTePUCTUKUTE M TEXHUYECKUTE CHENUPHUKAIMKA HA  YHUKATHHS
uaeHTH()UKATOp Ha  [OKa3aTeluTe 3a  Oe30MacHOCT, T[OCOYCHH B
npusioxenue [V, KOWTo JaBa Bb3MOXKHOCT Jia C€ MPOBEPH aBTEHTUYHOCTTA Ha
JICKAPCTBCHUTC MPOAYKTHU U Jia CC I/II[CHTI/Iq)I/IHI/IpaT OTACJIHUTE OIIaKOBKH,

0) chnuchIMTE, ChABPIKAIIN JIEKAPCTBEHUTE MPOAYKTU WIIM KATETOPHH MPOAYKTH,
BBPXY KOUTO, B Clly4ail Ha JICKAPCTBEHU NPOILYKTH, OTIYCKAaHU IO JIEKAPCKO
npenyucaHue, He ce ce HaHacAT MoKa3aTelauTe 3a Oe30MacHOCT, a B ciayvail Ha
JIEKapCTBEHU MPOJYKTH, OTIyCKaHU Oe3 JIEKapCKO MpeaNucaHue, ce HaHaCsT
nokasaresnTe 3a 6e30MacHOCT, IOCOYeHHU B IpuiiokeHue 1V,

B)  Impolenypute 3a yBenomsiBane Ha Komucusita cwriacHo maparpad 4 u Obp3a
cucTeMa 3a OLIEHKa U B3eMaHe Ha pelleHre BbB BPb3Ka C T€3U yBEJIOMJICHUS 3a
[eJTUTE Ha MpUIaraieTo Ha OykBa 0);

I)  penbT M YCIOBUSATA 3a IPOBEpKa Ha MOKa3aTeauTe 3a 0€30MacHOCT, TOCOUYEHH B
npuioxenue IV, or crpaHa Ha NOPOWU3BOAMTENUTE, THPrOBLUUTE Ha €ApoO,
dapmarnieBTUTE M JHMIATa, MPUTEXKABAIM pa3pelieHHe WIM UMallly MpaBo Ja
JIOCTaBAT JIEKAPCTBEHM TNPOAYKTH HA HACEIIEHHETO, W OT CTpaHa Ha
KOMIIETEHTHUTE OPTaHU;

1)  pasmopenOyd OTHOCHO CB3/aBaHETO, YMPABICHUETO € JOCTHIIHOCTTA Ha
CUCTCMaTa OT XpaHUJIUIIAa, B KOUTO CC CbAbpiKa I/IH(bOpMaI_[I/ISI OTHOCHO
nokazarejanTe 3a O0e30IacHOCT, KOSTO JaBa BB3MOKHOCT Ja CE IPOBEPH
ABTCHTHUYHOCTTA U Ja CC I/II[QHTI/I(bI/H_[I/IpaT JICKAPCTBCHUTC MPOAYKTHU, KAKTO €
peaABUACHO B npuiiokenue V.

108

BG



BG

CnuchuTe, TOCOYEHU BHB BTOpa aiuHesi, OykBa 0), c€ ChCTaBsiT, KaTo c€ B3eMa
NpeIBUJ PUCKBT OT ¢ammuduirpane, CBbpP3aH ChC CHOTBETHHTE JICKAPCTBCHH
MPOAYKTH WM KaTerOpUH JICKAPCTBEHHM NMPOIAYKTH. 3a Ta3W Iell ce IpHiiarat Haii-
MAaJIKO CJICTHUTE KPUTECPUU:

a)  LeHaTa U 00eMbT Ha MpoJiaxkOuTe Ha JIEKAPCTBEHUS MPOAYKT;

6) OposAT M yecToTaTra Ha MPEAUIIHM Cily4daw Ha (almupUIUpPaHd JEKAPCTBECHH
NPOJIYKTH, PETHCTpUpaHu B pamMkuTe Ha Cblo3a M B TPETH IbPXKaBH, H
poMsiHa B OpOs M 4eCTOTaTa Ha TaKKMBa CIyyau 10 MOMEHTA,

B)  crnenupUYHUTE XapaKTePUCTUKU Ha ChOTBETHUTE JIEKAPCTBEHU MPOAYKTH;
I)  TeXecTTa Ha 3a00JIBaHMATA, 32 YUETO JICUCHUE Ca TPEABHUICHH;
)  JIpYTH MOTEHIMAIHU PUCKOBE 33 OOIIECTBEHOTO 3/paBe.

Penbt m ycnoBusita, MOCOUYEHH BBHB BTOpa aynuHesi, OykBa 0), 1aBaT Bb3MOXHOCT Jia
ce MpOBEpU AaBTEHTUYHOCTTAa Ha BCSKA JIOCTAaBEHA OMNAKOBKA OT JIEKAPCTBEHUTE
NPOAYKTH, BBPXY KOSTO Ca HAHECEHW IOKa3aTelauTe 3a 0e30IacHOCT, TOCOYCHH B
npuioxenue IV, u B 14X ce ompenens o0xBaTbT Ha mpoBepkara. [lpu
YCTAaHOBSBAHETO Ha TE3W YCJIOBUS M peI Ce€ B3eMmaT MpeIBUJ cleUUuPUUHUTE
XapaKkTepUCTUKM HA BEPUTUTE HA JIOCTABKUTE B JIbpXKABUTE€ UICHKH U
HEO0OXOUMOCTTa Ja CE€ rapaHTUpa MPONOPLHOHAIHO BB3JACHCTBHE HA MEPKUTE 3a
IPOBEPKA BbPXY OINPEIEIEHN YUaCTHUIM BbB BEPUTUTE HA JOCTABKUTE.

3a menuTe Ha BTOpa aiuHes, OyKBa 1) pa3XOJUTe 3a CUCTEMaTa OT XPaHWJIHIIA Ce
IIOEMaT OT IPUTEXKATEIUTE Ha pPA3pEUICHMs] 3a IPOU3BOJACTBO HA JIEKAPCTBEHU
IPOJYKTH, BBPXY KOUTO Ca HAHECEHM T0Ka3aTesu 3a 0€301acHOCT.

[Tpu mpuemaHeTo Ha JlelerMpaHHTE aKkToBe, MMocouyeHU B maparpad 2, Komwmcusra
HaJIJIEKHO B3€Ma MPEIBU/]] Hali-MaJIKO Ha CIEAHOTO:

a) 3aluTaTa Ha JIMYHUTEC JaHHU, IPCABUCHA B IIPABOTO Ha C’bIO3a;

0) 3aKOHHMTE MHTEpPECHU Ja C€ 3allUTH MHPOpMaIHs OT NOBEPUTETHO ThPrOBCKO
€CTECTBO;

B) COOCTBEHOCTTA B MOBCPUTCIIHOCTTA HA JAHHUTEC, MMOJTYYCHU YPE3 U3IOJI3BAHETO
Ha IIOKa3aTCJINTEC 3a 6C3OHaCHOCT; u

)  pasxojHaTa €EeKTUBHOCT HA MEPKUTE.

KomneTreHTHUTEe OpraHu Ha JIbp)KaBUTE WIGHKH YyBenomsBaT Kowmucusita 3a
JICKapCTBEHUTE TPOAYKTH, OTITYCKaHH Oe3 JIEKapCKO MpEANHCaHue, KOUTO CIIOpe.
TSX Cca U3JI0KEHU Ha PUCK OT pammuduiupane, 1 morart 1a uapopmupar Komucusita
3a JIEKAPCTBEHH NPOAYKTH, 3a KOWUTO CUUTAT, Y€ HE Ca HM3JIOKCHH Ha PHCK OT
dammudpunupane, B ChOTBETCTBUE C KPUTEPUUTE, TIOCOUEHU B maparpad 2, BTOpa
anuHes1, Oyksa 0).

3a 1menuTe Ha BH3CTAHOBSBAHETO HA Pa3XOAUTE WM (hapMaKoJIOTUYHATA OJUTEITHOCT
TBPKaBUTE WICHKM MOTaT Jla pa3mMpAT oOxBaTa Ha MpUJaraHe Ha YHHKATHUS
uaeHTU(PHUKATOP, TOCOUEH B mMpuioxkeHue [V, U 10 BCEKU JEKapCTBEH MPOIYKT,
KOHTO c€ OTHycKa 0 JIEKapCKO TMpeanucaHue WIM KONTO TOJUIeKH Ha
BB3CTAaHOBSIBAHE HA PA3XO/MTE.

3a 1enMTe Ha BH3CTAHOBSIBAHETO Ha pa3xoluTe, (hapMakoJorhnyHaTta OIUTEIHOCT,
(dbapMakoenuIeMHOIOTUATA WK YIBIDKABAHETO HA CPOKa Ha 3allUTa HA TaHHUTE TIPU
IyCKaHeTO Ha Mas3apa Abp)KaBUTE YIEHKHM MOTaT Ja M3MO0J3BaT HHQOpMaIUsiTa,
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ChIbpKAIlla CE B CUCTEMaTa OT XpaHWIHIIA, IIOCOYCHA B Tlaparpad 2, BTopa ajiuHes,
OykBa 1).

3a 1enuTe Ha OCUTYPSIBAHETO Ha 0€30MacHOCTTAa Ha MALUEHTUTE IbpPKABUTE WICHKU
Morar jJa pa3upaT oO0XBaTa Ha MpUIaraHe Ha CPEICTBOTO CPELIy MOJIpaBsHE,
MOCOYEHO B IpujiokeHue 1V, u 10 Bceku Apyr JeKapCcTBEH MPOAYKT.

Ynen 68

Emukxemupane u nucmoska ¢ uHcmpykyuu 3a paouoHykuoume u paouogapmayesmuyume

B nombnHeHMe KbM mpaBWiiaTa, YCTAaHOBCHH B HACTOSINATa TJIaBa, BBHIITHATA
KapTOHCHAa OIAaKOBKa H CHIBT HAa JICKAPCTBEHUTE TPOAYKTH, ChIbPIKAIIH
PAIMOHYKJIMIA, C€ CTHKETHPAT B CBOTBETCTBHE C pa3nopedUTe OTHOCHO
0€30IIaCHOTO TPAHCIOPTUPAHE Ha PaJUOAKTUBHU MAaTEpUaH, YCTAHOBEHH OT
MexayHapoaHaTta arcHImsl 3a aroMHa ecHeprus. OCBEH TOBa ETHUKETUPAHETO €
ch0Opa3eHo ¢ pa3nopenduTe, mocoueHu B naparpadu 2 u 3.

ETukersT BBPXYy 3alIUTHATA OMAKOBKA ChIBp)Ka TAHHUTE, MOCOYEHH B UIEH 65.
OcBeH TOBa BBPXY €THKETa Ha 3alllUTHATa ONAKOBKAa C€ pa3sCHABAT IOJPOOHO
KOJIOBETE, W3IOJI3BaHU BBHPXY (IIaKOHA, W C€ TOCOYBAT, KOraro € HeoOXOAHMMO,
KOJINYECTBOTO PAJAMOAKTUBHOCT 3a J103a WX 32 ()JIaKOH KbM [TI0COUYEHO BpeMe U Jarta,
KaKTO M OpOST Ha KallCyJuTe, WM 32 TEYHOCTUTE — KOJIMYECTBOTO MUJIMJIMTPHU B
ChJa.

Bwpxy erukera Ha (1akoH ce OCOYBA ClIeAHATa HHPOPMAIHS:

a) HAUMCHOBAHUCTO WM KOABT HaA JICKAPCTBCHUA IPOAYKT, BKIHOUYHUTCIHO
HAa3BaHUECTO WJIM XUMHWYHUA CUMBOJI HA paJUOHYKIIUJIA,

6) wunxeHTH(UKaALMATA HAa NApTHIATa U AaTaTa Ha U3TMYaHE Ha CpOKa Ha TOJIHOCT;
B)  MEXAYHapOIHHST CUMBOJ 32 paJHOaKTUBHOCT;

I)  HaMMEHOBAHUETO U aPeChT Ha MPOU3BOAUTEIS;

)  KOJMYECTBOTO PAJMOAKTHBHOCT, KAaKTO € OIpe/IesIeHO B aparpad 2.

KomnereHTHUAT opraH rapaHTupa, 4e B OIAKOBKaTa Ha pajuodapMaleBTHINTE,
PAAVNOHYKIIMIHUTE TCHCPATOPHU, PAAUOHYKIIMIHHUTE KHUTOBC WM PAAUOHYKIIHMIHUTC
NPEeKypcopu ce TOCTaBs JIMCTOBKA C MOAPOOHM MHCTPYKIHMHM. TEKCTHT Ha Ta3H
JUCTOBKa C€ M3rOTBA B CBHOTBETCTBUE ¢ ujieH 64, maparpad 1. OcBeH ToBa
JMCTOBKAaTa ChIbp)Ka BCUYKU MpeNa3sHH MEpKH, KOMTO TpsOBa Ja ce B3eMaT OT
MmoJI3BaTejida M OT IHaluCHTAa II0 BpPEME HaA MPUTOTBAHCTO W IMPUIAraHCTO Ha
JEKapCTBEHUsI MPOAYKT, KaKTO M CHEHUAJIHU NpPEaNa3Hu MEpPKH OTHOCHO
U3XBBPJISHETO HA OMAKOBKAaTa U HEU3IOJI3BAHOTO M ChAbpKAHHE.

Ynen 69
Crneyuannu u3uckéanus 3a UHGopmayus 3a AHMUMUKPOOHUMeE Cpedcmaa

[TputexxaTenaT Ha pas3pelIeHHeTo 3a THProBHs OCHTYpsiBA HAJMYUETO Ha
00pa3oBaTeHN MaTepuaad, 4pe3 KOUTO MOXKE Ja ce OCHTypu HHOpMaIms 3a
ynotpebara Ha AaHTUMHKPOOHOTO CpEACTBO, 33 MEAMLMHCKUTE CIEIHAIUCTH,
BKJIIOUUTETHO 4Ype3 MEJUIMHCKH THPTOBCKH MPEACTABHUTENHN, KAKTO € ITOCOYEHO B
yned 175, maparpad 1, OykBaB), OTHOCHO MOIXOSIIOTO U3MOJ3BaHE Ha
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HHCTPYMCHTHU 3a OWArHOCTHUKA, U3IMMUTBAHUA WKW APYTW JUArHOCTUYHH ITIOAXOH,
CBbp3aHu C NIaTOrCHUTC, PC3UCTCHTHU KbM aHTI/IMI/IKpO6HI/I cpeacrTna.

2. [TputexxkaTesnaT Ha pa3pelIeHUETO 3a THProOBHsS BKJIIOYBA B OINAKOBKaTa Ha
AHTUMHUKPOOHUTE CPEICTBA JOKYMEHT, KOMTO ChIbpiKa crenudpuiHa nahopMaus 3a
CHOTBETHHS JIEKAPCTBEH MPOAYKT U C€ MPEIOCTaBs HA MAIMEHTa B JOMBIIHCHHE KbM
JUCTOBKAaTa Ha Mpoaykra (,,pumr 3a mo-modpa oCBEAOMEHOCT), ¢ HHQpOpMaIusl
OTHOCHO aHTUMHKpPOOHATa PE3MCTEHTHOCT W MOAXOJAIIaTa yroTpeda U U3XBhPIIsSTHE
Ha aHTUMHKPOOHOTO CPEJICTBO.

JIbpKaBUTE WIEHKHM Morar jaa pemar (UIIbT 3a M0-700pa OCBEJOMEHOCT Ja ce
IPEJOCTaBs Ha Pa3IoIOKEHHE Ha XapTHEH HOCUTEN WM B €JIEKTPOHEH (opMaT, MU
u neere. [Ipu numnca Ha TakuBa crnenu(UYHA paBWIA B JaJICHA AbPXKaBa YiICHKA B
OMAaKOBKAaTa Ha AaHTHUMUKPOOHO CpEACTBO ce€ TmocTtaBs ¢um 3a mo-7Io0pa
OCBE/IOMEHOCT Ha XapTHEH HOCHTEIL.

3. TexkcThT Ha (umIa 3a MO-100pa OCBEIOMEHOCT € B ChOTBETCTBHE ¢ IipuiiokeHue VI.

Ynen 70
Yemausocm

JlucroBKaTa W JAHHUTE BHPXY €THKETa, MIOCOYCHU B HACTOSIIATA IJIaBa, Ca YCTIUBH, SICHO
pazbupaeMu 1 HE3ATUYUMHU.

Ynen 71
Jocmwvnuocm 3a xopa ¢ ygpexcoanus

HanmeHoBaHMeTO Ha JeKapCTBEHMs MNPOJYKT C€ HM3IMCBAa Ha ONakoBKaTa M ¢ OpailnoBa
az0yka. [IpurexaTenar Ha pa3pelIeHHeTO 3a THProBUS rapaHTUpa, Y€ NPU MOHCKBAHE OT
NAIUEHTCKH OpraHM3alMy JINCTOBKaTa, IIOCOYEHAa B 4ieH 63, ce mpenocraBs Ha
pasmnosiokKeHne BbB popMaTH, MOAXOIAIIN 32 JIUIA C YBPEKIAaHUS, BKIIFOUUTEIHO HE3PAIIU U
CJ1a00BMKTAIIIHN JIMLIA.

Ynen 72
H3uckeanus Ha 0vporcagume uieHKU NO OMHOUWEHUE HA emuKema

1. HezaBucumo ot pasnopeaOurte Ha ujeH 77 ObpiaBUTE€ WIEHKM MOraT Ja W3MCKBAaT
ynoTtpebara Ha omnpezaeseHn (GOpMH Ha €TUKETUPaHE Ha JIEKApCTBEHHUTE NMPOIYKTH,
KOHUTO J]aBaT Bb3MOKHOCT J]a CE€ YCTaHOBHU:

a) [CHATa Ha JICKapCTBCHUS IIPOAYKT,

0) ycioBusTa 32 BH3CTAHOBSIBAHE HA Pa3XOAUTE OT OPraHM3ALMUTE 3a COIMATHA
CHTYPHOCT;

B)  IPaBHUSAT PEXKHUM 3a IOCTaBSHETO My Ha MalleHTa B ChOTBETCTBUE C r1aBa |V,
I)  aBTEHTUYHOCTTA M WICHTU(UKAIMATA B CbOTBETCTBUE € ujieH 67, maparpad 5.

2. 3a JIeKapCTBEHU IMPOJYKTH, 33 KOWTO € HM3/aJICHO IICHTPAITM3UPAHO pa3pelicHue 3a
T'pr‘OBI/ISI, KAaKTO € IIOCOYCHO B YJICH 5, HpI/I HpI/IJ'IaI‘aHCTO Ha HACTOAIIHUS YJICH
JI'bP’KaBUTE YICHKH CIIa3BaT MOAPOOHUTE HACOKH, ITOCOYCHH B WiIEH /7.
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Ynen 73
Cumeonu u nuxmoepamu

BbpHIiHaTa omakoBKa M JIMCTOBKaTa MOraT Ja BKJIOYBAT CHUMBOJIM WM TNHKTOIPaMU,
MpeIHa3HaYeHH Jla Ce M3SACHU OlpeeicHa nHpopMalus, mocoueHa B wieH 64, maparpad 1 u
B wieH 65, kKakTo u JApyra uHpopMalusa, ChbBMECTHMMa C KpaTKara XapaKTepUCTHKa Ha
IPOAYKTa, KOSTO € I0JIE3HAa 3a NAlMEeHTa, KaTO CE€ H3KJIKYBAT BCAKAKBU €JIEMEHTH OT
PEKJIaMHO €CTECTBO.

Ynen 74
H3uckeanus no omuouienue Ha e3uyume

1. JlanHUTE BBPXY €THKeTa, N30poeHH B WwieHoBe 64 u 65, ce u3nucBar Ha odunmaieH
€3UK WIM Ha Oo(UIMATHUTE €3ULM Ha Jbp)KaBaTa WIEHKA, B KOSTO JIEKAPCTBEHUST
IPOAYKT C€ IIyCKa Ha I1a3apa, KaKTo ca ONPENENICHU OT Hes 3a LEJINTE Ha HAcTOosIaTa
JTUPEKTUBA.

2. [Taparpad 1 He BB3MpensITCTBA U3MHUCBAHETO HA TE3W JIAHHHW Ha HAKOJIKO €3WKa, MPH
YCJIOBHE Y€ HA BCUYKU M3II0JI3BAHU €3UIM CE U3IUCBAT €JHU U CHILH JaHHU.

3. JlucroBkara TpsiOBa na ObjAe ficHA M 4YETIUBA, HA OQUIMAIECH €3UK WIM Ha
ouLMaNHUTEe €3UIM Ha Jbp)KaBaTa YJCHKAa, B KOSTO JIEKAPCTBEHUAT HPOAYKT Ce
IIyCKa Ha I1a3apa, KakTo ca OIpPEJENICHH OT Hes 3a LIeJIMTE Ha HAaCTOsIIaTa JUPEKTHUBA.

4. KomnerenTHuTe OpraHM Ha Jbp)kaBaTa WIEHKAa MOrar ChIIO Taka Jia MpeJoCTaBsT
I'BJIHO MJTM YAaCTHYHO OCBOOOXKJIaBaHE OT 3aJbJKEHUETO €TUKETHT U JIMCTOBKATA J1a
ObJaT Ha oQUIMATIECH €3UK WIM Ha OQUIMATHUTE €3MLM Ha JAbp)KaBaTa WICHKa, B
KOSITO JIEKapCTBEHUAT MPOAYKT ce€ IyCcKa Ha Ia3apa, KaKTo ca OIpeJesIeHH OT Hes 3a
L[eJIUTE Ha HacTOsIIaTa JUpeKTUBa. [IpyM MHOroe3MYHN OMaKOBKH IbPKABUTE UJICHKH
Morar Jja pa3penar BbpXy €THUKETa U B JIICTOBKATa J1a Ce M0JI3Ba O(UIINAJIEH €3UK Ha
Cn103a, K0iiTO € 00110pa3drpaeM B AbpKaBUTE WICHKH, Ha YMITO Ma3ap ce mpejyiara
MHOT0€3MYHAaTa OMAKOBKA.

Ynen 75

OC6’06OD¥C()CZ@GH€, npedocmaeﬂHo om Obpofcaeume YNEeHKU, Om U3UCKearHuAiAma no ontHouiteHue
Ha emuKkema u aucmoesxkama

[Ipu cma3BaHe Ha MEPKUTE, KOUTO CUUTAT 32 HEOOXOJUMH 3a OMa3BaHE HA OOIIECTBEHOTO
3lpaBe, KOMIIETCHTHHTE OpraHM Ha JIbPKaBUTE UIEHKH MOraT Ja MpeJoCTaBAT
0CBOOOKaBaHe OT 3aABDKCHHUETO JIa C€ MOCOYBAT BbPXY €THKETa U B JIMCTOBKATA JIaHHUTE,
M3UCKBAaHU MO 4JeHOBE 64 1 65, B CIIEIHUTE CITy4au:

a) KOTaTo JIGKAPCTBEHUST MPOAYKT HE € MpeqHa3Ha4YeH Ja ObJe JOCTaBsSH MPSKO Ha
MAIUeHTA,

0) KOraTo uMa MpoOJIeMH 10 OTHOIIIEHHE Ha HAJTMYHOCTTA HA JIEKAPCTBEHUS IPOAYKT;

B) KOTaTO MPOCTPAHCTBOTO € OTPAHMYCHO IMOPaad pa3Mepa Ha OIaKOBKAaTa WM Ha
JJUCTOBKATa UJIN B cnyqaﬁ Ha MHOI'OC3HUYHH OITIAaKOBKH HJIM JIMCTOBKH,

T) B KOHTEKCTa Ha U3BBbHPEIHA CUTYaIHs B 00JacCTTa Ha OOIIECTBEHOTO 3/IpaBe;

I[) 3a YJICCHSABAHC HA NOCTHIIA N0 JICKAPCTBCHU NPOAYKTH B IbPKABUTC YICHKU.
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Ynen 76
Ooobpssane Ha unpopmayuama 8vpxy emukema u 8 TUCMOBKAMA

Koraro ce wucka paspCicHUEC 3a TbProBHsA, Ha OpPraHUTC, KOMIICTCHTHHU [a
pa3pfuiaBaT TbhprosusTa, CC MNPCACTABAT CAHWH WA IMOBCYC MAKCTAa Ha BBHIIHATA
OITAaKOBKAa W Ha IIbpBHYHATAa OIIaKOBKa HaA JICKAPCTBCHU IIPOAYKT, 3a€AHO C IIPOCKTA
Ha nucToBKara. Ha KoMIleTeHTHHS opraH €€ MpeACTaBAT CbIIO TaKa PEIYJITATHTC OT
OLCHABAHCTO, U3BbPIHIBAHO B CHbTPYAHHUYCCTBO C HCJICBUTE I'PYIIN IMTAIUCHTHU.

KomMmnereHTHUAT opraH OTKa3Ba pPa3spClICHHUC 3a TbPIOBHA, AKO CTHKCTHT WA
JIMCTOBKATa HC OTTOBApsAT Ha pa3n0pez[6I/ITe Ha HacTosdlaTra rjiaBa HWJIM aKO HE
CbOTBCTCTBAT HA JaHHUTC, H36p0€HI/I B KpaTKaTa XapaKTCPHUCTHUKA HAa IIPOAYKTaA.

Beunuky npeiniarany pOMEHU B €THKETA MIIH JIMCTOBKAaTa, 00XBaHATH B HACTOSINATA
rJlaBa, KOWTO HE Ca CBBP3aHW C KpaTKaTa XapaKTepUCTHKAa HAa MPOAYKTa, Ce
NPEJCTaBAT Ha KOMIICTEHTHUTE OpraHu. AKO KOMIICTEHTHHUTE OPraHH HE Bb3pas3siT
cpelly MpeyioKeHaTa MpoMsHa B CpoKk OT 90 AHM OT BHACSIHE Ha KCKaHETO,
3asBUTEIIAT MOXE J]a BbBEJIC TPOMSHATA.

@DakThT, Y€ KOMIIETEHTHHUSAT OpPraH HE OTKa3Ba Pa3pelleHHE 3a ThProBUs CHIIIACHO
naparpad 2 wid mpoMsHa B €THKETa WM JHCTOBKAaTa ChriaacHo maparpad 3, He
poMeHs1 o0IaTa MpaBHA OTTOBOPHOCT HA TMPOM3BOAMTENS W Ha MPHUTEXKATCIsS Ha
pa3pelIeHueTo 3a ThProBHsl.

Ynen 77

Hacoxu omnocno oannume B8bpXy emuxkema

CJ'IGI[ KOHCYyJITalusd C ABbPXKABUTC YIICHKH MW 3aCCTHATUTC CTpaHU Komucusara u3rorss u
HY6J'II/IKyBa HOI[pO6HI/I HaCOKH, KOUTO C€ OTHACAT IMO-CIICIHHAIHO JO CICAHOTO!

a)

0)

dopMylMpoBKaTa Ha OIpPENEIeHHM CIEUUaTHU NPEAYyNpexXICHUs 3a OIpe/eieHH
KaTeropHuH JIEKApCTBEHU MPOAYKTH;

HeoOXoauMocTTa OT cHenupuyHa HHPOpMAIMs 3a JIEKApCTBEHU MPOIYKTH,
OTITyCKaHM 0e3 JIEKapCKO MpeANuCcaHue;

YCTJIIMBOCTTA HA JAHHUTC BbPXY €TUKETA U B JINCTOBKATA,

METOANTE 3a UACHTUPHUKAIMS W YCTAHOBSIBAHE HA aBTEHTUYHOCTTa Ha
JIEKAPCTBEHUTE MPOAYKTH;

CIUCHhKa Ha TIOMOIIHUTE BEIIECTBAa, KOUTO TpsOBAa Aa OBAAT IMOCOYEHH BBPXY
eTUKEeTa Ha JICKAPCTBEHUTE MPOIYKTH, M HAYMHA, IT0 KOUTO TE3H ITOMOIIHHU BEIIeCTBA
TpsiOBa 1a 6baaT 0003HAUECHH;

XapMOHU3WPaHH pa3nope0n 3a MpritaraHe Ha WieH /2.

Ynen 78

Ilyckane na nazapa na emuxkemupanu 1eKapcmeeHu npooyKmu

I[’bp)i(aBI/ITC YJICHKHW HE MOoraT aa 38.6paH$IBaT W Ja BB3NPCIATCTBAT ITYCKAHCTO Ha I1a3dapa
Ha JICKAPpCTBCHU IMPOAYKTHU Ha TIAXHA TCPUTOPHA HAa OCHOBAHHUA, CBbpP3aHHU C CTHUKETA HIIN
JIMCTOBKATA, KOraTo TC OTTOBAPAT HAa U3MCKBAHUATA HA HACTOAIATA I'JIaBa.
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Ynen 79

Hecnaszeane na uzuckeanusma no omuouieHue Ha emuxema u iucCmosKkama

Koraro pasmnopeaOure Ha Hacrosiata IjiaBa HE Ce clla3BaT U HM3BECTHUETO, BPHUYCHO Ha
ChOTBETHHUS TMPHUTEKATE] Ha pa3pelieHUueTo 3a ymnoTpeba, octaHe Oe3 TOCIeICTBUSA,
KOMITETEHTHHUTE OPT'aHU Ha IbP)KABUTE WICHKHA MOTaT J1a CIpaT JCHCTBUETO HAa Pa3pEIICHUETO
3a ThPTOBHA, JOKATO CTUKCTHT U JIMCTOBKATA HA BBIIPOCHUSA JICKAPCTBCH IPOAYKT HC 61)[[3,T
NPUBE/ICHH B ChOTBETCTBUE C M3UCKBAHUSITA HA HACTOSIIATA TJIaBa.

I'1asa VII
PerynaTopna 3ammura, Hey10BJeTBOPEHHU MeTULNHCKH

HOTpeﬁHOCTH H NpeIMMCTBA 32 NCANATPUYHUTEC JJCKAPCTBCHHU

NPOAYKTH

Ynen 80
Pezynamopnu dannu u nasapua 3auuma

JlanHuTe, MOCOYEHH B MPUIIOKEHHE [, MbpBOHAYAIIHO MOJAJEHU C IIeJI MOJy4aBaHe
Ha pa3pelleHue 3a THhPrOBHUS, HE C€ MOCOYBAT OT JAPYT 3asiBUTEN 3a MOCJEIBAIIO
paspelieHre 3a THProBUs A0 HM3THYAHE HA CPOKA, OMpPENETCH B ChOTBETCTBUE C
yiieH 81 (,,CpOK Ha peryiaTopHa 3alliuTa Ha JaHHUTE).

JlexapcTBeH NpPOAYKT, 3acerHaT OT I[IOCJIEIBAINO pa3pelieHue 3a THhPrOBHUs IO
naparpad 1, He ce mycka Ha Maszapa B MPOABDKEHNE Ha JIB€ TOJUHU ClIe]] U3THYAHETO
Ha CHOTBETHUTE CPOKOBE Ha peryJiaTOpHA 3allUTa Ha JJAHHUTE, IIOCOYeHU B WwicH 81.

Upes neporammsi oT maparpad 1 ChOTBETHUAT MPHUTEXKATEN Ha pa3pelIeHUETo 3a
T’prOBI/IH MOX€E Oa HpC}lOCTaBI/I Ha 3aj4ABUTCIIA HaA ﬂper pa3pemeHHe 3a T’prOBI/ISI
MKACMO 3a JOCTHI JO HErOBUTE JaHHU, MPEACTABEHU ChITIACHO IpHiiokeHue I, kakTo
€ MOCOY€EHO B wieH 14.

Upe3 neporauuss ot maparpadgu 1 u 2, koraro cboTBeTeH opraH B Cbioza e
NPEJOCTaBUI NPUHYAUTENIECH JIMIEH3 Ha JaJieHa CTpaHa C Lell MpeoJojsBaHe Ha
U3BBHPEHA CUTyallus B 00JacTTa Ha OOIIECTBEHOTO 3/[paBe, 3allluTaTa Ha JAHHUTE
U Ta3apHaTa 3alllUTa ce CIMpa IO OTHOIIEHHE Ha Ta3u CTPaHa, JOKOJIKOTO TOBA Ce
M3HCKBA OT NPUHYAUTEIHMS JIULIEH3 U 332 HETOBUS CPOK Ha JICHCTBUE.

CpoxbT Ha 3allMTa Ha JaHHWUTE, OmpeneneH B maparpad 1, ce mpuwiara u B
JbpP)KaBUTE WICHKHU, B KOUTO JICKAPCTBEHUST MPOIYKT HE € pa3pellieH WIN Bedye He €
paspelieH.

Ynen 81
Cpokoge na pezyramopha 3auuma Ha OaHHUme

CpoKbT Ha peryJiaTopHa 3alliTa Ha JaHHUTE € MEeCT TOAUHU OT JaTaTa, Ha KOSITO €
W3/1aJIEHO Pa3pelIEHUETO 3a ThPrOBUS 3a TO3U JIEKAPCTBEH MPOAYKT B ChOTBETCTBUE
¢ wieH 6, maparpad 2. 3a pa3pernieHust 3a ThProBHsl, KOUTO CIaJaT KbM €IHO M CHIIO
00110 pa3pelieHne 3a ThProBHsl, CPOKBT 32 3alllUTa HA JAHHHUTE 3all04Ba Ja TEYe OT
JaTara, Ha KOSITO IIbPBOHAYAIHOTO pa3pelieHre 3a Thprosus € nznazaeHo B Crio3a.

CJ'IC,Z[ Hay4YHa OIICHKa OT CBHOTBCTHHUA KOMIICTCHTCH OpraH CPOKBT Ha 3allluTa Ha
JAHHUTE, TOCOYeH B maparpad 1, ce yapmkasa:
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a) ¢ 24 mecena, ako NMPUTEKATEIAT HA Pa3pelICHUETO 3a ThProBHUsS JOKaxe, 4e
YCIIOBHATA, IIOCOYECHHU B 4iieH 82, maparpad 1, ca M3IbJIHEHN B PaMKHUTE Ha JIBE
TOJIMHU OT JaTaTa Ha M3aBaHE HA Pa3pelICeHUETO 3a ThProBHUs WIN B PAMKUTE
Ha TPH FOJMHHU OT Ta3M JaTa 3a CIEJIHUTE CyOeKTH:

i) MCII no cmucbia Ha [Ipenoprka 2003/361/EO na Komucusira,

I)  cyOekTH, KOUTO HE H3BBPIIBAT MKOHOMHUYECKA JeHHOCT (,,cyOeKTH ¢
HECTONaHCKa 1eJ™), u

Ill) mpeanpusATHS, KOUTO KbM MOMCHTAa Ha H3J]aBaHe Ha pa3pelicHUE 3a
THPrOBHS Ca MOJYYHIH HE TIOBEYE OT MET LECHTPATHU3UPAHU Pa3peIICHHsI
3a TbHProeusd 3a CBHOTBCTHOTO MNPCANPUATHC HIIM— B cnyqaifl Ha
NpeANpUATHE, TPHHAJISKAIO KbM Ipylia — 3a rpymara, OT KOSTO TO €
4acCT, OT Cb3AaBaHCTO HA NPCANPUATHECTO WM HaA I'pyliata, B 3aBUCUMOCT
OT TOBA KOE OT JIBETE CE € ChCTOSIIO [O-PAHO;

0) c mecT Mecela, ako 3asBUTENST 3a pa3pelleHHE 3a ThPrOBUS JIOKAXE KbM
MOMEHTa Ha I'bPBOHAYAIHOTO 3asBJICHUE 3a pa3peliCHHE 3a THPrOBUS, Ye
JEKapCTBEHMAT MHPOAYKT € TIpeJHa3HaueH 3a  3aJ0BOJSIBAHE  HaA
HEy/IOBJICTBOPEHA METUIIMHCKA MTOTPEOHOCT, KaKTO € TOCOYEHO B wieH 83;

B) € WIeCT Mecela 3a JIEKapCTBEHU IMPOJYKTH, CBHIbpXKAIIU HOBO AaKTHUBHO
BEIIIECTBO, KOTaTO B KJIMHUYHUTE U3IMUTBAHUS B IMOJKpEIa Ha ITbPBOHAYATHOTO
3asBJICHUE 32 Pa3pelICHHe 3a ThPrOBHs CE€ M3MOJ3Ba MOIXO/AI] 1 OCHOBAH Ha
dakTH NPOIYKT 3a CpaBHEHHE B CHOTBETCTBUE C HAYYHHTE KOHCYJITAILIUHU,
MPEIOCTABEHH OT ATCHITUSATA;

F) c12 MECCIia, KOraTo 1o BpEMC Ha CpOKa Ha 3allluTa HA JAHHUTC IIPUTCIKATCIIAT
Ha PpaspCHICHUCTO 3a TBPTOBHUA TIIOJYUYM Pa3pCHICHUC 3a AOMNBJIHUTCIHO
TCPAIICBTUYHO IIOKa3aHHWEC, 110 OTHOMICHHE Ha KOCTO € MPCACTABUIL
J0Ka3aTejIiCTBa MW IMOAKPCIAIIMW MOaHHW 3a 3HAYUTC/IHA KIIMHHW4YHA I10J13a B
CpaBHCHHEC CHC CHIICCTBYBAIIIUTE TCPAIIUH.

B ciyuyaii Ha paspemieHue 3a ThPrOBHS MPH OMPENEICHN YCIOBHUs, PEAOCTABEHO B
cboTBeTCTBHE ¢ wieH 19 or [mpepabotenuss Permament (EO) Ne 726/2004],
YABJDKABAaHETO, TOCOYEHO B ITbpBa ajuHes, OykBa 0), ce mpwiara caMoO ako B
paMKUTE Ha YETUPH TOJUHHU OT H3/1aBaHETO HAa Pa3pEIICHUETO 3a THhProBUS MPH
OTIPENIeIICH! YCIIOBHSI JICKAPCTBEHHAT TPOIYKT € MOTyYMII pa3pelieHue 3a ThProBHsI
B CHOTBETCTBUE c yiieH 19, naparpad 7 oT [mpepaboTeHus
Pernament (EO) Ne 726/2004].

Y abmxaBaHEeTO, TOCOUYEHO B MbpBa alMHEs, OyKBa '), MOXe Ja ObJe MpeaoCTaBEeHO
caMoO BEIHDBK.

AreHIMATa ONpeAenss HaydYHUTE HACOKH, MOCOYeHW B maparpad 2, Oyksa B), IO
OTHOIIICHHE Ha KPUTEPHUHTE 3a TpeJyIaraHe Ha MPOAYKT 3a CpaBHEHUE TIPH KIIMHHIHO
M3MHUTBaHEe, KaTO B3eMa MPEIBU pe3yiTaTuTe oT KoHcynraimuuTte ¢ Komucusita u ¢
OpPTaHWTE WU CTPYKTYpUTE, YJaCTBAIld B MEXaHMW3Ma 3a KOHCYJITAI[MH, IIOCOYCH B
uiied 162 ot [mpepaborenus Pernament (EO) Ne 726/2004].

Ynen 82

Yovnorcasane na CpOKa Ha 3awuma Ha oanHume 3a JlekapcmeerHu I’lpOOmeu, 00CmMassHU 8

Obpofcaeume YJ1eHKU
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VY abmkaBaHETO Ha CpOKa Ha 3allliTa Ha JAaHHUTE, TOCOYeHO B WieH 81, maparpad 2,
bpBa aliuHes, OyKBa a), C€ MPEIOCTaBs MO0 OTHOIICHUE Ha JIGKAPCTBEHU MPOIAYKTH
caMO aKoO T€ C€ IyCKaT W JIOCTaBAT HEMPEKbCHATO BHB BEpHrara Ha JOCTAaBKUTE B
OO0CTATBbYHO KOJIMYECTBO HU BHB (bOpMI/ITe Ha HpeI[CTaBHHC, HGO6XOI[I/IMI/I 3a
MMOKPHUBAaHE Ha TMOTPEOHOCTHTE HA TMAIMEHTUTE B JIBP)KABUTEC UICHKH, B KOUTO €
BaJIMTHO Pa3pEIICHUETO 32 ThPrOBHUS.

Y apmkaBaHeTo, IOCOYEHO B ITbpBa aJIMHEs, C€ Mpuiara 3a JeKapCTBEHU MPOIYKTH,
3a KOUTO € M3JaJIeHO LIEHTPAIIM3UPAHO Pa3pelICHUE 3a ThPrOBUsl, KAKTO € II0COYEHO
B WIEH 5, WIM 32 KOUTO € M3JaJIeHO HAIIMOHAJIHO pa3pelieHHe 3a THProBUS IO
JEIeHTpaTH3UpaHaTa IpoIeaypa, Kakto e mocoueHo B riasa III, pazgen 3.

3a 51a moJIydd YIBJDKaBaHETO, MOCOYeHO B wieH 81, maparpad 2, mbpBa anuHes,
OykBa a), IPUTEXKATENAT Ha pa3pelieHUETO 3a THProBUs IOJaBa 3asBJICHUE 32
IPOMsIHA Ha ChOTBETHOTO pa3pellieHue 3a ThPrOBHUS.

3asBIEHUETO 32 MPOMsIHA Ce MojaBa Mex 1y 34 u 36 mecena ciej Aarara, Ha KOsTO €
U3/1aJICHO ITBPBOHAYATHOTO Pa3pEIICHUE 32 ThPrOBUS, WIH 32 CYOCKTHTE, TIOCOUYCHU
B wieH 81, maparpad 2, mppBa anuHes, OykBa a), Mexay 46 u 48 mecena ciex Ta3u
nara.

3asBICHUETO 3a IMpoMsHa CbAbPiKa JOKYMCHTAUA OT AbPKAaBUTC YJICHKHU, B KOUTO €
BaJIMIHO Pa3pClICHUCTO 3a ThbPrOBU:A. C Ta3n AOKYMCHTAIUA AbPKABUTC YWICHKU:

a)  TOTBBpXKJIaBaT, Y€ YCJIOBUATA, MMOCOYEHHM B maparpad 1, ca M3IBIHEHH Ha
TAXHATa TEPUTOPUS; UIU

0)  OTMEHST yCIOBUTA, IOCOUEHU B naparpad 1, Ha cBosiTa TEpUTOPHUS 32 LIETUTE
Ha YbJDKaBaHETO.

[TonoxxurenHUTe pelieHus, MNpUETH B CHOTBETCTBUE C WIEHOBE2 H 6 OT
Jupextupa 89/105/EMO%  ma CwBera, ce cuMTaT 3a paBHOCTOMHM Ha
MOTBBPKIEHUETO, TOCOYCHO B TpETa anHesi, OyKBa a).

3a ga Nody4Yd JIOKyMEHTalusTa, IOco4YeHa B maparpad 2, Tpera anuHe,
IPUTEXKATENAT Ha pa3pelieHUueTO 3a THhProBUsS OTIpPaBsl UCKaHE 10 ChOTBETHATa
IbpkaBa wieHKa. B cpok oT 60 I1HM OT UCKAaHETO Ha NPUTEKATENS HA PAa3PEIIEHUETO
3a THpPrOBUs JAbp)KaBaTa YJEHKA WH3/1aBa TMOTBBPXKICHUE 3a CHOTBETCTBUE WM
MOTHBHMPAHO CTAaHOBMILE 332 HECHOTBETCTBHE, WJIM KAaTO ANTEPHATUBA IPENOCTaBs
JIeKJIapanys 3a JIMICAa Ha BB3paKEHMs 3a yJIbJDKABAHE HA CPOKAa Ha pEryjaaTropHa
3alllMTa Ha JAaHHUTE ChITIACHO HACTOALMS YJICH.

Axo AbpiKaBaTa YJICHKAa HE OTroBOpHM Ha 3asdBJICHUCTO Ha IIPUTCKATCIIA Ha
Pa3pCiICHUCTO 3a ThbProBUsA B paMKUTC Ha CPOKa, IMOCOYCH B naparpa(b 3, CC CUHUTa,
4c € nmpeaocTtaBCHa ACKIapanu 3a JIMIICAa Ha Bb3PaKCHU.

3a JIEKapCTBEHU IPOJYKTH, 32 KOUTO € M3Ja/JICHO LEHTPAIU3UPAHO pa3pelleHue 3a
ThproBusi, KoMmucusita mpomMeHsi pa3peiieHueTo 3a ThbproBus ChbIIacHO 4jieH 47 oT
[mpepaborenust Pernament (EO) Ne 726/2004], 3a na yabipky cpoka Ha 3aliuTa Ha
JAHHUTE. 3a JIEKApCTBEHU MPOAYKTH, 332 KOUTO € MU3AAACHO Pa3peIIeHUe 3a ThProBUs
0 JIELIEHTpaI3UpaHaTa Npoleaypa, KOMIETEHTHUTE OPTaHu Ha JIbP’KABUTE WIEHKH

Hupextusa 89/105/EMO nHa CwBeta ot 21 nexemBpu 1988 r. OTHOCHO MPO3pavyHOCTTa HA MEPKUTE,
peryaupamy eHnTe Ha JIEKapCTBEHU IMPOIYKTH 3a yrmoTpeda OoT Y0BeKa, M BKIIOUBAHETO UM B 00XBaTa
Ha HAaIIMOHAJTHWTE CUCTEMH 3a 3apaBHO ocurypsBane (OB L 40, 11.2.1989 r., ctp. 8).
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MIPOMEHST Pa3pelIeHUEeTO 32 ThProBUs ChIVIACHO WiieH 92, 3a Ja yIabipKaT cpoka Ha
3alluTa Ha JaHHUTE.

[IpencraBuTenure Ha Abp)KaBUTE WICHKM MoraT aa mnouckat or Komwucusara na
00ChIM BBIPOCU, CBBP3aHU C MPAKTUYECKOTO IMpUJIaraHe Ha HACTOSIIUS YJICH, B
paMKHUTE€ Ha KOMHUTETa, Cb3laJeH ¢ Pemienue 75/320/EMO®*® na CsBera
(,,DapmaneBtunus  komuteT). Komucusita Moxke Ja TOKAaHH OpraHuTe,
OTroBapsilid  3a  OIIEHKaTa Ha  3ApaBHUTE  TEXHOJOTHH, TIOCOYECHH B
Permament (EC) 2021/2282, wiM  HAIMOHATHUTE OpraHd, OTrOBapslik  3a
1IeHO00pa3yBaHETO W BB3CTAHOBSIBAHETO HAa pa3XOoAWTE, akKo € HeoOXoaumo, 1a
ydacTBaT B pa3ucKBaHuATa Ha DapMalleBTUYHUS KOMUTET.

Bb3 ocHOBa Ha onuTa Ha IbpPKABUTE WIEHKU U HA CHOTBETHUTE 3aMHTEPECOBAHU
ctpanun Komwucusita Moke ga npuemMe MEpKA 3a M3IMBJIHCHHE BBB BpPB3Ka C
OPOLEAYPHUTE AaCHeKTH, OYEepPTaHM B HACTOSAUIUS WIEH, M OTHACSIIU Cc€ MO
ycnoBuATa, mocoueHn B maparpad 1. Tesum akrtoBe 3a M3MBIHEHHE ce TpUEMarT B
CHOTBETCTBUE C MPOIIelypaTa, mocoueHa B ujeH 214, maparpad 2.

Ynen 83

Jlexapcmeenu npodykmu, npeoHasHavyeHu 3a 3a0080JI516aHe HA HEYO0B81emEOPeHd

MeOUYUHCKA nompeoHoCm

Cunra CC, U€ HNaACH JICKAPCTBCH MNPOAYKT € IMPCAHA3HAYCH 3a 3aJ0BOJISIBAHC Ha
HCYOOBJICTBOPCHA MCIUIIMHCKA HOTpe6HOCT, AKO IMOHC €JHO OT TCPAIICBTUYHUTC MY
IMNOKa3aHuss € CBBP3aHO C KHUBOTO34aCTpallaBallO HIIM TCXKKO HWHBAIMAU3IUPAIIO
3a00JIBaHe U aKO Ca U3IThJIHEHU CJICAHUTC YCIIOBUA:

a) B Crpro3a HAMa pa3pCuiCH JICKApCTBCH MPOAYKT 34 TAKOBa 3a00JIIBaHE HIIH
3a00J1€BacMOCTTa UJIN CMBPTHOCTTA OCTaBaT BUCOKH, BBIIPCKU Y€ B Crro03a ca
HAJIMIEC pa3pClICHU JICKAPCTBCHU NPOJAYKTHU 34 TOBA 38.6OJ'I${B8.HC;

0) ymorpebara Ha JIEKQpPCTBEHHUS MPOAYKT BOIU JI0 3HAYMMO HaMalsiBaHe Ha
3a00JIeBa€MOCTTa UM CMBPTHOCTTA OT TOBa 3a0OJsiBaHE MpPH CHOTBETHATA
rpyIa marueHTH.

OO0o3HaueHUTEe JIEKApCTBEHH TNPOAYKTH CHpalld, IOCOYEHH B uieH 67 OT
[mpepabotenust Permament (EO) Ne 726/2004], ce cuurtaT 3a NHpegHA3HAYEHHU 3a
3aJI0BOJISIBAHE HAa HEYJJOBJIETBOPEHA METUIIMHCKA TOTPEOHOCT.

Koraro AFeHHI/ISITa IIpre€Ma HaAy4YHH HACOKHU 3a MPHUJIAraH€To Ha HACTOAIIUA YJICH, TA
ce KoHCynTupa ¢ Komucusra u ¢ opraHuTe WK CTPyKTYpUTE, MOCOYSHHU B WwieH 162
ot [mpepabotenus Permament (EO) Ne 726/2004].

Ynen 84

3au;uma Ha OaHHume 3a JlekapcmeeHu npodykmu C HOB0 mepaneesmuino nokasarnue

Cpok Ha peryiaTopHa 3aluTa Ha JAAHHUTE OT YETUPHU TOJAMHU CE€ IPENOCTaBs 3a
JIEKapCTBEH NPOAYKT IO OTHOIIEHHWE HAa HOBO TEPAaNeBTHYHO ITOKa3aHHE, KOETO
npey ToBa He € 6uito pasperieHo B Chio3a, IpU YCIOBHE Ye:

38

Pemenne Ha CwBera ot 20 mait 1975r. 3a cwh3maBane Ha @apmaneBtndyen komuteT (OB L 147,
9.6.1975 ., ctp. 23).
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a) ca MPOBCACHU JOOCTAaTbYHO HCKJIMHHWYHU WJIHW KIVMHUYHH H3CICABAHHSA BLB
BPB3Ka C TCPAIICBTUIHOTO MMOKAa3aHUEC, KOUTO IMOKa3BaT, 4€ TO HOCH 3HAYHUTCIIHA
KIIMHHW4YHa I10J134, 1

0) JeKapCTBEHHSAT NPOAYKT € pa3pelieH B CHOTBETCTBUE ¢ uieHoBEe 9—I12 wu
nper TOBa HE C€ € IMOJI3BaJl ChC 3alllUTa HA JAHHUTE WM Cca W3MUHAIU
25 TOMHUA OT W3JAaBAaHETO Ha IMbPBOHAYAIHOTO pa3pelieHre 3a ThProBHS 3a
TO3H JICKAPCTBEH MPOIYKT.

2. CpoKbT Ha 3alIWTa HA TaHHUTE, TOCOYEH B maparpad 1, Mmoxe 1a Ob/e MpeIoCTaBeH
caMo BEIHBXK 32 JaJICH JICKAPCTBEH MPOIYKT.

3. I[To Bpeme Ha cpoka Ha 3aluTa Ha JaHHHUTE, IOCOYeH B maparpad 1, B paspemieHueTo
3a THPrOBHS C€ IOCOYBA, Y€ JICKAPCTBEHUAT MPOAYKT € CHINECTBYBAII JICKAPCTBCH
NpOIYKT, paspeiieH B Chi03a, 32 KOWTO € pa3pelieHo JOMBJIHUTEIHO TePaeBTHIHO
NOKa3aHue.

Ynen 85
H3rnouenus om 3akpunama Ha npasama vpxy UHMeNeKmyaiHama coo6CcmeeHocm

[laTeHTHHTE TIpaBa WM CEePTHPHUKATUTE 3a  JOMBIHHUTENHA 3aKpWia ChIJIACHO
[Permament (EO) Ne 469/2009 — CII, mouisi, 3aMeHETe [MO30BABAHETO C HOBUSI HHCTPYMEHT,
KoraTo ObJie IPHUET] HE ce CYMTAT 3a HAPYIICHHU, KOraTo peepeHTeH JIeKapCTBEH MPOIYKT ce
U3II0JI3BA 32 IISJTUTE Ha!

a) W3CJICIBAHMS, U3IIUTBAHKS U IPYTH IEHHOCTH, U3BBPIIBAHNU 3a TEHEpUPAHE HA TaHHU
3a 1aJICHO 3asBJICHUE, BbB BPB3Ka ChC:

)  paspemieHHe 3a TBHPrOBUS C TCHEPUYHH, OUOMONOOHH, XHOPUIHH HIIH
OMOXUOPUIHU JIEKAPCTBEHU MPOILYKTH U 32 MOCJIEABAIIY IPOMEHH B HETO,

i) oOmeHKa Ha  3JpaBHUTE TEXHOJOTMH  CBIJIACHO  OMPEACICHUETO B
Pernmament (EC) 2021/2282,

Iii) 1eHooOpa3yBaHe M Bh3CTAHOBSBAHE HAa Pa3XO/IHUTE;

6) HeﬁHOCTHTe, HU3BbpPHIBAHU CAWUHCTBCHO 3a LCJIUTC, IOCOUCHU B 6y1(Ba a), Morart aga
06XBaHIaT MMoAaBaHETO Ha 3ad4BJICHHUC 34 pa3pCHICHUC 3a TbPrOBHUA W MPEATIaraHeTo,
MMponu3BOACTBOTO, HpOI[a)I(6aTa, A0CTaBKaTa, CbXpPAaHCHUCTO, BHOCA, yrIOTpe6aTa u
3aKYITYBAHCTO HA MAaTCHTOBAHU JICKAPCTBCHU MMPOAYKTHU WM IMPOLECH, BKIIFOUUTCIIHO
OT JOCTaBYHULIK TPCTU CTPAHU U JOCTABUUIIU HA YCIIYTH.

ToBa u3kiItoueHne He oOXBallla MMyCKaHETO Ha Ia3apa Ha JEKapCTBEHU IPOAYKTH,
IIOJIy4€HU B PE3yJITaT Ha TaKUBa JEHHOCTH.

Ynen 86
Ilpedumcmea 3a neouampuunume i1eKapcmeeHu npooyKmu

1. KoraTo 3asBiieHHe 3a pa3pelleHHe 3a ThProBUS BKJIKOYBA PE3YJITATUTE OT BCUUYKH
W3CTIC/IBAaHMsI, TIPOBEACHU B CHOTBETCTBHE C OJOOpEH IUIaH 3a TMeIUaTPUIHO
u3CcleBaHe, MPHUTEXKATEIAT HAa TATeHTa WM Ha cepTudukara 3a IOMBIHUTEITHA
3aKpuiia ¥Ma TMPaBO Ha IECTMECEYHO YIbJDKaBaHE HA CPOKa, MOCOYEH B wieH 13,
naparpadu 1 u2 or [Permament (EO) Ne469/2009 — CII, moms, 3ameHeTe
MI030BAaBAHETO C HOBHSI HHCTPYMEHT, KOraTto ObJie pHeT].
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[IbpBata anuHes ce mpusara ChbUIo Taka, KOraTo 3aBbpPUIBAHETO Ha 0JOOpEHUS IJIaH
3a NeAUaTpUYHO M3CIIEBAaHE HE JOBEIE N0 W3/1aBaHE€ Ha pa3pellieHue 3a
NeAMATPUYHO TIOKa3aHUE, HO pe3yJATaTUTe OT MPOBEACHUTE U3CICABAHUS Ca
OTpa3eHH B KpaTKaTa XapaKTepUCTHKA Ha MPOAYKTa M aKo € IeJIechoOpa3Ho, B
JUCTOBKATa Ha ChbOTBETHUS JIEKAPCTBEH MPOAYKT.

3a 1enuTe Ha NpUIIaraHeTo Ha naparpag 1 B pa3perieHreTo 3a ThProBus Ce BKIIOUBA
CTaHOBHIIIETO, MTOCOYCHO B wicH 49, maparpad 2 OT HACTOsAIIATA TUPEKTHBA HIH B
uied 90, maparpad 2 ot [mpepaborenus Perimament (EO) Ne 726/2004].

Korato ce wusmomsBar mpouenypure, ycraHoBeHu B TmuaBa lll, pasmenu 3 wu 4,
IIECTMECEYHOTO yAbJDKaBaHEe Ha CPOKa, MOCOUeH B maparpad 1, ce mpeaocTassi camo
aKo MPOAYKTHT € pa3pellieH BbB BCUUKHU JbP)KaBH YICHKH.

B caywaii Ha 3asBieHHME 3a HOBU TEPANECBTUYHHM I[OKA3aHHs, BKIIOYHTEIHO
NeMaTPUYHU TOKa3aHUsl, HOBU JIEKApCTBEHU (OPMH, HOBU KOHLEHTpALlUU U HOBU
IBTUIIA HA BBBEXK/IAHE HA pa3pelIeHH JICKApPCTBEHH MPOAYKTH, KOUTO Ca 3alllUTECHH
cbc cepTUUKAT 3a JONBJIHUTENHA 3akpuiaa cbriaacHo [Permament (EO)
Ne 469/2009 — CII, modnsi, 3aMeHETe MO30BABAHETO C HOBHS WHCTPYMEHT, KOTaToO
ObJie pUeT| WK C MaTEeHT, OTrOBapsIl Ha yCIOBUATA 32 U3/JaBaHE Ha CepTH(UKAT 3a
JOI'BIIHATENIHA 3aKpHJIA, B3 OCHOBA Ha KOWTO Ce pas3peliaBa HOBO NEIUATPHYHO
nokaszaHue, naparpadu 1, 2 u 3 He ce mpuiaraT, ako 3asgBUTENAT [IOUCKA U IOJIYYH
€IHOTOIMIITHO YABJDKABaHE HA CPOKA Ha Ma3apHa 3aIllUTa 38 ChOTBETHU JICKAPCTBEH
IOPOAYKT Ha OCHOBaHHUE, Y€ TOBAa HOBO INEAMATPUYHO MOKa3aHHE HOCU 3HAYUTEIHA
KJIMHAYHA TI0JI3a B CPAaBHEHHE CBhC CHIIECTBYBAIIUTE TEpAIHMH, B CHOTBETCTBHE C
yineH 81, maparpad 2, mbpBa anuHes, OykBa I).

TI'nmasa VIII
Mepku cjieq M31aBaHe HA pa3pelieHue 32 ThbPropus

Ynen 87
Hanooicenu npoyusanus cied noayuasane nHa paspeuienue

CJ'ICI[ N3J1aBAHCTO Ha pa3pCHICHUC 3a TbPrOBUA KOMIICTCHTHUAT OpraH Ha AbpiKaBaTa
YICHKA MOXKC J1a 3aABJIKH NPUTECKATEIA Ha pa3pCIICHUCTO 3a TbProBUA:

a)  Jia MpoBeje MPOy4YBaHE 3a 0E30MaCHOCT CJIe/ MOJydYaBaHE Ha Pa3pellieHUETO,
aKo Cca HaJWIle OINaceHHs OTHOCHO pPHCKOBETE, CBBbpP3aHH C pa3pelicH
JICKapCTBEH MPOJIYKT. AKO €IHHM M CHIIU OTMACEHUS CE OTHACAT 3a MOBEYE OT
eIMH JICKapCTBEH MPOAYKT, ClieJ KOHCyaTaiuu ¢ Komurera 3a olleHKa Ha
pucka B oOjactTa Ha (hapMakoJIOrHyHaTa OJUTEITHOCT, KOMICTCHTHHST OpPTraH
Ha AbpiXKaBaTa 4YJICHKAa HaCbpdaBa CHOTBETHUTC NPUTCKATCIN HA Pa3pCIICHHA
3a TBProOBUS Jla TPOBENAT CHBMECTHO MPOYy4YBaHE 3a OE30MACHOCT Clie[
NoJTy4aBaHe Ha Pa3pelieHUeTo;

06) 7a mpoBene MpoyuBaHE 3a €(UKACHOCT CJe] MOJydaBaHE Ha Pa3pelieHUeTo,
Korato pasOupaHero Ha 3a00JISIBAHETO WJIM KIMHUYHATA METOOJIOTHS
MOKa3BaT, 4e MOXe J1a € HE0OX0AUMO MPEIUIIHUTE OLIEHKU Ha e(hUKaCHOCTTa
Ia ObAaT TMpepasIiieaHd 3HAYUTENTHO. 3aIb/DKEHHETO 3a IMPOBEXKIAHE Ha
npoy4BaHe 3a e(UKACHOCT CJIe/l MOJy4YaBaHe Ha pa3pelIeHHeTo ce OCHOBaBa Ha
JIeTIETUPAaHNUTE aKTOBE, PHETH B CHOTBETCTBHE C WIeH 88, KaTo ChIIEBPEMEHHO
ce B3eMar IpeBH HAyYHUTE HACOKH, TOCOUEHH B wiieH 123;
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B) Ja MpoBeAe IMpOyuBaHE 3a OIEHKAa Ha pHUCKa 3a OKOJIHATa cpeda ciej
MoJlydaBaHEe Ha Pa3pelIeHHEeTO M Ja chOepe JaHHU OT MOHUTOPUHI WIIH
uH(popMalus 3a ynorpedara, ako ca HaJIUIIE OMACEHUs OTHOCHO PUCKOBETE 3a
OKOJIHATa cpenia MM OOIIECTBEHOTO 37paBe, BKIIOYUTEITHO aHTUMHUKPOOHATA
PE3UCTEHTHOCT, MPOU3TUYAIIM OT pa3pelieH JEeKapCTBeH NPOAYKT WIH
CBBP3aHO C HETO aKTUBHO BEIIECTBO.

Axo CIHU KW CbUIM OIIaCCHHA C€ OTHACAT 3a IMOBEYC OT C€IUH JICKapCTBCH
MNpOAYKT, CJICH KOHCYyJTalunu C AFGHI_II/ISITa, KOMIICTCHTHUAT OpraH Ha
AbpiKaBaTa YWICHKA HacbhpyaBa CHOTBECTHUTC IMPUTCKATCIINM Ha paspClICHHUA 3a
ThpProBusd Aa MMpoBEAAT CbBMCCTHO MMPOYYBAHC 3a OLICHKA Ha pUCKa 3a OKOJIHATa
cp€aa CiIcd MojaydaBaHE Ha pa3pCIICHUCTO.

Hamaranero Ha TakoBa 3aIb/DKEHHE ce OOOCHOBaBa HAJIEKHO M ce€ ChOOIIaBa B
nucMeHa (opma, KaTo ce OCOYBaT IEIUTE U BpeMeBaTa paMKa 3a MpeJCTaBsIHETO U
MIPOBEXKIAHETO HA IPOYYBAHETO.

KoMmneTeHTHHAT opraH Ha Abp)KaBaTa WiIEHKa IPENOCTaBs Ha IPUTEXATelIs Ha
paspelieHrue 3a TBPrOBHs BB3MOXKHOCT Jla IIPEACTaBM NMCMEHUM KOMEHTapu B
OTTOBOP HA HAJIAraHETO HA 3aJbJDKEHUETO B PAMKUTE HA CPOK, OIIPECIICH OT OpraHa,
aKO TIPUTEKATEJST Ha pa3pelIeHue 3a ThProBUS MOUCKa ToBa B cpok oT 30 mHU OT
[I0JIy4aBaHEe Ha IMCMEHOTO YBEIOMIICHUE 34 3aIbJKCHUETO.

Bp3 ocHOBa Ha mNHCMEHHUTE KOMCHTapu, IMIpPCACTaBCHHU OT MPUTCKATCII Ha
paspC€iCcHUC 3a TbpPproBusd, KOMIICTCHTHUAT OPrad Ha AbprKaBaTa YICHKA OTMCHS WU
MOTBBPKAaBa 3aIbJIZDKCHUCTO. Koraro xoMIeTeHTHUAT OopraH Ha AbpiKaBaTa YJICHKaA
NOTBBPAU 3aABJIKCHUCTO, YCIIOBUATA HA PA3pCHICHUCTO 3a ThbProBUsa CC IMPOMCHAT,
TakKa 4€ B TAX Ja 6’I)I[C BKJIIOYCHO U 3aABJDKCHUETO, 4 CUCTEMATA 3a YIIPABJICHHUC Ha
pUCKa CbOTBECTHO CC aKTyaJIn3Upa, KOraTo € I_IeJ'IeC'LO6pa3HO.

Ynen 88

,Z]eﬂezupcmu aKmoee OnHOCHO npoydeanuima 3a eqbuKQCHocm cneo nojydaeane Ha

paspeuierue

3a 5a ce ompeAensiT CUTYyallMUTe, B KOUTO MOXKE Ja C€ M3UCKBAT MPOYyYBAHHS 3a
e(pUKACHOCT cJeJ ToJlydyaBaHEe Ha paspelieHrue ChIIACHO wWieHoBe 44 u 87,
Komucusita Moke J1a mpuema, MoCpeICTBOM JIENEeTUPAHU aKTOBE B CHOTBETCTBHE C
wieH 215, MepkH 3a JOITBIHCHHE Ha pa3opeI0uTe Ha wieHoBe 44 u 87.

HpI/I MNPUCMAHCTO HaA TaKWBa [JCJICTUPAHHU AKTOBC Komucusra JeiictBa B
CbOTBETCTBHCE C pasnope)l6I/ITe Ha HacTodmara JUpCKTHBaA.

Ynen 89
Pecucmpupane na ycnosusima, cevp3anu ¢ paspeuierus 3a mvpeosusl

[IpuTexarenar Ha pa3pellieHHe 32 ThProBUSl BKIKOYBA BCHUUKHU YCIIOBHS, CBBP3aHU C
0e30macHOCTTa WM ePUKACHOCTTA, IOCOYEHU B wieHOBe 44, 45 u 87, B cucremara 3a
yIpaBJeHUE Ha pUCKa.

JbpxaBute wieHKH HHGOpMHUpAT AreHIUATa 3a pa3pelleHusTa 3a ThProBus, KOUTO
ca M3JAIM TPU ONpPENENICHU YCIOBHUS ChIIacHO wWieHOBe 44 u 45, U 3a BCHUYKHU
3aIbJKEHUS], HAJIO)KEHU B ChOTBETCTBHE C WiieH 87.

120

BG



BG

Ynen 90

AKmyaﬂu3upaHe Ha paspeweruemo 3a mvpcosusl 666 6Pb3KA C HAYUYHUA U NMEXHOIOCUYHUA

Hanpeovk

Cnen wu3gaBaHEeTO Ha pa3pellleHHe 3a ThProBus B CbhOoTBETCTBHE ¢ Tiasa |l
MIPUTEKATENIAT Ha Pa3pelIeHUEeTO 3a ThPrOBUS B3eMa MPEABHU HAyYHO-TEXHUYECKHUS
HaIrpeabK MO OTHOIIEHHWE HAa METOJIMTE Ha MPOM3BOJICTBO M KOHTPOJ, MOCOYECHHU B
3asBJICHUETO 32 TOBA Pa3pelIeHHe 32 ThProBUs, U BbBEXkKa €BEHTYaIHO HajaramuTe
ca TMPOMEHHU, 3a Ja MOXKE JICKApCTBCHHUAT NPOAYKT Ja ObJe MPOU3BEKIAH H
KOHTPOJIMPAH upe3 OOUIONPUETUTE HAYYHU METO/MU.

Te3u IMPpOMCHH IOJJIC)KAT Ha 0;[06peHHe OT CTpaHa Ha KOMIICTCHTHHA OpraH Ha
CbOTBCTHATA JAbpiKaBa YJICHKA.

[TputexaTesaT Ha pa3pemeHUeTo 3a ThPTrOBUS MPEAOCTaBs HA KOMICTCHTHHS OpTaH
Ha JIbprKaBaTa 4WieHKa 0e3 HeolpapaaHO 3a0aBsHE BCSIKa HOBa MH(OpMAIUs, KOSTO
MOXKE Jla JOBelIe 10 HM3MCHEHUE Ha JaHHUTE WU JOKYMEHTUTE, TIOCOYCHU B
yieHoBe 6, 9—13, 62, unen 41, naparpad 5, npunoxxenue [ wnm npunoxenwue 11

[To-cienmanHO TpHUTEXKATEISIT HA pa3pelIeHHeTO 3a THProBUs yBeAoMsiBa 0e3
HEOIpaBJaHO 3a0aBsiHE KOMIIETEHTHHS OpraH Ha JbpXKaBaTa WIEHKa 3a BCsKa
3a0paHa WM OTrpaHUYEHHE, HAJOXKCHM Ha TPUTESKATEIS Ha pPa3pelIeHHeTo 3a
THPrOBUs MJIM Ha CYOEKT, KOMTO € B JIOrOBOPDHM OTHOIIEHUS C HEro, OT
KOMIIETEHTHUTE OpPTaHW Ha BCSKa Ibp)KaBa, B KOSTO JICKAPCTBEHHST MPOIYKT Ce
npejlara Ha masapa, KakTo M 3a BcsiKa JApyra HoBa MHGoOpMalus, KOATO MOXe Ja
OKaXe BIUSHUE BBPXY OIEHKaTa Ha TMOJN3UTE W PHUCKOBETE OT CHOTBETHHS
JekapcTBeH NpoAyKT. MHdopmamusara BKIOYBA KaKTO IOJIOKUTEIHUTE, Taka U
OTPHIIATEIHUTE PE3yNITaTH OT KIWHUYHU W3MUTBAHUS WIN JPYTH U3CIEIBAHHS 32
BCUYKHM TEPANeBTHYHM IMOKAa3aHUs W TPYMU OT HACENEHHETO, HE3aBUCHMO JalH ca
4acT OT pa3peuieHHeTo 3a THProBHs, KAaKTO M JaHHM OTHOCHO ymoTpebata Ha
JIeKapCTBEHMs MIPOAYKT, KOraTo Ta3H yrnoTpeda € U3BbH yCIOBUATA HA PA3PEIICHUETO
3a THPrOBUSI.

[TputexkaTenar Ha pa3pelleHHeTO 3a TBHProBHs TIapaHTHpa, Y€ YCIOBMATA Ha
pa3pelIeHneTo 3a ThProBUsl, BKIIFOUUTEIIHO KpaTKaTa XapakTepUCTUKA Ha MPOIYKTa,
€THKETa U JINCTOBKATA, TEKYILO CE aKTyaJIu3upaT B CbOTBETCTBUE CbC CbBPEMEHHUTE
HAy4YHU MO3HAHHUA, KAaKTO U ChC 3aKJIIOUYEHHUATA OT OLEHKUTE U MPEHNOPHKUTE, KOUTO
ca OIOBECTEHU MYyOIMYHO TOCPEACTBOM €BpPOMNEHWCKUS HMHTEpPHET MopTal 3a
JeKapcTBa, CB3AajgeH B choTBeTcTBHE ¢ wieH 104 or [mpepaboTeHus
Pernament (EO) Ne 726/2004].

KomneTeHTHHAT opraH Ha Jbp’kaBaTa Wi€HKa MOXKE 110 BCSKO BpeMe Jia MOHMCKa OT
IIPUTEXKATEIIS Ha Pa3pELIEHUETO 3a ThProBUs Jja IPEICTaBU JaHHU, KOUTO J1I0Ka3BarT,
4ye CBOTHOIIEHUETO IMOJ3a/pUcK ocTaBa OnaronpusTHo. Ilpurexarenat Ha
pa3peleHNETO 32 THPrOBUS OTrOBapsl M34YEpPHATENIHO U B YKa3aHMsI CPOK Ha BCSIKO
TakoBa HMckaHe. [Ipurexarenst Ha pa3pelieHrneTo 3a ThProBUsl OTTOBaps ChILO TaKa
M34YEPIIATEIHO U B YKa3aHUS CPOK Ha BCSIKO MCKAHE Ha KOMIIETEHTEH OpraH OTHOCHO
MPUJIAraHeT0 Ha BCUYKHM HAJOXKEHHW IPEeAM TOBA MEPKH, BKIIIOUHUTEIHO MEpPKU 3a
CBEX/IaHE Ha PUCKA O MUHUMYM.

KomneTeHTHHST opran Ha AbprkaBaTa YiIeHKa MOXKE Jla M3MCKa 10 BCAKO BpeMeE OT
MpUTEXKATENI Ha PAa3pelIeHUEeTO 3a ThProBUs Ja MPEJOCTaBH KOMHE OT OCHOBHATA
JOKYMEHTalusl Ha cuctemara 3a (apmakosornyHa OgutenHoct. [lpurexarenst Ha
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Pa3sp€IICHUCTO 3a ThbPTOBHA IMPEAOCTABA TOBA KOIIME HE ITO-KHCHO OT CEACM IHU CJIIC
oJiygyaBaHC Ha UCKAHCTO.

HpI/ITe)KaTeJ'ISIT Ha pa3pC€IICHUCTO 3a THProBuUs OTTroBaps CHIIO TaKa U34YCPIIATCIHO U
B YKa3aHHd CPOK Ha BCAKO MCKAHC HAa KOMIICTCHTCH OpraH OTHOCHO HU3IIBJIHCHUCTO
Ha BCUYKH MECPKH, HAJTOXKCHU IIPEAN TOBA 11O OTHOIICHUEC HA PUCKOBETE 3a OKOJIHATa
cpcaa nuin O6H.ICCTB€HOTO 3ApaBC, BKIIOUUTCIIHO aHTI/IMI/IKpO6HaTa PE3UCTCHTHOCT.

Ynen 91
Axmyanuzupane Ha niaHo8eme 3a ynpaegierue Ha pucKka

[IpuTexatenar Ha pa3penieHUETO 3a ThPIOBHS C JIEKAPCTBEH MPOIYKT, MOCOYCH B
yieHoBe 9 u 11, mpencraBs Ha KOMIIETEHTHUTE OpPraHU Ha ChOTBETHUTE IbP)KaBU
YlIeHKM IUTaH 3a YIpaBieHHE Ha pUCKAa M pe3loME€ Ha TO3W IUIaH, KOraTo
pa3pelieHneTo 3a ThproBus 3a peepeHTHUs JIEKAPCTBEH MPOAYKT € OTTETJIICHO, HO
pa3pelIeHueTo 3a ThProBUs 3a JEKaPCTBEHUS MPOAYKT, TOCOYEH B wieHoBe 9 u 11, e
3aIra3exHo.

IInanbT 3a ympaBiaeHHME HA PUCKA U PE3IOMETO HA TO3U IUIAH C€ IPEACTAaBAT Ha
KOMIIETEHTHUTE OPraHd Ha ChOTBETHHUTE IbP)KAaBU UJIEHKU B paMkuTe Ha 60 qHU
cilel OTTErJSIHETO Ha pPa3pelleHUEeTO 3a ThProBHUs 3a peepeHTHHs JIeKapCTBEH
IIPOYKT ITOCPEICTBOM IIPOMSHA.

KoMmneTeHTHUAT opraH Ha AbprKaBaTa WiICHKa MOJXKE J1a HaJOXKU Ha MpUTEeXaTess Ha
paspelieHrue 3a ThProBUS 3a JIGKAPCTBEH MPOAYKT, MOcCoueH B ujeHoBe 9 u 11,
3a1bJDKEHUE J1a MIPEACTaBU IUJIaH 32 YNPABJICHUE HAa PUCKA U PE3IOME Ha TO3M IIaH,
KOraro:

a)  ca HaJOXEHU JIONMBJIHUTEIIHU MEPKH 3a CBEXXJaHE Ha pUCKa A0 MUHHUMYM IO
OTHOILIEHHE Ha peepeHTHUS JIEKaPCTBEH MPOIYKT; WU

6) TOBa e 000CHOBAHO OT ChOOpaXkeHMs 3a (papmMakoIoruyHa 6AUTEIHOCT.

B caygas, mocouen B maparpad 2, OykBa a), TUJIaHBT 3a yNpaBJICHUE HA PHCKA Ce
ChIJIaCyBa C IJIaHA 3a yIpaBJIEHUE Ha PUCKa 32 peepeHTHHS JeKapCTBEH MPOAYKT.

HanaraneTo Ha 3a1bKEHHETO, TOCOUEHO B maparpad 3, ce 000CHOBaBa HAJIJIEKHO B
nucMeHa (opma, choOIIaBa ce Ha MPHUTEKATENS HA Pa3pelIeHUETO 3a THPTOBUS U
BKJIIOYBA KpaiHUSA CPOK 3a MPEJACTaBSHE Ha IUIaHa 3a YIpaBJICHWE Ha PUCKAa M Ha
PE3IOMETO MOCPEICTBOM MPOMSIHA B YCIOBUATA HA PA3PEIICHUETO 32 THPTOBUSL.

Ynen 92
Ipomsana Ha paspeuteHuemo 3a mvpeosust

3asgBieHUE 3a MMPOMSIHA HA PA3PELICHHE 332 ThPrOBUsS, BHECEHO OT IPUTEXKATeNsd Ha
pas3pelIeHneTo 3a THProBHs, C€ I0JlaBa IO EJNEKTPOHEH NbT BbB (HopMaTHTE,
MIPEIOCTaBEHN OT ATEHIMATA, OCBEH aKO ITPOMsIHATa HE IPEICTABIIsABA aKTyaIN3alns
OT CTpaHa Ha IpUTEXATENlsd Ha PA3peIICHUETO 3a ThPrOBUS Ha CBbpP3aHa C HErO
uH(popMalrs, ChbXpaHsiBaHa B 0aza JaHHHU.

[Tpomenute ce KnacupuIUpaT B pa3InyHA KATETOPHH B 3aBUCHMOCT OT CTETIeHTa Ha
pHCKa 3a O0IIECTBEHOTO 3/[paBe U MOTEHLUUATHOTO BB3JIEHCTBUE BbPXY KauyeCTBOTO,
0e30macHOCTTa W e(QHUKacHOCTTa Ha CBHOTBETHHS JICKApCTBEH MPOAYKT. Tes3u
KaTeropuy BapupaTr OT IPOMEHU B YCJIOBUATA HA Pa3pEIICHUETO 32 ThPrOBHUs, KOUTO
UMaT Hai-roJIsIMO TOTEHIMATHO BB3/ACHCTBHE BBPXY KadeCTBOTO, O€30MacHOCTTa
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Wi epUKaCHOCTTa Ha JIEKApCTBEHUS MPOIYKT, J0 MPOMEHHU, KOUTO HE OKa3Bar
BB3/ICUCTBUE WIK UMAT MUHUMAIHO Bb3CHCTBUE BHPXY THAX.

3. [Tponeypute 3a pasriexJaHe Ha 3asSBJICHUATA 3a POMEHH ca MPOIIOPIIMOHATHN Ha
CHOTBETHUTE PUCKOBE M BB3JCHCTBHE. Te3u Mpoleaypu BapupaT OT MPOIEIypH, IPH
KOUTO TPWIATaHETO € JOIMyCTHUMO EIUHCTBEHO cjell 0J00peHHe Bbh3 OCHOBA Ha
IUIOCTHA HAy4yHa OICHKA, O MPOLEAYypHU, IpPU KOUTO Ce JIOMycKa He3abaBHO
npujaraHe ¥ TOCJEBAI0 YBEJIOMsBaHE HAa KOMIICTEHTHHS OpPraH OT MPHTEkKATEIs
HA pa3pelICHHETO 3a THProBHs. 1e€3M TMpOLEIypd MOXKE Ja BKIIOYBAT H
aKTyaju3allid OT CTpaHa Ha MPUTEXATelds Ha pa3pelIeHUETO 3a THhProBUS Ha
CBBp3aHa ¢ Hero nHpopMallus, CbXpaHsBaHa B 0aza JaHHH.

4. Ha Komucusara ce mpemocraBs mpaBOMOIIMETO Ja MpHEMa JeJerdpaHd aKkTOBE B
CHOTBETCTBUE C WieH 215, 3a 1a NONMBJIHM HACTOSINATA JUPEKTHUBA, KATO OMPEICIH
CJIETHOTO:

a)  KaTeropuuTe, IOCOYEHH B naparpad 2, B KOUTO ce€ KIacuPUIUpPAT IPOMEHUTE;

0) pedaa 3a pasmiexaaHe Ha 3asABJICHUS 3a IPOMEHHM B YCIOBHATA Ha
paspenieHusTa 3a ThProBHSs, BKIIOUUTEIHO MPOLEAYPUTE 33 aKTyallU3UpaHEe
ype3 6a3a JTaHHM;

B) yCJIoOBUsATaA 3a IIOJAaBaHC HA €AHO 3adBJICHHME 3a IMOBCYC OT €AHA IMPOMAHA B
ycCiioBUsATa Ha €AHO U ChIIO Pa3pCHICHUC 3a THProBUs MU 3a €IHA KU Chblla
IIpOMsHA B YCJIOBUATA HA HAKOJIKO pa3pCUICHUA 3a TbPIrOBUs,

I)  IIOCOYBAHETO Ha OCBOOOXKJABaHMs OT MPOLEAYpUTE 3a BHACSHE Ha MPOMEHHU,
IIPU KOUTO aKTyaJIM3UpaHEeTO Ha MH(OpMalUATa B pa3pelieHueTo 3a ThProBus,
IIOCOYEHO B IIPWIIOKEHUE I, MOXKE 1a ce U3BBPIIN HENTOCPEACTBEHO;

)  YCIOBUSATA W MPOLEIYPUTE 32 CHTPYIHUUYECTBO C KOMIIETEHTHHTE OPraHd Ha
TPETH IbPKABU WIU C MEXIYHAPOJHHU OPTaHHM3AIMH MPH Pa3rIeKTaHETO Ha
3asBJICHUS 3a MPOMEHHU B YCJIOBHTA Ha PA3pPEIIEHUETO 32 ThPTrOBHUS.

Ynen 93

IIpomsana na paspewieHuemo 3a mvp2osUs 8 pamKume Ha OeYeHmpaIusupaHama npoyeoypa
UnU Ha npoyedypama no 83auUMHO NPU3HABAHE

1. 3asiBIeHHE 3a MPOMSHA Ha pa3pelieHHe 3a ThProBHSs, W3/1aJ€HO B CHOTBETCTBHE C
pasnopenoure Ha riasa lll, pazmenn 3 u4, ce momaBa OT MpHUTEXaTelas Ha
pa3peleHueTo 3a ThProBUsS 1O BCUYKU ABP)KABU WIEHKH, B KOUTO CHOTBETHHST
JEKapCTBEH NPOAYKT Bede € paspemieH. CpmoTro ce mnpwiara M KOTaro
I'bPBOHAYAIIHUTE pa3pelieHusi 3a ThProBUsS ca OWIM U3JaJCHU 4Ype3 OTIEIHU

poLeaypH.

2. B cnyuait Ha apbutpax npen Komucusita mpoueaypara, onpeaeneHa B uieHose 41
n42, ce mpuwiara MO aHaJIOrMg 3a IMPOMEHHUTE, BHECEHH B pa3pelIeHHATa 3a
THPrOBU.

Ynen 94

HpOM}ZHa Ha paspeuteHusima 3a mvpcosusl 63 OCHO8A HA ne()uampulmu u3zCne08anus
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Bb3 OCHOBa Ha CHOTBETHUTE MEAMATPUYHHM KIWHWUYHU H3CIICABAHUSA, TOTYYCHU
cbriaacHo wieH 45, maparpad 1 or Pernament (EO) Ne 1901/2006 na EBpomnetickust
napnamenT u Ha CbBera®®, KOMIIETEHTHHTE OpraHM Ha JBPKABUTE UWIEHKH MOTAT
CbOTBCTHO Ja BHCCAT IPOMCHU B Ppa3pCHICHUCTO 3a THPrOBUA Ha 3aCCrHAaTUA
JICKapCTBEH MPOJYKT U Jia aKTyaJIu3upaT KpaTkara XapaKTepUCTUKA U JINCTOBKAaTa Ha
3acerHaTus JeKapcTBeH NpoayKT. KommereHTHUTE opraHu oOMeHST MH(OpMaIus
OTHOCHO TIPEJICTABEHUTE W3CIICIBAHMS M aKO € IIeJIechoOpa3HO, OTHOCHO TEXHHUTE

nocjcauuu 3a CbOTBETHUTC Pa3spCUICHUA 3a ThPrOBH.

Hetinoctute 1o maparpad 1 mpuKIOYBaT B CPOK OT MET roauHu, cuutaHo ot [CII,
MoJIs, BbBEJIETE Aarara = 18 Mecela ciie]] AaTrata Ha BJIM3aHE B CHJIa HA HAcTosIIaTa
JIUPEKTUBA].

Koraro naneH nexkapcTBEH HPOAYKT € pa3pelieH CBhIVIACHO paslopendouTe Ha
rnaBa Il B3 ocHOBa Ha mMHQOpMalMATa, NOJTy4YeHa B CHOTBETCTBHE C wWieH 91 ot
[mpepaborenust  Permament (EO) Ne 726/2004], KOMIIETEHTHHUTE OpraHd  Ha
IbpKaBUTE WICHKH MOTaT CHOTBETHO Ja BHECAT NPOMEHH B DPa3peUICHUETO 3a
ThProBusd CbC 3aCCTHATHA JICKAPCTBCH IMPOAYKT MW Oa aKTyaJIu3upaTr KpaTKaTa
XapaKTEePUCTHKA Ha MPOIYKTa M JIUCTOBKATA.

JbpxaBuTe WieHKHM 0OMEHAT MH(POpPMAIUs OTHOCHO IPEACTaBEHUTE U3CIIECBAHUS U
aKo e 1eaecbo0pa3Ho, OTHOCHO TEXHUTE MOCIIEANLIU 32 ChOTBETHUTE pa3pelLIeHus 3a
THPTOBHSI.

AreHnuATa KOOpAUHUPA 0OMeHa Ha HHPOpMAITHS.

Ynen 95
IIpoyedypa no cesupane 6 unmepec na Cvrosa

B KOHKPETHH CJIy4aH, KOraTo CC 3acAraT UHTCPECUTC Ha C’BIO?:&, ABPIKABUTE YICHKHU
w Komucusra otHacsaT BbeIpoca 10 Komwurera mo jekapcTBEHHUTE MPOIYKTH 3a
XyMaHHa ynoTpeba C IeJ IpujiaraHe Ha MpolleaypaTra, yCTaHOBeHa B ujieHoBe 41
u 42, npeau na Obae B3ETO pellleHre MO 3asBICHUE 3a W3/laBaHE Ha paspelieHue 3a
TBPrOBUS WJIM 3a CIIHpPaHEe Ha JICWCTBHETO WM 3a OTMSHA Ha pa3pelicHHe 3a
THPTOBUS, WIH 32 BCSIKA Ipyra HE0OXOoaruMa MPOMsIHA B Pa3pelieHUEeTo 3a ThProBHsl.
I[’I)p)KaBI/ITe uyienkd 1 Komucusra HAAJIC)KHO B3€MaT NPEABU BCUYKH HCKaHWA Ha
3asIBUTEIIS WM Ha IPUTEXKATENs Ha pa3pelIeHUeTo 3a ThPTroBUsl.

Korato ce3upaneTo mpou3THya OT OIlEHKA Ha JaHHU, CBbP3aHH ¢ (apMaKOJIOTHIHATA
OIMTETHOCT Ha pa3pelleH JEeKapCTBeH MPOIYKT, BBIPOCHT ce€ Mperpama a0
Komurera 3a orenka Ha pucka B obOiiacTTa Ha (papMakoOTHYHATa OJUTEITHOCT W
MOXe Ja ce mpuioxu uieH 115, maparpag 2. KomMuTeTsT 3a olleHKa Ha pHUCKA B
ob0nactra Ha (QapMakoJOTMYHATa OJUTETHOCT M3rOTBA MpernopbKa ChITIACHO
npolierypaTa, ycraHoBeHa B wieH 41. OkoHYaTenHaTa IpenopbKa ce Ipernparia Ha
Komurera 1O JexapcTBEHWTE TMPOAYKTH 3a XyMaHHa ymnorpeba WM Ha
KOOpJMHAIIMOHHATA TIpyMa, KakTo € IeJechoOpa3Ho, W ce IMpuiara Mnpoueaypara,
ycTaHoBeHa B wieH 115.

39

Pernament (EO) Ne 1901/2006 na EBpomnelickust napsiamenT u Ha CobBeta ot 12 nexemspu 2006 T.
OTHOCHO  JIGKapCTBEHUTE TMPOAYKTH 3a [eAMaTpuyHa ymnorpedba © 32 HM3MEHEHHEe Ha
Permament (EMO) Ne 1768/92, Hupextusa 2001/20/EO, Hupextusa 2001/83/EO "
Pernament (EO) Ne 726/2004 (OB L 378, 27.12.2006 r., ctp. 1).
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KoraTo o6ave € M3mbIHEH HAKON OT KpuTepunute, n3opoeHu B wieH 114, maparpad 1,
ce mpuJara mporeaypara, ycranopena B wienose 114, 115 u 116.

CroTBeTHaTa AbprKaBa YICHKa WA Komucwusra sicHO OIIPECACIIAT BBIIPOCA, KOHTO ce
OTHACAd 4O KOMHUTCTA 3a pa3rJICKIAAHC, 1 YBECAOMSABAT 3asABUTCIIA UJIU MIPUTCIKATCIIA HA
Pa3sp€IICHUCTO 3a ThPIroBUs.

JbpKaBUTE WICHKU U 3asBUTEIAT WM NPUTEXKATEIAT HA PA3pEIICHUE 32 ThPrOBUs
IPEJOCTaBAT Ha KOMUTETA IisU1aTa HaJu4Ha MHGOpMalKs, UMallla OTHOIIEHUE KbM
pasrieKIaHus BbIIPOC.

Koraro BBIIPOCHT, KOHUTO ce oOTHacA A0 KOMHUTETA, 3acdara aCOPTHMEHT OT
JICKAPCTBCHU IMPOAYKTHU HIIM TCPAIICBTUYCH KJIacC, AI‘GHI_[I/ISITa MOKC Jia OrpaHu4u
mnmponcaypara a0 onpeaciI€Hn KOHKPETHHU 4aCTHU OT Pa3pCIICHUECTO.

B TakbB cimyuait wien 93 ce npuiara 3a T€3u JEKapCTBEHU MPOIYKTH CaMO aKo Te ca
00EKT Ha MPOIIeIypUTE O pa3peliaBane, mocoueHu B rinasa IlI, pazgenu 3 u 4.

Koraro o00xBarpT Ha mpoueaypara, 3allo4yHaTa [0 HACTOSIIMS WIEH, 3acsra
ACOPTHUMEHT OT JIEKapCTBEHU NMPOJYKTU WM T€PaNeBTUYEH KJIac, B HEs Ce BKJIIOYBAT
U JIEKapCTBEHUTE NPOAYKTH, OOXBaHATH OT LEHTPAIM3UPAHO pA3PELICHUE 32
THProBUsl, KOUTO CHaJaT KbM IIOCOUEHATa I'pyIia WK TeparneBTUYEH KJiac.

bes na ce 3acsra maparpad 1, korato € He0OX0AUMO CIENIHO JICHCTBHE 3a 3alIuTa Ha
00IIIECTBEHOTO 3/IpaBe, BCSAKA Jbp)KaBa WICHKA MOXE Ha BCEKU €Tall OT MPOoleaypaTa
Jla CTpe JeHCTBHETO Ha pa3pelieHHeTo 3a ThProBUs M Ja 3a0paHu ynmorpebaTta Ha
CBHOTBETHHUSI JICKAPCTBEH TMPOJYKT HA CBOSATA TEPUTOPUS 1O TPUEMAHETO Ha
OKOHYATEeIIHOTO pemieHne. Ts yBenomsiBa Komucusita, AreHuusta W Jpyrure
IbpXKaBU YICHKU 33 MPUUYMHUTE 32 CBOETO JEWCTBHE HE TMO-KbCHO OT CIICBAIIHS
paboTeH JieH.

Korato B o6xBaTa Ha 3amoyHaTa MO HACTOSIIMSA WIEH NpoLeaypa, ONpelesieH B
ChOTBETCTBUE C maparpad 2, ce BKIIOYBAT JIEKAPCTBEHU IMPOIYKTH, 0OXBAaHATU OT
LEHTPAJIU3UPaHO paspelieHne 3a Tbhprosus 1o, Komucusta Moke, Korato e
HEOOXOIMMO CIIEHNIHO JEHCTBHE 3a 3allMTa Ha OOLIECTBEHOTO 3/paBe, Ja CIpe
NeMCTBUETO Ha paspelleHusTa 3a ThProBuUs M Ja 3abpaHu ynorpebara Ha
ChOTBETHUTE JIEKAPCTBEHU MPOAYKTH HA BCEKH €Tal OT MpoIleypara A0 IPUEMaHETO
Ha OKOHUATeJHO pemeHue. Komucusra ysenqomsiBa AreHINATA U IbP/KABUTE WICHKH
3a IPUYMHUTE 3a CBOETO JCHCTBUE HE O-KBCHO ClIEABALIMS paOOTEH JEH.

I'nmasa IX
dapMaKkoJIOru4Ha OUTETHOCT

PA3Ed 1

OBIIU PA3IOPEIBA

Ynen 96
Cucmema 3a papmarxonocuuna 6OUMeIHOCm Ha ObPIHCAGUME YTIEeHKU

JBbpxaBUTE YiIEHKH UMAT paboTelia cucrema 3a (papMakoJoTudHa OAUTEITHOCT C e
HU3II'BJIHEHUE HA CBOUTE 3aJa4d I1O (I)apMaKonoquHa GI[I/ITQJIHOCT " Yy4aCTUCTO CHU B
nerHoctute Ha Chro3a 1o papMakoorudHa OUTEITHOCT.
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Cuctemata 3a ¢apMakoJoTHYHA OIUTETHOCT C€ U3MOJ3Ba 3a ChOMpaHe Ha
uHpOpMaLKs OTHOCHO PHCKOBETE OT JIEKAPCTBEHHUTE MPOJIYKTH IO OTHOIIEHHE Ha
3[paBETO Ha MAIMEHTUTE WM OOIIECTBEHOTO 3apaBe. [locoueHara mHpopmanus ce
OTHAcCsA TO-CIICMATHO JO0 HEXKEIAaHUTe JIEKAPCTBEHH peaklIud TMpH XopaTta,
BB3HUKHAIM TPH ynorpedara Ha JICKAPCTBEHHS IMPOJYKT CHITIACHO YCJOBHATA Ha
pa3pelIeHneTo 3a THProBUS, KAakTO W TpH ynorpeba H3BBH YCIOBHATAa Ha
pa3pelIeHueTO 3a THPrOBUS, U 10 HEXEIAHHUTE JICKAPCTBCHH PEaKIUU, CBbP3aHU C
npodecnoHaHa SKCIIO3UITHSL.

Upe3 cucremara 3a (apMakoJorHyHa OIMTEIHOCT, IocouyeHa B maparpad 1,
Ibp)KaBUTE WICHKH NPaBAT Hay4yHa OIEHKA Ha IpsuiaTa MH(OpMaIus, pasriiexaaT
BapHaHTUTE 32 CBEXJIAHETO 10 MHUHUMYM U MPEAOTBPATSIBAHETO Ha pHUCKa H
npeanpuemMar Mpu HEOOXOTUMOCT pEryJaTOpHO JAEHCTBHE IO OTHOIIEHHE Ha
pa3pelieHueTo 3a THProBus. Te M3BBPUIBAT PEJOBEH OAMT Ha CBOSITA CHCTEMa 3a
(dapmakosoruuHa OAWUTEIHOCT W MPH HEOOXOIUMOCT HpPEIANpPUEMAT KOPHUTHUPAIIH
NEeNCTBUSL.

Bcska AbpiKaBa YICHKA OHNpcAcisds KOMICTCHTCH OpraH 3a HW3NBbJIHCHUCETO Ha
3aJ4a4UTC 110 (bapMalconoquHa 6III/IT6J'IHOCT.

Komucusita MoOke Ja TIOMCKa OT JIbpP)KABUTE WICHKH Ja y4YacTBaT, IO
KOOpJMHAIMATa Ha  ArCHIHMATA, B  MEXJAyHapoJHATa XapMOHHM3AlUA |
CTaHJapTH3alUsl Ha TEXHUYCCKHTC MEPKH BBB BpB3Ka C (apMaKoJOTHIHATA
OIUTEIHOCT.

Ynen 97

Omeosoprocmu na Ovparcasume YieHKU 6b8 8Pb3KA ¢ 0eliHocmume no GapmakoiocuyHa

ooumennocm
JIbpKaBUTE YICHKH:

a) B3€MAT BCHUYKHU IMOAXOAAIIN MCPKH, 3a Ja HACHpP4YAT MAUCHTUTEC, JICKAPHUTE,
q)apMaL[eBTI/ITe H Jpyrure MCEIAUNUHCKHU CIICHUAIMCTH Ja JOKJIaABaT
MmoAgo3upaHu HEXKCIAaHU JICKAPCTBCHU PCAKIIMU Ha KOMIICTCHTHUSA OpraH Ha
AbpiKaBaTa YJICHKA, U MOT'aT Ja BKIIOYBAT B U3IIBJIHCHUCTO Ha TE3U 3ada4dU
opraHusaluu, nmpeacTraBjsaBalinl HOTp€6I/IT€J'[I/ITC, HNaIUCHTUTC U MCIUIIMHCKHUTC
ClicnuaJaIruCTH, KOraTto € I_ICJ'ICCT»O6pa3HO;

0)  yiecHsBaT JIOKJAJBAaHETO OT CTpaHa Ha MAIlMEHTUTE 4Ype3 MpPeJOCTaBsSHE Ha
anTepHaTHUBHU (OPMHU 3a IOKJIa/IBaHE B JOMBIHEHUE KbM yeOdopmarTure ;

B) B3€MAaT BCHUYKH ITOOAXOISIITU MepKI/I, 3a 1a nonyan TOYHU U HpOBepI/IMI/I JaHHU
3a HayyHaTa OIICHKA Ha JOKJIAJHWTE 3a IMOJO3UpPaHH HEKEJIaHW JICKapCTBEHU
peaKInu;

I)  TapaHTUpaT, Y€ Ha OOIIECTBEHOCTTa CBOEBPEMEHHO C€ IPEeNOCTaBs Ba)kHA
uH(popMallns 3a ONaceHHsl, CBbp3aHH C (papMakosoruyHaTa OAMTETHOCT IO
OTHOIIEHHE Ha ymnoTpebara Ha JajJeH JIEKapCTBEH MpPOAYKT, 4pe3
nyOJMKyBaHETO Ha TakaBa MHGOpMaIUs Ha MHTEPHET MOpTaja U 4ype3 ApYyru
CpeZCTBa 3a OOLIECTBEHO OCBEIOMSBAHE IPU HEOOXOAUMOCT;

)  TapaHTUpaT 4Ype3 METOAUTe Ha ChOMpaHe Ha WHGOPMAIMS W KOraTto €
HEO0OXOUMO, Ype3 TMOCJIENBAlU JCUCTBHUS IO JOKJIATUTE 3a MOJ03UPAHH
HEXKEJTaHW JIEKaPCTBEHU PEaKIMK, Y€ CEe MPEaIpueMarT BCUYKH IOIXOISIIN
MEpKH 32 SICHO UACHTU(HUIMPAHE Ha BCEKM OMOJIOTMYEH JIEKAPCTBEH MPOIYKT,
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NpeINUCBaH, OTIYCKaH WM MpOJiaBaH Ha TSIXHATa TEPUTOPHs, KOUTO €
IpeIMeT Ha JOKJAJ 3a IOJ03MpaHU HEXKEJaHW JIEKAPCTBEHU DPEAKIMH, KaTo
HA/JICKHO CE€ OTYMTAT HAMMEHOBAHUETO Ha JIEKAPCTBEHUS IPOAYKT U HOMEPHT
Ha napTuaara.

3a menure Ha maparpad 1, OykBu a) W ) IBPKaBUTE UYICHKH MOTaT Ja HajaraT
cnenuuIHA 3aAbDKCHUS HA JIeKapuTe, (apManeBTUTE U JPYTHUTE MEIUIIUHCKH
CHCIHAIHCTH.

Ynen 98

Jlenecupane om cmpana Ha 0vpHcasa YUieHKa Ha 3a0a4u no GapmaxkoiocuiHa 6OUmMeIHocm

1.

I[”bp)l(aBa YICHKAa MOXE aa ACJICTHpa BCAKaA 3agaydad, KOATO M € BB3JI0’KEHA CHIIACHO
HACTOdAIaTa IjiaBa, Ha Apyra AbpiKaBa YJICHKA, IIPU YCJIOBUC Y€ IOCIICAHATA € Aajla
IMMCMEHOTO CH chriacue. Beska AbprKaBa YJICHKA MOXKC Oa NpCACTaBJIsIBa HEC IOBEYC
OT €1Ha Apyra AbprKaBa YICHKA.

Jlenerupamiara gppkaBa wieHKa HH(GopMupa mUcMeHo 3a aenerupanero Komucwusra,
AreHUUATa U BCUYKM JIPYTW AbpPXKAaBU WICHKHU. Jlenerupainara abpxKaBa WICHKa U
ATeHIHATAa OTIOBECTSABAT MTyOJUYHO ChOTBETHATA MH(DOPMAIIHSL.

Ynen 99

Cucmema 3a papmaxonocuuna 60uUmMmenrHOCm Ha npumedcamesl Ha paspeulenue 3a MmbpP2osusl

1.

BG

3a U3MbJIHEHUE Ha CBOUTE 33/1a4M MO (hapMaKoIoruyHa OJUTETHOCT MpUTEKATEITUTE
Ha paspelieHre 3a ThProBUs wuMar paborema cucrema 3a (apMaKoJIOTHYHA
OIMTETHOCT, PaBHOCTOMHA Ha cUcTeMaTa 3a (apMakoJOorMyHa OAMTENHOCT Ha
ChOTBETHATA JIbPrKaBa WIEHKa, TOCOYeHa B wieH 96, maparpad 1.

Upe3 cucremara 3a (papMakoJOTHUHA OJIUTETHOCT, MocoyeHa B maparpad 96,
naparpad 1, mpuTexxaTenuTe Ha pa3pelieHne 3a ThProBUs MPABAT HayyHa OIEHKAa Ha
1s1ata MHGOpMaIus, pasriekaaT BapuUaHTHTE 3a CBEXKIAHETO J0 MUHUMYM H
NPEJOTBPATABAHETO HA PHCKAa W TPEANpPHEMAaT TPH HEOOXOAMMOCT TOIXOISIIN
MEPKH.

HpI/ITe}KaTeJ'II/ITC Ha pa3pClICHUC 3a ThProBUd M3BBPIIBAT PECAOBCH OAWUT HA CBOSATA
cucreéMa 3a (I)apMaKOJIOl“I/I‘{Ha 6IlI/ITCJ'IHOCT. Te mocraBAT OejeKKa OTHOCHO
OCHOBHUTE KOHCTaTalluh OT OAWTAa B OCHOBHATa AOKYMCHTAIUA Ha CHUCTEMAaTa 3a
(I)apMaI(OJ'IOFI/I"IHa 6III/ITCJ'IHOCT U TrapaHTupar, 4Y€¢ BB3 OCHOBA Ha OIAWUTHUTC
KOHCTaTalluu CC U3Ir0TBA U Ipujiara moaxoasll IjiaH 3a KOPCKTUBHU HeﬁCTBHH. CJ'IC}I
IAJIOCTHOTO UBMBIHCHUC Ha KOPCKTUBHUTC ﬂeﬁCTBHH OcleKKaTa MOXKe Ja 6’52{6
3aJIn4CHa.

Kato wact or cucremarta 3a (apmakojoruyHa OIMTEITHOCT MPHUTEKATEIUTE Ha
paspelieHue 3a ThProBHS:

a)  pasmoliarat MOCTOSHHO M HEMPEKHCHATO C JIMIIE C MOAXOAAINA KBATH(HUKAIHS,
OTTOBApSIIO 3a hapMaKoIOorHIHaTa OTUTETHOCT;

0) moaxbpXKAT OCHOBHAa [OKyMEHTAallMUsd Ha cHucTeMara 3a (hapMakoJIoruyHa
OIUTENHOCT U Ja sl MPEAOCTABAT MPH MOUCKBAHE OT CTpaHa Ha KOMIIETEHTEH
Opras;

B) uWMar padoTema CUCTeMa 3a YIpaBJICHHWE Ha pPHUCKA 32 BCEKU JIEKApPCTBEH
TPOJTYKT;
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r) HaOJIoJaBaT pe3yiTara OT MEPKHUTE 3a CBEXIAaHE Ha PHCKAa 0 MUHUMYM,
KOUTO CE€ ChABbpXKAT B IUIaHA 32 yIPABJICHHE HA pUCKa ChIIacHO 4wieH 21 unu
ca ONpeACICHH KaTo YCIOBUS Ha Pa3pelICeHUETO 3a THPrOBHUS CHITIACHO
yjeHOBe 44 1 45, 1 OT BCIKAKBU 3aJbJDKCHUS, HAJIOKCHU B CHOTBETCTBHE C
wiied 87;

)  aKTyaJlu3upar cHCTeMaTa 3a YIpaBJICHHE HAa pPUCKA M HAOJI0JaBaT JaHHUTE
OTHOCHO (hapMakoJiorhyHaTa OJAMTETHOCT, 3a Jla ONpEeAeNsaT Nalu ca HaJule
HOBU PHUCKOBE, JIaJM Ca HACTBHIWIM MPOMEHU B PUCKOBETE, KAKTO U JAJIA ca
HaJIMIIE TPOMEHU B CbOTHOILLIEHUETO MOJI3a/PUCK HA JIEKAPCTBEHUTE MPOIYKTH.

Kpanmudunupanoro nuiie, mocoueHo B naparpad 4, Oyksa a), mpeOuBaBa U U3BHPIIIBA
neitHoct B Chr03a, M € OTTOBOPHO 32 CH3JIaBAHETO U MOIbPKAHETO HA CUCTEMaTa 3a
dapmakonoruyaa OaurenHocT. [lpUTexkaTenar Ha pas3pelieHHe 3a ThPTroBUs
NpeJOCTaBs Ha KOMIICTCHTHHUS OpraH Ha JbpKaBaTa WICHKA U Ha ATEHIMATAa UMETO
Y JIAaHHUTE 32 KOHTAKT HAa KBUTH(DHUIIMPAHOTO JIUTIE.

[To uckaHe Ha KOMIICTEHTHHMS OpraH Ha Jbp)KaBa WICHKA MPUTEKATEIAT Ha
paspemieHne 3a TBHPrOBUSL OMpEIeNs JHUIEe 3a KOHTAaKT II0 BBIPOCHUTE Ha
(dapMakosioruYHaTa OJUTETHOCT B Ta3W JAbp)KaBa 4ICHKA, KOETO JOKJIajBa Ha
KBTM(DUIIMPAHOTO JIUIIE, TOCOYCHO B maparpad 4, Oyksa a).

Ynen 100
Cucmema 3a ynpasnenue na pucka

Upes neporammst ot wieH 99, maparpad 4, OykBaB) OT MpuUTEXKaTEIUTE Ha
paspelnieHus 3a Thproeus, uznaaeHu npenu 21 romu 2012 r., He ce U3MCKBa J1a UMaT
pabortera cucteMa 3a ynpapJeHHe Ha PUCKa 32 BCEKHU JIEKAPCTBEH MPOIYKT.

KommereHTHUST OopraH Ha AbpiKaBa YJICHKAa MOXKC Oda HAJIOKHW HAa HPUTCKATCIT Ha
HAI[MOHAJHO pa3pelieHne 3a ThProBUs 3aIbKEHUETO 1a Ma padoTela cucTtemMa 3a
yIpaBJeHUE Ha PUCKA, KAKTO € MOCOYeHO B wieH 99, maparpad 4, OykBa B), ako ca
HAJIMIIE OMACEHHs OTHOCHO PUCKOBETE, 3acsArallld CHOTHOIICHHETO MOJ3a/pUCK Ha
pa3pelieH JEKapCTBEH NPOAYKT. B TO3M KOHTEKCT KOMIIETEHTHHUSIT OpraH Ha
IbpKaBa 4EHKA 3a/IbJKaBa CHINO Taka MPUTEkKATeNs Ha pa3pelieHue 3a ThProBHs
Jla TIpE/ICTaBH TUIAH 32 yIpaBlICHHE Ha PHCKA 32 CHCTEMATa 3a yIpaBJIeHHE Ha PUCKa,
KOSITO CM#ATa J1a BbBEJIE 32 CbOTBETHUS JIEKAPCTBEH MPOAYKT.

Hanaranero Ha 3ab/DKEHHETO, TIOCOYEHO B maparpad 2, ce 000CHOBaBa HAJISKHO U
ce cpoOmraBa B mucMeHa (hopMa, KaTo ce MOCOUBAT IEJIUTE U BPeMeBaTa paMKa 3a
NpE/ICTABSIHETO Ha TUIaHa 3a YIPaBJICHHE Ha PUCKa.

KoMmneTeHTHHAT opraH Ha Ibp)kaBa 4YIEHKAa IIPENOCTaBsl HA IpPUTEKATeIs Ha
paspenieHue 3a THProBHUS BB3MOXKHOCT Ja NPEICTaBH IHCMEHM KOMEHTapu B
OTTOBOP HA HAJIAraHETO HA 3aJBJDKEHUETO B PAMKUTE HA CPOK, ONIPEICIICH OT OpraHa,
aKO MPUTEXKATEIST Ha pa3pellieHre 32 ThbProBUs ITOMCKA TOBA B Cpok OT 30 nHU OT
II0JIy4aBaHEe Ha IIMCMEHOTO YBEIOMJICHUE 32 3aIbIKCHUETO.

Bb3 ocHOBa Ha THMCMEHHWTE KOMEHTapH, TMPEACTABEHH OT TPUTEKATENs Ha
pa3pelieHue 3a ThProBuUsi, KOMIIETEHTHHUSIT OPTaH Ha IbpKaBaTa WiICHKAa OTMEHS WU
NOTBBPK/aBa 3aAb/KeHHET0. Korato KOMMIETEHTHUSAT OpraH Ha JbpiKaBa WJEeHKa
NOTBBPAU 3aTBJDKEHUETO, Pa3peUICHUETO 3a TbProBUsS CE€ IPOMEHs, Taka 4e
MEpKHUTE, KOUTO TPsiOBa Ja ce mpearnpreMar KaTo 4acT OT CUCTeMara 3a ylpaBJeHHe
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Ha pHCKa, Ja OBJaT BKIIOYEHU KAaTO YCIOBHS 3a pa3pelieHHETO 3a THPTrOBUS,
MOCOYeHU B wieH 44, OykBa a).

Ynen 101
Cpeocmea 3a Oetinocmume no hapmaroiocudna 6OUmMenHocm

anaBneHHeTo Ha cCpeacTtBara, IMNIp€aHa3HAUCHU 3a ,Z[CﬁHOCTPI, CBBbpP3aHHU C
(bapMaKonoquaTa 6I[I/ITGJIHOCT, CKCIIOATaIMATa Ha KOMYHUKAIMOHHHU MPCIKH U
HaA30pHhT HaA Iasapa C€a I1oJ IOCTOSAHHHA KOHTPOJ Ha KOMIICTCHTHHUTC OpraHdu Ha
ABPIKABUTC YJICHKHU, 3a Aa CC rapaHTHpa TAXHATA HE3aBUCUMOCT IIPU U3I'BJIHCHHUCTO
Ha TC3HU ﬂeﬁHOCTH 110 (bapMaKOJ'IOFI/I‘IHa 6,I[I/ITCJ'IHOCT.

[Taparpad 1 He BB3MpenATCTBA KOMIIETCHTHUTE OPraHW Ha IbpPKABHTE WICHKH Ja
HAYMCIIABAT TAKCU Ha MPUTEXKATEIUTE HA Pa3pelleHus 3a TbPrOBHs 3a U3BbPIIBAHE
Ha JIeiHOCTH 10 (papmakojoruyHa OAMTENHOCT, MPU YCIOBHE Y€ HE3aBHCHMOCTTA
IpY U3BBPIIBAHETO HA TE3U JEHMHOCTHU MO (apMakoJOrMyHa OAUTEIHOCT € CTPOro
rapaHTUpPAHA.

PA3IET 2

ITPO3PAYHOCT U KOMYHUKALIUS

Ynen 102
Hayuonanen unmepnem nopman

Bcesika nppikaBa uiieHKa cb3ZaBa W MOAMBP)KA HAIMOHAJIEH WHTEPHET MOpTal 3a
JIEKapCTBaTa, KOMTO € CBbp3aH C €BPONEICKUS MHTEPHET MOpTall 3a JIEKapcTBaTa,
Ch31a/ICH B ChOTBETCTBUE c yien 104 oT [mpepaboTenus
Pernament (EO) Ne 726/2004]. Upe3 HauMOHAIHUTE WHTEPHET MOpPTAIM 32
JIEKapCTBATa IBbPKABUTE YJICHKH MPABST MyOIHMYHO JOCTOSHUE HAali-MaJIKO CJIEIHOTO:

a)  OOILEeCTBEHMTE JTOKJIAM 3a OLIEHKA, 3a€/IHO C PE3lOMe Ha Te3! JO0KJIaIu;
0)  KpaTKuUTe XapaKTEpPUCTUKH HA MPOJYKTUTE U JIUCTOBKUTE;

B) pe3loMeTa Ha IUTAHOBETE 3a YIpaBlIeHHE HAa pPHUCKAa 3a JIEKAPCTBEHUTE
NPOAYKTH, OOXBaHATH OT HAIMOHATHO pa3pelieHHe 3a THhProBHS B
cpoTBeTcTBHE ¢ riasa lll;

r)  uHbOpPMAIUS OTHOCHO PAa3IMYHUTE HAYMHU HA JIOKJIAJBaHE HA IMOJIO3MPAHU
HE)KENIaHW JIEKapCTBEHU PEaKLUM Ha JIGKAPCTBEHH TPOJYKTH OT CTpaHa Ha
MEIUIIMHCKH CICIUATMCTH W TMAIlMEHTH KbM KOMIIETCHTHHTE OpraHH Ha
IbPKaBUTE WICHKH, BKIIOUUTEITHO CTPYKTypUpPAaHHUTE (OPMYJISIPU B HHTEPHET,
nocovenu B wied 102 ot [mpepabotenus Permament (EO) Ne 726/2004].

Pestomerara, mocouenu B maparpad 2, OykBa B), BKIJIIOUBAT, KOraTo € YMECTHO,
ONMCAHNE Ha IOIBJIHUTETHUTE MEPKH 3a CBEXKAAHE HA PUCKA 10 MUHUMYM.

Ynen 103

Hy6ﬂuKy6¢lH€ HA oyenkama
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ATreHuusATa ONOBECTSBA MyOJMYHO OKOHYATEIHHUTE 3aKIIOUEHHs OT OLIEHKATa, MPENopPbKUTE,
CTaHOBMILATA U PEUICHUATA, MOcoueHu B wieHoBe 107—116, upe3 eBpomelickus WHTEPHET
HOPTAJI 3a JICKapCTBaTa.

Ynen 104
1lyonuunu cvobwernus

1. Bepanara mom nputexaTensT Ha pa3pellieHre 3a ThProBHs Bb3HaAMeEpsIBa J1a HapaBu
myOJIMYHO ChOOIIeHne ¢ HH(OpMAaIIKs 3a OIMAceHHMs], CBbP3aHu ¢ (papMaKoJIOrMYHATA
ONUTETHOCT, 3acATalld yrnoTpedaTa Ha JAJCH JICKAPCTBEH MPOAYKT, U TPU BCHUYKH
CIydau B CBIIOTO BpeMe WJIM Npenu J1a ObJie HallpaBeHO MyOJMYHOTO CHOOIICHUE,
TOH € JUITbKEH Ja YBEIOMU KOMIIETEHTHUTE OpraHM Ha JIbpP)KaBUTE IICHKH,
Arennugara u Komucusra.

2. [IputexxaTenar Ha pa3pelieHHe 3a THPrOBUS TrapaHTHpa, de uHpopmamusaTa 3a
0O0IIECTBEHOCTTA Ce MPECTaBst 0OEKTUBHO U HE € MOABEKIAIIA.

3. OcBeH ako 3ammraTa Ha OOIIECTBEHOTO 3[paBe HE W3MCKBA Ja CE HAIpPaBAT
HEOTJIOKHU IMyOJIMYHH ChOOIICHUS, IbPKaBUTe WieHKH, AreHuusaTa u Komucusra ce
UHGOPMHpAT B3aMMHO HE IMO-MAJKO OT 24 yaca mpeau MmyOJIMYHOTO CHOOIICHHE C
uH(pOpMaIKs 3a OIIACCHHUs, CBbP3aHH ¢ (JapMaKoJIIOTHYHATA OAUTEITHOCT.

4. 3a aKTHBHU BEIIECTBA, CHABPXKALM CE B JIEKAPCTBEHU MPOIYKTH, pa3pellieHU B
HoBe4e OT €JHa JIbp)KaBa YICHKA, ATEHIMATA OTroBaps 3a KOOpIWHAIMATA Ha
CbOOIIEHUATA, CBBP3aHU C OE30MACHOCTTA, MEXIYy KOMIETEHTHUTE OpIraHd Ha
J'bp)KaBUTE YJICHKH M MperocTaBs rpadui 3a CPOKOBETE, B KOUTO MHPOpMaIUsaTa
na Obe onoBecTeHa MyOIMUYHO.

5. Ilox xoopauHanusTa Ha AreHUUATA IbPKABUTE WICHKHU I0JaraT BCUUYKUA YCUJIUS B
paMKUTE Ha pa3yMHOTO Jia MIOCTUTHAT ChIVIacHe MO 00110 ChOOLIEHHE BbB BPb3Ka C
0e30MacHOCTTa Ha CHOTBETHHUS JIGKAPCTBEH MPOIYKT U MO rpaduImTe 32 HETOBOTO
pasnpoctpanenue. [lo uckane Ha AreHumsta KOMHTETHT 3a OIlEHKAa Ha pPHUCKa B
obnactta Ha ¢apMakoIOTHYHATa OAMTENTHOCT MPENOCTaBsl KOHCYITAlHUS OTHOCHO
T€3W ChOOIICHUS, CBBP3aHU ¢ O€30MaCHOCTTA.

6. Korato AreHuusta Uiy KOMIIETEHTHUTE OPraHU Ha Jbp)KaBUTE YJICHKH OMOBECTSIBAT
nyOnanuHo MHpopManuATa, nocoyeHa B naparpadu 2 u 3, BCHUKU JIMYHU JaHHU WIH
JTAHHU OT TOBEPUTEIIHO THPTOBCKO €CTECTBO, C€ 3AJIMYaBaT, OCBEH aKO IyOJIMYHOTO
YM OTIOBECTSIBaHE € HeOOXOAMMO 3a 3aluTaTa Ha OOIIECTBEHOTO 3/IpaBe.

PA3AET 3

PETUCTPUPAHE U JIOKJIAJIBAHE HA MTOJ0O3UPAHU HEXKEJAHU JEKAPCTBEHU
PEAKIIUN

Ynen 105

PezucmpupaHe U OOKNa08ane Ha nodosupaHu Hedceslanu 1eKkapcmeeru peakyuu om cmpana
Ha npumesicameliid Ha paspetueHuemo 3a mvpcoeusl

1. [IpuTtexkarenure Ha pa3pelieHHs] 32 ThProBUS PETHMCTPUPAT BCHUKHU MOJ03UPAHU
HEKEJIaHW JIEKapCTBEHW peakiuuu B Cbhr03a WM B TPETH AbpP’KaBH, OBEICHHU 10
TSXHOTO 3HAHHE, HE3aBHCHUMO Jald ca JOKJIAABaHU CIOHTAHHO OT MAllMCHTH WU
MEJIUIIMHCKU CHEHHAINCTH, WIM Cca HACTBhIWJIM B KOHTEKCTa Ha MPOYYBAHE CIE[
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MoJlyyaBaHe Ha paspellieHue, BKJIIOYUTENTHO IaHHHW, CBBbp3aHH C ymnoTpeba Ha
MPOJIYKTAa HE IO MpeIHa3HAYCHHE.

IIputexxkarenuTe Ha pa3peuieHUs] 3a THProOBUS TApAHTUPAT, Y€ TE3U JOKJIAIU ca
JIOCTBITHYU B €IMHHA TOYKa B paMKkuTe Ha Chlo3a.

Upes nmeporaiusi OT IIbpBa ajuHEsl MOI03UPAHUTE HEKEIIAHU JICKAPCTBEHH PEAKIIHH,
HACTHIIMIIM B KOHTEKCTa Ha KJIMHUYHO W3IUTBAHE, CE€ PETUCTPHUPAT U JOKIAJBAT B
cpotBercTBHE ¢ Permament (EC) Ne 536/2014.

IIputexarenure Ha paspelieHUs 3a THPrOBUS HE OTKAa3BaT Ja B3eMaT IPEABUL
JOKJIaAu 3a IOAO3MPAHM HEXKEIaHU JICKapCTBEHU peaklUMH, II0JIYy4YeHU II0
€JIEKTPOHEH BT WJIM 1O KAaKBBTO M Ja € OWJI0 Ipyr MOIXOASIN HaYHH OT MalUeHTH
WU MEIAUIMHCKH CIIELIUAIIUCTH.

[MpuTexaTennTe Ha pa3pelIeHUs 3a ThPrOBHUS MMO/aBaT 0 €JIEKTPOHEH BT B Oa3zara
JaHHU W B Mpekara 3a o00paboTka Ha JaHHHM, TocoyeHH B wied 101 ot
[mpepaborenust Permament (EO) Ne 726/2004] (,,0a3ara manam EudraVigilance®),
uH(opMaIKs 32 BCHYKH CEPUO3HU TMOJO03MPAHU HEXKEJTAHU JIEKAPCTBEHU pPEaKIIHH,
HacTbuiIu B Chblo3a WIK B TPETH IbP’KABU, B CPOK OT 15 MHU cliel] A€HS, B KOWTO
CHOTBETHHSAT MPHUTEKATEI HA pa3pelieHHe 3a ThPrOBHUS € Y3HAII 3a ChOUTHETO.

[TputexxaTenuTe Ha pa3pelIeHus 3a ThPrOBUS MO/IaBaT MO €JIEKTPOHEH MbT B Oa3zaTta
nanau EudraVigilance undopmarus 3a BCUYKY MOI03UPaHH HEKETaHU JIEKapCTBEHU
peaKIyu, KOUTO HE Ca CepHO3HHU, HACTHIMIN B ChI03a WM B TPETH AbPIKaBH, B CPOK
or 90 1HM cien JACHSA, B KOHTO CHOTBETHHUAT NPUTEKATEN Ha pa3pelicHHe 3a
THProBHS € y3Hal 3a CBOUTHETO.

3a nmexkapcTBEHM MNPOAYKTH, KOUTO CHABPKAT AKTHMBHHUTE BEIECTBA, MOCOUYEHU B
CIUChKa ¢ MyOnuKanuute, HaOMtOJaBaHU OT AreHuusTa chriacHo uieH 105 ot
[mpepabotenust Permament (EO) Ne 726/2004], mputexkaTenure Ha paspelieHus 3a
THProBUs HE ca JUIbXHM Ja JokiajgBaT B Oasata naHHu EudraVigilance
MOJIO3UPAHUTE HEXENaHW JIeKApCTBEHU PEaKIUH, BIHCAHU B MYOIHKAIMUTE OT
CIIMCBhKA, HO CIEOAT IisjlaTa Jpyra MEIWIMHCKA JIUTepaTypa W JOKJIaaBaT
JOKYMEHTHUPAHHUTE B HEsl TIOJI03UPAHU HEXKEIIaHU JIEKAPCTBEHU PEaKIIUHU.

[TputexaTenuTe HAa pa3pelicHHs] 32 THPrOBHS YCTAHOBSBAT MPOIECIYypU C IEI
MoJlydyaBaHe Ha TOYHHM U MPOBEPUMHU JaHHU 32 Hay4yHATa OIIEHKAa Ha JOKJIAIuUTE 3a
MOJIO3VMPAHK HEXEJIaH! JICKAPCTBCHH Peakiuu. Te ChIo Taka ChbOMpar mocieaBalia
uH(pOpMaIlisg OTHOCHO T€3M JOKJIAIU M BBBEXKIAT aKTyaluzupaHata uH(opMaius B
6azara nanuu EudraVigilance.

HpI/ITe)KaTCJ'II/ITe Ha paspelICHuA 3a TbpProBusa CU CbTpPyAHHUYAT C Ar CHIMATA U C
KOMIICTCHTHUTC OpPraHu Ha ObpPKABUTC YJIICHKH IIPU OTKPHUBAHCTO Ha )Iy6.]'H/IpaHI/I
JOKJIaay 3a MOAO3HUPAHU HCKCIIAHHU JICKAPCTBCHU PCAKIIUU.

HacrosimusaT 4ieHn ce npuiara mutatis mutandis 3a npeanpusiTus, KOUTO JIOCTaBAT
JIEKapCTBEHH TPOJYKTH, YNOTpeOsSBaHM B CBHOTBETCTBHE C wieH 3, maparpadu 1
i 2.

Ynen 106

PeeucmpupaHe U 0oKna08ane Ha I’lO@OSMpClHM Hedce/lanu 1eKkapcmeeru peakyuu om cmpana

Ha c)bpofcaeume YleHKU
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Beska appikaBa ujeHKa perucTpupa BCUYKU MOJO3WPAHM HEXKENAaHU JIEKapCTBEHU
peaklny, HACTHIIUIN Ha HEMHA TEPUTOPHUSI, KOUTO Cca JOBEACHU 10 HEHHOTO 3HAHUE
OT MEIUIMHCKH CIEUUAJINCTH M MalueHTH. ToBa BKJIIOYBA BCHUYKU pa3pelIeHH
JIEKAPCTBEHU MPOJIYKTU U JIEKAPCTBEHUTE MPOAYKTH, YIIOTPEOSIBAHU B CbOTBETCTBHUE
¢ wieH 3, maparpad | wimm 2. [IppkaBUTE€ UYJIEHKH BKIIOYBAT MAIlUCHTUTE |
MEAMIIMHCKUTE CIEIUAINCTH, 10 EeIEChOOPa3HOCT, B MOCIEABAIINTE JICHCTBUS BHB
Bpb3Ka C MOJY4YEHHTE OT TAX JOKJIaAU C OrJie[] Ha M3M'BJIHEHHETO Ha wieH 97,
naparpad 1, OykBu B) u ).

I[”bp)KaBI/ITe YWICHKH rapaHTupar, 4€ AOKJIaAWTC 3a TaKMBa PCaKHU MOorar Jga C€
nogaBatr 4pe3 HAUWOHAJIHUTC HMHTCPHCT MHOpTalu 3a JICKapCTBaTa WK IO APYIru
Ha4YHWHU.

HpI/I AOKJIaaW, MOJYYCHH OT HNPUTCKATCI Ha pa3pClICHUC 3a TbProBUs, AbPKABUTC
YICHKH, Ha YHUATO TCPHUTOPHUA € BB3HHMKHAJIA ITOJO3HMPAHATA HCIKCIIaHA JICKAPCTBCHA
peaknusda, MOrar Aa BKIKOYAT I[IPUTCKATCIIA Ha paspClHICHUC 3a TbProBUSA B
OCJICABAIIINTC HeﬁCTBHH BbB BPpb3Ka C IOKJIIaANUTEC.

I[”bp)l(aBI/ITe YICHKU CH CbTpyaAHHYAT C AFCHHI/IﬂTa U C IPUTCKATCIUTC Ha
paspC€iCcHusA 3a TbProBUA IIPpU OTKPHBAHCTO Ha IIY6J'II/IpaHI/I JOKJIaau 3a IOAO3UpPaHn
HCXKCJIaHU JICKAPpCTBCHU PCAKIINU.

B cpok oT 15 qHu ciies mojtydaBaHeTo Ha JOKJIaIUTe OTHOCHO CEPUO3HH MOI03MPaHH
HEKEIIAaHW JICKApCTBEHH PEaKIMM, MOCoYeHH B maparpad 1, IbpiKaBUTE UICHKH
noJaBar JOKJIAJNTE 110 eJCKTPOHEH IbT B 0azara nanau EudraVigilance.

B cpox or 90 nHu cnen mosyyaBaHETO Ha JAOKJIAAUTE, MOCOYEHHM B maparpad 1,
IbPXKABUTE UICHKM II0JABaT JOKIAAWTE OTHOCHO TIOJO3MPAaHU HEKEIAHU
JIEKapCTBEHU pEaKIUu, KOUTO HE Ca CEpPUO3HH, 110 €JIEKTPOHEH BT B 0azara JaHHU
EudraVigilance.

[TputexxaTenuTe Ha pa3pelIeHus 32 THPTOBUS HMAT JOCTHIT 0 JOKJIATUTE, TOCOUSHH
B Hacrosmus naparpad, upe3 6azara nanau EudraVigilance.

JIbpkaBUTe WIGHKH TapaHTHpar, 4Ye MJOKJIaJuTe 3a TIOJ03UPAHN HEKEeIaH!
JeKapCTBEHM DPEaKLMM, Bb3HUKHAIM B PE3YyJTaT Ha IpElIKH MpH yrnoTpedara Ha
JIEKapCTBEHHS TPOIYKT, KOUTO Cca JOBEACHH JIO TSAXHO 3HAHHE, C€ MPEJOCTaBAT Ha
pasnosioxeHue B 0Oazara nanHu EudraVigilance m Ha BCHMYKM OpraHu, CTPYKTYypH,
OpraHu3alliil WM WHCTUTYIIMH, OTTOBOPHM 3a 0€30MacHOCTTa Ha MAIMEHTHTE B
paMKUTE Ha ChOTBETHATa JbpXKaBa WieHKa. /IbpikaBUTE YICHKH TapaHTHpAT CBIIO,
Ye OpraHuTe, OTTOBOPHHU 3a JIEKAPCTBEHUTE MPOAYKTH B PAMKHTE Ha CHOTBETHATA
Jbp)KaBa 4JIeHKa, ca MH(OpPMHUpaHU 3a BCsKa MOJ03MPaHA HEXKellaHa JIEKapCTBEHA
peaKius, TOBEJeHA 110 3HAHMETO Ha BCEKHW JPYr OpraH B paMKHUTE Ha ChIIaTa
Ibp)KaBa uJeHKa. Te3d JOKJIaAM ce I0COYBAT IO TOJXOMAL] HAuYWH BbHB
dopmysipute o wien 102 ot [mpepaborenus Pernmament (EO) Ne 726/2004].

JIbpxaBuTe YIEHKM HE HallaraT Ha MPUTEXATEIUTE Ha pa3pelieHus 3a ThPrOBUS
HUKaKBHU AJOIIBJIHHUTCIHH 3adbJDKCHHUA 3a JOKJIIAABAHCTO Ha IMOAO3WPAHU HEKCIAHU
JIEKapCTBEHH PEaKIMK, OCBEH aKO TOBA HE € OIMpPaBJaHO MOPaIU MPUUUHU, CBBP3aHH
¢ AeHOCTHTE 1O (hapMaKOJIOTUYHA OUTEITHOCT.
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PA3IET 4

ITEPUOIUYHU AKTYAJMU3UPAHU JJOKJIATIM 3A BE3OITACHOCT

Ynen 107
Tlepuoouunu axmyanuzupanu 0ok1aou 3a 6€30nacHoOCm

[TputexkaTenure Ha pa3pellieHUs 3a ThProBUS I10/1aBaT B ATEHIUATA MEPUOJUYHU
aKTyaJM3UpaHH JOKJIAAH 32 6€30aCHOCT, ChbPIKALIH:

a)  0000IeHus Ha TaHHHUTE, UMAIX OTHOLICHWE KbM CHOTHOILICHUETO I0JI3a/PUCK
Ha JICKApCTBEHUsA MPOAYKT, BKIIOUHUTEIHO pE3yIATaTUTE OT BCUYKHU
IIPOYYBaHHUsA, KaTO C€ OTYUTA TAXHOTO MOTCHIHMAIHOTO BB3ACHCTBUE BBPXY
pa3penIeHUeTo 3a ThProBus;

0) Hay4YHa OLIEHKA HAa CHOTHOIICHUETO TOJI3a/pUCK HA JIEKAPCTBEHUS MTPOAYKT;

B) BCUYKM JAaHHH 3a obeMa Ha HpO,Z[a)K6I/ITe Ha JICKAapCTBCHUA IIPOAYKT H
BCSKAaKBU JaAHHHW, KOUTO Ca HAa PAa3NOJOXKCHHUC HA NPUTCKATEIIA Ha Pa3pCUICHUC
3a TbpProBusda, CBbBP3aHU C HNOPCAINHUCAHUTC KOJIHMYCCTBA, BKIIOYHUTCIHO
HpI/I6JII/ISI/ITeJIHa OIICHKa Ha YHMCJICHOCTTAa Ha HACCICHHCTO, H3JIO0KCHO Ha
BLSHeﬁCTBHCTO Ha JICKapCTBCHUSA NPOAYKT.

B nmannuTe, mpemocraBeHH B CHOTBETCTBHE C I'bpBa aluHes, OyKBa B), ce IpaBU
pasrpaHMyYeHHE MeXIy NpoJaxOuTe u odemure, reHepupaHu B pamkure Ha Cbro3a,
U T€3H, FreHepupaHu u3BbH Chro3a.

Onenkara, mocoyeHa B naparpag 1, mppBa anuHes, OykBa 0), ce OCHOBaBa Ha BCUUKHU
HAJIMYHU JITAHHU, BKJIIOUYUTEJIHO JAHHUTE OT KJIMHUYHU M3MUTBAHUS, MIPOBEICHU 3a
HEPa3pELICHN TeParleBTUYHU MIOKa3aHUs U IPYIU OT HACEIEHUETO.

[TepuonuyHNTE aKTyaIM3UpaHU JOKIAAU 3a O€30MacCHOCT e MOJaBaT 10 €JIEKTPOHEH
IbT.

AreHIuATa MPEOCTaBs JOKIAIUTE, MOCOUeHU B maparpad 1, Ha pa3moyiokeHue Ha
KOMIETEHTHUTE OPTraHu Ha JbpKaBUTE WICHKU, KaKTO W Ha uleHoBeTe Ha Kommurera
3a OlLIEHKa Ha pucKa B o0jacTTa Ha (apMakojormyHara 6aurenHocT, Ha Komurera
0 JICKAPCTBEHUTE MPOJYKTH 332 XyMaHHA ynoTpeda 1 Ha KOOpJUHAIIMOHHATA TPyTIa,
upe3 XPaHWIHIIETO, TTOCOYEHO B ywren 103 oT [mpepaboTenus
Pernament (EO) Ne 726/2004].

Upes peporamms ot maparpad | mpurexarenuTe Ha pa3perieHus 3a THPrOBHS C
JIEKapCTBEHHU NPOAYKTH, IIOCOUYEHU B 4UjieH 9 win B ujeH 13, u npurexareiaure Ha
perucTpanmsi 3a JEKapCTBEHHW NPOMYKTH, TOCOYeHW B WieH 126 wmu wwien 134,
naparpad 1, monaBar nepuoIUYHHU aKTyaJlM3UpaHU JOKJIAIU 3a O€30MacHOCT 3a TE3H
JIEKapCTBEHU MTPOJYKTH 10 KOMIIETEHTHHS OpPTraH caMo B CIIEIHUTE CIy4au:

a) KOraTO TOBa 3aTBbJDKCHHE € 3aJI0)KEHO KaTo YCJIOBHE B pa3pelieHUETo 3a
THPTrOBUSI B CbOTBETCTBUE C ujieHOBE 44 uinu 45; nunmn

6) IIPpU IMMOUCKBAHE OT KOMIICTCHTCH OPraH mopajau OmnmacCHusA, CBbp3aHu C JaHHUTC
3a (bapMaKonoquHaTa GHHTCHHOCT, WM TIopaJgu JMIiCa Ha MNCpUOANYIHU
AKTyaJIM3upaHu AOOKJIagu 3a 0€30I1acCHOCT BBB Bpb3Ka C AKTHUBHO BCHICCTBO
CJICO N30aBaHCTO Ha pa3pCIICHUCTO 3a ThbpTOBHA.
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JlokmaguTe 3a OIEHKAa Ha MEPUOAMYHHUTE aKTyaJM3MpaHU JOKJIAAW 3a 0e30MacHoOCT,
NIOCOYEHH B IIbpBA aJHMHEs, CE MpPeAaBaT OT KOMIETEHTHHs opraH Ha Komurera 3a
OLICHKA Ha pUCKa B 00jacTTa Ha (papMakoJormyHaTa OJUTETHOCT, KOMTO IpereHsBa
JIali € HEOOXOAMM €MHEH JOKJIAJ 3a OLEHKA 32 BCUUKU Pa3peIICHHs 32 ThProBUs
[0 OTHOUIEHHE Ha JICKApPCTBEHU MNPOAYKTH, CHIBP)KAIIM €THO U CHIIO AKTUBHO
BEIIIECTBO, U yBEJIOMSBA CHOTBETHO KOOpAMHAIMOHHATa rpyna uian Komutera mo
JIEKapCTBEHUTE MPOIYKTU 32 XyMaHHA yHoTpeda ¢ Ie NpuiiaraHe Ha MpOoLeaypuTe,
npeasuaeHu B wieH 108, maparpad 4 u uien 110.

Ynen 108
Yecmoma na nepuoouyHume aKmyaiusuparu 00K1aou 3a 6e30nacHocm

YecToTaTa Ha MMO/IaBaHE HA MEPUOUYHUTE aKTYIU3UPAHH JTOKJIAIH 32 OE30MaCHOCT
Ce OIpe/eNisl B Pa3peIICHUETO 32 ThPrOBHSL.

I[aTI/ITe Ha I1oaaBaHC B CBOTBCTCTBHUC C OIIPCACIICHATA 4YCCTOTAa CC HU3YUCIIABAT OT
Jarara, Ha KOATO € U3JaZICHO pa3pClICHUCTO 3a TbProBUs.

[Iputexxarenure Ha pa3penieHus 3a ThbproBus, uzaaaeHu npenu 21 romm 2012 1., 3a
KOUTO YECTOTaTa MM JATUTE Ha [10/IaBaHE Ha NMEPUOJUYHU aKTyallu3UpaHH JOKIAAU
3a 0e30IacHOCT HE Ca 3aJ0KEHU KaTo YCJIOBHE B Pa3pelICHHETO 3a ThpPrOBHS,
[0/1aBaT NEPUOANYHU aKTyaJlM3UpaHU JIOKJIaau 32 0€30IacCHOCT B CHOTBETCTBHUE C
BTOpaTa ajuHes], J0KaTo Apyra 4ecToTa Uil JPYTd JaTd Ha MoJaBaHe Ha JOKIJIAIUTe
He OBbAAT 3aJ0KEHU B PA3PELICHUETO 3a ThPrOBUS UM ONPEJEIECHU B CbOTBETCTBHE
c maparpacu 4, 5, u 6.

[leppuoanuHuTe aKTyaJM3MpaHUd MAOKJIAAM 3a OE30MAaCHOCT ce MpEeACTaBIT Ha
KOMIIETEHTHUTE OpTaHU He3a0aBHO MPU MOKUCKBAHE:

a)  KOraro JIeKapCTBEHHUAT MPOJIYKT BCE OLIE HE € IMyCHAT Ha Ia3zapa — Hal-Majko
Ha BCEKM IIIECT Mecela cliel] U3JaBaHEeTO Ha Pa3pelIeHUETO 32 ThPrOBUS U JI0
IIyCKaHeTo Ha Masapa;

6)  KoraTo JEeKapCTBEHMAT MPOAYKT € IyCHAT Ha Ma3apa — Hal-MaJIko Ha BCEKH
HIECT Mecela Ipe3 IbPBUTE JABE T'OJUHU CIEJ ITbPBOHAYAIHOTO IyCKaHE Ha
nasapa M BEAHBXK TOAMILHO IIpe3 CIEABAlUTE ABE I'OJMHHU, a CIe] TOBAa Ha
WHTEpBaJ OT TPU TOAUHHU.

[Taparpad 2 ce mnpwiara cbIIO Taka 3a JIEKApPCTBEHUTE NPOAYKTH, KOUTO ca
pas3pelIeHn caMo B €JHA JbprkaBa YJeHKa U 32 KOUTO He ce mpuiara naparpad 4.

Koraro nexapcTBeHUTE NPOLYKTH, IPEIMET HA Pa3IMYHU pa3pellieHus 3a ThproBus,
ChABPXKAT CHUIOTO AKTHMBHO BEIIECTBO MJM ChlIaTa KOMOMHAIMs OT aKTHBHU
BEIIIECTBA, YeCTOTaTa MM JAaTUTE Ha IMOJaBaHEe Ha MEPHOAMYHHUTE aKTyaIU3HpaHH
JIOKJIaIX 3a 0€30MacHOCT, MPOU3TUYAIIM OT IpUIaraHeTo Ha naparpagu 1 u 2, morar
na ObIaT M3MEHEHU M XapMOHU3HpPaHW, 3a Jla MOXe Ja ObJie M3BBbpIICHA eIUHHA
OlICHKa B KOHTEKCTa Ha Mpolelypa Ha IOJENssHE Ha paboTaTa BBB BpPbB3Ka C
NEPUOJIMYHUS aKTyaTU3UpaH JOKIaa 3a 6€30MacHOCT U J1a ce onpeaeian pedepeHTHa
nata Ha Cblo3a, OT KOSITO J1a CE€ M3YKCIABAT JaTUTE HA MIOJJaBaHe.

XapMOHM3HMpaHaTa 4eCTOTa Ha MOJIAaBAaHETO Ha JOKJIaauTe U pedepeHTHaTa Jara Ha
Cpro3a Morat ga ObJar ompezeseHu, ciel KoHcynranus ¢ KomureTa 3a oneHka Ha
pucka B o0acTTa Ha papMaKoJOTHIHATa OJAUTEIHOCT, OT €AUH OT CICTHUTE OPTaHu:
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a)  Komwrera mo JiekapcTBEHUTE MPOAYKTH 32 XyMaHHA yrnorpeba, KOraTo IOHe
€IHO OT pa3pelIeHUsITa 3a ThPrOBUS 3a JICKAPCTBEHH MPOAYKTH, ChIbPKAIIN
CHOTBETHOTO AaKTHBHO BEIIECTBO, € TMPEIOCTaBEHO B CHOTBETCTBHE C
[EHTpaIu3upanara Mpoleaypa, MpeABHACHA B WieH 3 OT [mpepaboTeHus
Pernament (EO) Ne 726/2004];

0) KOOpIMHALIMOHHATA rPyIa, B CIyyau, pa3IiyHU OT IOCOYCHHUTE B OyKBa a).

XapMOHHM3MpaHaTa 4eCTOTa 3a II0JJaBaHe Ha TOKJIAJNTE, ONPEEIcHa ChINIACHO IIbPBa
U BTOpa alMHEs, Ce OMOBecTsABa MyOnu4yHo oT AreHuusra. [lpurexarenure Ha
paspenicHusA 3a TBPrOBUS CBOTBETHO IPEACTABAT 3asABJICHHE 3a IMPOMsAHA Ha
pa3peneHueTo 3a ThProBusl.

3a nenute Ha naparpad 4 pedepentHara nara Ha Cpio3a 3a JIEKAPCTBEHHU MPOIYKTH,
ChABPKAIIM CBHIIOTO AKTUBHO BEIIECTBO WJIM ChIaTa KOMOMHAIMS OT AKTUBHHU
BEIIIECTBA, € €/IHA OT CICAHUTE:

a)  Jarara, Ha KOSTO € U3JaJeHO I'bPBOTO pa3pelieHue 3a Tbprosus B Cbro3a Ha
JIEKapCTBEHUSI MPOAYKT, CBHABPHKAILl CHOTBETHOTO AKTHBHO BEIIECTBO WU
ChOTBETHATa KOMOMHAIIMS OT AKTUBHH BEIIECTBA;

0) ako jJaraTta, mocoueHa B OykBa a), HE MOe J1a ObJle yCTaHOBEHA, Hal-paHHATa
OT M3BECTHHTE JaTH Ha Pa3pelICHUATAa 3a THPTOBHUS C JICKAPCTBEH MPOAYKT,
ChABPIKAI ChOTBETHOTO aKTHMBHO BEIIECTBO MJIM ChOTBETHATA KOMOMHAIIHS OT
aKTHBHHU BEILECTBA.

[TputexxaTenuTe Ha pa3pelieHHs 3a ThProBHs MMaT IpPaBO Ja M0/aBaT UCKaHMS 10
Komurera mno sekapcTBEHUTE MPOAYKTH 3a XyMaHHa ymorpedba wWiId [0
KOOpJIMHAIIMOHHATA IpyNa, CIOope] ciaydas, 3a onpeaesHe Ha pedepeHTHH JaTu Ha
Cplo3a WM 3a IpoMsiHA Ha YECTOTaTa Ha MO0JIaBaHE HA MEPUOJANYHU aKTyalIUu3UpaHU
JIOKJIa/IM 32 6€30IaCHOCT Ha €THO OT CJIEIHUTE OCHOBAHUS:

a)  IPUYHMHU, CBBP3aHH C OOIIECTBEHOTO 3/PaBe;
6) 3anace uzberHe nxy0OnMpaHe Ha OLCHKA,
B)  3a]a ce IIOCTUTHE XapMOHH3AIMs Ha MEXK/yHapOIHO PaBHHUIIE.

Te3n wuckanusi ce mojaBaT B mucMeHa ¢opMa M ca HaUIeKHO OOOCHOBAHH.
KomuteTpT 1O JeKapcTBEHHWTE MNPOAYKTH 3a XyMaHHa ymnorpedba WiH
KOOpJMHAIIMOHHATa Tpyma, cled MpOoBekIaHe Ha KoHcynrtanus ¢ Komwurera 3a
OIICHKAa Ha pHUCKa B oOyiacTTa Ha (apMakoJOTHYHATa OJUTEITHOCT, OJ00psSBa WM
OTXBBPJIS T€3U UCKaHMs. Beska mpoMsiHa Ha JaTUTE WM YeCTOTaTa Ha TMOoJaBaHE Ha
NEPUOIMIHUTE aKTyaIH3UpaHH JOKIaIu 32 0€30IMacHOCT ce OTOBECTsBa MyOINIHO
ot Arennusra. [Ipurexarenure Ha pa3pemieHus 3a ThProBUsS CbOTBETHO MPEACTABST
3asBJICHHE 3a TIPOMSIHA Ha Pa3peIICHUETO 32 ThPTOBHSL.

AI‘GHL[I/IHTa OIIOBECTsABA Hy6HI/I‘{HO CIIMCBK Ha pe(l)epeHTHI/ITC JaTu Ha Cpio3a 1
YeCTOTAaTa HAa NOJABAHEC HA MEPUOANYHUTE aKTyaJIU3UpPaHU JOKIaIu 3a 0e30macHOCT
Ha CBPOHCﬁCKHﬂ HUHTCPHCT IMOPTAJ 3a JICKapCTBaTa.

Bcesika IMpoMsHa Ha JaTUTC Ha IIOoAaBaHC MW Ha 4YeCTOTaTa Ha MIICPUOJUYHHUTC
aKTyaJIM3upaHu JOKIAIHN 32 O€30MacCHOCT, OMPEICTICHH B Pa3peUICHHUATA 32 ThPTrOBHUS
B pe3yJTaT Ha NpwWiaraHeTo Ha maparpadu 4, 5, u 6, mopaxaa JACUCTBUE YETUPH
Mecela clie/1 fatata Ha MyOJIMKyBaHe, TOCOUeHa B IIbPBa aJluHes!.
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Ynen 109

Oyenka Ha nepuoouyHume aKmyanu3upanu 00KIaou 3a 6e30nacHocm

KoMmrereHTHHTE OpraHdM Ha Jbp)KaBaTa WICHKA OLICHSIBAT MEPUOAMYHUTE AKTyaIU3UPaHU
JOKJIaaAM 3a Oe30macHOCT, 3a Ja ONpeNessT Jadd ca HajWie HOBH PHUCKOBE, Jald ca
HACTHIMJIM IPOMEHU B PHCKOBETE, KAKTO M JalM Ca HAJHIE NMPOMEHH B CHOTHOIICHUETO
M0J13a/PUCK HA JICKAPCTBEHUTE POITYKTH.

Ynen 110
Eounna oyenxa na nepuoouunume axmyanuzupanu 00OKiaou 3a 6e30nacHocm

Enunna OLIGHKAa Ha TMEPUOJAMYHUTE aKTyaJu3UpaHW AOKJIAad 3a OE30MacHOCT ce
W3BBPIIBA 3a JIGKAPCTBEHU NPOJIYKTH, Pa3pelIeHH B IOBEUE OT €HA IbpKaBa
YlieHKa, a B ciy4auTe, nmocoueHu B wieH 108, maparpadu 4, 5 u 6 — 3a BCHUKH
JIEKAPCTBEHU TPOJYKTH, KOUTO ChIBPKAT CHIIOTO AaKTUBHO BEIECTBO WJIM ChIATa
KOMOHMHAIMS OT aKTUBHU BEILIECTBA M 32 KOMTO Ca yCTaHOBEHU pedepeHTHa JlaTa Ha
Cpl03a 1 4eCTOTa HA NMEPUOMYHUTE aKTYaTU3UPaAHU JOKIaAM 3a 6€30MacHOCT.

Enunnara oneHka ce HU3BbpHIBA OT:

a)  Jbp)KaBa WICHKA, OMpEICJIeHA OT KOOPAMHAIMOHHATA TpyIa, KOTaro HHUTO
€IIHO OT ChOTBETHUTE Pa3pellICHHs 32 ThPrOBUSA HE € U3/aJ€HO B ChOTBETCTBUE
C LEHTpaJM3UpaHaTa MPOIEAypa, MPEABUACHA B WICH 3 OT [mpepaboTeHus
Pernament (EO) Ne 726/2004];

0) goximamuuk, ompexaeneH or Komwurera 3a oleHka Ha pucka B o0OiacTra Ha
dapmakonornyHara OAMTETHOCT, KOTaTo TOHE €IHO OT CBHOTBETHUTE
paspenieHns 3a THProBHS € W3JaJICHO B CHOTBETCTBHE C IIEHTpaIM3MpaHaTa
npoueaypa, MpeBUIeHA B yieH 3 oT [mpepaboTeHus
Pernament (EO) Ne 726/2004].

[Ipu u3zbopa Ha nabpkaBa YJeHKa B CHOTBETCTBHE C BTOpa aluHes, OyKBa a)
KOOpJMHAIIMOHHATA Tpyma B3eMa MPEABHJ Jald HSIKOS JIbpKaBa WICHKA €
pedepeHTHa IbpXKaBa 4YIEHKa B CHOTBETCTBHE C pasmopendute Ha riasa lll,
pasznenu 3 u 4.

JIbpxkaBaTa WiIEHKAa WIM CbOTBETHO JOKJIAAUUKBT U3TOTBS JOKJIAA 3a OLEHKA B CPOK
oT 60 THU OT MOJIy4aBaHETO Ha MEePUOJANYHUS aKTyallu3upaH J0KJIaja 3a 6€30MacHOCT
U TO M3MOpalia Ha ATEHIUATa U HAa CHOTBETHUTE AbPXKaBU UJICHKH. ATEHLUSATA
U3Mpalla JoKJIaaa Ha MIPUTEKATeNs Ha Pa3pelIeHHeTO 32 ThPrOBHUSL.

I[’bp)i(aBI/ITe WICHKA W TMPUTCKATCIIT HAa Pa3pCHICHUCTO 3a ThProBUd MOraT Oa
MNpEaACTaBAT KOMCHTapH Ha AFGHHI/IS[T& M Ha OOKJIag4YWKa WJIW ObprKaBaTa YJICHKa B
CpOK OT 30 JHU OT NNOJIYYaBaHCTO Ha JOKJIaZd 3a OLICHKA.

B cpox or 15 gHM OT mody4YaBaHe Ha KOMEHTApuTe, MOCOYEHHW B maparpad 2,
JOKJIAAUYUKBT WK JbprKaBaTa WICHKA aKTyalu3upa JIOKJIaja 3a OIlEHKa, KaTo B3ema
MpEeJIBUJI BCUUKH MPEICTaBEeHH KOMEHTapH, U ru npemnpaia Ha Komurera 3a oneHka
Ha pUcKa B oOnactra Ha (hapmakonornyHata 6autenHocT. KoMuTeThT 3a olleHKa Ha
pucka B oOyiactta Ha (hapMakoJOTUYHATA OJUTETHOCT MpHUEeMa Ha CJEABAIIOTO CH
3acelaHue JOKJIana 3a OIEHKAa ChC MM 0e3 NONMBIHUTEIHM U3MEHEHHS U U3/aBa
npenopbka. B mpemopbkaTa ce TmOcoYBAaT pa3lidyaBalllUTEe C€ TMO3MIHUUA H
OCHOBaHUSTA 3a TiIX. ATEHIUATAa BKJIIOYBA MPUETUS JOKJIA] 32 OLEHKa W
npenopbKara B XPaHWIMILETO, Ch3AaleHO chriacHo wieH 103 ot [mpepaboTeHus
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Pernament (EO) Ne 726/2004], u ru mpemnparia Ha TPUTEXKATEIs Ha pa3perieHUETO
3a ThPrOBHA.

Ynen 111

Pezynamopro oeticmsue no omuowerue Ha nepuoOUdHUMe AKMyaiusupanu 00K1aou 3a
be3zonacHocm

Crnen oreHkara Ha MEPUOJWYHUTE AKTYaJM3UPAHH JOKIATd 332 0€30MacHOCT, IOCOYEHU B
wieH 107, KOMIOETEHTHUTE OpPraHu Ha JIbP’KaBUTE WICHKH MPELEeHSBAT Al € HeOOXOAUMO
HSIKaKBO JICCTBHUE MO OTHOILIEHUE HAa Pa3pElICHUETO 32 ThPrOBHs 32 CbOTBETHUS JIEKAPCTBEH
OPOAYKT W 3ala3BaT, IPOMEHST, CIUpaT JEHCTBHETO WM OTMEHSAT pa3pelIeHHeTo 3a
TBPTOBHUSI, CTIOPE CITy4ast.

Ynen 112

IIpoyeodypa 3a pecynamopno deticmeue no OmHouleHue Ha NepUOOUYHUMe aKmyaiu3upanu
ooxiaou 3a 6e3onacHocm

1. B cnywaii Ha eguHHA OILICHKA HA MEPUOJUYHHUTE AaKTyaJIM3UPAHH OKJIaJAH 3a
Oe3omacHOCT B choTBeTcTBUE ¢ wieH 110, maparpad 1, B kosiTo ce mpenopbyuBa
JIEUCTBUE IO OTHOIIECHUE HA MOBEYE OT €IHO Pa3pellIeHHEe 3a THPTOBHs, KOETO HE
BKJIIOUBA IIEHTPAIM3UPAHO pa3peuieHrue 3a ThProBus, B cpok oT 30 mHu OT
[I0JTy4aBaHETO Ha JIOKJIaJa 3a OlLIeHKa, U3roTBeH oT KoMureTa 3a olieHKa Ha pHUCKa B
obnactTa Ha apMaKoJIOTHYHATA OUTEIHOCT, KOOPAUHALIMOHHATA TPyIla pasriiexaa
JIOKJIaja 3a OLEHKa U IOCTHIa ChIVIacMe€ MO IMO3UIUS OTHOCHO 3ala3BaHETo,
MpOMsiHaTa, CIIUPAHETO Ha JCHCTBUETO WJIM OTMSHATAa HA ChbOTBETHUTE Pa3pelICHUs
3a ThPrOBUS, BKIIOUATEITHO rpadvK 3a U3IIBIHEHNE HA ChIIacyBaHATa MO3UIIHS.

2. AKO B paMKHMTe Ha KOOpIMHALIMOHHATa Ipyna MpeACTaBEHUTE Ibp)KaBU UICHKU
IOCTUTHAT CHOpPa3yMEHUE C KOHCEHCYC OTHOCHO JEHCTBHETO, KOETO TpsiOBa na ce
IpeaIpueMa, IMpeAce]aTeNIAT PErucTpupa CIOpasyMEHHETO M IO H3Ipalla Ha
IpUTEXKATENs Ha Pa3pelIeHUETO 32 ThProBUS U Ha Ibp’KaBUTE WIEHKU. JIbprKaBUTE
YJICHKU TpeArpueMaT HeoOXOJMMHUTE MEpKU 3a 3ala3BaHe, NPOMsHA, CIIUpaHe Ha
JEHCTBUETO WM OTMsIHA Ha ChOTBETHUTE pa3pelIeHUs 3a ThPrOBUS B CbOTBETCTBUE C
rpaduka 3a U3MbJIHEHUE, IPEIBUIEH B CIIOPAa3yMEHUETO.

B cnydaii Ha mpomsiHa mpUTEXaTeNsAT Ha pa3pelieHueTo 3a ThProBHUS IOJaBa [0
KOMIIETEHTHUTE OPraHM Ha JbP)KaBUTE WIECHKU MOJIXOJSAIIO 3asBJICHUE 3a MPOMSHA,
BKJIIOUBAIIO aKTyaJU3MpaHa KpaTka XapaKTepUCTHKA Ha MPOJyKTa U aKTyalu3upaHa
JMCTOBKA, B PAMKHTE Ha ONpeaeeHns rpaduk 3a U3IbIHEHUE.

AKO He Mo)e Ja ObjJe MOCTHTHATO CIIOpa3yMEHHE C KOHCEHCYC, MO3ULHUATa Ha
MHO3MHCTBOTO OT JBP>KaBUTE WICHKH, IPEJCTABEHH B KOOPIMHAIMOHHATA IpyIa, ce
npenasa Ha KoMucusiTa, KosITo mpuiiara mporieypara, peBuIeHa B WwieH 42.

Korato crnopa3ymeHHeTo, MOCTUTHATO OT JAbPXKAaBUTE WIEHKH, IPEICTABEHU B
KOOpJAWHAIIMOHHATA TPYTIa, WX MO3UIHMITAa HA MHO3HHCTBOTO OT JBP)KaBUTE WICHKH
ce pasiuuaBa OT mHpenopbkara Ha KomwureTa 3a oljeHKa Ha pHucka B objacTra Ha
dapmakosornyHata OAMTETHOCT, KOOpPAMHALIMOHHATa TIpyna mpujara KbM
CIOpa3yMEHHETO WM TO3UIHUATa HAa MHO3MHCTBOTO IOJAPOOHO OOsICHEHHE Ha
HAayYHUTE OCHOBAHHMS 32 Pa3INUMATA, 3a€THO C IPEHOPBHKaTa.

3. B ciywaii Ha eIMHHA OLEHKAa Ha IIEPUOAWYHU aKTyaJU3UpPAaHU JOKJIaaAu 3a
O6e3omacHOCT B cboTBeTcTBHE ¢ wieH 110, maparpad 1, B KoATO ce mpemnopbuBa
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JeIiCTBHE M0 OTHOIICHHE Ha MOBEYE OT €HO Pa3pelleHHe 32 ThProBUs, BKIIOYBAIO
MOHE €HO IEHTPAIM3UPAHO pa3pelieHue 3a TbProBus, B Cpok oT 30 gHU OT
noJlyyaBaHeTo Ha Jokiaga Ha KomuTera 3a oleHka Ha pucka B oOiacTTa Ha
dapmakomoruunata OaurenHocT KOMHTETHT MO JIEKApCTBEHUTE NPOAYKTH 3a
XyMaHHa ynoTtpe0a pas3riiex/ia AoKJaa 1 MpueMa CTaHOBHUIIE OTHOCHO 3aIla3BaHeTo,
ImpomMsHarta, ClIMpaHCTO Ha I[GflCTBI/ICTO HJIM OTMAHATa Ha CbOTBCTHUTC PA3PCUICHUA
3a ThProBHs, BKIIOUUTEIHO TpaduK 3a U3MbIHEHHE HA CTAHOBULIETO.

Korato cranoBumero Ha Komurera mo JIEKapCTBEHUTE IIPOAYKTH 3a XyMaHHa
ynotpeba, mocoueHo B maparpad 3, ce pasnuuaBa oT npenopbkara Ha Komurera 3a
OIICHKa Ha pUCKa B oOyiacTTa Ha (apMakojorudHara OauTenHocT, KOMUTETHT 1O
JICKApCTBEHHUTE TPOJIYKTH 32 XyMaHHa yrnorpeba mpuiara KbM CBOETO CTaHOBHIIE
noapoOHO OOsiICHEHME Ha HAyYHHTE OCHOBAHMSA 3a pa3IMyMsiTa, 3aeIHO C
npenopbKara.

B®b3 ocHoBa Ha craHoBuIIeTO Ha KoMuTeTa 10 JIeKapCTBEHUTE MIPOLYKTH 3a XyMaHHa
ynotpeba, mocoueHo B maparpad 3, Komucusita, upe3 akToBe 3a U3IIbJIHEHUE!

a)  Tpuema pelieHue, YUUTO aapecaT ca IbP)KaBUTE WICHKH, OTHOCHO MEPKUTE,
KOUTO TpsAOBa Ja ce MpeanpueMar IO OTHOLIEHHE Ha W3AaJeHUTE OT
JbPKABUTE WYJIEHKU pa3pellieHuss 3a TbhProBUS, KOWUTO ca IMPEIMET Ha
npoueaypara, IpeABUACHa B HACTOSALMS pa3aeil; U

0) Korato B CTAaHOBHIIETO CE IOCOYBA, Y€ € HEOOXOIUMO PETryJIaTOpHO ACHCTBUE
10 OTHOIICHHWE Ha Pa3pelICHUETO 3a ThPrOBHs, MPHEMa PEIICHUE 3a MPOMSIHA,
CIHpaHe Ha JCHCTBHETO WM OTMSIHA HAa IECHTPATH3HPAHUTE pa3peuieHus 3a
THPrOBUS,—KOUTO ca MpeaMeT Ha Npoleaypara, NpelBHIEHA B HACTOSIIUSL
paszzen.

Unen 42 ce mpunara mno OTHOIICHHE HAa MPUEMAHETO Ha PEIIEHUETO, MOCOYEHO B
naparpad 5, OykBa a), ¥ MO OTHOIIEHHWE HA HETOBOTO HU3IBJIHEHUE OT IbpP>KABHUTE
YIICHKH.

3a pemeHueTo, mocoueHo B maparpad 5, OykBa 0), ce mpuiara wieH 13 or
[mpepabotenust Pernmament (EO) Ne 726/2004]. Koraro Komucusita mpueme TakoBa
pelIeHne, TS MOKE Jia MpUeMe U PelIeHUe, YNUTO aapecaTd ca JbPKABUTE YICHKHU
chriacHo wieH 55 ot [npepaborenus Perimament (EO) Ne 726/2004].

PA3JIEI 5

YCTAHOBSIBAHE HA CUTHAJIU

Ynen 113
Monumopune u ycmanogsgare Ha CUSHaIU

Ilo oTHOmIEHME HaA JIEKAPCTBEHHUTE NPOIYKTH, pa3pelIEeHd B CBOTBETCTBUE C
rnasa III, xomMneTreHTHUTE OpraHu Ha IbPKABUTE WICHKU, B CHTPYAHUYECTBO C
AreHnusTa, IpeINpHUEeMaT CIETHUTE MEPKHU:

a)  OCBIIECTBSBAT MOHHTOPHHT Ha pe3yJTara OT MEPKHTE 3a CBEXKJAaHE Ha pUCKa
0 MUHUMYM, ChIBP)KAIlld C€ B IUIAHOBETE 3a YIpaBJICHUE Ha pPUCKA, U OT
M3MBJIHEHUETO HAa YCJIOBUSTA, MOCOYEHH B wieHOBE 44 u 45, U Ha BCUYKHU
3a0bKEHHSA, HAIOKEHU B ChOTBETCTBYE C WieH 87,

0)  oueHSABAT aKTyalU3al[MHUTE Ha CUCTEMAaTa 3a yIpaBJIeHUE HAa PUCKA;

138

BG



BG

B)  OCBIIECTBSABAT MOHUTOPUHT Ha JaHHUTE B O0a3ara nanuu EudraVigilance, 3a na
OTIPEICIIAT Jalld Ca HAJIWIIE HOBU PHCKOBE, JAJIM Ca HACTHIIMIN TPOMEHU B
PUCKOBETE, KAaKTO MW Jalh Te3d PHUCKOBE OKa3BaT BIMSIHHE BBPXY
CHOTHOIIIEHUETO IMOJI3a/PHUCK.

KomuterhT 3a OIlcHKa Ha pucka B obOiactrta Ha (papmakojormyHatra OJUTETHOCT
H3BbBPIIBA IbPBOHAYAIHUA aHAJIUW3 U IMOAPCIKIAA IO IMPUOPUTCT CUTHAJIUTC 3a HOBU
PHCKOBE, 33 PHUCKOBE, B KOHWTO Ca HACTBIMIM IPOMEHH, WM 3a IMPOMEHH B
chOoTHOLICHUETO moi3a/puck. Koraro KomutersT mnperneHu, 4e Moxe Ja ca
HEOOXOJIMMU TIOCJIC/IBAIIN JICHCTBHS, OI[CHKAaTa Ha TE3W CUTHAJIH M CHIIIACYBAHETO
Ha €BCHTYaJHO INOCJICABAIIO JCHCTBME II0 OTHOUICHHWE HA pa3pEUICHUETO 3a
THPrOBUsSI CE M3BBPIIBAT 1O rpaduK, CHOTBETCTBAIl HA 00XBaTa U CEPUO3HOCTTA HA
BBIIPOCA.

AreHIMsATa, KOMIIETCHTHUTE OPraHU HAa IbPXKABUTE WICHKH W IMPUTSHKATEIAT Ha
pa3peuieHneTo 3a THProBuUs ce HH(OpMUpAT B3aMMHO, B Cily4ail dYe ObaaT
YCTAHOBCHU HOBH PUCKOBE, PUCKOBE, B KOUTO Ca HACTHITMINA POMEHH, HITH TPOMEHU
B ChOTHOIIICHUETO IOJI32/PHUCK.

Jbp>KaBUTE YIEHKM TapaHTUpaT, 4€ MPUTEKATEIUTE HA Pa3pelICHUsA 3a ThProBUSA
uHPOpMHpAT ATCHIIUATA © KOMIETCHTHUTE OPraHu Ha IbPKABUTE WICHKH, B CIydai
ye ObJIaT YCTAHOBEHU HOBH PUCKOBE, PUCKOBE, B KOUTO €A HACTBIIWIN IIPOMEHH, UIIH
IIPOMEHHU B CHOTHOIIEHUETO I0JI33/PHUCK.

PA3IEJ 6

CHENIHA MPOLIEAYPA HA CBIO3A

Ynen 114
3aoeiicmeane na cnewnama npoyedypa na Cviosa

Ha ocHoBanme Ha omaceHHs, MPOW3THYAIIM OT OIIEHKATa Ha JAHHHW, CBBP3aHH C
neHocTH 1o (apmakojoruyHa OIUTENHOCT, JbpkaBa wieHka uiu Komwucwusra,
cropex ciydas, 3aAelCTBa NpoLeAypaTa, INpeIBUAEHA B HACTOAIIMSA pa3jeln
(,,cremmHa mponeaypa Ha Cpro3a®), Karo yBeAOMsIBA JIPYTUTE AbP)KABH UICHKH,
Arennusita u Komucusita, KoraTo:

a)  oOMwHcCIs criMpaHe Ha JeMCTBUETO WM OTMSIHA Ha pa3pelleHne 3a ThProBHs;
06) oOmucns 3a0paHa Ha MpeAJIaraHeTo Ha JIEKapCTBEH MPOIYKT;
B)  OOMMCIS OTKa3 3a OJHOBSBAHE HA pa3pelleHe 32 ThPrOBUs; TN

I) € yBeJOMEeHa OT TpUTEeKATeNs Ha pa3pelieHHe 3a ThProBUs, Y€ IOpaau
OTIaceHMsI 110 OTHOIICHHE Ha 0€30MacHOCTTa, TOW € MPeyCTaHOBHJI ITyCKaHETO
Ha Ta3apa Ha JIEKapCTBEH MPOAYKT WJIH € MPEATPHUEIT TSHCTBUS 32 OTTETIISTHETO
Ha pas3pelieHue 3a THPrOBUS, WU BB3HAMEpsBA Jla MPEANpUEME TaKWBa
NEHCTBUS, WM HE € MoJajl 3asBJICHHE 3a MOJHOBSIBaHE HAa pa3pelieHHue 3a
THPTOBUSI.

Ha ocHoBanue Ha omaceHus, NMPOM3THYAIIM OT OLICHKaTa Ha JIaHHU, CBBP3aHU C
JNeMHOCTH 1O (apMakojIoruyHa OJUTENHOCT, IbpkaBa uieHka win Komucwusra,
criopen ciydas, uHGopMupa Ipyrure IbpKaBU WieHKH, AreHuusara u Kommucusra,
KOTaTo CYMTa, Y€ € Heo0X0AuMo 100aBsHE Ha HOBO ITPOTUBOIIOKAa3aHKE, HAMAJIsIBaHE
Ha IpEenopbuBaHaTa [103a WM BBBEXKAAHE Ha OrPaHMUYEHUE 3a TEPallEBTUYHUTE
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MOKa3aHUsl Ha JICKapCTBEH NpOAyKT. B mHpopmarusara ce onmmucBar OOMHUCISHOTO
JICUCTBUE U IPUYUHUTE 32 HETO.

Korato cuura, ye € He0OX0AUMO CIIEHIHO ACHCTBUE B HAKOW OT ClIyyauTe, IOCOYEHH
B IIbpBa aJIMHEdA, JbpXkaBaTa uieHKa wiu Komwucusra, cropen ciydas, 3aaeicTBa
cremHara npouenypa Ha Cbro3za.

Korato He e 3aneiictBaHa crnemHara mpoueaypa Ha Cbio3a, 3a JIGKAPCTBEHUTE
MPOIYKTH, pa3pellieHd B CbOTBETCTBHE C pasnopenodourte Ha riasa IIl, pasnenu 3 u 4,
CIIydasiT ce JIOBeX/a /10 3HAHUETO Ha KOOPAMHAIIMOHHATA TPYIIa.

Unen 95 ce npuiara, Korato ca 3acerHaTu nHrepecute Ha Cbro3a.

Korato e 3aneiicTBana creninara npoieaypa Ha Cbro3a, AreHIusaTa npoBepsiBa Jajiu
OMaceHUATa BHB BpPh3Ka ¢ 0E30IaCHOCTTA Ca CBBbP3aHU C JIEKAPCTBEHU MPOIYKTH,
pPa3IUYHHA OT JICKAPCTBEHUS IMPOJYKT, 32 KOHUTO ce OTHAcCs MHGpOpMaIusaTa, WIH Ca
o0l 3a BCHUYKHM JIEKAPCTBEHH MPOJIYKTH, CHAjallld KbM ChIlaTa Tpyna WIH
TepaneBTUYEH KJIac.

B cnyuaii 4ye BBIPOCHHUAT JEKApPCTBEH MPOJYKT € pa3pelieH B MOBeYe OT eAHa
Ibp)KaBa WiIeHKa, ATCHIUATA yYBEAOMsBa 0e3 HeompaBaaHo 3a0aBsHE 3a/eHCTBAIUS
crnemHara npouenypa Ha Cbro3a 3a pe3yiaTaTuTe OT Ta3u MPOBEpKa M Ce Mpuiarar
npouenypute, npeapuacHu B uieHoBe 115 u 116. B npotuBen cnydaii omacenusita
BbB BpB3Ka C 0E30MACHOCTTAa C€ pasMIekIaT OT ChOTBETHATa Jbp)KaBa YICHKA.
AreHIMATa WM JIbpKaBaTa YiI€HKa, CIIOpE] Cllydas, yBEIOMSBa IPUTEKATEIUTE Ha
paspenieHus 3a ThbpProBUsl, Ye € 3aJeiCTBaHa clielHara npoueaypa Ha Cbro3a.

be3 na ce 3acsrar pasnopeabure Ha naparpadu 1 u 2 u Ha wienose 115 u 116, Bcsaka
IbpKaBa WICHKAa MOXE, KOraTo € HeoOXOJIMMO CIIeUTHO ACHCTBHE 3a OMa3BaHe Ha
OOIIECTBEHOTO 3/IpaBe, Ja CIIpe NEHCTBHETO Ha pPa3pelIeHHeTO 3a THPTrOBHS M Ja
3a0paHu ynorpebara Ha CbOTBETHHS JIGKAPCTBEH MPOAYKT HA CBOSITA TEPUTOPHUS IO
MPUEMAHETO Ha OKOHYATEIIHOTO PEIICHUE B paMKHTE Ha CIIENTHATa IMpOoleaypa Ha
Crpro3a. Ta yBemomsa Komucusita, AreHiusita U ApyTUTe IbPKABU UICHKH 3a
NPUYHHATE 32 CBOETO JIEHCTBHE HE MO-KBCHO OT CIEIBAIINS PaOOTEH JIEH.

Komucusta Moxke Ha BCEKHM eTal OT Mpoleaypara, mocoyeHa B ujaeHose 115 u 116,
Jla TIOMCKa OT JIbp’KaBa YJIEHKAa, B KOATO € pa3pellieH JEKapCTBEHMST MPOAYKT, Aa
npeanpuemMe He3a6aBHO BPEMEHHU MEpKH.

KoraTo o0xBarbsT Ha mporeaypara, OnpeieieH B ChbOTBETCTBHE ¢ Maparpadu 1 u 2,
BKIIIOYBA JICKAPCTBEHU MPOIYKTH, OOXBaHATH OT IEHTPATU3UPAHHU pa3pelieHus 3a
ThproBusi, Komucusta Moke Ha BCEKU €Tal OT CIelIHara npoueaypa Ha Cbro3a aa
npeanpreMe He3a0aBHO BPEMEHHU MEPKH MO OTHOIICHHE Ha TEe3U pa3pelieHus 3a
THPTOBHSI.

I/IH(I)OpMaL[I/ISITa, IIOCOYCHA B HACTOAINIMUA YJICH, MOXC da C€ OTHaACia OO0 OTACIIHU
JICKAPCTBCHU IMPOAYKTH WX OO0 ACOPTHUMEHT OT JICKAPCTBCHU NPOAYKTH, WX O0
TCPAINICBTUYCH KJIacC.

AKo0 ATeHIusATa yCTAaHOBH, Y€ OMACEHUATA BHB BPh3Ka C O€30MaCHOCTTA ca CBhP3aHu
C TIOBEYE JIEKAPCTBEHU MPOAYKTH, OTKOJIKOTO O ca 00XBaHATUTE OT MHQOpMAIIUITA,
WIM Y€ OIMACEHHUsATa BbB BPb3Ka ¢ OE30MaCHOCTTa ca OOIIM 3a BCHUUKU JIEKAPCTBEHU
MNpOAYKTH, CcCHagamu KbM CbIIUA ACOPTUMCHT WM TCPANCBTUYCH KJIAC, T
pasumpsBa ChOTBETHO 00XBaTa Ha IMpoLeaAypara.

Korato o0xBarbT Ha cnemHara npouenypa Ha Cpio3a 3acsra acOpTUMEHT OT
JIKapCTBEHU MPOAYKTH WM TEparneBTUYEH KJac, B MpoIlelypara ce BKIIOYBAT U
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JICKapCTBCHUTE TIPOMYKTH, OOXBaHATH OT UEHTPAIM3UPAHOTO pa3pelieHue 3a
ThPrOBHUS, KOUTO MPUHAIICIKAT KbM TO3H aCOPTHUMEHT MJIH KJIac.

KbM MoMeHTa Ha mpepocTaBsiHe Ha MH(OpMalMTa, ocoueHa B naparpadu 1 u 2,
JI'bpKaBaTa YJeHKa MPEeJOCTaBsi Ha Pa3lojoKeHUe Ha ATEHUHUATA IsU1aTa OTHOCHMMa
HayyHa HH(OpManus, ¢ KOSTO pasloiara, KakTo U BCSKa OLIEHKa, HampaBeHa OT
J'bpKaBaTa 4JIeHKA.

Ynen 115
Hayuna oyenxa npu cnewna npoyedypa na Cvio3a

Crnen monydaBaHeTo Ha uHdoOpmanusara, mocoyeHa B wieH 114, maparpadu 1 u 2,
Arennusara oOsBsiBa MyOJIMYHO 33J€MCTBAHETO HA CIielIHaTa npoieaypa Ha Chio3a
Ha €BpPOIEHCKUS MHTEPHET MOpTal 3a JIeKapcTBaTa. Y CIOPEIHO C TOBA IbpPKAaBUTE
YICHKM MOTaT Ja oOOsBIAT MMyOJIMYHO 3aJeHCTBAaHETO Ha MpoleaypaTa Ha
HAI[MOHAJHUTE CU MHTEPHET IMOPTAJH 3a JIeKapCcTBaTa.

B o0sBieHneTo ce mocodBa BBIPOCHT, BHECEH 3a pa3riekIaHe OT ATeHIusATa B
ChOTBETCTBUE C wieH 114, nekapcTBEHHTE NPOAYKTH M KOTaTo € IPUI0KUMO,
3acerHaTUTe akKTHBHU BeIIecTBa. B Hero ce chappika nHPOpPMAaLKs OTHOCHO TPABOTO
Ha TIPUTEXKATEIUTE Ha Pa3peIICHHs 32 THPrOBUS, MEJUIMHCKHUTE CHCHUAINCTH U
OOIIECTBEHOCTTA Ja MOoJaBaT B ATEHIMATa MHPOpPMAIUs, UMalla OTHOIICHHE KbM
npoueaypara, ¥ ce I0CoYBa IO KakbB Ha4yMH Ja ObJe NOoJaBaHa TaKaBa
UHpOpMAIIHSL.

KomurerpT 3a oleHKa Ha pucka B obOjacTtra Ha (papmakosioruyHara OJUTETHOCT
OlLICHSIBA BBIIPOCA, BHECEH 3a pas3IiiekJaHe OT ATeHUMsSITa B CHOTBETCTBUE C
yned 114.  JloknaguukbsT, T1ocodeH B wieH 152 ot  [mpepabOoreHus
Pernament (EO) Ne 726/2004], paboTu B TSICHO CHTPYJHUYECTBO C JOKJIATUMKA,
ompeneneH or Komurera mo jgekapcTBeHUTE MPOJYKTH 3a XyMaHHa ynorpeda, u ¢
pedepeHTHaTa AbpikaBa YWiIeHKa 32 CbOTBETHUTE JIEKAPCTBEHU MPOIYKTH.

3a HCJIIUTC HAa OLICHKATA, IIOCOYCHA B ITbpBA aJIMHEA, IIPUTCIKATCIIAT Ha pa3pCUICHUCTO
3a TbProBUA MOXKEC a NpeaACTaBu NNCMCHHU KOMCHTApH.

Koraro cnemHusaT xapakTep Ha BbIIpoca Halara ToBa, KoMHTeTHT 3a OlleHKa Ha
pucka B o0jacTTa Ha (apMakojoruyHaTa OJIUTETHOCT MOXKE Ja MPOBEE MyOTHIHN
M3CIYIBaHUs, KOTAaTO CUMTA, Y€ TOBA € IeNeChOOPa3HO M HAIJIEKHO OOOCHOBAHO,
MO-CTENMATHO TI0 OTHOIIEHWE Ha O0XBaTa W CEPHO3HOCTTA HA OMNACEHUSTa BEHB
Bpb3Ka C Oe3omacHOCTTa. M3ciyiBaHUsTa c€ TNPOBEXKIAT B CHOTBETCTBUE C
YCIIOBHUSATA, ONPEICIICHN OT ATEHIUATA, U Ce OOSIBIBAT HA EBPOICHCKHUS WHTEPHET
MopTaJ 3a JeKapcTBara. B 00SBIEHUETO ce ONpeAeNsaT YCIOBUITA 32 yUacTHe.

Cren KOHCYNTAIMsl ChC 3aCeTHATUTE CTPaHH ATCHIHUATA HM3TOTBS MPOIEIYPEH
NPaBUJIHUK 32 OPraHU3UPAHETO W TPOBEXKIAHETO Ha MyOIMYHU W3CIyIIBaHUS B
chOTBeTCTBHUE ¢ WieH 163 ot [npepabotenust Perimament (EO) Ne 726/2004].

Koraro mnputexxaren Ha paspelieHHEe 3a TBPrOBUS WM JAPYro IHUIE, KOETO
BBh3HAMEPSBA Jla TPEJCTaBH WHPOpPMAITUs, pas3roiara ¢ MOBepUTEIHA HHPOpMaIws,
KOSITO UMa OTHOIICHHE KbM PasTiIeKIaHus B MPOLEAypaTa BbIPOC, TOW/TO MOXKE Aa
MIOWCKa pa3pellieHre Ja IpeACTaBy Te3H JaHHU Ha KoMmuTera 3a OIleHKa Ha pHCKa B
obnactra Ha apMaKoJIOTHYHATA OJUTETHOCT, KaTo ObAe M3CIyIIaH(0) Ha 3aKPUTO
3ace/laHue.
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B cpok ot 60 mHu ot mpencraBsHeTo Ha WH(popmarusaTa KoMuTeThT 3a OIleHKA Ha
pucka B oOyiactta Ha (hapMakKoJIOTUYHATa OJUTETHOCT TPaBU MPEMOpHKA, KaTo
MIOCOYBAa MOTHUBHTE, HA KOMUTO C€ OCHOBAaBa TS, U OTYMTA HAJJICKHO TEPANICBTUYHUS
e(eKT Ha JIeKapCTBEHHs NMPOAYKT. B mpemopbkara ce mocoyBaT pa3iHyaBaIlnTe Cce
MO3UIIMM M OCHOBAaHMSATA 3a TIX. B CHemHu ciydan W MO NpeIoKEHUE Ha CBOS
npenceaaren KoMUTEThT 3a OllEHKa HA pUCKa B oOyiacTTa Ha ¢apMaKoJIOrHYHATa
OJMTEITHOCT MOXKE J1a C€ ChIVIACH Ha IMO-KpaThK Cpok. IIpenmopbkara BKIIOYBA €THO
WJIM IIOBEUE OT CIICTHUTE 3aKIIOUCHHUS:

a) HE C€ U3HCKBa AOIIBJIHUTCIIHA OLICHKA HUJIN I[GﬁCTBHC Ha paBHUIIICTO Ha C’BI—O33;

0) mpuTeXaTeNsaT Ha pa3pellieHueTo 3a THProBUs CJelBa [Ja U3BbPIIU
JOMBJIHUTENHA OLIEHKAa Ha JaHHUTE W Ja IpeanpueMe MOcCieBalll AeHCTBUS
BBB BPb3Ka C PE3YJITaTUTE OT Hesl;

B)  IpUTEXKATENAT HA pa3pelieHueTo 3a ThPrOBUS ClleABa Ja CIIOHCOpUpa
Ipoy4BaHe 3a 0€30IIaCHOCT ClIe]l M0JIy4aBaHE Ha pa3pelleHHre U J1a U3BbPIIU
HocjeBallla OLEeHKa Ha Pe3yITaTUTe OT TOBA IPOYUYBAHE;

I)  JIbp’KaBUTE WICHKHU WJIM MPUTEKATENAT HA Pa3pelICHUETO 3a ThProBuUsl cie/iBa
Jla IPWJIOKAT MEPKU 3a CBEXKIAHETO HAa PUCKA 10 MUHUMYM;

1)  JCHCTBMETO Ha pa3pelIeHUETO 3a THProBUs cleaBa Ja ObJe CIpPSHO,
pa3pelieHueTo 3a THhProBHs cjielBa Ja ObJA€ OTMEHEHO WM JAa He Obie
MOJHOBEHO;

€)  pa3pelIeHUeTO 3a ThProBUs clieABa J1a ObJe MPOMEHEHO.

3a memute Ha maparpad 3, OykBaT) B IpenopbkaTta Ce  ONPEIessT
MPETNOPHYUTEIHUTE MEPKU 3a CBEXKJAHE Ha pHUCKA O MUHUMYM U YCJIOBHSTA WIH
OrpaHU4YCHHATA, KOUTO CJIC/Ba 1a 6’B)13T BKIIFOYCHHU B PA3pPCIICHHUCTO 3a ThPIroOBHA,
BKIIFOUUTENHO TpaduK 3a U3MbIHEHHE.

3a nenute Ha maparpad 3, OykBa €), KoraTo ce MpernopbyuBa MPOMsHA WA J0OaBSHE
Ha uWHpoOpMalus B KpaTKaTa XapaKTepUCTHKa Ha MPOAYKTa, B E€THKETa WA B
JMCTOBKATa, B MPEMOpbKaTa ce mpeaiara popMyInpoBKaTa Ha Ta3u MPOMEHEHA MU
nobaBeHa MHGpOpPMAIUS M C€ MOCOYBAa MSCTOTO, KBJETO TS Ja ObJe HaHeceHa B
KpaTKaTa XapaKTCPUCTHUKA Ha ITPOAYKTA, €CTUKETA WUJIN JIMCTOBKATA.

Ynen 116

HOCﬂe()eau;u oelicmeusi 6v8 6PB3KA C npenopvKume, HanpaeeHu 6 pamKume Ha cneutHama

npoyedypa na Cvio3a

Koraro B 06xBara Ha cnemnHara npouenypa Ha Cbro3a, onpesiesieH B ChOTBETCTBUE C
ynieH 114, maparpad 6, He € BKIIOYEHO IEHTPATU3UPAHO pa3pelleHre 3a ThproBus, B
cpok oT 30 1HM OT MoOJy4yaBaHETO Ha MpenopbKara, u3rorBeHa ot Komwurera 3a
OllCHKa Ha pucka B obmacrra Ha  (¢apMakoJOTMYHAaTa  OJUTEITHOCT,
KOOpJMHAIIMOHHATa Tpyna pas3riexja MpenopbkaTa U MOCTUTa MO3UIUS OTHOCHO
3ara3BaHeTo, NMPOMSHATa, CIHMPAHETO Ha JEHCTBMETO, OTMSHATa WM OTKa3za 3a
MOJIHOBSIBAHE HAa CHOTBETHOTO pa3pellieHue 3a ThpPrOBHs, BKIIOUUTEIHO Tpaduk 3a
U3IIBJIHEHHE Ha JO0roBopeHara mo3unus. Korato e HeoOX0AMMO CIIEIIHO IMpHUeMaHe
Ha MO3ULUATA, KOOPAMHAIIMOHHATA Ipyla MOXE Jla Ce ChIJIaCH Ha MO-KPaTbK CPOK
110 NIPEAJIOKEHNE Ha CBOS IIpesiceaares.
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AKO B paMKHTE€ Ha KOOpJIMHAIMOHHATa TpyHa NpPEJCTaBEHUTE IbP>KaBU UJICHKH
MOCTUTHAT CIIOpPa3yMEHUE C KOHCEHCYC OTHOCHO JICHCTBHETO, KOETO TpsiOBa jaa ce
npeanpueMa, MpeAcenaTeNiaT PEerucTpupa ClopasyMEHHeTO M IO H3Mpaiia Ha
MpUTEXKATENId Ha Pa3pelICHUETO 32 ThPTOBUs M Ha JAbpXKaBUTE WICHKHU. [IbpikaBuTe
YWICHKH MpearnpueMaT HeoOXOAMMHTE MEPKU 3a 3ama3BaHe, IpOMsiHA, CIHpaHe Ha
JEMCTBUETO, OTMSIHA WJIM OTKa3 3a MOJHOBABaHE HAa CHOTBETHOTO pa3pelIeHuE 3a
THProBUS B CbOTBETCTBHE € Ipadrka 3a U3MbJIHEHUE, IPEIBHUICH B CIOPA3yMEHHETO.

B cnaywail Ha nocTUrHato crnopa3yMeHME 3a IIpOMsHA I[pUTEXATelsAT Ha
paspelIeHneTo 3a ThProBUs IOJaBa JO KOMIIETEHTHHUTE OpraHM Ha Jbp)KaBUTE
YIEHKU CBHOTBETHO 3asBJIEHUE 3a IPOMSIHA, BKJIIOUBAILIO aKTyaJlM3MpaHa KpaTka
XapakTepUCTHKa Ha MpOAYyKTa M akTyaJu3upaHa JMCTOBKa, B paMKUTE Ha
ompezieneHus rpauk 3a U3IIbIHEHUE.

AKo He MoOXxe Ja 6’[;,[[6 MOCTUTHATO CIIOPA3yMCHHUEC C KOHCCHCYC, IO3ULIUATA Ha
MHO3HMHCTBOTO OT ABPIKABUTC YJICHKHU, IIPCACTABCHH B KOOpAWMHALIMOHHATA I'pyIia, CC
npcaaBa Ha KOMI/ICI/IﬂTa, KOATO IIpuiiara npoueaypara, npeaBuicHa B 4JICH 42,

Koraro CIIOpa3yMCHHUECTO, ITIOCTUTIHATO OT ABbPKABUTEC YICHKH, IHIPCACTABCHU B
KOOPJIMHAIIMOHHATA TPYIIA, WK MO3UIMATAa HA MHOSHHCTBOTO OT JIbPXKABUTE YJICHKH,
Npe/CTaBeHd B KOOPAMHAIIMOHHATA Tpyla, CE pas3iduaBa OT IMpernopbkara Ha
Komurera 3a oreHka Ha pucka B obOiactra Ha (hapMakoJIOrM4yHaTa OJUTETHOCT,
KOOpJuWHAallMOHHATa TIpyla Ipujara KbM CIHOPAa3yMCHUCTO WM IIO3UIHUATA Ha
MHO3HHCTBOTO TOJPOOHO OOSICHEHHME Ha HAYYHHUTE OCHOBAHMS 3a pa3lIM4UsATa,
3ae/IHO C MpernopbhKara.

Koraro B oOxBaTa Ha mpoienyparta, OMpeielieH B CHhOTBETCTBUE C uieH 114,
naparpad 6, € BKIIOYEHO TOHE €HO IEHTPAJIM3UPAHO pa3pelieHne 3a ThProBHS, B
cpok oT 30 mHU OT TMONTy4yaBaHETO Ha TMpernopbkara, u3rorBeHa or Komwurera 3a
OIICHKAa Ha puUcKa B oOyactta Ha ¢apmakoioruyHata OauTenHocT, KoMutersT 1o
JIeKapCTBEHHUTE MPOAYKTH 32 XyMaHHA ymoTpeda pasriiexaa mpernopbkara u npruema
CTaHOBHIIIE OTHOCHO 3ara3BaHEeTO, MPOMSHATA, CITUPAHETO HA JIEHCTBUETO, OTMSIHATA
WIM OTKa3a 3a TMOJHOBSIBAHE HAa CHOTBETHOTO pasperieHue 3a Thprosus. Koraro e
HEOOXOJIUMO CIICITHO TIpUEeMaHe Ha CTAaHOBWINETO, KOMHTETHT 1O JIEKapCTBEHUTE
NPOAYKTH 3a XyMaHHa ymoTpeda MOXKe Ja ce ChIJacH Ha MO-KpaTbK CPOK IO
IPeJIO’KEHHE Ha CBOS TIPE/ICEAaTel.

Koraro cranoBumero Ha Komwurera 1o JieKapCTBEHUTE NPOAYKTH 3a XyMaHHa
ynotpeba ce pasnuyaBa OT Ipernopbkara Ha KomurTera 3a OIleHKa Ha pHUCKa B
obOmactta Ha (apmakojoruyHata OxuTenHOCT, KOMHTETHT MO JI€KapCTBEHUTE
NPOAYKTH 3a XyMaHHa ymnoTpeba mpujiara KbM CBOETO CTAHOBHIIE MOAPOOHO
00siCHEeHHE Ha HayYHUTE OCHOBAHUS 32 Pa3IMuMATa, 3a€HO C IIPErnopbKaTa.

Bb3 ocHoBa Ha craHoBHIIeTO Ha KoMuTeTa 10 J1IeKapCcTBEHUTE MPOAYKTH 3a XyMaHHA
ynotpeba, mocoueHo B nmaparpad 3, Komucusra, upe3 akToBe 3a U3IIbIHEHHE:

a)  TpuHema pelieHue, YUUTO aapecaTH ca IbPKaBUTE WIEHKH, OTHOCHO MEPKUTE,
KOUTO TpsAOBa Ja ce NpeanpueMar IO OTHOIIEHHWE Ha W3AaJeHUTE OT
JIbPKABUTE WICHKH Pa3pelIeHUsl 3a ThPTrOBUs, KOUTO ca MPEAMET Ha CIIEIIHaTa
npouenypa Ha Cbro3a;

0) KoOraro B CTAaHOBHIIIETO C€ MOCOYBA, Y€ € HEOOXOIUMO PETYIaTOPHO JIEHCTBHE
M0 OTHOIIICHHE Ha Pa3pelIeHUETO 3a ThPTrOBUs, IPHUEMa PEIICHHE 3a MPOMSHA,
CIMpaHETO Ha JEHCTBHETO, OTMsSIHA WJIM OTKa3 3a IIOJHOBSBaHE Ha
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[EHTPAIM3UPAHUTE DPa3pelICHUs] 3a THPrOBUS, 3aCETHATH OT TPOIeaypara,
Npe/IBUICHA B HACTOSIIMS Pa3/edl.

3a mpueMaHeTo Ha PEIICHHUETO, MOocoYeHOo B maparpad 4, OykBa a), ¥ 3a HErOBOTO
U3MBJIHEHUE OT IbPKaBUTE WICHKH, CE Mpujara wieH 42.

3a pemeHueTo, mocoueHo B maparpad 4, OykBa 0), ce mpuiara wieH 13 or
[mpepaborenust Pernament (EO) Ne 726/2004]. Korato Komucusita npueme TakoBa
pelIeHHe, TS MOXKE Jla IPUEMe U PEUICHUE, YUUTO AJPECaTH ca IbPKABUTE WICHKU
chIyIacHO wieH 55 ot [mpepaborenus Pernmament (EO) Ne 726/2004].

PA3IET 7

KOHTPOJI HA TPOYUBAHUSITA 3A BE3OINACHOCT CJEJ MMOJYYABAHE HA
PA3PEIHIEHUE

Ynen 117
Heunmepesenyuonantu npoyueanus 3a 6e30nacHocm cied noiyyaseane Ha paspeuienue

Hacrosimusatr pasmen ce mnpuiara 3a HEHMHTEPBEHIIMOHAIHM TPOYYBAHHUS 3a
0e30MacHOCT clie] MoJy4aBaHe Ha pa3pelieHre, KOUTO ca 3allO0YHaTH, PbKOBOJCHH
Wi (pUHAHCUpAHH OT MPUTEKATEISI HA PA3pEIICHUETO 32 ThProBHS HA JOOPOBOJICH
MPUHIUIT WK 10 CHJIaTa Ha 3aIbJDKEHUS, HAJIO)KEHH B ChOTBETCTBUE C WiICHOBE 44
1 87, 1 KOUTO BKJIIOYBAT CHOMPAHETO HA JaHHU 3a O€30MaCHOCT OT MAIUEHTH WU
MEJIUIIMHCKH CITCIIUATUCTH.

Hacrosimust pasznen He 3acara M3MCKBaHUATA HA JbpXKaBUTE WieHKH U Ha Cbro3a 3a
rapaHTipaHe Ha  Ojaromojy4ueTo M IpaBaTa Ha  y4YacTHUIUTE B
HEMHTEPBEHLIMOHAIHM NPOyuYBaHHsA 3a 0e30macHOCT cjel IoJlydaBaHE Ha
paspeleHue.

[IpoyuBaHusATa HE ce MPOBEXKIAT, KOraTo ChC CAMOTO UM IPOBEXK/IaHE C€ HachpuaBa
ynotpebara Ha JjaJieH JIEKapCTBEH MPOIYKT.

3annan1aHeT0 Ha MECIUUOWHCKHUTC CIICHUAIUCTH 3a YU4aCTUC B HCHMHTCPBCHUMUOHAIHU
MMpoy4YBaHUA 34 0e30ITacHOCT CJIC IIOJTyYaBaHC Ha PA3pCIICHHUC CC OrpaHHU4YaBa IO
KOMIICHCA M 3a U3Pa3sXOABAHUTEC BPEME U CPCACTBA.

KoMmmereHTHUAT OpraH Ha AbpiKaBaTa YJICHKA MOKC Jia U3UCKA OT IMPUTCIKATCIIA Ha
Pa3sp€IICHUCTO 3a THProBUs Aa NpEACTABU MMPOTOKOJIA U JOKJIAAWUTE 3a HAIIPCAbKa Ha
KOMIICTCHTHUTC OpraHy Ha AbPiKABUTEC YJICHKHU, B KOUTO CC IPOBCKIAa ITPOYIBAHETO.

[TputexxaTenar Ha pa3pelIeHHEeTO 3a ThProBUS H3Mpalla OKOHYATENHUS JOKIaa OT
IIPOYYBAHETO HA KOMIIETEHTHUTE OpraHd Ha JbP)KABUTE UJIEHKHU, B KOUTO €
IIPOBE/IEHO U3CJIEBAHETO, B CPOK OT 12 Mecela OT MPUKIIOYBAHETO HA CbOMPAHETO
Ha JTaHHU.

[To Bpeme Ha MPOBEKJAHETO HA MPOYUYBAHETO MPUTEKATENAT Ha Pa3pelICHUETO 3a
THPrOBUSl OCHILECTBSIBA MOHUTOPUHT HA T€HEPUPAHUTE JAHHU U OTUUTA BIUSHUETO
UM BBPXY ChOTHOIIEHHUETO I0JI3a/PUCK Ha CHOTBETHHUS JIEKAPCTBEH MPOIYKT.

Bcsgka HoBa I/IH(I)OpMaLII/IH, KOATO 6I/I MOrJja Ja IIOBJIMSAC Ha OlI€HKaTra Ha
CHOTHOIICHUETO TIOJI3a/PUCK Ha JIGKAPCTBEHHs TPOIYKT, c€ choOmaBa Ha
KOMIIETCHTHUTE OPTaHU Ha JbprKaBaTa YICHKA, B KOSITO € Pa3pelieH JEeKapCTBEHUSIT
MPOIYKT B choTBeTCTBHE ¢ WieH 90.
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3a1bKEHUETO, YCTAHOBEHO BHB BTOpA alliHEsl, HE 3acsira WH(GOpMAIHUATa OTHOCHO
PE3YIATATUTC OT MPOYUBAHHATA, KOUTO HNPUTECKATCIIAT HA PAa3pCHICHUCTO 3a ThPrOBHUA
NpPeJOCTaBsl Ha PA3MOJIOKEHUE 4Ype3 IMEePHOJAWYHHTE aKTyalM3UpaHu JOKIAad 3a
Oe3omacHOCT, penBuieHu B wieH 107.

UnenoBe 118—121 ce mpumiaraT €IMHCTBEHO IO OTHOIICHHE Ha TPOYYBAHUSATA,
oco4eHH B maparpad 1, KOUTO ce U3BBPIIBAT [0 CHJIATA HA 33 bJDKCHIE, HATIOKEHO
B ChOTBETCTBUE C WwieH 44 umu 87.

Ynen 118

O0obpeHue Ha npomoKoJl 3a HeUHMEPEEHYUOHATIHO NPOYYEaAHe 3a Oe30NACHOC Clle0
noay4asane na paspeuienue

[Ipenu mpoBexaaHeTO HA MPOYYBaHE MPUTEKATEIAT HA PA3PEIICHUETO 32 ThPrOBUS
IpeJicTaBsl MPOEKT Ha mpoTokosn Ha KomuTeTa 3a oleHka Ha pucka B o0yacTra Ha
dbapmakonornyHara OAUTETHOCT, OCBEH 3a MPOYYBAHUS, KOUTO IIE€ CE MPOBEXKAAT
caMo B €/IHa JbprKaBa WICHKA, U3KMCKaJla IPOYYBAHETO B CHOTBETCTBUE € ujieH 87. 3a
TaKMBa MPOYYBAHUS MPUTEKATENSAT HA PA3PEUICHUETO 32 THPrOBUS MPEACTaBS
IIPOEKT Ha MPOTOKOJ HAa KOMIETEHTHHs OpraH Ha JbpiKaBaTa WICHKA, B KOSTO Ce
MIPOBEX 1A IPOYUBAHETO.

B cpok or 60 nHM OT mpeAcTaBIHETO Ha MPOEKTa Ha IPOTOKOJ, I[OCOYEH B
naparpag 1, KOMIETEHTHUAT OpraH Ha JabpkaBaTa wieHka win KomurersT 3a
OLlIEHKa Ha pUCKa B 001acTTa Ha (hapMakoJOrMYHATa OJUTEITHOCT, CIIOpEeA Ciydasd,
U3J1aBa:

a)  THCMO, C KOETO Ce 0JI00psBa MPOEKTHT HA MMPOTOKOJ;

6) MMUCMO 3a BB3PAKCHHUE, B KOCTO l'IO)IpO6HO CC mu3Jjlarat OCHOBaHHATA 3a
BB3PAKCHUETO, KOraTo:

I)  cumTa, Ye MPOBEXKIAHETO HA MPOYYBAHETO HAChpyaBa ymorpedarTa Ha
JIaJIeH JIEKapCTBEH MPOJYKT;

||) cyuTa, 4c IU3alHBT Ha MMPOYYBAHETO HE OTroBaps HAa HCTOBUTC IICIIU;
niIn

B)  IHCMO, C KOETO MPUTEKATENAT Ha Pa3peUICHHETO 32 ThPTOBHs CE€ YBEIAOMSIBA,
Ye TPOYYBAHETO HMMa XapaKTep Ha KIWHUYHO W3IHMTBaHE, IOMAJAIlo0 B
npui0xHOTO nojie Ha Permament (EC) Ne 536/2014.

[IpoyuBaneTo MoOXe Ja 3aloO4YHE EJAMHCTBEHO KOTAaTO € W3JaJeHO MHUCMEHO
0100peHNe OT KOMIIETEHTHHUS OpraH Ha JbpkaBaTa 4djeHKa uiaun oT Komwurtera 3a
OIICHKA Ha PUCKa B 001acTTa Ha (papMaKoJIOTHYHATa OAUTEITHOCT, CIIOPET CITydasl.

Koraro e wu3mameHo mucMo 3a 0J00peHHME Ha MPOEKTa Ha MPOTOKOJ, KAKTO €
nmocoueHo B maparpad 2, OykBa a), IPUTESKATEIAT Ha Pa3pEIICHUETO 3a THPTOBUS
U3Mpalia MpoToKoiIa Ha KOMIETEHTHUTE OPraHu Ha IbP>KABUTE WICHKH, B KOUTO e
ce MpOBEeXIa IPOYyYBAHETO, W MOXKE CJIeJ] TOBa Ja 3allOYHe IPOYYBAaHETO B
CBHOTBETCTBHUE C 0100pPEHUS TPOTOKOJL.

Ynen 119

AkmyaﬂusupaHe HA npomoKOJl 3a HEUHMEPBEHYUOHANIHO Npoy46aHe 3a be3zonacrocm cneo
noJjiydaeane Ha paspeuierue
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Cnen 3amoyBaHeTO Ha IIPOYYBAaHE BCHYKU CBINECTBEHM M3MEHEHHUS B IIPOTOKOJIA C€
NPEJCTaBAT, NMpenu na ObJaT MPHIIOKEHH, Ha KOMIIETEHTHHS OpraH Ha AbpKaBaTa WICHKA
win Ha Komwurera 3a oreHka Ha pucka B oOiacTra Ha ¢apMakoJIOrM4yHaTa OAMTENIHOCT,
cnopen cinydas. KoMneTeHTHUST opraH Ha JbprkaBaTa wieHKa Wi KOMUTETHT 3a OLleHKa Ha
pHcka B obiacTTa Ha (hapMaKoJIoruyHaTa OIMTEHOCT, CIIOpE/ Cilydasi, OL€HsIBAa U3MEHEHUATA
U yBEIOMSBA IPUTEXKATEIsl Ha Pa3pelIeHUuEeTO 3a THProBUS 3a CBOETO OAOOpEHHE WU
Bb3pakeHue. Korato e NpuioxuMo, HIPUTEKATEIAT Ha pa3pelieHUEeTO 3a ThProBUs
YBEAOMSIBA JbpPKABUTE UJIEHKHU, B KOUTO CE IIPOBEK/A IPOYUBAHETO.

Ynen 120

Oxonuamernern 0oxkiao om HEUHMEPBEHYUOHANIHO Npoy46aHe 3a bezonacrnocm cieo
nonyuyaeane Ha paspeuteHue

1. [Tpu 3aBBpILIBaHETO HA IPOYUBAHETO, B CPOK OT 12 Mecela cies NpUKII0YBaHETO Ha
chOMpaHeTO Ha JaHHM, HA KOMIIETEHTHHUs OpraH Ha JIbp’kaBaTa WICHKA WU Ha
Komurera 3a ornenka Ha pucka B o0jacTTa Ha (papMakojiorMuHaTa OJMTEIHOCT CEe
Mpe/ICTaBs OKOHYATENleH JOKJIAJ, OCBEH aKO KOMIETEHTHHST OpraH Ha Jbp)KaBara
wieHka wim KOMUTETHT 3a OICHKAa Ha pUCKa B oOJacTTa Ha (hapmakosiormyHaTa
OIUTEITHOCT, CIIOPE]] ClIydasi, € OTMEHIII MMCMEHO TOBAa U3UCKBAHE.

2. [IpuTexartenar Ha pa3pelIeHUeTO 3a THPrOBHS MPELECHSIBA JalM pPe3yJTaTUTE OT
MPOYYBAHETO OKAa3BaT BB3JCHCTBHE BBPXY PAa3pEUICHHETO 3a THPrOBUS U IMPH
HEOOXOAMMOCT TMOJaBa NpeJ KOMIETCHTHUTE OpPraHd Ha IbpKaBUTE UJICHKU
3asBIICHUE 32 IPOMSIHA Ha pa3peIleHrueTo 3a ThProBusl.

3. 3aeHO ¢ OKOHYATEJIHUA JOKJIAX OT NPOYyYBAHETO IPUTEKATENAT HA Pa3peLICHUETO
3a TBHProBUS TMPEACTaBs 10 €IEKTPOHEH NbT pPE3IOME Ha pPE3yJNTaTUTE OT
IIPOYYBAHETO Ha KOMIIETEHTHHS OpraH Ha Jbp)kKaBaTa wieHka win Ha Komwurera 3a
OlIEHKa Ha pHcKa B o0jacTTa Ha hapMakoJIOTHYHaTa OAUTEITHOCT.

Ynen 121

IIpenopvku cned npedcmassanemo na oKOHuamesneH 00KIA0 Om HeuHmepE8eHYUOHAIHO
npoyueane 3a 6e30nacHocm cieo noiy4asane Ha paspeuieHue

1. Bb3 ocHOBa Ha pe3yATaTUTE OT MPOYUYBAHETO U CJIE] KOHCYJITALMS C MIPUTEKATENS Ha
paspemnieHueTo 3a ThproBus KoMmuTEeThHT 3a oOIeHKa Ha pucka B oOlacTra Ha
dapmakonoruyHata OJUTEIHOCT MOXE Ja OTNpPaBU MPENOPHKHU, 3acsAraliu
pa3pernieHueTo 3a THhPrOBHUs, KaTO MOCOYM MOTHUBHTE, HA KOWTO C€ OCHOBaBaT. B
MPENOPBHKUTE CE TOCOUBAT PA3JINUABAIIUTE CE TO3ULIUUA U OCHOBAHUSATA 32 TAX.

2. Koraro ce oTmpaBsT npenopbKky 3a MpoMsiHa, CIIMpaHe Ha JEHCTBUETO WM OTHEMaHe
Ha HAlMOHAJIHO pa3pellieHUuE 3a THProBHs, AbPKABUTE WIECHKH, NPEIACTABEHH B
KOOpJMHAIIMOHHATa TpyIa, ce CIopa3yMsBaT MO MO3UIMS 0 BBIIPOCA, KaTO B3eMaT
OpeaBU TIpenopbkara, rmocodeHa B maparpad 1, W BKJIIOYUBAT B Ta3W MO3ULUS
rpaduk 3a U3MBJIHEHUE.

AKO B paMKHMTE€ Ha KOOpJIMHAIMOHHATa Ipyla NPEJCTABEHUTE IbP)KAaBU UIEHKH
MOCTUTHAT CIIOpa3yMEHUE C KOHCEHCYC OTHOCHO JEMCTBHETO, KOETO TpsiOBa 1a ce
IpearpueMa, MpEeAce]aTeNIAT PErucTpupa CIOpasyMEHHETO M IO H3Ipalia Ha
IIPUTEXKATEIA HAa PA3PEIIECHUETO 32 ThPrOBUS M HA IbP)KABUTE WICHKH. JIbpKaBUTE
YJICHKH TpeANpHeMaT HEOOXOJUMHUTE MEpKH, 3a Ja MPOMEHAT, CIpaT IeHCTBHETO
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WIM OTMEHST ChbOTBETHHUTE pa3pelleHus 3a ThProBHUs B ChOTBETCTBUE C rpaduka 3a
U3MbJIHEHUE, IPEABUICH B CLIOPA3YMEHHETO.

B cnyuyaii Ha mocTUrHato ciopasyMeHue 3a IPOMsIHA MPUTEKATEIAT Ha pa3peleHue
3a ThPrOBHs I0JaBa O KOMIIETEHTHUTE OPraHU Ha IbPYKABUTE WIEHKH CHOTBETHO
3asdBJICHHE 3a IPOMSHA, BKIIOYBAILO AKTyaJM3MpaHa KpaTKa XapaKTepUCTUKa Ha
NpOAyKTa W aKTyaJllM3WpaHa JIMCTOBKA, B PaMKHUTE Ha ONpeleNeHHs Tpapuk 3a
U3IIbJIHEHHE.

Criopa3yMeHHETO Ce ONOBECTsBa MyOJMYHO HA €BPONEUCKHs MHTEPHET MOpTaji 3a
JeKapcTBaTa, Ch3JAaZeH B CboTBeTcTBHE ¢ wieH 104 oT [mpepaboTeHus
Pernament (EO) Ne 726/2004].

AKo He MoOXxe Ja 6’[;,[[6 IIOCTUTHATO CIIOPa3yMEHHUEC C KOHCCHCYC, IO3UIUATA Ha
MHO3HMHCTBOTO OT ABPIKABUTC YJICHKHU, ITPCACTABCHH B KOOpAWMHALIMOHHATA I'pyIia, CC
npcaaBa Ha KOMI/ICI/IHTa, KOATO IIpuiiara mnpoueaypara, npeaBu/icHa B 4JICH 42,

Korato cmopa3yMeHHeTo, MOCTUTHATO OT JbPXKAaBUTE UJICHKH, MPEICTaBEHU B
KOOPJIMHAIIMOHHATA TPYIIa, WIX MO3UIMITa HA MHO3HHCTBOTO OT JbP)KaBUTE YWICHKH
ce pasnmuaBa OT mHpenopbkara Ha KomwureTa 3a olleHKa Ha pHucka B objacTtra Ha
(dapMakosioruyHaTa OJMTEIHOCT, KOOPJIWHAIIMOHHATA TpyHa MpHiara KbM
CIOpPa3yMEHHETO WM TO3UIUATAa Ha MHO3MHCTBOTO IOAPOOHO OOSICHEHHWE Ha
HAYYHHTE OCHOBAHUS 3a Pa3IMUUsATA, 3a€/IHO C IPErnopbhKara.

PA3JET 8

W30 bJIHEHUE, HACOKHU U JOKJIAJIBAHE

Ynen 122

Mepku 3a usnvinenue, cbp3anu ¢ 0euHocmume no apmaKoIocudHa 60umenIHocm

C 1men xapMOHM3HMpaHE Ha HW3IBJIHEHHETO Ha JEHHOCTHTE MO (apMaKoJIOrHyHA
OIMTEITHOCT, TMPEABUICHA B HACTOSIIATa JTUpeKTHBA, KoMucHsITa prieMa MEpKH 3a
U3MBIIHEHHE B CICJAHUTE OO0JIACTH, B KOWUTO ca TMPEIBUACHU JEHHOCTH IIO
(dapMakoIoruIHa OIUTEITHOCT ChIIacHO nprioxkenue |, unenose 96, 99, 100, 105—
107, 113, 118 u 120, xaTo onpexnens:

a)  ChABPKAHUETO U TpaBUjIaTa 3a MOJIbP)KaHEe Ha OCHOBHATA JIOKYMEHTAIIHs HA
cuctemara 3a (apMakoJOrM4Ha OJUTETHOCT OT TMpPHUTEXKATeNs Ha
pa3pernieHueTo 3a ThProBUs;

0) MHMHHUMAJHUTE MU3MCKBAaHUS 3a CHCTEMara 3a KaueCTBO NPHU U3IIBIHEHHETO Ha
neitHocTuTe 1Mo (papMakosoruyHa OJUTENHOCT OT KOMIIETEHTHUTE OpPraHu Ha
JbPKABUTE YICHKHU U OT MPUTEXKATENSA HA Pa3pEIIEHUETO 3a ThProBUS;

B)  IpaBWiIaTa OTHOCHO M3MOJ3BAHETO HAa MEXKIYHApOJIHO IMpHUeTa TEPMUHOJIOTHS,
dopmMath W  CTaHIAPTH TPH WBIMBIHEHHETO Ha  JIEHHOCTHTE  TI0
bapmakosoruuHa O JUTETHOCT;

) MHHHMAJHUTC HW3WUCKBAaHHWS 3a MOHHUTOPHHI Ha JaHHUTe B 0Oa3ara JaHHHU
EudraVigilance ¢ 1ien na ce onpenenu qanu ca HaJluile HOBU PUCKOBE WIIH Jalld
ca HaCTBITWJIM IPOMEHHU B PUCKOBETE;
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n)  dopmaTa ¥ ChABPKAHUETO HA MO/aBaHaTa IO €JIEKTPOHEH BT WH(pOpMaIus 3a
MOJIO3UPAHN HEXENaHW JIEKAPCTBEHU PEaKIUU OT JAbPKABUTE WICHKH U OT
NPUTEKATEIIS HA Pa3pelICHUETO 3a ThPTrOBUS,

e) ¢opmara U CHABPKAHUETO HA EJIEKTPOHHUTE MEPHOAMYHH aKTyaTH3HpaHH
JIOKJIa/1M 3a 0€30I1aCHOCT U Ha IUIAHOBETE 3a YIIPABJICHHUE Ha PHUCKa;

k) (¢opmMara Ha NPOTOKOIUTE, pe3lOMEeTaTa M OKOHYATCIHUTE JOKIaaAd OT
NPOYYBaHMATA 32 OE30MaCHOCT CJIe ITOJyYaBaHe Ha pa3pelicHHe.

2. [Ipn mpuemaHeTo Ha Te3W MEPKH C€ B3eMa TMPEIBUJ H3BBpIICHATa padoTa IO
XapMOHHU3aIMsl B o0jacTTa Ha (hapMakoJIOTUYHATA OJMTEITHOCT Ha MEXKIyHApPOIHO
paBHuIIe. Te3n MEpKU ce MmpueMaT B ChOTBETCTBHE C peryjiaropHaTa MpoLeaypa,
npeaBucHa B wieH 214, maparpad 2.

Ynen 123
Hacoku 3a ynecnssane na uzsvpuisanemo na oeuHocmume no Qapmakoio2uyHa 60umeanocm

AFGHHI/IHT&, B CBbTPYAHHUYCCTBO C KOMIICTCHTHUTC OpraHd Ha AbpPKAaBUTC YJICHKHU U C APYIU
3aMHTCPCCOBAHU CTpAaHU, U3IOTBA:

a) HACOKHM OTHOCHO JOOpHTE MPAKTUKH B 00JIacTTa Ha apMaKoIOTHIHATA OAUTEITHOCT
KaKTO 32 KOMIICTCHTHHUTE OpPraHW, Taka M 3a MPUTSIKATCIUTE Ha pa3pelieHUs 3a
ThpProBus,

0) HAayYHH HACOKM OTHOCHO IIPOyYBaHHATA 3a €(UKACHOCT Cie] IoJlydyaBaHe Ha
paspernieHue.

Ynen 124

Jloxnaosane omnocho 3a0auume no hapmaxkoiocuiHa 6OUmMenIHocm

AreHnmara mTyONMKyBa JOKJIAaX 3a M3MBIHEHHETO Ha 3aJaduTe 1o (apMakKoJOrWYHa
6)II/IT€J'IHOCT OT OAbpPKAaBUTC YJICHKH U OT AFCHHI/ISITa Ha BCCKU TpH I'OJUHH. H’I)pBI/IﬂT JOKJIazn
ce OmoBecTsBa MyONWYHO 10 [TpM TONWHM CIlel HayajJHaTa Jara Ha TNpUIaraHe Ha
npepadotenus Pernmament (EO) Ne 726/2004].

I'maBa X
XoMeonaTuYHHU JeKAPCTBEHU NMPOAYKTH U TPAAUIIUOHHHU
PACTUTEHH JIEKAPCTBEHH MPOAYKTH

PA3aET 1

CHENUAJHU PABIOPEIBH, TPUJIOKUMHU 3A XOMEOIATUYHHUTE
JIEKAPCTBEHU ITPOAYKTHN

Ynen 125
Pecucmpayus unu pazpewasane na xomeonamuiru 1eKapCcmeeHu npooyKmu

1. JIbp)kaBUTE WIEHKH TapaHTHUpPAT, Y€ XOMEONMATHYHHUTE JIEKAPCTBEHU IPOIYKTH,
MPOW3BEICHN U MycHaTH Ha mazapa B Cbi03a, ce PEruCTPUpPaT B CHOTBETCTBHE C
yieHoBe 126 u 127 wnm ce pa3pemaBaT B ChOTBeTCTBHE C wWieH 133, maparpad 1,
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OCBEH KOraTO XOMEOMATUYHUSAT JIEKAPCTBEH MPOAYKT € OO0XBAaHAT OT PEruCTpalus
WIM pa3pelleHue, U34aJeHO B CHOTBETCTBHE C HAIMOHAIHOTO 3aKOHOAATEJICTBO
npean win Ha 31 gekemBpu 1993 1. B ciaydail Ha perucrtpaiuud ce mpujarat
pasnopenoure Ha rinasa I, pasnenu 3 u 4 u unen 38, naparpadu 1, 2 u 3.

[bpxaBUTE YJIEHKM YCTAHOBABAT OIPOCTEHA MPOLEAypa 3a PErucTpanus Ha
XOMEOTIaTHYHUTE JEKApCTBEHU POAYKTH, TOcoUeHa B wieH 126.

Ynen 126

Onpocmena npoyedypa 3a pecucmpayus Ha XoMeonamuyHu 1ekapcmeenu npooyKmu

Ha onpocrtena npoueaypa 3a perucrpanus nouiexar XoMeonaTHYHUTE JICKapCTBEHH
IPOAYKTH, KOUTO OTTOBAPAT HA BCUUKH U30POEHU MO-J10J1y YCIOBHUS:

a)  Ipuiarar ce nNepopagHo WM BHHIIHO;

0) Ha eTHKeTa Ha JIEKAPCTBEHUS MPOJYKT WM B CBbpP3aHaTa C HEr0 WHGOpMAIHS
HE € MI0COYCHO CIIEIM(PUIHO TepareBTHYHO TOKA3aHHUE;

B) paspeacHu Cca B A0CTaTb4yHA CTCIICH, 3a Ja CC rapaHTupa Oe30macHOCTTa Ha
JICKApCTBCHU MPOAYKT.

3a uenute Ha OyKBa B) JEKAapCTBEHUAT MPOJYKT HE MOXE J1a ChAbp)Ka MOBEYE OT
elHa JIECeTOXWIAHA YacT OT M3XOJHATa TUHKTYpa, HUTO IMOBEYE OT €Ha CTOTHA
YacT OT Haii-MajkaTa J/103a, M3I0JI3BaHA B AJIONATHATA, HA AKTHBHHUTE BEUIECTBA,
YUeTO HaJM4YWe B aJONaTH4eH JIEKapCTBEH IPOAYKT BOAM 10 3aIbDKCHHE 32
Ipe/ICTaBsIHE Ha JIEKAPCKO MPENTCaHue.

Ha Komucusara ce mpenocraBsi mpaBOMOUIMETO Ja MpUEMa JAEJIETUPAaHU aKTOBE B
CBOTBETCTBHE C WieH 215, 3a 1a BHacsd U3MEHEHHUS B ITbpBA ajquHes, OyKBa B) C 1€
Jla C€ OTYETE HAYUHHUST HAPEIbK.

B MmomenTa Ha peructpanuiaTa AbPKAaBUTC YJICHKU ONPCACIIAT HAUWMHA HAa OTITYCKAHC
Ha XOMCOITaTUYHHA JICKAPCTBCH NPOAYKT.

Kputepunte W mpoleaypHUTE TNpaBuia, NpeABUAcHH B wieH 1, maparpad 10,
Oyksa B), wieH 30, rnasa IIl, pa3zmen 6, unenose 191, 195 u 204, ce mpunarat mno
aHaJOTHs 3a OINpOCTeHaTa TMpoIleAypa 3a PErucTpalus Ha XOMEOTATHYHU
JIEKAPCTBEHU MPOAYKTH, C H3KIIOUYEHHE Ha JO0Ka3aTeJICTBOTO 3a TEepamneBTUYHA
e(hUKacHOCT.

Ynen 127

H3uckeanus 3a 3as6nenue no onpocmerama npouedypa 3a pecucmpayusl

3asgBiacHHE 110 OIIPOCTCHATa MHpoucaypa 3a perucrpalusa MOKE a 06XB3.IJ_[3. cepust OT
XOMCEOIMATUYHU JICKAPCTBCHU MPOAYKTH, MOJYUCHU OT €AWH U CBHII XOMEOIMATHUYCH N3TOYHHUK
WM H3TOYHMHIIH. C ocil ga C€  JOoKaXXaT Hali-Beue (bapMaLIeBTPI‘IHOTO KaueCTBO H
XOMOI'€HHOCTTAa Ha MNPOU3ZBCACHUTEC MAPTUAN OT CBOTBECTHUTEC XOMCOIIATHYHHU JICKAPCTBCHU
MMPOAYKTH B 3asABJICHUCTO CC BKIIFOYBA CJICAHOTO:

a)

HAyYHOTO HAaMMEHOBaHME WJIM JpYro HauMEHOBaHHE, (UIYpHpaIlo BbB
dapmakoriesTa Ha XOMEOTIATUYHHS U3TOUYHUK WIIM U3TOYHUIIH, 3a€HO C PA3TUIHHUTE
IbTHUILA HA BbBEXJAHE, JIEKapCTBEHH (POPMH U CTENEH Ha pa3pek/iaHe, KOUTO Cce
perucTpupar;
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0)

JIOCHE, B KOCTO CE OIMCBA HAYMHBT Ha IMOJTy4aBaHEe M HAa KOHTPOJI HA XOMEOTaTHYHUS
W3TOYHHUK WJIM M3TOYHUIM U c€ 0OOCHOBaBa TAXHATA XOMEOIMATHYHA YMOTpebda Bb3
OCHOBA Ha MoXo/isma onodauorpadus;

JOKYMEHTAIUsl 32 MPOU3BOJACTBOTO M KOHTpOJA 3a BCSAKA JIEKapcTBeHa (opma U
OIMCaHUE HAa HAYMHA HA pa3pekJaHe U MOTCHIIUPaHE;

pPaspCliCHUCTO 3a IMPOU3BOACTBO Ha CBOTBCTHUA XOMCOIIATHYCH JICKAPCTBCH
MPOIYKT;

KOIMHUSI OT PErucTpallid WIA pa3pelieHus, IMOJYYEHU 3a ChIIUS XOMEONaTHYCH
JICKapCTBEH MPOJYKT B IPYTH AbP>KAaBU WICHKH;

CIWH WJIK TOBCYC MAKCTH HA BBHIIHATA OIIAKOBKA MW IIbpBHUYHATA OIIAKOBKAa Ha
XOMCOIMATUYHUTE JICKAPCTBCHU MMPOAYKTHU, KOUTO CC PETUCTPUPAT,

JaHHH OTHOCHO CTaOMIIHOCTTA HAa XOMEOIIATHYHHS JICKApCTBCH IMPOAYKT.

Ynen 128

Ilpunacane na deyenmpanuzupanama npoyeoypa u Ha npoyeoypama no 63aumMHoO NPUHABaAHe

no OMHOWEHUE Ha Xxomeonamudrume j1eKkapcnmeeHu npodykmu

Unen 38, maparpadm 4 u 6, uneHoBe 39—42 u uien 95 He ce mpuiarar 3a
XOMEOIaTHYHUTE JIEKAPCTBEHHU MPOAYKTH, IIOCOUYEHH B 4ieH 126.

I'maBa I, pasmenu 3—5 He ce mpuiarar 3a XOMEOMATHYHHUTE JIEKAPCTBEHH
IPOAYKTH, TocoueH! B wieH 133, maparpag 2.

Ynen 129

EmuKemupaHe HA4 Xomeonamuiynume JleKapcnieeHu npodykmu

XOMEOTIaTHYHNTE JIEKAPCTBEHW MPOAYKTH, C HM3KIIOUYEHHE Ha IOCOYCHHUTE B wieH 126,
naparpad 1, ce eTukeTupaTt B ChOTBETCTBUE C pa3nopenoute Ha riasa VI u ce o0o3Hauasar,
KaTO BbpPXY €TUKETUTE UM CE MIO0COUYBA SICHO U YETJIMBO XOMEONaTUYHOTO UM ECTECTBO.

Ynen 130

Cneuuqbu!mu USUCK6AHUA 30 emuKemupaHeno Ha onpedeﬂeHu xomeonamuirhu l1eKkapcneeHu

npooyKmu

OcBeH u3pasa ,,XOMEONAaTUYEH JEKAPCTBEH NMPOAYKT®, BbPXy €THKETa U KOraro €
1enecbo0pa3Ho, B JIMCTOBKATa HA XOMEOIMATHYHUTE JIEKAPCTBEHU MPOAYKTH,
nmocoueHn B uieH 126, maparpad 1, ce chappka cieaHaTa W HHUKaKBa Jpyra
uHpOpMaLs:

a) HAayYHOTO HAWMMCHOBAHUC HA XOMCOIIATHYHUA HM3ITOYHUK HWJIWM HU3TOUYHHIIU,
CIIeIBAHO OT CTEMEHTa Ha pa3pexJaHe, Karo Ce H3IMO0JI3BAaT CHMBOIH OT
moJI3BaHarTa (hapMaxoresi B ChOTBETCTBHE C WieH 4, Touka 62;

6) wuMe U ajgpec Ha TpUTEeKATeNs Ha perucTpauusATa, a Koraro e
1enechb00pa3Ho — U Ha MPOU3BOAUTEIS;

B) HAa4Y1H Ha MPUIIOKCHUC U aKO € H€O6XO,Z[I/IMO, II'bT HA BBBCKAAHC,
r)  JekapcTBeHa (opma;

J)  SICHO O3HAYEH CPOK Ha FOJIHOCT (Mecell, TOINHA);
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€)  ChIbpKaHUE Ha ThProBcKaTa (hopma Ha MpEeICTaBsHE;
)  CIICUMATHH MMPEANa3HA MEPKU NP ChXpaHEHHE, aKO MMa TaKH1Ba;

3)  CHEIHUAIHO NPEIyNpEeXICHUE BBB BpPh3Ka C JICKAPCTBCHHS MPOAYKT, aKO €
HEO00XO0INMO;

U) TMapTHJIEH HOMEp Ha IPOU3BOIUTELS;
)  perucrpalnroHEH HOMED;

K) ,,XOMEONaTHYCH JIEKAPCTBEH TMPOAYKT 0e3 OoA00peHH TepareBTHYHH
IMOKAa3aHMs";

Jq)  OpeaynpekIeHue, ¢ KOETO MOTPEOUTENSAT ce ChBETBA J1a C€ KOHCYJITHpA C
JIeKap, aKk0 CUMIITOMHUTE MPOIbJKABAT.

[Io oTHomieHWE Ha IbpBa aluHes, OyKBa a), aKO XOMEOIATHYHUSAT JICKAPCTBCH
MNpoOAYKT € CBCTAaBCH OT [ABa WM IIOBCYC XOMCOIIATUYHW HN3TOYHHUKA, HAYUYHHTC
HAVMCHOBAHMS Ha WM3TOYHUIIMTE BHPXY C€TUKETa MOrar Jia ObJaT JOIBIHCHU ChC
CBO0OJIHO U30paHO UME.

2. HezaBucumo ot pasnopendute Ha maparpad | abpkaBUTe UIEHKH MoraT JAa
M3MCKBAT U3MO0JI3BAHETO HA ONPEEICH BUJ €TUKETH, B KOUTO CE II0COYBA:

a) [CHATA Ha XOMCOIIaTUYHHS JICKAPCTBCH IIPOAYKT,

0) ycloBUsATa Ha BB3CTAHOBSBAHE HA Pa3XOAUTE OT OPTraHHUTE 3a COIMaIHa

CUT'YPHOCT.
Ynen 131
Pexnama na xomeonamuunu nexapcmeenu npooykmu
1. I'maBa XIII ce mpuiara 3a BCHYKM XOMEOIIATUYHHU JIEKAPCTBEHH MPOAYKTH.
2. UYpes geporaums ot mnaparpad 1 winen 176, maparpap 1 He ce mnpumara 3a

JIEKapCTBEHUTE MPOAYKTH, TOCOYEHH B wieH 126, nmaparpad 1.

Bbrnpekn TOBa mNpH pEeKIaMHUpPAHETO HAa TAaKMBa XOMEOIATHYHM JIEKAPCTBEHU
NPOJYKTH MOXKE Jia Ce HW3Moi3Ba camo uHpopmarusaTa, nocodena B wieH 130,
naparpad 1.

Ynen 132
Obmen Ha uHpopmayus OMHOCHO XOMeOnamuyHume 1eKapCcmeeru npooyKmu

JIbpkaBUTe WICHKH OOMEHAT TIOMEXIY CH Ipsutata wuHGOpMamus, HeoOXoaumma 3a
rapaHTUpaHe Ha KaueCTBOTO U OE30MaCHOCTTAa Ha XOMEOMATUYHUTE JIEKAPCTBEHH MPOAYKTH,
MIPOM3BEJICHHU U TpeIaraHy Ha mazapa Ha Cbhro3a, U Mo-CIeHaTHO HH(OPMAITUATA, ITOCOUSHA
B wieHose 202 u 203.

Ynen 133
Jpyeu usuckeanus 3a xomeonamudnume JeKapCmeeHu npooyKmu

1. 3a XOMEONaTHYHH JICKAPCTBEHU MPOMYKTH, PA3IUYHH OT MOCOYCHHTE B uiieH 126,
naparpad 1, ce u3gaBa paspenieHue 3a TbproBus B ChbOTBETCTBUE C WiIeHOBE 6 U 9—
14 1 ce mocTaBs €TUKET B ChOTBETCTBUE C IaBa VI.
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2. Bcesika mbprkaBa 4jieHKa MOXKE Ja BBBEXKIA WJIM Ja Mpujiara Ha CBOSITA TEPUTOPUS
CrenuUYHNA MpaBUiIa 32 HEKIMHUYHUTE TECTOBE M KIMHUYHUTE HM3CJICIBAaHUS Ha
XOMEOIIATUYHU JICKAPCTBEHH IPOJIYKTH, Pa3IUYHH OT IOCOYEHUTE B uieH 126,
naparpad 1, ChbriaacHO MPUHIUIUTE U CrieIU(pUKATAa HA XOMEONaTHYHATA MEIUIHA,
MpaKTUKyBaHa B ChOTBETHATA JbprKaBa YJCHKA.

B To3m ciydaii cbOTBeTHaTa Jbp)KaBa 4ileHKa yBenoMmsBa Komwucusara 3a
JeiicTBaluTe criequpUUHU paBuia.

3. I'maBa IX ce mnpunara 3a BCUYKM XOMEOIIATUYHU JIEKAPCTBEHHW MPOAYKTH, C
M3KJIIOYEHUE Ha IMOCOYeHHTE B WwieH 126, maparpad 1. ['maa XI, rmasa XII, pa3zgen 1
u riaBa X1V ce nmpunarar 3a BCHYKM XOMEOIIaTUYHY JICKAPCTBEHU IIPOYKTH.

PA3IET 2

CHEIUAJHUA PASNIOPEABH, TPUJIOKUMU 3A TPAJUIIMOHHUTE PACTUTEJIHA
JEKAPCTBEHU IMPOAYKTHU

Ynen 134
Onpocmena npoyedypa 3a pecucmpayus Ha MpaouyuOHHU pacmumennu 1eKapCcmeeHu
npooyKkmu
1. Ha ompocrena mponenypa 3a peructpauus (,,peTUCTpalisi Ha OCHOBaHHE

TpaAUIIMOHHA ynoTpeba®“) MmoaJie’kaT pacTUTEITHUTE JIEKAPCTBEHHU MPOAYKTH, KOUTO
OTTOBapAT HA BCUYKH U30POCHHU T0-/10JTy YCIOBHUS:

a) HMaT TCPAINICBTHUYHU IMOKA3aHUSA, XaPAKTCPHU CAWHCTBCHO 3a TPAAUIIHUOHHHUTC
pacTUTENHU JIEKapCTBEHU TMPOJYKTH, KOWUTO TOpajud CBOS CbCTaB U
NPUJIOKEHUE ca MpeAHa3HAUYEHU U Ch3/a/IeH! 3a ynorpeda 6e3 HabmoeHHe OT
JieKap ¢ LeJ JUarHoCTHKa, Ha3HaYaBaHe WJIH MPOcye/IiBaHe Ha JIEYEHUETO;

0) mpenHa3HAuEHU ca €IUHCTBEHO 3a MPUIIOKEHHE B OINpe/eieHa KOHLEHTPALUS
Y J03UPOBKA;

B)  IpeACTaBiIsABaT IperapaTy 3a MNepopaTHO MPUIIOKEHUE, BHHILIHO MPUIOKEHHE
WJIU UHXAIIMPaHeE;

r) TEepuoabT Ha TpPAaUIMOHHA ymoTpeba, mocoueH B wieH 136, maparpad 1,
OyKBa B), € U3TEKBI,

1)  JaHHUTE 32 TPaJWIMOHHATAa yrmoTrpeba Ha PACTUTEIHHS JIEKAPCTBEH MPOAYKT,
nocoueH B wieH 136, maparpa¢ 1, OykBa B), ca T0CTaTbYHH.

JlanauTte 3a ymorpebara Ha JIEKapCTBEH MPOJYKT, MMOCOYEH B IIbpBa aJIMHE,
OykBa J), ce€ CUMTAaT 3a JOCTaThYHH, KOTaTO C€ JIOKa3Ba, Ye PACTUTEIHHUSAT
JIEKapCTBEH MPOAYKT HE € BpEACH NPHU ONpEJCICHUTE YCIOBHS Ha ymorpeda u
dapmakosoruuHuTe ePekTH WM ePUKACHOCTTa Ha PACTUTENHHUS JIEKapCTBEH
NPOJYKT, YCTAaHOBEHM BB3 OCHOBA Ha JBJITOrOJUINIHA YINOTpeda U OMNHT, ca
yOETUTEIHU.

2. HesaBucumo ot pasmopendoute Ha wieH 4, maparpad 1, Touka 64 Haau4yueTo B
pacTUTETHUS JIEKAapCTBEH MPOAYKT Ha BUTAMHHHU WJIM MUHEPAJIH, YUATO OE30MMacHOCT
€ HQISKHO JOKYMECHTHUpPaHa, HE NpEACTaBIsiBa NpeYKa 3a pErucTpanmusTa Ha
NpOAyKTa ChIrIacHO maparpad 1, mpu mosiokeHHe 4e JeCTBUETO Ha BUTAMUHHUTE U
MHUHEpAJIUTE € CIOMAaraTeJHO CIPSMO JCHCTBUETO HA PACTUTEIHUTE AKTUBHU
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BEIIIECTBA [0 OTHOIIEHWE Ha KOHKPETHOTO(WTE) 3asBEHO(M) TepareBTHUHO(H)
nokazaHue(s).

Bormpeku ToBa, B Cilydail uye KOMIIETEHTHHTE OpraHU IMPEIEHST, Y€ PacTUTEJICeH
JIEKapCTBEH MPOAYKT, KOHTO OTroBapsi Ha YCJIOBHUSTa, ONpenesieHH B maparpad 1
(,,TPQIMLIMOHEH PACTUTENIEH JIEKapCTBEH TMPOIYKT™), IMOKPUBA KPUTEPUUTE 32
M3/1aBaHE HA HAIlMOHAJIHO pa3pellIeHUE 3a ThPrOBUs B CHOTBETCTBUE C WIEH 5 WM 32
ONPOCTEHA PETUCTPAlLlMsI B ChOTBETCTBHE C WieH 126, pa3nopenduTe Ha HACTOSIIUS
paszieln He ce mpuiiarar.

Ynen 135
Ilooasane na docue 3a mpaduyuoHen pacmumeneH J1eKapcmeer npooyKm

3asBUTEIAT U MPUTEKATENAT HA PETUCTPALIMs Ha OCHOBaHUE TPAIUIIMOHHA yroTpeba
ca ycranoBeHu B Chlo3a.

C Oejl IoJiydaBaHE€ Ha pPErucrpaivsa Ha OCHOBAHUC TpaAUIIMOHHA yHOTpe6a,
3aABUTCIIAT IMOoAdaBa 3adBJICHHC OO0 KOMIICTCHTHHA OpPraH Ha CbOTBETHATA AbpiKaBa
YJICHKA.

Ynen 136

H3uckeanus 3a 3as6nenue 3a pecucmpayusl Ha OCHoearnue mpdauLﬁ/lOHHa ynompe6a

3asBICHME 3a PErUCTpalUs HA OCHOBAaHME TPAJULMOHHA ynorpeda ce NMpuapyx asa
OT:

a)  JAHHUTE M JOKyMEHTALUSITA:
i)  mocovenu B Touku 1, 2, 3, 5—9, 16 u 17 ot npunoxenwue |,
i)  pesynratute OT papMaleBTUIHUTE TECTOBE, TOCOUCHH B MpHiIokeHue |,

iii) KkpaTka xapakTepHCTHKa Ha IPOAYKTa, 0€3 KIMHUYHUTE JaHHHU, TOCOUYCHH
B IIpuJiokeHue V,

IV) 3a xoMOuHaiuM, mocoyeHu B wieH 4, maparpad 1, Touka 64 wmu B
uned 134, maparpad 2 — wuHpopmanmsiTa, mMocodyeHa B uieH 134,
naparpad 1, mepBa anunes, OykBa 1), CBbp3aHa CbC cCaMaTa KOMOMHALIUS;
aKo OTJEITHUTE aKTUBHH BEIIECTBA HE Ca JOCTATHYHO MO3HATH, TAHHUTE
ce OTHACHT U 32 THIX;

0)  BCSKO HallMOHAJIHO pa3pellieHue 3a ThPrOBUS WM PErucTpanus, MoIy4eHu OT
3asgBUTENS B Jpyra AbpkKaBa YiICHKa WIM B TPeTa JbpKaBa C LeJ MyCKaHe Ha
pacTUTEITHUS JICKApCTBEH MPOAYKT Ha IMa3zapa, KakTo U MOJPOOHOCTH 32 BCSKO
peleHre 3a 0TKa3 3a W3JaBaHe Ha HAIlMOHAIHO pa3pelieHHe 3a ThProBUs MU
peructpamus, Omro To B Chio3a WM B TPETa AbPKABa, 3a€HO C MOTHUBHTE 3a
TOBA PEILICHUE;

B) Oubnmuorpad)cku JaHHW WM CTAaHOBHINA HA EKCIEPTH, KOUTO JIOKa3BaT, 4e
CHOTBETHUSAT PACTUTENICH JIEKAPCTBEH NPOJAYKT WJIM CHOTBETCTBAI Ha HETO
JIEKapCTBEH MPOAYKT € ¢ Hai-mManko 30-roauimHa MEIMIIMHCKA YIoTpeda
Mpe/au Jarara Ha Mo/IaBaHe Ha 3asBJICHUETO, OT KOUTO Hall-Majiko 15 ronunu B
pamkuTe Ha Cbio3a;

r)  Oubmuorpadcku 00630p HA JAHHUTE OTHOCHO O€30MACHOCTTA, MPUIPYKEHH OT
eKCIIepTeH JOKJal, a MPH OTHPaBEHO JOMBIHUTEIIHO MCKaHE OT CTpaHa Ha

153

BG



BG

KOMIIETEHTHHS OpTaH Ha JbprkaBaTa WIeHKa — JaHHHU, HEOOXOANMHU 3a OLIEHKa
Ha 6€30I1aCHOCTTA HAa PACTUTEIIHUS JIEKAPCTBEH MPOIYKT.

3a 1enuTe Ha IbpBA ajluHesl, OyKBa B), 10 UCKAaHE HAa IbpXKABAaTa WICHKA, B KOATO €
HOJAJCHO 3asBJICHUETO 3a PErHCTpalls Ha OCHOBAHUE TPAJUIMOHHA YHOTpeOa,
paboTHaTa rpyna 1o pacTUTEIHHUTE JEKapCTBEHM IPOIYKTH H3rOTBS CTAHOBHILE
OTHOCHO HaJIMYMETO Ha JOCTaThYHO JOKA3aTEJCTBA 3a JBJITOrOJAUINHATA YHOTpeda
Ha PACTUTENHUS JEKapCTBEH MPOAYKT WIM Ha ChbOTBETCTBAILMS HA HETO PACTUTEIICH
JIEKapCTBEH IPOJYKT, KAKTO € IOCOYEHO B IIbpBa ajuHes, Oyksa B). [IbprkaBarta
YJIeHKAa BHACsi CBOTBETHATa JOKyMEHTAallMs B MOJAKpena Ha IpernpaTreHus 3a
pasriekaaHe BIPOC.

3a menure Ha IbpBa ajuHes,, OyKBaT), ako OTJEJIHUTE aKTUBHM BELIECTBAa HE ca
JIOCTaThYHO MO3HATH, JAHHUTE, IOCOUCHH B ITbPBa allMHEes, OyKBa a), MOATOYKA IV),
Ce OTHACAT U 3a TsX.

IIpunoxenue Il ce npunara no aHajorus 3a JaHHUTE U JOKYMEHTHUTE, IOCOYEHU B
bpBa ajuHes, OyKBa a).

M3ucKBaHETO J1a ce JOKaXKe, Y€ PACTHTEIHUSAT JICKaPCTBCH NMPOAYKT UMa Hal-MajKo
30-rogumiHa MeAMIIMHCKA YymoTpeba, mocoyeHo B maparpad 1, mepBa anuHes,
OyKkBa B), € M3IIBIIHEHO JIOPU KOTAaTO MpeAjaraHeTo Ha MPOJIyKTa Ha ma3apa He ce €
OCHOBABaJIO Ha KOHKPETHO pa3pelieHUe 3a ThProBusi. To € U3IBJIHEHO U KOraro
OpOST WIM KOJIMYECTBOTO HA CHCTABKUTE HA PACTHTEIHHUS JICKAPCTBEH MPOIYKT €
HaMmaJieH(0) Ipe3 MOCOUCHUS IIEPHOI.

Koraro pactutenHusT IlekapcTBEH HpOAYKT € Oun B ymnorpeba B Cbroza B
IPOABIDKEHHE Ha MO-MajJKo OT 15 roavHu, HO MHaye OTroBapsi Ha YCIOBHATA 3a
peructpanusi Ha OCHOBaHME TpPAJUIMOHHA ynoTrpeda chbryiacHo mnaparpad 1,
KOMIIETEHTHHUAT OpraH Ha JIbpXKaBaTa 4JeHKa, B KOSATO € MOJaJEHO 3asBICHUETO 3a
perucTpanysi Ha OCHOBaHME TPAAWIMOHHA YIHOTpeba, OTHAcs 3asBJICHHETO 32
TPaJULMOHHMUS PACTUTENEH JIEKapCTBEH MPOJIYKT 3a pasriiexkaaHe oT paboTHara
rpymna IO pAcTUTEIHUTE JIEKapCTBEHU TMPOAYKTH W TIPENCTaBsi CHOTBETHATA
JIOKYMEHTAIUs B HETOBa MOJKpera.

PaGoTnata rpymna mo pacTUTEIHHUTE JICKAPCTBEHU MPOAYKTH TMPELEHsSIBA Jalu ca
CIa3eHu JIPYTUTe KPUTEPUU 3a pEerucTpalis Ha OCHOBaHHE TPaJUIIMOHHA YIIOTpeoa,
nmocoueHn B uieH 134, pa3nuyHU OT MepuoAa Ha TPagUIMOHHA yroTpeda. AKO
paboTHata rpyma MO pPACTHTETHUTE JIEKAPCTBEHU NPOAYKTH TMPEIEeHHU, Ye €
BB3MOXKHO, TS M3TOTBsI MoHOrpadgus Ha Cbio3a 3a pacTeHHUsSTa C MEIUITMHCKA
ynotpeba, KakTo € mocodeHo B wieH 141, maparpad 3, KosSTO ce B3ema MpeaBUa OT
KOMITIETCHTHHSI OpraH Ha JbpkaBaTa WICHKA MPH B3E€MaHETO HA OKOHYATEIHOTO
peleHre o 3asiBICHUETO 3a PETUCTPALIUS Ha OCHOBAaHUE TPAAUIIMOHHA YIIOTpeoa.

Ynen 137

HpuﬂazaHe Ha npouedypama no 63AUMHO NPUZHABAHE NO ONMHOUIEHUE HA mpaduquHHume

pacmumenHu 1eKapcmeenu npooyKmu

I'naga III, pa3znenu 3—5 ce mpuiiarar 1o aHaJIOTUs 3a PErMCTPALMUTE HA OCHOBAHUE
TpaAUITMOHHA YIIOTpeOa, N3/1aJIcHH B ChOTBETCTBUE C WieH 134, mpu ycIoBHE Ue:

a) e m3rorBeHa MoHorpadus Ha Chro3a 3a pacTeHUsATa C MEIUIIMHCKA ynorpeda
chriacHo wieH 141, maparpad 3; wim
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0) TpaIWIHUOHHHSIT PACTUTENICH JICKAPCTBEH MPOJIYKT € ChCTABCH OT PACTHUTCITHH
BEIIIECTBA, PACTUTEIHU MpemapaTd Wi KOMOWHAIUM OT TAX, BKIIOYCHU B
CIIMCHKA, IMocoueH B uieH 139,

3a TPAAULIUOHHUTE PACTUTCIIHU JICKAPCTBCHU IMMPOAYKTHU, KOUTO HE Ca 00XBaHATH OT
naparpa(b 1, IIp OLCHKa Ha 3asdABJICHUATA 3a PpErucrpanusa Ha OCHOBAHUC
TpaauluOHHAa yHOTpCGa KOMIICTCHTHUAT OpraH Ha BCIKa ObpiKaBa YJICHKa B3CMa
HAJJIC)KHO IMPEABU PErUCTpaAlMUTE, U3AaJCHH OT KOMIICTCHTHHA OpraH Ha JApyra
AbprKaBa YJICHKA B CbOTBCTCTBHUEC C HACTOAIIUA Pa3aCIL.

Ynen 138

Omkas3 3a pecucmpayusi Ha MPAOUYUOHHU PACTUMENHU JIeKAPCMBEEHU NPOOYKmMu

Perucrpanusita Ha OCHOBaHHE TPaJUIIMOHHA YIOTpeda ce OTKa3Ba, aKo 3asBICHUETO
HE OTroBaps Ha pasnopenoure Ha wieHoBe 134, 135 wim 136 unm ako € U3IMBJIHEHO
HSKOE OT CJIEJHUTE YCIIOBUS:

a) KauCCTBCHHUAT UJIM KOJIMYCCTBCHUAT CbCTAB HC OTIrOBApPs HA 3adBCHUSA,

0) TepameBTUYHHTE IIOKa3aHHMs HE OTrOBapsAT Ha YCJIOBUATA, OIPEICICHU B
e 134;

B)  TPaAMLMOHHHAT PACTUTEJICH JIGKAPCTBEH MPOIYKT MOXeE Aa Obe BpEICH Npu
HOpPMAaJIHH yCJIOBUS Ha yHoTpeoa;

r)  JIaHHUTE OTHOCHO TPaJMIMOHHATa YNoTpeba ca HeIOCTaThYHH, OCOOCHO aKo
dbapmakoiornyHuTe ePeKTH WM e(UKACHOCTTA, YCTAHOBEHUW BH3 OCHOBA Ha
JBJITOTOJTUIITHA YIOTpeDa U OMUT, HE ca yOeAUTEHY;

n)  (QapManeBTUYHOTO KauecTBO HE € J0Ka3aHO IO 3a/10BOJIMTENIEH HAaUMH.

Kommnerentaute OpTraHH Ha AbPIKABUTC YICHKU YBECAOMABAT 3asABUTCIIA, Komucusra
M BCCKM KOMIICTCHTCH OpPraH Ha JAbprKaBa 4JICHKA, KOMTO ITOMCKa, 3a BCAKO B3€TO OT
TIX PCHICHUC 34 OTKAa3 Ha PEructpanvsd Ha OCHOBAHUC TPAAULUMOHHA yHOTpe6a,
KaKTO W 3a MOTHBHTC 3a OTKas3sa.

Ynen 139

Cnucvk Ha pacmumeiiHume eewecmea, pacmumejlnume npenapamu u KOM6uHal4uu om mAix
1.

Komucusita mpuema akToBe 3a M3IIBIHEHHE C L€ YCTAaHOBSIBAHE HAa CIIMCBK Ha
PaCTUTCIIHUTE BCIICCTBA, IMpCIIapaTu U KOM6I/IHaHI/II/I OT TAX, KOUTO Ja C€ HU3I10JI3BaT
B TPAJULMOHHHU PACTUTEIHM JIEKAPCTBEHHU MPOAYKTH, KaTO B3eMa MPEABUJ NIPOEKTa
Ha CIHHUCBKA, HU3TOTBEH OT pa60THaTa I'pyna 1O PpacCTUTCIHUTE JICKAPCTBCHU
NpoAyKTH. Te3u akTOBE 3a MU3MBJIIHEHUE CE NPUEMAT B CbOTBETCTBUE C IpoLEaypaTa
o pasraexnaaHe, mnocoyeHa B uieH 214, mnaparpad 2. CHOuchkbT ChAbpXKa
TEpareBTUYHOTO MTOKa3aHue, ONpee/ieHaTa KOHIEHTpaus U JO3UPOBKA U IIBTSA Ha
BBBCKIAHC Ha BCAKO PACTUTCIIHO BCHICCTBO, KAKTO M BCAKa ApyTra I/IH(i)OpMaIII/ISI,
HeoOxonuMma 3a Oe3omacHata ymnoTrpeda Ha pacTUTENHOTO BELIECTBO  Karo
TPAAUIIUOHCH PACTUTCIICH JICKAPCTBECH MMPOAYKT.

AKO 3asBJICHHETO 33 PETUCTPallUsl HA OCHOBAaHHE TPAJAULIMOHHA yHoTpeba ce oTHACs
32 PacCTHUTEIHO BEIIECTBO, Mpernapar WM KOMOHMHAIMS OT TSX, ChIBbpPXKAIIH CE B
CHHCBKa, MocodeH B maparpad 1, manHuTe, mocodeHu B uieH 136, maparpad 1,
OykBu 0), B) U T), He ce M3UCKBAT W wieH 138, maparpad 1, OykBu B) U T) HE ce
npusarar.
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AKO paCTHTENHO BEIIECTBO, Ipermapar Wid KOMOWHaIus Bede He Qurypupa B
CIIUCHKa, TMocoueH B maparpad 1, perucrpammsta chriacHo mnaparpad 2 Ha
PaCTUTEITHU JICKAPCTBEHU MPOJYKTH, ChIBPIKAIIU TOBA BEIIECTBO, CE€ OTMEHS, OCBEH
ako B CpPOK OT TpH Mecela He ObJaT NPEICTaBCHH [aHHUTE U JOKYMEHTHTE,
nmocoueHu B wieH 136, maparpad 1.

Ynen 140
Jpyeu usuckeanus 3a mpaouyuoHHume pacmumentu 1eKapCcmeenu npooyKmu

Unen 1, maparpad 5, 6yksu a) u 0) u wien 1, maparpad 10, Oyksa B), uieHoBe 6—8,
29, 30, 44, 46, 90, 155, unen 188, maparpadu 1 u 11, wienose 191, 195, 196, 198,
uned 199, maparpad 2, wienose 202, 203 u 204 u rnasu IX u XI ot Hacrosmara
nupekTHBa, KakTo n Jupektusa 2003/94/E0* ma Komucusra ce mpumaratr mutadis
mutandis 3a peructpanuM Ha OCHOBaHME TPAJUIMOHHA YHOTpeda, MPEJOCTaBEHH
CBIJIACHO HACTOSIIHS pa3Jien.

B nmombnHeHWE KBbM W3HMCKBAHHATA, ONMpEACICHH B wieHOBe 63—66, 70—79 u B
npuiokerue IV, BbpXy eTHKeTa W B JIMCTOBKATa Ha TPAJWIMOHEH paCTHTEICH
JICKapCTBCH MPOAYKT CE [MOCOYBA, Ye:

a)  TPOLYKTHT NPEACTaBIsIBA TPATULMOHEH PACTUTENIEH JIEKapCTBEH NPOIYKT,
npelHa3HayeH 3a ynorpeba IMpH  MOCOYEHOTO(MTE) TeparneBTUYHA(U)
noKa3aHue(s1) eAMHCTBEHO Bb3 OCHOBA Ha JIBJITOrOAMIIHATA MY YIIOTpeOa; 1

0) moTpebuTenAT cieABa Ja C€ KOHCYJITHpa C JeKap WIK C KBaTU(UUIHUPaHO
MEAMIIMHCKO JIMIE, aKO CUMIITOMHUTE MPOABIKABAT 1O BpeMe Ha ymoTpebara
Ha TpaJUuOUOHHUA PACTUTCIICH JICKAPCTBCH IIPOAYKT HJIM aKO CC€ IIPOsIBU
HEoTOeNsI3aH B JINCTOBKATa HEOIArOMPHUATHHU TOCIEIULIH.

Bcska ABbpiKaBa YICHKA MOXKC [a INOMCKa BBPXY C€THUKETA WM B JMCTOBKATa Aa CC
MMOoCOo4YBa CbII0 CCTCCTBOTO HA BBIIPOCHATA TPAAULIUOHHA yHOTpe6a.

B nonmbnHeHne kbM M3UCKBaHMATA, MocoyeHH B raasa XIII, BbB Bcska pekiiama Ha
TPaJULIMOHEH PACTUTENECH JIEKApCTBEH MPOAYKT, PETUCTPUPAH CHIIACHO HACTOSIIIHS
paszien, ce TMocoYBa CJISAHOTO: TPATUIIMOHEH PACTUTENICH JIEKAPCTBEH IPOJIYKT,
npelHa3HayeH 3a ynorpeda MpH MOCOYEHOTO(UTE) TepaneBTUYHO(M) ToKa3zaHue(s)
€IMHCTBEHO BH3 OCHOBA Ha JIBJITOTOMIIHATA MYy YIIOTpeOa.

Ynen 141
Pabommna epyna no pacmumennume nexapcmeenu npooyKmu

Cp3naBa ce paboTHa rpymna MO PACTHTETHUTE JIEKAPCTBEHU MPOIYKTH, KAKTO €
nocoueHo B uieH 142 ot [mpepaborenust Permament (EO) Ne 726/2004]. PaGoTHaTa
rpymna e 4yact OT AreHIusITa ¥ UMa CJIeTHATa KOMIIETEHTHOCT:

a)  II0 OTHOILICHHE Ha PETUCTPAIMUTE HA OCHOBAaHME TPAAULIMOHHA yIoTpeOla:

1) Jla U3MBJIHSBA 33a/JaYlTe, MPOU3THYAIIY oT WwieH 136, maparpadu 1 u 3,

40

Hupexrusa 2003/94/EO na Komucusita ot 8 oktomBpu 2003 T. OTHOCHO YCT@HOBSIBaHE Ha MPHHIMUIN U
HAaCOKH 3a JoOpa NpOW3BOJICTBEHA NPAKTHKA 110 OTHOIICHHE Ha JICKAPCTBEHUTE MPOJIYKTH 32 XyMaHHa
ynotpeda ¥ HM3MHUTBAHWTE JEKAPCTBEHH MPOAYKTH 3a XymanHa ymorpeda (OB L 262, 14.10.2003 r.,
crp. 22).
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i)  J1a M3MBJIHSABA 3a7aYuTe, IPOM3THYAIIHU OT wieH 137,

Ill) 7@ M3rOTBM MPOEKT 3a CIIUCHK HAa PACTUTEIHHUTE BEIIECTBA, IIpenapaTu u
KOMOMHALIMKTE OT TAX, KAKTO € Moco4YeHOo B wieH 139, maparpad 1,

IV) nma wm3rorBs MoHorpadum Ha Cblo3a 3a TPAIUIMOHHU PACTUTCIHU
JIEKapCTBEHH MPOJIyKTH, KAKTO € MOCOYeHO B maparpad 3;

0) 1O OTHOILICHME Ha W3/IaBAaHETO HA pa3pelICHHs 3a THPrOBUS 32 PACTUTEIHU
JIEKapCTBEHH MPOAYKTH — Ja U3roTBsi MOHOrpaduu Ha Chro3a 3a pacTUTEIHU
JICKapCTBEHH MPOAYKTH, KAKTO € MOCOYEHO B maparpad 3;

B) IO OTHOIICHHE Ha ce3upaHeTo Ha AreHuusTa cbriacHo riasa IlIl, pazmen 5 unun
qiieH 95 BBB BpB3Ka C TPAJAUIMOHHUTE PACTHTEIHU JICKAPCTBEHU MPOIYKTH,
1mocouyeHu B wieH 134 — na u3mbJIHABA 33J]a4UTe, ONPEICIICHU B WwicH 41,

)  KOraTto BBIPOC, 3acdArail JApyrd JIEKapCTBEHH MPOAYKTH, CbIbpPKaIIU
pacTUTETHH BEIIECTBA, Pa3IMUHU OT JIEKAPCTBEHUTE MPOAYKTH C TPAJAUIIMOHHA
ynorpeba, Obe oTHeceH a0 AreHmmsara chriacHo riasa IIl, pasmen 5 wmm
yiieH 95 — Ja JaBa CTAaHOBUINE OTHOCHO PACTHUTENHOTO BEIIECTBO, KOTaTo €
1eaecboopasHo.

[Tonxonsmara koopauHanus ¢ Komurera mo jgexkapcTBeHUTE MPOAYKTH 32 XyMaHHA
ynotpeba ce ocurypsiBa 4pe3 IMpoLeaypa, KOSATO Ce ONpeness OT WU3IbIHUTEIHUS
TUPEKTOP Ha AreHIusATa B CBOTBETCTBHE ¢ wieH 145, maparpad 10 ot
[npepabotenust Pernament (EO) Ne 726/2004].

Bceska ABbpiKaBa YJICHKa OoIpeAcysd €AUH YJICH U €IUH 3aMCCTHUK B pa60THaTa rpymna
Mo PaCTUTCIIHUTC JICKAPCTBCHU MPOAYKTH C MaHOAT TpU I'OAMHHU C BB3MOXKHOCT 3a
IIOJHOBABAHC.

3aMeCTHI/IHI/ITe OpeACTaBIABAT YJICHOBETC M TIJIaCyBaT OT TAXHO HME B TIAXHO
OTChCTBHUE. UIIEHOBETE U 3aMCCTHHUIIUTC CC I/I36I/IpaT B 3aBUCUMOCT OT (bYHKHHHTC u
OonuTa ©WM IIPU OLCHABAHCTO Ha PACTUTCIHHU JICKAPCTBCHU TMPOAYKTH U
MNpEaACTaBIABAT KOMIICTCHTHUTC OPraHu Ha IbPKAaBUTC YICHKU.

UnenoBere Ha paboTHATA rpymna Mo pacTUTETHUTE JIEKAPCTBEHHU MPOJAYKTH MOTaT Jia
ObJaT NpUApPYKaBaHHU OT EKCIIEPTH B KOHKPETHU HAYYHU WIIM TEXHUYECKU 00JIaCTH.

PabotHara rpyna no pacTUTEIHUTE JIEKAPCTBEHH NMPOIYKTH U3TOTBSI MOHOTrpaduu Ha
Cpl03a 3a pacTUTEIHMUTE JIEKAPCTBEHU IPOLYKTH BBB BPb3Ka ChC 3asBICHUATA,
MOJIaJICHN ChIIACHO wWieH 13, KaKTo M 3a TPaAULIMOHHUTE PACTUTETHH JIEKapCTBEHU
HIPOAYKTH.

Cnen u3rotBsiHeTo MM MoHorpapuute Ha CbhrO3a 3a pacTEeHUSTAa C MEIULUHCKA
ynotpeba ce B3eMaTr MpeBU1 OT KOMIIETEHTHUTE OpPraHu Ha IbpPKABUTE WICHKH MPU
pasriekaaHeTo Ha 3asBieHHd. Jlo U3rOTBAHETO Ha TakaBa MOHorpadus Ha Cbro3a 3a
pacTeHHsATa C MEIMIMHCKAa yrmoTrpeba MOXXKe Ja ce MOJ3BaT JAPYTH IMOJIXOISIIN
MoHOrpaduu, myOIUKaIMU WU TaHHU.

Crnen u3roTBsiHeTo Ha HoBa MoHorpadus Ha Cblo3a 3a pacTeHHATa C MEIUIUHCKA
ynotpe0ba MpUTEXATEIAT Ha PErUCTpallusiTa Ha OCHOBAHHE TPaJMUILIMOHHA YNoTpeba
npeleHsBa Jald € HeoOXOAMMO CHOTBETHO Ja C€ MPOMEHHU PEruCTPalMOHHOTO
nocue. IlpurexarensT Ha perucrpalusTa Ha OCHOBAaHUE TPAJUIMOHHA YNOTpeba
yBeIOMsIBa KOMIIETEHTHHS OpTraH Ha ChbOTBETHATa Jbp)KaBa YJCHKA 33 BCSKA TaKaBa
MPOMSIHA.

W3rotBenute MoHOrpaduu 3a pacTeHUsATA C MEAUIIMHCKA yIOTpeda ce myOIuKyBar.
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Paznopenoure Ha yieH 146, naparpadu 3—5 oT [mpepaboTenus
Permament (EO) Ne 726/2004], npunoxkumu 3a paboTHaTa rpyma, ce mpuiaraT Mo
aHaJIoTus U 3a paboTHATa rpyTa M0 PaCTUTEIHUTE JIEKAPCTBEHU MPOAYKTH.

PabGorHara rpyna 1no pacTUTENIHUTE JIEKapCTBEHUW IPOIYKTH H3TOTBSI CBOM
IIPOLEAYPEH NPABUIHUK.

I'nasa XI
IIpou3BoaCcTBO M BHOC

PA3aET 1

ITPOU3BOJACTBO U BHOC HA JIEKAPCTBEHM NPOAYKTH

Ynen 142
Paspewenue 3a npouzsoocmeo

JbpxaBuTe WICHKH NpeArnprueMaT BCUYKU MOAXOASIIN MEPKH, 3a Ja TapaHTHpaT, 4ye
3a MPOMU3BOJICTBOTO HA JICKAPCTBEHU NMPOJIYKTH Ha TSIXHATa TEPUTOPHUS CE€ M3HCKBA
pazpeuieHue (,,pa3pelieHue 3a Mpou3BOACTBO™). Pa3pelieHue 3a mpou3BOJACTBO ce
M3HUCKBA U aKO MPOU3BEICHUTE JIEKAPCTBEHU MPOAYKTH Ca MPpEeIHA3HAYEHHU 33 U3HOC.

Pa3peH_IeHI/ICTO 3a IMPOU3BOJACTBO, IMOCOYCHO B naparpacb 1, C€ HM3HMCKBa KAaKTO 3a
OAJIOCTHO, TaKa M 3a YaCTUYHO IMMPOMU3BOJACTBO, 4 CHIIO U 3a PA3JIMYHUTC IMMPOLCCHU Ha
pa3(1)aCOBaHe, OIIaKOBAaHC MJIM U3TOTBAHC Ha Q)opMaTa Ha IpeACTaBAHE.

Upes neporaumsi oT maparpad 2 paspemieHde 3a MPOW3BOJCTBO HE Ce M3UCKBA 3a
CIIETHOTO:

a)  TOArOoTOBKa, pa3dacoBaHe, MPOMEHH B OIMAKOBKAaTa WM BBB (opmara Ha
MpeJCcTaBsiHe, KOraTo Te3W TMPOLECH C€ U3BBPIIBAT EAMHCTBEHO C IIel
npojaxxoa Ha ApeOHO OT (hapMalleBTH B alITEKH, OTITYCKAIIU JICKAPCTBA, WA OT
JUIa, 3aKOHHO OMPABOMOIICHH B JbP)KaBUTE WIECHKHU Ja M3BBLPIIBAT TaKWBa
TPOIIECH. FITH

0)  JeueHTpalM3UpaHU OOEKTH, B KOUTO CE€ M3BBPLIBAT €TAll HAa IPOM3BOJICTBOTO
WIA W3MUTBAHETO TIOJ OTTOBOPHOCTTa HAa KBATM(PHIMPAHOTO JHIE Ha
LEHTpaJieH 00eKT, mocoyeHo B wieH 151, maparpad 3.

PaspemeHI/Ie 3a IPOU3BOJCTBO C€ M3MCKBA M 3a BHOC Ha JICKAPCTBCHHU ITPOAYKTH,
HJBalIU OT TPCTHU ABPrKaBU B JIbprKaBa YWICHKA.

Hacrosimata rimaBa, wien 195, nmaparpad 5 u unen 198 ce mpmutarat 3a BHOca Ha
JIEKAPCTBEHU MPOAYKTH OT TPETH IbPrKaBH.

JIbpxkaBuTe WIEHKM BBbBEXJIAT HH(OpPMalNMsITa OTHOCHO pa3pelieHueTo 3a
MPOU3BOJICTBO, MOcoueHo B maparpad 1, B 6a3ata nanHu Ha Chlo3a, IOCOYEHA B
uyneH 188, maparpad 15.

Ynen 143
H3uckseanus 3a paspewenue 3a npoussoo0Ccmeo

3a Ja TOoJy4dd paspClICcHHUC 3a IMPOU3BOACTBO, 3asABUTCIIAT IMOAAaBa 3asBJICHUC I10
CJICKTPOHCH II'GT 10 KOMIICTCHTHUSA OPraH Ha CbOTBETHATA AbPiKaBa YJICHKA.
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3asBICHUETO ChIBPKA CACTHUTE TaHHH:

a)  JIGKapCTBEHUTE NPOAYKTH, JIEKAPCTBEHUTE (HOPMU U TMPOU3BOJCTBEHUTE
olepalyy, KOMTO IIE CEe TPOW3BEXKIAT, BHACSIT WM HM3BBPIIBAT, KAKTO H
MSICTOTO, KBJIETO I1I€ C€ M3BBPILBA JICHHOCTTA,

06)  10Ka3aTelICTBO, Y€ 3a IPOM3BOJACTBOTO MJIM BHOCA HAa TOPENOCOYEHOTO
3asBUTEIIMTE UMAT Ha PA3IOJIOKEHUE MTOAXOAAIM U TOCTaTbYHH ITOMELIEHUS,
TEXHUYECKO O00O0py/IBaHE U CHOPBKEHUS 3a KOHTPOJ, OTroBapsIld Ha
3aKOHOBUTE M3UCKBAHUS, KOUTO CHOTBETHATA ABpKaBa YJICHKA € yCTaHOBUIA
[0 OTHOIIEHWE Ha IPOU3BOJACTBOTO, KOHTpPOJIA U CBXPaHABAHETO Ha
JIEKapCTBEHH MIPOAYKTH B ChOTBETCTBHE C WIEH 8;

B)  JIOKA3aTEIICTBO, Y€ 3asABUTCIUTE HMaT Ha pa3lOJIOKEHHE TIIOHE €ITHO
KBTM(DUIIMPAHO JIMIIE TT0 CMUCHIIA Ha wieH 151;

I)  TOSICHEHUE Jald OOEKTHT € LEHTPAIHUAT OOEKT, OTTOBOPEH 3a Haa30pa Ha
JEIEHTpAIM3UPaHUTE OOCKTH.

2. 3assBUTEINIAT MpCaoCTaBA 110 CJICKTPOHCH II'bT AAHHU B IIOJKPCIIa HA TOPCIIOCOUYCHOTO
B 3as4BJICHUCTO CH.

Ynen 144
U30asane na paspewenue 3a npou3eo0Ccmeo

1. O(bHL[I/IaJ'IHI/ITe MMpCACTABUTCIIM HAa KOMIICTCHTHHUS OpraH Ha CbOTBETHATA AbpiKaBa
YICHKA U3BBPIIBAT MHCIICKIUA, 3a Aa C€ YBEPAT B TOYHOCTTA HA JAHHUTEC, BKIIIOYCHU
B 3as4BJICHUCTO, MIOJaACHO B CbOTBECTCTBUE C YJIICH 143.

Koraro Tounocrtra Ha JaHHHUTC 6’13[[6 MNOTBBPJACHA B CbOTBCTCTBHUEC C IIbpBAa AJIMHEA U
HEe I0-KbCHO OT 90 AHW  CJIC TIOJIY4YaBaHEC Ha 3adBJICHUCTO, IMOJAACHO B
CbOTBETCTBHEC C YJICH 143, KOMIICTCHTHUAT OpraH Ha AbpiKaBaTa 4YJICHKA U3aaBa WU
OTKa3Ba pa3pCHICHUC 3a IPOU3BOACTBO.

2. C men ga rapaHTHpa HaIJICKHOTO TPEICTaBsSHE HA JaHHUTE, TIOCOYCHH B WieH 143,
KOMIIETEHTHHUAT OpraH Ha Jbp)KaBaTa 4YiI€HKAa MOXE Ja H3JaJe pa3pellieHue 3a
IIPOU3BOJICTBO MIPHU ONPEEICHU YCIOBUS.

3a IeHTpalHUTEe OOEKTH pa3pelIeHueTo 3a MPOU3BOJCTBO BKIIOYBA IMHUCMEHO
MOTBBPKJICHUE 32 BCEKH [CIEHTpAIM3UpaH OOEKT, Y€ TNPOU3BOAMUTEIAT Ha
JIEKapCTBEHHsI TMPOAYKT TMPOBEpsiBa CIHA3BaHETO Ha MPUHIUIUTE Ha gob0paTa
MPOU3BOACTBEHA MTPAKTHKA, MOCOYEHH B ujieH 160, KaTo U3BbpIlIBa PEAOBHU OJIUTH B
ChOTBETCTBUE C wieH 147, maparpad 1, mbpBa anuHes:, OykBa €).

3. Paspemennero 3a MPOM3BOACTBO Ce NpHJIara caMo 3a JIEKApCTBEHHUTE IPOIYKTH,
JeKapcTBEHUTE (POpMH, TPOU3BOICTBEHUTE OIEPAIlMU M TIOMELICHUATA, TIOCOYCHH B
3asBJICHUCTO, KaKTO U 3a NMOMCHICHHUATA HAa CbOTBCTHUA LHCHTPAJICH 06eKT, KOrato B
JICEHTPaM3HpaHd OOEKTH, PETUCTPHpPaHM B CBOTBETCTBHE C wieH 148, ce
HU3BBPIIBAT ACHCHTPAIU3UPAHU )IeﬁHOCTH I10 IPOU3BOJACTBO MUJIKM U3IMTUTBAHC.

Ynen 145
Ilpomenu 6 pazpeutenue 3a npou3800Cmeo

AKO TIPUTEKATEIAT HA Pa3pelleHNEe 3a MPOU3BOJICTBO MOMCKA MPOMSIHA B IaHHUTE, TOCOYCHHU
B wieH 143, maparpad 1, BTopa ajquHesi, KOMIIETCHTHHAT OpraH Ha JbprKaBaTa 4jeHKAa U3MEHS
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pa3pelIeHUETO 3a MPOU3BOJCTBO HE MO-KbCHO OT 30 AHM OT McCKaHeTo. B u3kimtounTenHu
CIIy4ad TO3U CPOK MOXKe Aa ObJie yabkeH A0 90 aHw.

Ynen 146
Hckane 3a donvanumenua ungopmayus

KomnereHTHUAT OopraH Ha JbprkaBaTa WIEHKAa MOXE Jla M3UCKa OT 3asBHUTENs Jla IpPeACTaBU
JOIIBJIHUTENTHA UH(OpMAIHS 32 JaHHUTE, IPEJOCTaBeHU ChriacHo wieH 143, maparpad 1, u
32 KBAIM(UIMPAHOTO JIMLE, HOCOYEHO B wieH 151; Koraro KOMIETEHTHHUAT OpraH Ha
Ibp)KaBaTa WiICHKa OTIPaBH TaKOBa MCKaHE, CPOKOBETE, MOCOYeHH B wieH 144, maparpad 1,
BTOpa ajluHesd W B wieH 145, crnupar aa TekaT 0 NPEeIOCTaBSHETO Ha JOMbJIHUTEIHATa
uHpOpMaUAL.

Ynen 147
3aovaoicenusn Ha npumedcamens Ha paspeueHuemo 3a nPouU3800Cmeo
1. JIbpKaBUTE WICHKH TrapaHTHpaT, 4Ye MNPUTSKATEIUTE Ha pa3pelicHUs 3a
MIPOU3BOJICTBO:

a) pasmnoJsarar ¢ IICpCOHAl, KOWUTO OTroBapsd Ha 3aKOHOBHUTC M3HWCKBAHMHA,
JeicTBa B AbpiKaBaTa 4JICHKA, KaKTO IO OTHOIICHHWEC Ha IPOU3BOJACTBOTO,
TaKa U 10 OTHOICHHWEC HAa KOHTPOJIA,

0)  U3XBBPJAT JIEKAPCTBEHUTE INPOAYKTH, 32 KOUTO € U3JaJCHO pa3pelleHHe 3a
TBProBUs, CaMO B CBOTBETCTBHE CbC 3aKOHOAATEICTBOTO HA JbpIKABUTE
YIEHKH;

B)  yBEAOMSBAT MPEABAPUTEIHO KOMIETEHTHHUS OpraH Ha JIbp’KaBaTa 4YJieHKa 3a
BCHYKH MPOMEHH, KOWTO KEJasAT Ja HAmpaBsAT B JIAHHUTE, MPEIOCTABCHH B
CHOTBETCTBHE C uiieH 143;

r) paspemaBar Ha OQUIMAIHUTE IPEACTAaBUTEIM Ha KOMIIETEHTHHS OpraH Ha
IbpKaBaTa 4J€HKAa JOCTBII II0 BCAKO BPEME 0 CBOUTE IOMEILECHMS, U J0
MOMEIIEHUATa Ha LIEHTPAJHUS WIM Ha JCLEHTpaIU3UpaHusi o0EKT, KOraro B
JICLIEHTPAIU3UpaHN OOCKTH Ce HM3BBPIIBAT JIEHHOCTH MO MPOU3BOACTBO WU
U3MUTBAHE, CBbP3aHHU C IIEHTPAJIEH 00EKT;

)  JAaBaT BB3MOXHOCT Ha KBaIM(HUIMpAHUTE JHUIA, MOCOYeHH B wieH 151, na
U3IBJIHABAT  3aJbJDKEHUATA CH, KOraro € LenechboOpa3Ho, U B
JICIEHTPAIN3UpaH  OOEKTH, HampuMep KaTro MpPeJoCTaBAT Ha TAXHO
pa3MoioKeHNe BCHUKU HEOOXOAUMHU PECYPCH;

C) CIlia3Bar IMPUHIUITNUTEC Ha J:[06paTa MMpONU3BOACTBCHA IIpaKTUKa 3a
JICKAPCTBCHUTC MPOAYKTU BbB BCCKU CHOTBETCH 00EKT M MO BCIKO BpEMCE;

’K)  M3MOJ3BaT CaMO aKTHBHU BEIECTBA, KOUTO Ca MPOU3BEACHU B CHOTBETCTBUE C
nobpata TIPOW3BOJCTBEHA TMPAKTHKAa 3a AaKTUBHHUTE BEIIECTBA U Ce
pa3mpoCTpaHsBaT B ChOTBETCTBUE C JOOPHUTE MUCTPUOYTOPCKU MPAKTHKHU 3a
AKTHBHUTE BEIIECTBA;

3)  yBemoMsABaT He3a0aBHO KOMIIETCHTHHS OpraH Ha JbpXKaBaTra UWICHKa |
NPUTEXKATENST Ha Pa3pelIeHHETO 332 ThProBHs, aKO IMOJyYaT WH(POpMAIHS, ue
JICKapCTBEHH MPOIYKTH, KOUTO MOMAAaT B 00XBaTa Ha TAXHOTO pa3pelicHue 3a
MPOM3BOJCTBO, ca dammmupuiMpaHd WIMd WMa CbMHEHHS, Ye ca
¢danmmmdumpanu, He3aBUCUMO OT HAUYMHA HAa Pa3IPOCTPAHEHUETO UM;
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I/I) IMPOBEPABAT JaJId IMMPOU3BOAUTCIIUTE, BHOCUTCIUTEC UIIM ThbPIrOBIUTE, OT KOUTO
IoJjiydyaBaT aKTUBHU BCHICCTBA, Ca PCTUCTPUPAHU OT KOMIICTCHTHUA OpTraH Ha
AbpiKaBaTa YJICHKA, B KOATO Ca YCTAHOBCHH, U

I>'I) MMPOBEPABAT ABTCHTHYHOCTTA M KAa4YCCTBOTO HA AKTUBHUTC W HA IMOMOLIHHUTC
BEIICCTBA.

[To oTHOmIEHWE Ha MHpBa ajivHEs, OyKBa B) KOMIICTCHTHHUSAT OpPraH Ha IbpKaBaTa
YJICHKA MPH BCHYKHU CIyYad c€ YBEIOMsBa HE3a0aBHO, aKO KBATH(DUIIMPAHOTO JIHIIE,
nocoueHo B wieH 143, maparpad 1, OykBaB) m B wieH 151, Obae cMeHEHO
HEOYaKBaHO.

3a menure Ha OYKBHU €) W K) NPUTEKATEIUTE HA Pa3pelICHUs] 3a IMPOU3BOACTBO
IpOBEpsABaT CMa3BaHETO Ha Jo0paTa IPOM3BOJICTBEHAa IpPAaKTUKA M Ha J00puTe
TUCTPUOYTOPCKA TPAKTUKH OT CTpaHa CHOTBETHO Ha MPOW3BOAWTENSI W Ha
THPrOBLUUTE Ha AKTUBHU BELIECTBA, KATO H3BBPIIBAT IPOBEPKHM B OOEKTHTE 3a
IIPOU3BOJCTBO M TBHPrOBUS HA NPOU3BOAMUTENS M HA THPrOBIUTE HA aKTUBHU
BemlecTBa. llpuTexkarenuTe Ha paspelleHHs 3a IPOU3BOACTBO IPOBEpSBAT
CIa3BaHETO CAMOCTOSITEIIHO WM 4Ype3 CyOeKT, IefCcTBall OT TSIXHO UME IO CujaTa Ha
JIOTOBOD.

[TputexkaTenar Ha pa3pelIeHHETO 3a IPOU3BOJACTBO T'apaHTHPA, Y€ IMOMOLIHHUTE
BEIIIECTBA Cca MOAXOJAIIM 3a ynoTpeda B JEKapCTBEHM MPOJYKTH, KaTO YCTaHOBsBA
HAJIMYMETO Ha MOoAXojdlla J00pa IpPOU3BOJCTBEHA IPAKTHKAa Bb3 OCHOBA Ha
ouLnanHa OleHKa Ha PUCKA.

[TputexaTenar Ha pa3pelmieHUeTo 3a TPOW3BOJACTBO TapaHTHpa IPHIATAaHETO Ha
NoIXoJAmara A00pa MPOU3BOACTBEHA TMPAKTHKA, YCTAHOBEHAa B CHOTBETCTBUE C
naparpad 2. IlpurexarensiT Ha pa3pelieHHETO 3a MPOU3BOJCTBO JOKYMEHTHpPA
MEpKUTE, MPEANPUETH B ChOTBETCTBHE ¢ Naparpadu 1 u 2.

Ynen 148
Ipoyec na pecucmpayust u 6NUC6aHe HA OCYESHMPATUZUPAHU 0OEKMU

[TputexaTenaT Ha pa3pelieHueTo 3a TPOU3BOACTBO HA IEHTPATHUS OOEKT
perucTpupa BCHUYKH CBOM JICHEHTPATU3UpPaHH OOEKTH B CBHOTBETCTBUE C
pasnopeaduTe Ha HACTOAIIHUS YWICH.

HpI/ITe)KaTCJBIT Ha PaspClICHUCTO 3a MPOU3BOJACTBO HA LICHTPAJIHHUA 00EKT M3HMCKBa
OT KOMIICTCHTHUA OpraH Ha JObpiKaBaTa 4YJICHKA, B KOATO € YCTAaHOBCH
ACLHCHTPATIU3UPAHUAT O6€KT, Ja perucTtprupa ACUCHTPAIIU3UPAHUA 00EKT.

[TputexaTelAT Ha pa3pelieHueTo 3a THPrOBHS MOXKE Ja 3all0vHe JCHWHOCT B
NEeleHTpaTu3upanus O00eKT, CBBbp3aHa C [EHTpaTHUS OOEKT, caMO KOTraTo
JENEHTPATM3UPAHUAT O0EKT € peructpupan B 6a3ara ganHu Ha Chio3a, MOCOYCHA B
ynieH 188, maparpad 15, 1 KOMIETEHTHUAT OpraH Ha IbpKaBaTa WICHKA, B KOSITO C€
HaMupa ACICHTPATM3UPAHUIT OOEKT, € Ch3/lajl XUIEpPBpPHh3Ka B Oa3zara JaHHU KbM
pa3pelIeHueTo Ha CbOTBETHUS IIEHTPAJIEH 00EKT.

KomnereHTHusT oOpran Ha JIbp’KaBaTa UI€HKa, B KOSATO € YCTaHOBEH
JCIIEHTPATU3UPAHUAT OOEKT, OTTOBapsl B CHOTBETCTBUE ¢ wieH 188 3a Ham3opa Ha
JNEMHOCTUTE O MPOU3BOJACTBO M W3MUTBAHE, M3BBPUIBAHU B JICLEHTPATU3IUPAHUS
O0EKT.
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3a menurte Ha maparpad 2 ImpUTEXKATEeNAT Ha pa3pelieHHeTO 3a MPOU3BOJICTBO Ha
HEHTpaTHUS 00CeKT moAaBa (popMyJisip 3a perucrpanus, KONTO BKIOYBA Hall-MaJIko
cienHaTa UHGOpMaIHs:

a)  HaMMEHOBaHWE WM (UPMa M MOCTOSIHEH aJpec Ha JCUEHTPAIU3UPAHUS OOCKT
U JI0Ka3aTeJICTBO 3a yCTaHOBsBaHe B Cbr03a;

0) JIeKapCTBEHUTE MPOAYKTH, KOUTO MOJJIEKAT HA €Talu Ha MPOU3BOJICTBO WU
U3NUTBAHE B JCLEHTPATU3UPAHUS OOEKT, BKJIIOUUTEIHO JAEWHOCTUTE IIO
MPOM3BOJICTBO MJIM W3IUTBaHE, KOUTO TpsiOBa Jla Ce W3BBHPIIBAT 3a TE3H
JIEKAPCTBEHH MPOAYKTH;

B) JaHHHW OTHOCHO MOMCHICHUATA HAa ACUCHTPAIIU3UPAHUA 00EKT U TEXHUYECKOTO
06opyﬂBaHe 3a U3BBPIIBAHEC HA CbOTBETHUTC HeﬁHOCTH;

r)  JaHHUTE Ha Pa3pelICHUETO 3a MPOU3BOJICTBO HA IICHTPATHUS O0CKT;

1)  TMHCMEHOTO MOTBBPXKICHHE chIulacHO wieH 144, maparpad 2, BTopa aivHes, ye
MPOU3BOJUTENSAT Ha JIEKAPCTBEHHS TMPOAYKT IMPOBEpPsiBA CIIA3BAHETO Ha
MPUHIIMIIUTE Ha J00para MPOM3BOJCTBEHA MpPaKTHKa, MOcouyeHu B wieH 160,
KaTo U3BBPILBA OJUTH.

KomnereHTHuAT opraH Ha JbpKaBaTa 4WIEHKa, YIpaXKHSBalla Haa30p BBPXY
JEICHTpATH3UPaHnus OOEKT ChINIACHO maparpad 4, MOKe Ja peld Ja H3BBPIIU
WHCIEKIUs, KaKTO € rmoco4yeHo B wieH 188, maparpad 1, mbpBa anuues, Oyksa a). B
TaKMBa CIIy4al TO3W KOMIIETEHTEH OpPraH CH ChTPYJAHHYU C KOMIIETCHTHHUS OpraH Ha
I'bprKaBaTa YWiICHKa, OTTOBOPHA 32 HAA30pa Ha LIEHTPaTHUS 00EKT.

Crnen permcTpupaHeTo Ha JICHEHTPAIM3UPaHUs OOEKT ChIMIacHO maparpad 2
INPUTEXKATENAT Ha pa3peleHHeTo 3a MPOU3BOACTBO Ha LIEHTPANHUS OOEKT BIHCBA
pETUCTpUpPAHUsST NTEHEHTPATN3UPaH OOCKT B pPa3pelIeHHEeTO 3a TMPOU3BOJACTBO Ha
HEHTPaTHUS OOCKT.

KoMneTeHTHMAT OpraH Ha JabpKaBaTa YJIEHKA, YIPAXKHIBALl HAI30p BBPXY
JelleHTpaIu3upanust 00eKT chriacHo nmaparpad 4, cu CbTpyAHUYH CbC CbOTBETHUTE
OpraHu, OTTOBOPHM 3a HaJ30pa Ha JEWHOCTHUTE IO IPOU3BOACTBO WJIA H3IUTBAHE
CBIJIACHO ApPYyTHU akToBe Ha Cbhr03a, 10 OTHOILICHUE Ha CIEAHOTO:

a)  JIGKapCTBEHU TMPOJIYKTU, MPOU3BEIEHU B JIELEHTpAIM3UpaH OOEKT, YHUETO
M3NUTBaHE WJIM [POU3BOACTBO BKIKOYBA M3IOJ3BAaHE Ha CYpPOBHHH,
JIEKapCTBEHW TMPOAYKTH, YPEIECHH CBIJIACHO JPYTM OTHOCUMH AaKTOBE OT
npaBoto Ha Chi03a, WM JIEKAPCTBEHH MPOAYKTH, MpeIHA3HAYeHH aa Obaatr
KOMOWHHUPAHU C MEIUITUHCKH U3CIHS;

0) Koratro ce WU3BBpIIBAT CHENU(DUYHN JEHHOCTH TIO TPOU3BOACTBO WIH
W3MATBAaHE HA JICKAPCTBEHW TMPOJYKTH, CBIABPIKAIIU, CBCTOSANIN C€ WIIH
MOJly4eHW OT BEIIeCTBA OT YOBEIIKH IMPOM3XOJ, 3a KOUTO C€ IMpHiarar
CHeU(PUIHA JIEHHOCTH MO0 TPOM3BOJCTBO WM HM3MHUTBAaHE B pPAMKHTE Ha
JEIEHTPATH3UPaH OOEKT, 3a KOWTO € WU3JaJICHO pa3pelieHHe H ChITIACHO
[PermamenTa orHocHo BUIT].

Koraro e ymecTHO, KOMINETEHTHUTE OpPTaHU Ha JbpKaBaTa WICHKA, YNPaKHSIBAIIH
HAJ30p BBPXY IEHTPATHUTE M JCHECHTPAIU3UPAHUTE OOCKTH, MOTaT Ja MOAIbPKAT
BpPB3Ka C KOMIIETEHTHHUS OpPraH Ha JIbp’KaBaTa WIEHKa, OTTOBOpPHA 3a HAa30pa Ha
pa3penieHueTo 3a ThProBUsl.
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Ynen 149
Ycnosus, ceévpsanu ¢ noxazamenume 3a bezonacnocm

IloxazaTenure 3a 6630HaCHOCT, IIOCOYCHHU B IIPUIIOKCHHUEC IV, HE CC IMpeMaxBaT, HUTO
CC 3aKpHBAT YaCTUYIHO HUJIM U31AJI0, OCBCH AKO Ca U3IIbJIHCHU CICAHUTEC YCIIOBHA:

a)  TPHUTEKATENST Ha pa3pelICHUEeTO 3a IMPOM3BOACTBO MPOBEPsBA, MPEAH
YaCTMYHO WJIM HambJIHO Ja T[peMaxHe WIM 3aKpue I[OKa3aTeliuTe 3a
0€30MacHOCT, aJIi ChOTBETHHUSAT JICKAPCTBEH MPOIYKT € aBTCHTUYCH U JTAJIH HE
¢ OmJI monpaBeH;

0) mOpuTe)aTeNAT HA Pa3pEIICHUETO 3a MPOU3BOACTBO U3IIBJIHABA W3MCKBAHUATA
Ha npuioxeHue [V, kato 3aMeHs Te3M TOKa3arenu 3a OE30MacHOCT C
nokaszareiau 3a 0e30MacHOCT, PaBHOCTOMHM Ha TAX, IO CE€ OTHAacs M0
BB3MOXHOCTTa 3a IIPOBCPKAa Ha ABTCHTHUYHOCTTA, I/IILCHTI/I(bI/IKaIII/ISI n
OCHUT'YpsIBAHE Ha JJOKA3aTeJICTBA 3a IOMIPABSHETO HA JIEKAPCTBEHUS IPOAYKT.
Ta3u 3aMsHa ce u3BBPILIBA, 0€3 1a ce OTBAaps MbPBUYHATA OIIAKOBKA.

IToka3zatenute 3a 6€30IACHOCT C€ CUMTAT 3a paBHOCTOﬁHH, aKo:

) OTrOBapsAT Ha W3UCKBAHUSTA, OINpPEACICHU B JEJIETHPAHUTE AaKTOBE,
MIPUETH B CHOTBETCTBUE C WieH 67, maparpad 2, u

) ca cpumo ToNKOBa e(QEKTHBHM, LIO0 CE€ OTHAcs 0 IpOBepKara Ha
ABTCHTHYHOCTTA M HMICHTU(HKAIUATA HA JIEKAPCTBEHHUTE MPOAYKTH H
OCHTYpSIBAHETO Ha JIOKA3aTEeNICTBA 3a MOANPABSHETO HA JICKAPCTBEHHUTE
HPOJYKTH;

B) 3aMsgHAaTa Ha IIOKa3aTeJIUTe 3a 0e30IacHOCT ce HU3BBpPHIBA B CHOTBETCTBUEC C
MIpuiIoXnumara L[06pa IMPOU3BOACTBCHA ITPAKTHUKA 3a JICKAPCTBCHU MMPOAYKTHU; U

F) 3aMsgHAaTa Ha ITOKa3aTeJInTe 3a 0e30I1acHOCT MOAJIC)KW Ha HAaA30p OT CTPpaHa Ha
KOMIICTCHTHHS OpTaH Ha AbpiKaBaTa YICHKA.

[TputexaTenure Ha pas3pelieHHUs 3a IMPOHW3BOJICTBO, BKIIOYUTEIIHO TE3U, KOWUTO
U3MBJIHABAT JCHHOCTUTE, MOCOUEHU B maparpad 1, ce cuMrtar 3a MPOU3BOIUTENN U
CJIEIOBATEITHO HOCAT OTTOBOPHOCT 3a BpPEOU B CIyYauTe W TPH yCIOBUSATA,
npensuaeHu B Jupextusa 85/374/EN0O.

Ynen 150
Tomenyuanno panuupuyupanu iexapcmeenu npooyKmu

Upes neporamust ot wieH 1, maparpad 2 u 6e3 ga ce 3acsra riasa XII, pasmen 1,
IbPXKABUTE WICHKH TMpeArnpueMar HeoOXOIWMUTE MEpKH, 3a Ja TMPeJOTBPaATIT
MyCKaHeTo B oOpallleHne Ha JIKApCTBEHU MPOIYKTH, KOUTO ca BhBeJeHH B Chio3a,
HO HE ca IpeJHa3HAYeHH 3a MMyCcKaHe Ha maszapa Ha Chio3a, KOraro uMa J0CTaThYHO
OCHOBaHUS 32 CbMHEHMSI, Ye TE€3H NMPOIYKTH ca (pammuuirpanu.

JIbp>kaBUTe UJIEHKH OpraHM3MpaT Cpelld C YYacTHeTO Ha OpraHu3alud Ha
NAalMeHTUTe W Ha TOTPEOWTEIWTE M aKo € HEOOXOIUMO — Ha CIY)KHTEIH II0
NPaBONPUIIAraHETO Ha IbP)KaBUTE WIEHKH, C 1eJ ChOOIIaBaHETO Ha IMyOauyHa
uHpopManys 3a AEHCTBUATA, NMpENNpUEeTH B 00JAacTTa Ha NPEJOTBPATSIBAHETO WU
IpaBoNpUIIaraHeTo 3a 6opba cpemry dpanmupUIMPaHEeTo HA JIEKAPCTBEHHU MPOIYKTH.

C nmen ga ce ycTaHOBH KakBHM ca HEOOXOAMMHTE MEpPKH, TIOCOUEHHU B maparpad 1, Ha
Komucusita ce mpemoctaBs NpaBOMOIIMETO Ja IpUEMa JelerHpaHd aKTOBE B
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CBOTBETCTBHE C WieH 215, 3a ma monbyiHM naparpad 1, KaTo onpeaenu KpUTEpUUTE,
KOHMTO TPsIOBa Ja ce B3eMar MpeBuI, U MIPOBEPKUTE, KOUTO TPsiOBa /1a ce M3BHPILBAT,
OpU OlEHKaTa Ha MOTEHIUAIHO (anuuduIupaHuTe JIeKapCTBEHU MPOIYKTH,
BbBeZIcHU B Cbr03a, HO HENPEIHA3HAYEHU 3a IIyCKaHe Ha [a3apa.

Ynen 151
Hanuuue na keanuguyupano nuye

JIbprKaBUTE WICHKH TPEANPUEMaT BCHYKH MOIXOISIIN MEPKH, 3a Ja TapaHTHpaT, e
NPUTEKATEIAT HAa pa3pelieHre 3a TPOU3BOACTBO pasmojiara IOCTOSHHO H
HENPEKBbCHATO C IMMOHE €IHO KBATM(PHUIMPAHO JIUIE, MPEeOMBABAIIO M H3BBHPIIBAIIO
nerHoct B Cbio3a, B ChOTBETCTBHE C YCIOBUATA, ONpEACIICHU B wieH 152, xoeto
OTrOBaps MO-CIICLUATHO 33 U3IIBIHCHUETO Ha 33 IbJDKCHUATA, TOCOYCHH B wieH 153.

[Iputexaren Ha pa3pemieHue 3a IPOU3BOJCTBO, KOWTO € (PU3NIECKO JHIE U OTrOBaps
B JIMYHO KAa4yeCTBO Ha YCIOBMATA, ompenaeieHu B npuioxenue I, moxe na nmoeme
OTrOBOPHOCTTA, IOCOY€eHa B naparpag 1.

Korato paspenieHneTo 3a TPOU3BOJICTBO C€ TPEAOCTaBsI Ha IEHTPAJICH OOCKT,
MOCOYCH B 3asBIICHUETO ChITIACHO WicH 144, maparpad 3, kKBamuUIUPAHOTO JUIIE,
nocoueHo B maparpad 1, oTroBaps H 3a WU3IIBIHEHHETO HAa 3aJBIDKCHHATA,
ompeneneHu B wieH 153, maparpad 4, 1Mo OTHOIICHHE HA JEHEHTPAIM3UPAHUTE
00€eKTH.

Ynen 152
Ksanugpuxayus na xeanuguyuparnomo nuye

JIbpxkaBuTe WIEHKU TapaHTUpaT, Y€ KBATU(PHUIIMPAHOTO JIUIIE, TOCOUYEHO B uieH 151,
OTroBapsl Ha YCJIOBUSATA 3a KBaJTU(UKAIM, ycTaHOBEHH B npuiioxkenue 1.

[TputexxaTenar Ha pa3pelieHUueTo 3a IPOU3BOJACTBO U KBATM(PHUIMPAHOTO JIMIIE
rapaHTupar, 4e MNpUIOOUTHUAT TPAKTHUECKH ONUT € TMOAXOJAIl 3a BHIOBETE
NPOAYKTH, KOUTO 111e ObAaT cepTuULMpaHH.

KoMneTeHTHHAT opraH Ha JAbp)KaBaTa WIEHKA MOXE J1a YCTaHOBU MOJIXOJSAIIN
aIMMHHMCTPAaTUBHU TNPOLENYypH, 3a Ja IMpOBEpH Jald KBaIM(UIMpPAHO JUIE,
nocoueHo B naparpad 1, oTroBaps Ha yciaoBuUsATa, onpeaesaeHu B npuioxenue lll.

Ynen 153
Omeosoprocmu Ha K6ArUGUYuUpaHomo iuye

ll’bp)KaBI/ITe YICHKHU NpeAnpueMaTr BCUIKH MOAXOAAIIN MCPKH, 3a Jia rapaHTUpar, 4e€
Ipu CIa3BaHC Ha IMpoHcAypUTC, MOCOYCHU B UYJICH 154, u 0Oe3 Ja C€ 3acdrar
OTHOLICHHUATA MY C TIIpUTCXKATCIA Ha PpaszpClHICHUECTO 3a IMPOU3BOACTBO,
KBaJ'II/I(I)I/II_II/IpaHOTO JIMIIEC, TIOCOYCHO B YJICH 151, HOCH OTTOBOPHOCT Ha CJICIH:

a)  3a JIGKQpCTBEHH IMPOIYKTH, TIPOU3BEIACHN B PAMKUTE Ha CbOTBETHHUTE JbPKABU
YIEHKH — Y€ BCSAKa MPOU3BOACTBEHA IMAPTHJA OT JIEKAPCTBEHU MPOLAYKTH €
IIPOU3BEJICHA U MPOBEPEHA B CHOTBETCTBUE CHC 3AKOHUTE, JACUCTBAIIM B Ta3u
JbpKaBa 4YIEHKA, U B CHOTBETCTBHE C M3HCKBAHUATA HA PA3PELICHUETO 3a
THpProBU,
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0) 3a JeKapCTBEHH NMPOIYKTH, BHECEHH OT TPETH Ibp>KaBU, HE3aBUCHUMO JajiH ca
npousBesieHd B Chlo3a — Y€ BCSKA MPOU3BOJICTBEHA MAPTU/A € TpeMUHANIA B
IbpKaBa WIEHKA Mpe3 MbJICH KaueCTBEH aHaliMu3, Ipe3 KOJIWYECTBEH aHalu3
Hal-MaJKO HAa BCMUYKHM aKTUBHHM BELIECTBA U IMPE3 BCUUKU JIPYTH TECTOBE WIIHU
MIPOBEPKH, HEOOXOIAMMH, 3a Jla Ce rapaHTHpa KaueCTBOTO Ha JIEKapCTBEHUTE
MPOJIYKTU B ChOTBETCTBHUE C M3UCKBAHUSATA HA PA3PEIICHUETO 32 ThPTrOBHUS.

3a neKapCTBEHW IPOAYKTH, IMpeJHAa3HAYeHH 3a IyckaHe Ha maszapa Ha Cpro3a,
KBAJTM(HUIHUPAHOTO JIMIlEe, MOCOYeHO B wieH 151, rapanTupa, 4ye moKas3arenure 3a
0e30macHOCT, TOCOYeHH B puiiokeHne 1V, ca HaHeceH! BbPXY OIaKOBKaTa.

[TapTuauTe OT JIEKAPCTBEHH NIPOAYKTH, KOMTO Ca IPEMHHAIM IIpe3 KOHTpOJa,
IIOCOYEH B IIbpBa ajlnHes1, OykBa 0), B AaJileHa IbprKaBa WIEHKa, ce€ 0CBOOOXKIaBaT OT
TO3M KOHTpPOJI, aKO C€ Ipe/ularaT Ha Ias3apa B JApyra JIbp)KaBa 4WIEHKa U C€
OpUIpY’KaBaT OT JOKJIAAM 32 KOHTPOJ, MOJIUCAHU OT KBATU(DUIIUPAHOTO JIHILIE.

3a JeKapCTBEHU MPOYKTH, BHECEHU OT TPETa AbpxkaBa, Korato ChO3bT € OCTUTHAI
HOJIXOAdIa JOTOBOPEHOCT C JbpXKaBaTa M3HOCUTEN, 3a Jia Ce TapaHTupa, ye
IIPOM3BOJUTENIAT MpHJIara CTaHAapTH 3a JoOpa IPOU3BOJCTBEHA IPAKTHKA, KOUTO ca
Hal-MaJIKO PaBHOCTOMHM Ha ycTaHOBEHHUTE OT Cbl03a, U Y€ KOHTPOJBT, [IOCOUEH B
naparpad 1, mepBa anuHes, OykBa 0), € H3BBPUIEH B JIbp)KaBaTa H3IHOCHUTEI,
KBAIM(QULUMPAHOTO JMIE MOXe Ja Obae o0cBOOOJEHO OT OTIOBOPHOCT 3a
U3BBPIIBAHETO HA TO3U KOHTPOJL.

BBB BCHYKH cilydad, U MO-CIIELUATHO KOTaTo JICKapCTBEHUTE IIPOLYKTH C€ IIyCKar 3a
npoaax0a, KBUTM(UIMPAHOTO JIMIE YIOCTOBEPSBA B PETUCTHP WM B PAaBHOCTOCH
dopmar, mpeaBUACH 3a Ta3M 1ieJl, 4e BCsAKa MPOM3BOJCTBEHA MapTHa OTroBaps Ha
pasnopeaduTe Ha HACTOSIIUS YJIEH; MOCOYEHHST PETUCTbp WM PaBHOCTOMHUSAT
dopmar TeKyIlo ce aKTyaJu3upa NpU H3BBPIIBAHE Ha ONEpalMy U OCTaBa Ha
pasnoyiokeHne Ha OQUIMAIHUTE NPEICTaBUTENIM Ha KOMIIETEHTHHMSI OpraH Ha
Ibp)KaBaTa WIEHKa 3a IepHoja, OIpelesieH B pas3lopeaduTe Ha ChOTBETHATa
J'bPKaBa YJIEHKA, U BbB BCEKH CIIydai ITOHE 32 MET T'OJIUHHU.

3a nenute Ha wieH 151, naparpad 3 kBanuduUIUpPaHOTO JUIIE CHIO TaKa:

a)  yOpaxHsSBa HAA30p, Taka 4e JEHHOCTUTE MO MPOM3BOJACTBO WJIM HU3MHUTBAHE,
U3BBPIIBAHU B JICLICHTPATU3UPAHUTE O0EKTH, J1a ChOTBETCTBAT HA IMPUHIIUITUTE
Ha ChOTBETHUTE IOOPH MPOU3BOJCTBEHU IMPAKTUKU, MOCOYEHU B ujieH 160, u
Ha pa3pelIeHUETO 3a ThPrOBUS;

0) TpemocTaBs THMCMEHO TIOTBBPXKIEHWE, KAaKTO € II0COYeHO B uieH 144,
naparpad 2, BTopa anuHes;

B)  U3Mpalla yBEJOMJIEHME Ha KOMIIETEHTHHUS OpraH Ha JIbp)KaBaTa 4YJI€HKa, B
KOSITO € YCTaHOBEH JCLEHTPATU3UPAHUIT O00CKT, ChC CIIUCHK HA MPOMEHMTE,
KOUTO Ca HACTBHIWIM MO OTHOUIEHHE Ha MHQpOpMalusiTa, NPeJOoCTaBeHa BbHB
dopmyIisipa 3a perucTpanys, MojiaAeH cbriacHo uieH 148, naparpad 5.

Bcrnukn mpoMeHH, KOMTO MOTAT Ja OKaKaT BB3JCHCTBHE BBHPXY KadueCTBOTO
Wi 0e30MaCHOCTTa Ha JICKAPCTBEHUTE MPOAYKTH, KOUTO C€ MPOU3BEKAAT WU
M3MUTBAT B JICHICHTPAIU3UpaHUs OOEKT, TpsaOBa 1a ObgaT ChOONIaBaHU
He3a0aBHO.

Ha Kommucusara ce npenoctaBs NpaBOMOIIMETO Ja IpHEME JEJIEeTUpaH aKkT B
CBHOTBETCTBUE C wWieH 215, 3a na JOMBIHM IIbpBa aiuHes, OyKBa B), KaTO YTOYHHU
YBEIOMJICHHETO, U3BBPIIBAHO OT KBATH()UIIMPAHOTO JIHILIE.
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Ynen 154
Kooexc 3a npoghecuonanna emuxa

1. I[’bp)KaBI/ITe YICHKHW rapaHTupar, 4€ 3aAbJDKCHUATA Ha KBaJ'II/I(bI/IHI/IpaHI/ITC Jna,
IIOCOYCHH B WiIeH 15 1, CC U3IIBJIHABAT, KATO IMPpUCMAT MOAXOAAIIN AAMUHUCTPATUBHU
MCPKHU WM 3adbJIZKaBaT TE3U JIMLa Ja Clia3BaT KOJACKC 3a HpO(i)CCI/IOHaJ'IHa CTHKaA.

2. JIbpKaBUTE WICHKH MOTAT Ja MPEABHIAT BPEMEHHO OTCTPAHSBAHE OT JUTHKHOCT Ha
KBTM(UIIMPAHO JMIe 1o wieH 151 mpu 3amouBaHe Ha aJIMUHUCTPATHBHH WIIH
JUCITUTUIMHAPHA MPOIIEypH CPEIly HETO MOopaJd HEH3IbIHEHUE Ha 3abJDKCHHUSITA
My, IpeJIBUICHU B WwieH 153.

Ynen 155
Cepmucghuxam 3a usHOC Ha 1eKapCmeeH nPpooyKm

1. [To uckane Ha MPOU3BOAUTENIS, U3HOCUTENSI WM KOMIIETEHTHUTE OpPraHU Ha TpeTa
J’bp>KaBa BHOCHUTEN, JIbPXKABUTE WIEHKU YIOCTOBEpSBAT, Y€ IPOU3BOAUTENIAT Ha
JIEKapCTBEHUTE IMPOJIYKTH IpUTEXaBa paspelieHue 3a npousBoAcTBo. [lpu
U3/JaBaHETO HA TaKUBA CEPTU(PUKATH JbP)KaBUTE WICHKU:

a)  B3eMmaT IpelIBUJ OCHOBHMTE aJIMUHUCTPATUBHU pa3znopendu Ha CBeToBHATa
3[paBHA OpraHu3alys;

0) 3a JeKapCTBEHM MPOAYKTH, NpPEAHA3HAYCHW 3a H3HOC, KOUTO Bede ca
pa3pelIeHn Ha TSIXHAa TEPUTOPHUS — MPEACTABAT KpaTKaTa XapaKTepUCTUKa Ha
NPOJIyKTa, 01I00pEHa OT TSIX B ChOTBETCTBHE C WieH 43.

2. Koraro npon3BoauTEnsaT HE NMPUTEkKaBa Pa3pelICHHE 3a ThPrOBHs, TOW INPEACTaBA
IpeJl OopraHuTe, OTIOBOPHM 3a MH3/aBaHETO Ha ceprudukara no mnaparpad 1,
JIEKJIapanus, B KOSTO C€ pa3siCHsIBA 3alll0 HE € HAIMIIE pa3pellieHUE 3a ThPrOBUS.

PA3JET 2

ITPON3BOACTBO, BHOC Y ThPTOBUS C AKTUBHU BEIIECTBA

Ynen 156
IIpousz600cmeo na akmusHu eewyecmea

3a 1enuTe Ha HACcTOsIIaTa JUPEKTUBA IPOU3BOICTBOTO HA aKTUBHU BEILIECTBA, U3IIOI3BAaHU B
MIPOU3BOJICTBEHHS MPOLIEC HA JIEKAPCTBEH MNPOAYKT, BKJIIOYBA KAKTO IBJIIHOTO, Taka M
YaCTUYHOTO NPOU3BOJACTBO WM BHOC Ha AaKTHBHO BEUIECTBO M pPa3jIMYHUTE IPOLECU Ha
pa3dacoBaHe, OllakOBaHE UM MPUTOTBsIHE Ha (hopMaTa Ha MpEJICTaBsAHE MPEIN BIaraHeTo My
B JIEKAPCTBEH IPOIYKT, BKIIOUUTEIHO MOBTOPHO OINAKOBAHE WJIM IMOBTOPHO ETHUKETUPAHE,
KOUTO C€ U3BBPILBAT OT ThProBell Ha aKTHBHU BELIECTBA.

Ynen 157
Pecucmpayus na nocumenume, npouzgooumenume u mvpeosyume ¢ AKMUBHU 8eujecmsd

1. BHocuTennTe, NpOU3BOAUTENNTE W THPrOBLMTE C AKTUBHU BEIIECTBA, KOUTO ca
ycraHoBeHU B Cbro3a, perucrpupar AEMHOCTTa CU NpU KOMIIETEHTHHUS OpraH Ha
IbpKaBaTa 4ICHKa, B KOATO €a yCTAHOBEHHU.
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@opMyJISIPBT 32 PETUCTpPALUs, KOUTO C€ MOJaBa Mo €JIEKTPOHEH ITbT, BKIIOYBA HaM-
MAaJIKO CJieHaTa HHpOpMAIHs:

a)  uMe Wi pupmMa 1 MOCTOSTHEH aIpec;

0) AKTUBHUTE  BEUIECTBA, KOMTO WIE C€ BHACAT, MNPOU3BEXKAAT WM
pa3NpoCTpaHsIBaT;

B)  JIaHHM 32 IOMEIICHUAITA U TEXHUYECKOTO 000pyABaHE 3a JEHHOCTTA UM.

Jlunara, mocoyenn B maparpad 1, momaBar dopmyispa 3a perucTpauus Io
€JICKTPOHEH BT 10 KOMIIETEHTHHS OpraH Ha JbprKaBaTa WieHKa Hai-Manko 60 qau
Ipely IUIAaHUPAHOTO HAavyallo Ha JICHHOCTTa UM.

KoMmmnieTeHTHHAT OpraH Ha Abp)KaBaTa WICHKA MOXE, Bb3 OCHOBAa Ha OIICHKA Ha
PHCKa, J]a PeIlu a U3BbPIIN UHCHEKIUA. AKO KOMIIETEHTHUAT OpraH Ha JbprKaBara
YICHKA YBEIOMH 3asBHTEIS B Cpok oT 60 mHM OT moiydaBaHe Ha (opmyrspa 3a
perucrpanus, 4e me ObJe M3BbpPIICHA WHCIEKIHs, NEeHHOCTTa HE 3aroyBa, Mpeau
KOMIIETCHTHHUST OPTraH Ha Jbp)KaBaTa WiICHKA J1a € YBEJOMMUII 3assBUTEIIS, 4€ MOXKE J1a
3arovHe JedHocT. AKO B Cpok OoT 60 gHM OT moiy4yaBaHeTo Ha (opmyssipa 3a
perucTtpanyss KOMIICTCHTHHAT OpraH Ha Jbp’KaBaTa YICHKAa HE € YBCIAOMUIL
3asgBUTENs, 4Ye e ObJie M3BBPIICHA WHCHEKIUS, 3asABUTENIAT MOXE Ja 3arlovyHe
JIEUHOCTTA CH.

Jlunara, mocodyeHu B maparpad 1, usnpaiiar eXeroJHO Ha KOMIIETEHTHHS OpraH Ha
Il'Bp)KaBaTa YJICHKA II0 eJIeKTpOHCH IIbT CIIMCBK C BCHYKH HACTBHIININ HpOMeHI/I B
UHpOpMaIUsATa, MPEeIoCTaBeHa BB (hopMyJisipa 3a peructpaius. Bcuuku npoMeHw,
KOUTO MOTaT Jia OKa)xaT BB3JICHCTBHE BBPXY KAdyeCTBOTO HIIM O€30MacHOCTTa Ha
AKTUBHUTE BEIIECTBA, KOMTO CE MPOU3BEXIAT, BHACAT WIHM ThpPryBar, TpsOBa na
OBJaT cHOOIIEHN HE3a0aBHO.

KomnereHTHHAT opraH Ha JbpkKaBaTa WIEHKAa BbBEXKIa HHPOpMaLUsATa,
IpeI0CTaBeHa B ChbOTBETCTBUE ¢ naparpad 2, B 6a3zata nanHu Ha Cbro3a, IOCOYEHA B
yneH 188, maparpad 15.

Ynen 158
Yenosus 3a enoc na akmuenu eewecmea

JIbpkaBUTE WICHKH WpPEIIpHEMaT MOJXOJAIIM MEpPKH, 3a Ja TrapaHThpar, dYe
MIPOU3BOJICTBOTO, BHOCHT U THPTOBHUSATA C aKTUBHU BEIIECTBA HA TSIXHA TEPUTOPHS,
BKJTFOUMTEITHO HA aKTUBHU BEIIECTBA, MPEAHA3HAYCHH 32 U3HOC, Ca B CHOTBETCTBHE C
MPUHIIMIIATE Ha J0o0paTa MPOM3BOJCTBEHA MPAKTHKA U JOOpUTE TUCTPUOYTOPCKHU
MPAKTUKW 32 aKTUBHU BEIIECTBA, IMOCOYCHH B JICJICTHPAHHUTE aKTOBE, TPHUETH B
cpoTBeTcTBHE ¢ WwieH 160.

AXTUBHHI BECIIECTBA C€ BHACAT CaMO aKO Ca U3IMbJIHCHU CICAHUTE YCIOBH:

a)  aKTHBHHTE BEIIECTBA ca MPOU3BEACHU B CHOTBETCTBUE C MPUHIIUIN HA JoOpaTa
MPOU3BOACTBEHA TMpPaKTHKa, KOUTO Ca Hall-MajlKo pPaBHOCTOMHU Ha
yctaHoBeHuTe B Cbhro3a chriiacHo wieH 160; u

0) AaKTUBHHUTE BEIECTBA Ca MPHUAPYNKEHU OT MUCMEHO MOTBBPXKIACHHUE, U3/IaJICHO
OT KOMIIETEHTHHSI OpraH Ha TpeTara JIbprKaBa U3HOCHUTEI, B KOETO C€ MOCOYBa,
qe:

) NPUHIUINTE Ha Jo0para MPOU3BOJACTBEHA TNPAKTUKA, MPUIOKUMHU
COpPSIMO MPOM3BOJACTBEHUsI 0OEKT, B KONTO C€ MPOU3BEXKIAa M3HACIHOTO
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aKTHBHO BEIIECTBO, Ca Hal-MajJKO PaBHOCTOMHH HA yCTaHOBEHUTE B
Crr03a ceritacHo wieH 160,

i)  CHOTBETHHAT IPOM3BOJICTBCH OOEKT IOMJICKH Ha PEIOBCH, CTPOr H
Mpo3padeH KOHTPOJ M B HEro ce npuiara eQeKTUBHO no0para
MPOM3BOJICTBEHA IMPAKTHKA, KaTO TOBa BKIIOYBA MHOTOKPAaTHU H
BHE3AITHU MHCIIEKIUU C IIeJI J]a CE rapaHTupa 3aliuTa Ha OOIIECTBEHOTO
3ApaBe, Hall-MaJIKO paBHOCTOMHA Ha Ta3u B Cbio3a, U

i) B ciay4aii Ha KOHCTaTUPaHO HecHa3BaHe WHMOpMAIMITa 3a TE3U
KOHCTAaTallMK Ce TpeaocTaBst 0e3 HeompaBaaHo 3abasHe Ha Chro3a OT
TpeTara Ibp)KaBa U3HOCUTEI.

Ycnosusita, onpeaenenu B maparpad 2, Oyksa 0), He ce Ipuiarar, ako Jbp)kaBaTa
M3HOCHUTEII € BKJIIOUEHA B CIIMCHKA, TIOCOYEH B wieH 159, maparpad 2.

VYcnosusra, omnpeneneHu B maparpad 2, Oyksa 0), Morar aa ObIaT OTMEHEHU OT
BCEKM KOMIIETEHTCH OpraH Ha JbpkKaBa YICHKAa 3a CPOK, KOWTO HE HaJBHIIAaBa
BAIMTHOCTTA Ha cepTHdHKaTa 3a J00pa MPOU3BOJACTBEHA NPAKTUKA, W3MAJICH B
cboTBeTCTBUE ¢ uiieH 188, maparpag 13, korato 00eKTHT, B KOMTO ce MpOM3BEXKAA
AKTUBHO BEIIECTBO 3a W3HOC, € OWJI HMHCICKTHpPaH OT KOMIICTEHTHHS OpraH Ha
Ibp)KaBa WIGHKa W € YCTaHOBEHO, Y€ OTroBaps Ha MNPUHLUUINTE Ha Jo0para
NPOM3BOJICTBEHA MIPAKTUKA, YCTAHOBEHH ChIitacHO 4wieH 160.

Ynen 159
Axmuenu eewyecmea, 6Hecenu om mpemu ObPIHCAsU

ITo uckane Ha Tpera abpkaBa Komucusta M3BbpIIBA OLICHKA Jaldu peryjiaTopHara
paMKa Ha Ta3u IbpKaBa, IPUIOKUMA 3a aKTUBHHUTE BEIIECTBA, U3HACSHU B ChI03a, U
CHOTBETHUTE M JIEMHOCTH 32 KOHTPOJ M MPaBOIpHUIIAraHe OCUTYpPsIBaT PaBHUIIE HA
3aIMTa Ha 0OIECTBEHOTO 3/JpaBe, PABHOCTOWHO Ha ToBa B Chio3a.

Omnenkara ce U3BbpIIBa MO/ opMara Ha TpEriie] Ha ChOTBETHATA JOKYMEHTAIHS,
IpeJCcTaBeHa Mo eJIeKTPOHEH IbT, U OCBEH aKO HE ChIIECTBYBAT JOTOBOPEHOCTH IO
wieH 153, maparpad 2, npuioXuMu 3a Ta3u 00J1acT Ha JEHHOCT, IOCOYEHaTa OlIeHKa
BKJIIOYBA MperJie]] Ha MACTO Ha peryjaTopHaTa CUCTEMa Ha TpeTaTa IbpiKaBa U ako €
HeoOX0aMMO, HAOJIIOJCHHE Ha WHCIEKIMS Ha €IWH WIH IoBeue OOEeKTH 3a
IPOM3BOJICTBO Ha aKTHBHU BEILIECTBA B TPETaTa AbPKaBa.

Bb3 ocHOBa Ha omeHkara, mocoueHa B maparpad 1, Komucusara moxe ga mpuema
aKTOBE 3a U3IIBJIHEHUE C 11eJ1 BKJIIOUBAHE Ha TPETaTa JbpKaBa B CHUCHK U MpUJIaraHe
Ha M3HMCKBaHUATA, NTOCOYEHU BBHB BTOpa alMHesd. Te3u akToBe 3a U3IIBIHEHHE Ce
npreMar B ChOTBETCTBHE C MpOIleAypara Mo pasriiexkaaHe, MocoyeHa B wieH 214,
naparpad 2.

[lpu omenkata Ha Tperara IbpxkaBa cbriacHo maparpad 1 Komucusra Bzema
MPEJIBUJ CIIEIHOTO:

a) ImpaBujiaTa 3a z[o6pa MMPOU3BOACTBCHA IIPAKTUKA HA Ta3WU AbpPrKaBa,

0) decroTaTa Ha WHCIICKIIMUTE 3a TMPOBEpPKAa Ha CIa3BaHETO Ha jJo0para
MIPOU3BOJICTBEHA MTPAKTHKA;

B)  edeKTHUBHOCTTA Ha MPUJIATaHEeTO Ha Jo0paTa MpOU3BOICTBEHA MIPAKTHKA,

r)  dYectoraTa ¥ Obp3MHATA, C KOSATO TpETaTa JbpKaBa MPEAOCTaBs MH(POpMAIus
3a IPOM3BOJUTENN HAa aKTUBHU BEIIECTBA, KOUTO HE CIIa3BaT U3MCKBaHUATA.
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3. Komucusita mpoBepsiBa peOBHO Jajdl ca M3MNBJIHEHU YCIOBUATA, MOCOYCHH B
naparpag 1. IIppBara mpoBepka ce H3BBpPLIBA HE TMO-KBCHO OT 3 FOJUHH CIET
BKJIFOUBAHETO Ha TpeTaTa AbpKaBa B CIUCHKA, IOCOUYEH B naparpad 2.

4. Komucusita u3BbpIBa OlleHKATa, MOcoueHa B maparpad 1, u mpoBepkaTa, MocodeHa
B maparpad 3, B ChTPYAHMYECTBO C ATEHIMATA U C KOMIIETEHTHUTE OpraHud Ha
J'bPKaBUTE YJICHKHU.

PA3IET 3

ITPUHIIMIIN HA TOBPATA ITPOU3BOJCTBEHA IIPAKTUKA U HA JIOBPUTE
JUCTPUBYTOPCKU NIPAKTUKH

Ynen 160
Ipasuna, npunosicumu 3a 1ekapcmeeHume nPOOYKMu u 34 AKMUGHUMe 6eujecmed

Komucusita MOXe Ja MprieMa akTOBE 3a U3IIBJIIHEHHE B ChOTBETCTBUE C wieH 214, maparpad 2,
3a J1a JOI'bJIHM HACTOsAIIATA AUPEKTUBA, KaTO ONpeIeIIu:

a) NPUHIUIATE HA J00paTa MPOU3BOJICTBEHA MPAKTHKA M HA JOOPUTE TUCTPUOYTOPCKH
NPAaKTUKA 32 JIEKAPCTBEHU NPOAYKTH, JONBIHEHHM, KOTraTo € YMECTHO, OT
cnenu(UYHN MEpKH, NPWIOKHMHU IMO-CHEIMATHO KbM JIeKapCcTBeHHTE (hopMmu,
JIEKapCTBEHUTE MPOMYKTH WM IPOU3BOACTBEHUTE IEHHOCTH B CHOTBETCTBUE C
IPUHLMIIATE Ha 10OPOTO MPOU3BOACTBO;

0) NPUHIUINTE HA J0o0paTa MPOU3BOJICTBEHA MPAKTHKa U Ha JOOpUTE TUCTPUOYTOPCKH
NPaKTUKH 332 aKTHBHH BEIIECTBA.

Koraro e ymecTHO, T€3U IPUHIIUIN C€ OMPEAEIAT B ChOTBETCTBHUE C MPUHIIUITUTE HAa H00pUTE
NPaKTUKH, YCTAHOBEHH CBITIACHO BCSAKA Apyra IpaBHa paMka Ha Cbro3a.

Ynen 161
Ilpasuna, npunosxcumu 3a NHOMOWHUME Belecmad

Ha Komwucusta ce mnpenoctaBs MNpaBOMOIIMETO Ja IIpueMa JEJNEeTHpaHu aKTOBE B
CHOTBETCTBHE C ujieH 215, 3a ga JOMBIHM HACTOSIIATa JMPEKTHBA IO OTHOIICHHE Ha
oduIaTHaTa OlleHKa Ha PUCKa C IIeJ1 yCTAHOBSBAaHE Ha MOIXO/AIIaTa J00pa MPOrU3BOICTBEHA
MpaKkTHUKa 3a TTIOMOIIHUTE BEIIECTBA, MocoueHa B uieH 147, maparpad 2. [Ipu Ta3u oreHka Ha
pHUCKa CE OTUYUTAT U3UCKBAHUATA U HA APYTU MOAXOIAIIA CUCTEMHU 34 KAYECTBO, U3TOUHUKBT
Y MpeIHA3HAYCHUETO Ha MOMOIIHHUTE BEIIECTBA, KAKTO M HEIOCTAThIM MO OTHOIIEHWE Ha
Ka4eCTBOTO B MUHAJIOTO.
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I'aiasa Xl|
ThproBus Ha eIPO U NPoaaK0a OT pa3CcTOsTHHE

PA3JET 1

TBHProBUs HA EJIPO U HIOCPEJHUYECTBO B OBJIACTTA HA JJEKAPCTBEHUTE

MPOJAYKTH

Ynen 162
Tvpeosus na eOpo ¢ 1ekapcmeenu nPpoOYKmu

bes Ja C€ 3aciarar pa3n0pez16I/ITe Ha YJICH 5, ABPIKABUTC YICHKHU IIPCAIIpUCMAT
BCHYKH H€O6XOIII/IMI/I IIGIZCTBHH, 3a AJa rapanTupar, 4€ Ha TAXHaTa TCPUTOPUA CC
ThpryBa CamMoO C JICKAPCTBCHU IIPOAYKTH, 3a KOUTO € HU3NAJACHO Pa3pCHICHUC 3a
THProBusd B CbOTBETCTBUC C ITPABOTO Ha Cr1o03a.

B ciy4aii Ha TBProBUs Ha €ApO, BKIIOYUTEIHO CbXPAaHEHHE, JIEKAPCTBEHUTE
IPOAYKTH ca OOXBaHATH OT LEHTPAJIU3UPAHO pa3pellieHue 3a ThPrOBUS I OT
HalMOHAIHO pa3pelICHUE 3a TbPrOBHUs.

Twproeunte, KOWTO BBb3HAMEPSBAT Ja BHECAT JIEKAPCTBEH IIPOAYKT OT JApyra
I’bp’KaBa WICHKA, YBEAOMsBAT IPUTEXKATENsl Ha pPa3pelIeHUETO 3a TBHPrOBHUS M
KOMIIETEHTHHSI OpPTaH Ha JIbp)KaBara WICHKA, B KOATO III€ CE BHACS JIEKAPCTBEHUAT
IIPOJIYKT, 332 HAMEPEHHUETO CH J1a BHECAT TO3M JIEKAPCTBEH MPOAYKT.

B cnyqaﬁ Ha JICKAapCTBCHHU HNPOAYKTHU 00XBaHATH OT HAIlMOHAJIHO Ppa3pCHICHUC 3a
ThProBusd, YBCAOMIICHUCTO OO0 KOMIICTCHTHUA OpraH Ha [ObpKaBaTa YYICHKA,
IIOCOYCHO B naparpa(p 3, HE 3acidara NOIIBJIHUTCIIHUTE IPOUCAYPU, NPCABUIACHHU B
3aKOHOJAATCJICTBOTO Ha Ta3W MAbpiKaBa YICHKA, HHUTO TaKCHUTC, ABJDKMMU Ha
KOMIICTCHTHHS OpTraH Ha AbpiKaBaTa YICHKA 3a pa3ryIC)KJAdaHC Ha YBEAOMIICHUCTO.

B ciyuaii Ha nekapcTBEHU NMPOAYKTH, OOXBAHATU OT LIEHTPAIM3UPAHO Pa3peLICHHE
3a ThProBUs, THPrOBELBT 110/1aBa CHIIOTO YBEJAOMIIEHHE, TOCOUEHO B naparpad 3, 10
AreHnusTa, KOATO 1€ MMa 3a 3ajJada Ja NpOBEpH CIIA3BAaHETO Ha YCJIOBUSATA,
npeaBuieHd B npaBoTo Ha Cbro3a B 00JacTTa Ha JIEKAPCTBEHUTE MPOAYKTH U B
paszpeleHusTa 3a Tbpropus. 3a Ta3u MpoBepKa Ha AreHIusTa ce 3ariamia Takca.

Ynen 163
Paspewenue 3a mopeosusi ha edpo ¢ rekapcmeenu npooyKmu

KoMneTeHTHHAT opraH Ha CBhOTBETHATa Jbp)KaBa YJIEHKAa NpearnpueMa BCUYKU
MOJAXOSIIM MEpPKH, 3a J1a TapaHTUpa, Y€ 3a ThProBHUATAa Ha €IpO C JICKAPCTBEHU
MPOAYKTU C€ M3UCKBA PA3pPELICHHE 3a U3BBPIIBAHE HA JEHHOCT KAaTO THPIrOBEL Ha
eIpo C JIEKapCTBEHH TPOIYKTU (,,pa3pelieHne 3a ThProBuss Ha eapo). B
pPa3peLICHUETO 3a THPrOBHUS Ha €IpO CE IOCOYBAT IMOMEIICHHMATA, JICKAPCTBEHUTE
MPOAYKTH U ONEPALUUTE TIO ThPTrOBUS HA €APO, 38 KOUTO TO € BAJIUJIHO.

Koraro numa, nputexaBaliy paspelleHHMEe WIM HMMalld [OpaBO Ja JOCTaBAT
JICKapCTBEHH MPOAYKTH Ha HACEIIEHUETO, MOTAT CHIVIACHO HAIIMOHAIHOTO MPaBO Ja
HU3BBPIIBAT W TbHProBusA Ha COAPO, TC3U JIMIA MMOMJICKAT Ha Pa3pCIICHHUCTO,
npeaBuaeHo B maparpad 1.
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Pazpemenuero 3a mpou3BOJICTBO, KOETO C€ M3MCKBA CHIVIACHO 4JjieH 142, BKIIIOYBa
pa3pelleHue 3a ThPryBaHE Ha €ApO C JIEKApCTBEHUTE MPOLYKTH, 3@ KOUTO CE€ OTHACH.
Paspemiennero 3a TBProBuss Ha €IpO0 HE OCBOOOXKAaBa OT 3aJbDKEHUETO,
yCTaHOBEHO B uieH 142, 5na ce mpuTekaBa pas3pellieHre 3a MPOU3BOJICTBO U J1a Ce
CHa3Bar yCIIOBHUSITA, OIMpPEAEJICHHM B TOBAa OTHOILIEHHUE, JOpPU KOraTo CTOMaHCKaTa
JEIHOCT, CBbpP3aHa ¢ IPOU3BOACTBOTO UM BHOCA, € BTOPOCTEIIEHHA.

KomreTeHTHHAT OpraH Ha ChOTBETHATA Jbp)KaBa WICHKA BbBEXIa WHPOpPMALUSITA,
CBBbp3aHa C paspelieHHsTa 3a ThProBus Ha eapo, B 0Oa3ara manHu Ha Cpro3a,
nocoueHa B wieH 188, maparpad 15.

KomMmnereHTHUAT OpraH Ha AbprKaBaTa 4YJICHKA, U3aalla pa3pCUICHUCTO 3a TbhbProBUs
Ha ¢€Ipo 3a IIOMCUICHHUA, HaMHpalld CE€ Ha HellHaTa TEPUTOPHA, TrapaHTHpa, YE
KOHTPOJBT Ha JiMOara, I[MOJYUYWIHW PaspCllICHUC [da HW3BbPIIBAT Zlef/'IHOCT KaTo
ThpProBe€ll Ha CAPO HaA JICKAPCTBCHU IIPOAYKTH, W HHCICKIUUTC Ha TCXHUTC
MMOMCIICHHA CC U3BBPIIBAT C MOAXOAAIIA YECTOTA.

KomnereHTHUAT opraH Ha AbpkaBaTa YiCHKa, U3Jaja Pa3pelieHUueTo 3a ThProBUs
Ha e/lpo, CIupa ACHCTBUETO My WJIM 'O OTMEHS, aKO yCIIOBHSTA 3a MPEAOCTaBIHETO
My, MOCOYEHU B wieH 162, Beye He ca M3MBJIHEHH. B TakbB ciyuail abpkaBaTa
WwIeHKa YBeJIOMsBa 0€3 HeompaBIaHO 3a0aBsHE APYTUTE IbpPKABU WIEHKH H
Komucusira 3a ToBa.

Korato komIeTreHTEH OpraH Ha JAbpXKaBa 4YJICHKAa CYMATa, Y€ YCIOBUATA 3a
IIPEIOCTABSIHE Ha pa3pellieHue 3a ThProBHs Ha €po, IOCOYEHH B 4jeH 162, He ca
W3NBJIHEHNA 110 OTHOLIEHHWE HAa pa3pelieHue 3a THProBUS HA €4pO, U3JaJEHO OT
KOMIIETEHTHHS OpraH Ha Jpyra AbpkaBa YiICHKa, TOW yBeJoMsBa 06e3 HEONpaBAaHO
3a0aBsHe Komucusita 1 KOMIIETEHTHHUSI OpraH Ha Jpyrara Abp)kaBa WiI€HKa 3a TOBa.
KoMmneTeHTHHAT opraH Ha Jpyrara Abp)KaBa WICHKa MpEeArpueMa MEpPKUTE, KOUTO
cuMTa 3a HE0OX0AUMH, U yBenoMsiBa KoMucusta 1 KOMIETEHTHHS OpraH Ha I'bpBaTa
JI'bpKaBa YJICHKA 3a TE3U MEPKU U IPUYMHUTE 32 TsX.

Ynen 164
H3uckeanus 3a pazpewenue 3a movp2osust Ha eopo

3a 1a moiyyar paspelleHue 3a ThbProBHs Ha €1po, 3asiBUTENIUTE MOJaBaT 3asiBICHHE
M0 €JIEKTPOHEH BT 0 KOMIETEHTHUS OpraH Ha ChOTBETHATA AbPKaBa YICHKA.

3asBIEHUETO, MOCOYEHO B maparpad 1, BKItOUBa ClIeTHUTE JaHHU:

a)  IOTBBPXKACHHUE U JOKA3aTEJICTBO, Y€ 3asIBUTEIINTE pasIoiaraT ¢ MOAXOASIIHN U
JOCTaThbUYHU TIOMEUICHMs, WHCTAJallid W 00opyABaHe, 3a Ja TrapaHTupar
[IPaBUITHOTO CbXPAHEHUE U THPI'yBAaHE C JIEKAPCTBEHUTE IIPOIYKTH;

6) MOTBBPKACHUC WU JOKA3aTCIICTBO, Y€ 3AABUTCIIMTC pasmnojarat ¢ moaxosamio
06yqu MepCcoHal, U MNO-CriCuaJIHO C KBaHI/I(I)I/ILII/IpaHO Jane, onpeacicHoO 3a
OTTOBOpPHO, KOHUTO OTTOBaApPAT Ha YCIIOBHATA, NpECaABUACHA B
3aKOHOAATCJICTBOTO HAa CbOTBCTHATA AbPiKaBa YJICHKA,

B) AHTAXXKHUMEHT [Ja U3IDBJIHABAT 3aAbJDKCHUATA, BB3JIOKEHH HWM CBHIJIACHO
pasnopenodure Ha 4ieH 166.

Ynen 165

H30asane Ha paspeuwienue 3a mvp2o8us Ha eOpo
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OdunuaiHuTe MPEICTAaBUTEIM Ha KOMIIETCHTHHSI OpPraH Ha ChOTBETHATAa JIbpKaBa
YJIeHKa W3BBPIIBAT WHCIEKIMs, 3a Ja TOTBBPASIT TOYHOCTTa Ha JIAHHUTE,
MIPEI0CTaBeHM ChITIacHO uiieH 164.

KoraTto TouHocTTa Ha JaHHUTE OBJIC OTBBPJICHA B CbOTBETCTBHE C ITbPBA AIMHES U
HE TMO-KbCHO OT 90 AHM cien TMoJdydyaBaHE Ha 3asBJICHHETO, IOAAJICHO B
CHOTBETCTBHUE C WiEH 164, KOMIETEHTHUAT OpPraH Ha JIbp)KaBaTa WiICHKa U3/1aBa WIN
OTKa3Ba Pa3pellICHHE 3a ThProBUs Ha epO.

KoMrnereHTHHAT opraH Ha CBHOTBETHATa JIbp)KaBa WIEHKAa MOXE Ja HM3HMCKa OT
3asgBUTENSl Jla TMPEAOCTaBU IO EJNEKTPOHEH MbT IsulaTa HHQpOpMAIUs OTHOCHO
JaHHUTE, HeOOXO0IMMa 3a M3/IaBaHe Ha pa3pelieHue 3a ThProBHUS Ha e€lpo. B TakbB
Clly4ail CpoKbT, ompejesneH B maparpad 1, crupa na Tede 10 MPeJOCTAaBIHETO Ha
M3HUCKaHaTa JOMbIHUTEIHA HHPOPMALIHSL.

KomnereHTHUAT opraH Ha AbpkaBaTa WIEHKAa MOXXE Ja M34aJe paspellieHHue 3a
THProBUs Ha €IPO IPHU ONPEAEIICHU YCIOBHUSL.

Pa3peH_ICHI/ICTO 3a ThbPIroBUsA Ha €APO BaXXKU CaMO 3d ITIOCOUYCHUTEC B HEI'O ITIOMCIIICHUA.

Ynen 166
3aovioicenus na npumedxcamens Ha Pa3pPeweHuemo 3a Mmvpeosust Ha eopo

JBbpKaBUTE WICHKU rapaHTUPAT, Y€ NIPUTEKATEIIUTE HA Pa3pEeLICHUs 3a ThpProBUs Ha
enpo:

a)  pasmoyiaraT € II€pCOHAal, KOWTO OTroBaps Ha 3aKOHOBUTE W3UCKBaHMS,
JeiicTBaIlY B JbprKaBaTa YiIeHKa, [0 OTHOIIIEHUE Ha ThPTroOBUATA HA €PO;

0) paspemaBar Ha OQUIMAIHUTE TMPEJICTABUTEITN HAa KOMIIETEHTHHUS OpraH Ha
IbpKaBaTa 4IEHKAa JOCTBII TIO BCSIKO BpeME€ 10 CBOHUTE TOMEIICHHS,
WHCTaJaIuu U 000pyaBaHe, ocoueHu B wieH 164, maparpad 2, Oyksa a);

B)  TOJy4YaBaT, BKJIFOUUTEIHO Ype3 (UHAHCOBH TPAHCAKIIMH, CBOUTE IOCTABKU Ha
JICKapCTBCHH MPOAYKTH CaMO OT JIMIIa, KOUTO MPUTEKABaT paspelicHHe 3a
ThproBusi Ha eapo B Chr03a WM pa3pelicHue 3a MPOU3BOJICTBO, MOCOYCHO B
wieH 163, maparpad 3;

I)  JOCTaBsT, BKJIIOYMUTEIHO 4pe3 (UHAHCOBH TPAHCAKIMM, JIEKAPCTBEHU
MPOAYKTH CaMO Ha JIMIa, KOUTO MPUTEKABaT pa3pelleHns 3a AUCTPUOYIUS Ha
eIpo WIM HMMaT paspellcHUEe WU IIpaBO Ja IPEJOCTABAT JIEKApCTBEHU
IIPOJTYKTH Ha HACEJIEHUETO;

)  yBepsBaT ce, Y€ MOMyYeHHUTE JIEKAPCTBEHH MPOIYKTH He ca (panmuduirpanu,
KaTo MPOBEpsBAT MOKa3aTeIuTe 32 OE30MaCHOCT BbPXY BBHIIHATA OTIAKOBKA B
ChOTBETCTBUE C M3UCKBAHMSATA, ONPENIECICHU B JEIETUPAHUTE AKTOBE, MPUETH
CBIJIACHO WiieH 67, maparpad 2, BTopa ajquHes;

€)  pasmoJyiarar c IUIaH 3a JecTBHE B M3BBHPEIHH CUTYAIlMH, KOMTO rapaHTupa
e(eKTUBHOTO M3IIBIIHEHHE Ha BCAKO M33€MBaHE OT Ia3apa, paslopelieHO OT
KOMIIETEHTHUTE OPraHu WM M3BBPIICHO B CHTPYAHUYECTBO C IMPOU3BOIUTENS
WIN MIPUTEXKATEN Ha PA3pEIICHUETO 32 ThPrOBUS 32 ChOTBETHMS JICKAPCTBEH
TPOJTYKT;

XK)  BOJIT JOKYMEHTAIUs, B KOATO CE€ ChAbPIKA HA-MaJIKO ciieiHaTa HHGOpMAaIIHs
3a BCUYKHU JIEKAPCTBEHU MPOYKTH, IOJYUSHH, U3MPATCHU WJIM OCUTYPEHU Upe3
MOCPETHUYECTBO:
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) ojgaratra Ha [oJydaBaHe, H3MpallaHe WM OCHUTypsABaHE  dYpes
MOCPEAHUYIECTBO Ha JIEKAPCTBEHUS MPOAYKT,

i) HAaMMEHOBAHHMETO HA JIEKAPCTBEHHS MMPOIYKT,

Ill) KOJIMYECTBOTO Ha JICKAPCTBCHUS MPOAYKT, IOJY4YCeH, IOCTaBCH WU
OCHUTYPEH 4pe3 MOCPETHUIECTRO,

IV) HaMMEHOBAHMETO W A/IPECHT HA JOCTABYMKA HA JICKAPCTBEHUS TMPOIYKT
WJIY Ha T0JIy4YaTtesis, CIIOpeN ciryyas,

V)  HOMEphT Ha NapTHAaTa Ha JICKAPCTBEHUTE TMPOAYKTH, IIOHE 3a
JICKApCTBCHHUTE MPOIYKTH, BbPXY KOHUTO Ca HAHECEHHU IMOKA3aTCIIUTE 3a
0€30I1aCHOCT, IIOCOYEHH B 4UiIeH 67

3) NoAABPIKAT AOKYMCHTAalNusATa, IMOCOYCHA B 6y'KBa )K), Ha PAa3IO0JO0KCHUC Ha
KOMIICTCHTHUTC OpraHM Ha ABPKABHUTC YJICHKU 3a LHCIWTC HAa MHCIICKIUHUTC B
MMPOABJDKCHUC HA IIET T'OAWHU,

M)  Cla3BaT NPHUHIMIATE HA JOOPHUTE AUCTPUOYTOPCKU MPAKTHKH 32 JICKAPCTBCHH
MPOIYKTH, yCTaHOBEHU B wieH 160;

W) TOmIBPKAT CHUCTEMa 3a KAayeCTBO, B KOSATO CE€ OIMPENEISIT OTTOBOPHOCTHTE,
MpOLECUTe M MEpPKHUTE 3a YIpaBIEHWE HA pHUCKA, CBbP3aHU C TEXHUTE
JIEHHOCTH;

K)  He3a0aBHO yBeIOMsBAT KOMIIETEHTHMs OPIraH Ha JJbp)KaBaTa YWICHKA U KOraTo €
IPWIOKHUMO, IIPUTEXKATENsl Ha Pa3pelIeHUETO 3a ThPrOBUs 3a JIEKAPCTBEHUTE
IPOAYKTH, KOUTO €a MOJIYYWIN WIM UM C€ Mpeiarar, 3a KOUTO ¢a yCTaHOBUIIH,
ye ca (ammuuduuupaHu UM UMaT CbMHEHUS, Ye ca Qalupuuupanu;

J)  OCUTYpsIBAaT MOCTOSHHO MOAXOJIAIIA M HEMpeKbCHATA JOCTaBKa Ha JI0CTaThbueH
ACOPTHUMEHT OT JIEKapCTBEHM NMPOJYKTH, 33 J]a C€ OTTOBOPH HAa M3UCKBAHUSTA
Ha oIpejieNieH reorpad)cku pailoH, U U3BBPIIBAT UCKAHUTE JOCTaBKHU B IslaTa
My TEpUTOpPUS B pa3yMeH CpOK, KOWTO ce ompeaens B HAIMOHAIHOTO
3aKOHOJATEJICTBO;

M)  paboTAT B CHTPYJHUUYECTBO C MPUTEKATEIINTE HA Pa3pellieHus 3a ThPrOBUS U C
KOMIICTCHTHUTE OpraHd Ha JbpXKAaBUTE€ UICHKM [0 CHUTYPHOCTTa Ha
JIOCTaBKHTE.

Korato nekapcTBEHMSAT NPOAYKT € TOJYy4eH OT Jpyr THProBel Ha eapo,
MMPUTECKATCIINTC HA PA3pPCUICHUA 3a ThProBUd Ha €ApO, KOUTO IMOJIydaBaT MPOAYKTa,
MPOBEPSBAT Ay JIOCTABSIIUAT ThPrOBEIl HA €IpO Cla3Ba MPHUHIIMIIUTE Ha JOOPHTE
JTUCTpUOYTOPCKH NMpakTUKU. ToBa BKIIIOUBA MPOBEPKA AalK JAOCTABSAIMAT ThProBel]
Ha €Ipo MpPUTEKaBa pa3pelIeHUE 3a THProBUsS HA €ApO0 WM pa3pelieHue 3a
MIPOM3BOJICTBO, TTOCOYCHO B WieH 163, maparpad 3.

Koraro JICKAPCTBCHUAT NPOAYKT € IIOJYYCH OT MNPOHU3BOAUTCII HJIIM BHOCHUTCII,
MPUTCKATCIIMTEC Ha pa3pClICHUA 3a TbBPrOBHA Ha CApPO IMPOBEpABAT JalIA
MPOU3BOAUTCIIAT UJIM BHOCUTCIIAT IIPUTCIKABA PA3PCIICHUEC 3a IIPOU3BOJICTBO.

KoraTo mekapcTBEHHSAT MPOIYKT € TMOJy4YeH Ype3 MOCPEIHUYECTBO B O0JacTTa Ha
JIEKAPCTBEHUTE MPOJYKTU, MPUTEKATEIUTE HA Pa3pelleHHs] 3a THPTOBHUS Ha €ApO
MPOBEPSIBAT JaIM JIMIETO, OCBIIECTBABAIIO TOCPEIHUYSCTBOTO, OTroBaps Ha
M3HUCKBAHMATA, IOCOUYCHHU B wieH 171.
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Ynen 167
3aovnoicenue 3a docmaska Ha 1eKapcmeeHu NPOOyKmu

[lo orHOmIeHHE Ha JOCTaBKAaTa Ha JIEKAPCTBEHU MPOAYKTH Ha (apMaleBTH U Ha
JUIa, TMPUTEXKABAIIM pa3pelleHre WIM MMAIld MpaBo J1a JIOCTaBAT JIEKApCTBEHU
NPOAYKTH Ha HACENEHUETO, AbP)KaBUTE WIECHKM HE HajaraT Ha MpUTEeKaTeNs Ha
paspenieHue 3a ThproBusl Ha €Apo, U3JaJCHO OT JApyra JAbpkaBa WiICHKa, MO-CTPOrU
3aIBJDKEHUS, TO-CHEIMATHO 3ab/DKEHHs 3a U3BBPILBAaHE Ha OOLIECTBEHa YCIyra,
OTKOJIKOTO TE€3M, KOWTO HajaraT Ha JiMIaTa, Ha KOWTO CaMHMTE T€ ca HU3JalH
paszpeleHue 1a U3BbPIIBAT PAaBHOCTONHH JIEHHOCTH.

TbproBunTe Ha €1po Ha JEKAPCTBEH MPOAYKT, IIyCHAT Ha I1a3apa B IbpKaBa WICHKa,
OCUTYpsSIBAT B PAMKUTE Ha CBOMTE OTIOBOPHOCTH IOIXOSIIM U HENPEKbCHATH
JIOCTaBKM Ha TO3M JIEKapCTBEH NPOAYKT 3a ANTEKUTE W JIMLATa, MPUTEKaBalIU
paspelieHue Ja JOCTaBAT JIEKapCTBEHM MPOAYKTH, Taka ue ce 3a/J0BOJIsIBaT
NOTPEOHOCTUTE Ha NALMEHTUTE BbB BBIIPOCHATA IbpPKaBa YJICHKA.

Pasnopen6ute 3a M3MbIHEHHE HA HACTOSIIMS YiICH ClIeJBAa OCBEH TOBa Ja ObAar
000CHOBaHHU OT CBHOOpaKEHHs 3a 3alluTa Ha OOIIECTBEHOTO 3JpaBe U Ja ca
MPOMOPLMOHAIIHU CHPSIMO LIETa HA Ta3M 3alIUTa, B ChOTBETCTBHE C pa3NopenOunTe
Ha JloroBopa, Haii-Beue MO OTHOIICHHE HA CBOOOJHOTO JBIKEHHE HA CTOKH H
KOHKYPEHLIUATA.

Ynen 168
Hoxymenmayus, npuopyxcasauja 00cmasenume 1eKapCcmeenu npooyKmu

3a BCUYKH AOCTAaBKH HaA JICKAPCTBCHU NIPOAYKTH HaA JIMLC, ITPUTCIKABAIIO PASPCIICHUEC
WM HUMalo MOpaBO JAa J0CTaBA JICKAPCTBCHHU IMPOAYKTH HA HACCICHUCTO B
CBHOTBCTHATA AbpPiKaBa UYICHKA, MPUTCKABAIIUAT pa3spClICHUC THProBCL Ha C€IpO
Tpf[6Ba Ja MpHUII0KU JOKYMCHT, KOWTO I03BOJIsIBA Ja €€ YCTAHOBU CIICAHOTO:

a)  Jarara Ha JJOCTaBKa,
0) HaMMEHOBAHHETO M JIeKapcTBeHaTa (hopma Ha JIEKapCTBEHUS IPOIYKT;
B)  KOJHMYECTBOTO Ha JIOCTABCHMSI JICKAPCTBECH MPOJIYKT;

F) HAaUMCHOBAHUCTO U aJIpEChT HAa JOCTABUMKA HA JICKAPCTBCHUSA IMPOAYKT U HaA
IMOJIy4aTeJIA,

1) HOMEpBHT Ha MapTHIATa Ha JICKApCTBEHUTE MPOIYKTH, IMIOHE 332 MPOIYKTHUTE,
BBPXY KOUTO Ca HAaHECEHH MOKa3aTenTe 3a Oe30MaCHOCT, TIOCOUCHH B WiICH 67.

JIbprkaBUTE WICHKH MpPEANpUeMaT BCUYKU MOIXOASIIN MEPKH, 3a J1a TapaHTHpaT, ue
JuIaTa, IpUTeXaBalld pa3pellieHue WM UMAIlMd MpaBo Ja JIOCTaBST JIEKapCTBEHU
NPOAYKTH Ha HACEJIEHHETO, ca B ChCTOSHHE Jia MPEeIOoCTaBAT MHPOpPMALUsA, KOATO
NO3BOJISIBA Jla C€ NPOCIEAM IBTAT HAa PA3NPOCTPAHEHHE HA BCEKH JIEKapCTBEH
IPOIYKT.

Ynen 169

Habﬂ/IOHClJZHM USUCKBAHUS OMHOCHO myvp2osuima HaA €0p0

Pasnopen6ute Ha HacrosIaTa rjiaBa He BB3MPEMITCTBAT MPUIIAraHEeTO Ha MO-CTPOTH MEPKH,
YCTaHOBEHU OT IbP>KABUTE UJICHKH, 10 OTHOUIEHUE Ha ThPrOBUsTA HA €APO C:
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YIOWBAIIY WJIN ICUXOTPOITHY BEILIECTBA;
JIEKapCTBEHHU IPOAYKTH, ITOIyYEHHU OT KPBB;
MMYHOJIOTMYHH JIEKAPCTBEHU NIPOAYKTH; U

panrodapMaIeBTUIIH.

Ynen 170

Tvpeosus na eOpo 6 mpemu ObpHCadU

[Ipu THProBus Ha €APO C JICKAPCTBEHU MPOAYKTH B TPETH IbP)KaBU HE ce Tpuiiarat wieH 162
u uneH 166, maparpad 1, Oyksa B).

Koraro THProBUUTC HA €APO AOCTABAT JICKAPCTBCHU NPOAYKTHU Ha JIMLA B TPECTU AbPiKABU, TC
rapaHTupar, 4€¢ JOCTABKHUTC Ca CaMO 3a JIMId, KOUTO IPHUTCKABAT Pa3pClICHUC WM HMaAT
MpaBoO Ja I10JIy4daBaT JICKAPCTBCHU IIPOAYKTHU 3a ThHProBUA HaA AP0 WK 3a AOCTABSHC Ha
HACCJICHUCTO B CBHOTBCTCTBUC C NPHUIIOKHUMUTE IMMPABHU W aIMUHUCTPATHBHHA pa3nopeﬂ61/1 Ha
CbOTBCTHATA TPECTA AbprKaBa.

Usnen 168 ce npuiara 3a JOCTaBIHETO Ha JIEKAPCTBEHHU MPOAYKTH HA JIMLIA OT TPETU AbPIKABH,
KOWTO NPUTEXKABaT pa3pelieHHe WIM MMaT MPaBO Ja IOCTABAT JICKAPCTBEHU NMPOAYKTH Ha

HACEJICHUETO.
Ynen 171
Iocpeonuuecmeo 6 obracmma Ha nekapcmeenume npooyKmu
1. Jlunara, ochIECTBSABAIIM MOCPETHUYECTBO B 00JIACTTa HA JIEKAPCTBEHUTE MPOIYKTH,

rapaHTHpaT, 4e JICKapCTBEHU MPOIYKTH, IPEAMET Ha MOCPEIHUIECTBO, Ca 0OXBaHATH
OT BaJIUJIHO Pa3pelLICHUE 32 ThPrOBU.

JIunara, OChILIECTBABALIN IOCPEAHUYECTBO B 00JIACTTA HA JIEKAPCTBEHUTE MPOAYKTH,
pasmosiarar ¢ IIOCTOSIHEH aJIpec U JaHHM 3a KOHTAKT Ha TepuTopusaTa Ha Cbhro3a, Taka
ye Jla ce rapaHTHpa TOYHOTO HAECHTU(ULMPAHE, MECTOIOJIOKEHNE, KOMYHUKAIUS U
HA/30p Ha TAXHATa JEMHOCT OT CTpaHa HAa KOMIIETEHTHUTE OPTaHU Ha Jbp)KaBUTE
YWIEHKH.

3a MOCPEeTHUIECTBOTO B 00JIACTTa Ha JIGKAPCTBEHHUTE MPOAYKTH ce mpuiarat mutatis
mutandis u3KCcKBaHUsATA, IPEIBUICHN B wieH 166, naparpad 1, OykBu m)—if).

[TocpennnuecTBO B 001aCcTTa HA JIEKAPCTBEHUTE MPOIYKTH MOXKE J1a C€ OCHIIECTBSIBA
caMO OT JIWIa, KOUTO Ca PETUCTPUPAHU OT KOMIETCHTHUTE OPTaHHW Ha JIbprKaBara
YlIeHKa, KBJAETO € TeXHUT MOCTOSHEH ajjpec, Moco4yeH B maparpad 1, Bropa amuHes.
3a ma ObOaT perucTpupaHu, TE3W JUIA MPEAOCTaBiIT HA KOMIIETCHTHHS OpraH IO
€IeKTPOHEH BT Hali-MaJKO CBOETO MMe, (hupMma U mocTosiHEH anapec. Te HezabaBHO
YBEJIOMSIBAT TIO0 €JEKTPOHEH MbT KOMIIETCHTHHsI OpPTaH Ha JbpiKaBaTa WICHKa 3a
BCUYKHU TIPOMEHU B TSIX.

KomneTeHTHHAT opraH Ha Abp:KaBaTa 4jeHKa BIHCBa MH(OpMaluATa, MOCOYEHa B
'bpPBA aJIMHEs, B PErUCThP, KOUTO € MyOJIUYHO JOCTHIIEH.

[Tpunnunure, mocoyeHn B wieH 160, BKIIOYBAT CHEIUATHH Pa3opeadd OTHOCHO
MOCPEAHUYECTBOTO.
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3a W3BBPIIBAHETO HA WHCIEKIMHUTE, MOCOYEHH B ujieH 188, oTromaps abpkaBaTa
YJICHKA, B KOSATO € PETUCTPUPAHO JHMIETO, OCHILIECTBSIBAIIO IMOCPEAHUYECTBO B
o0JacTTa Ha JIEKAPCTBEHUTE MPOTYKTH.

AKO nMIle, OCBUIECTBSIBAIIO IIOCPEIHUYECTBO B 00JACTTa Ha JIEKAPCTBEHUTE
OPOAYKTH, HE OTroBaps Ha W3UCKBaHUATA, NPEABUACHU B HACTOSILIUSA YJICH,
KOMIIETEHTHHST OpraH Ha JbprKaBaTa WICHKa MOXKE Jia Pelld Ja 3ajJu4yd TOBa JIUIIC
OT perucTbpa, nocoueH B maparpad 2. B TakbB ciydail KOMIETEHTHHUST OpraH Ha
JbpKaBaTa YiIEHKa YBEJOMsIBA JIMLIETO 3a TOBA.

PA3IET 2

ITPOJAKBA OT PA3CTOSSHUE HA IOTPEBUTEJIUTE

Ynen 172
Obwu usuckeanus 3a npooaxcoa om pazcmosHue

be3 na ce 3acsira HAIIMOHAJIHOTO 3aKOHOJATENICTBO, KOETO 3a0paHsBa MpeIaraneTo
Ha JICKAPCTBEHU MPOJYKTH, OTIYCKAHU IO JICKAPCKO MPEIIcanue, 3a mpoaaxoa ot
pa3cTosiHUE HAa TOTPEOUTENUTE Ype3 yCIYyrd Ha WHGOPMAIMOHHOTO OOIIECTBO,
JbPYKABUTE YICHKU TapaHTHpaT, Y€ Ha MOTPEOUTENUTE Ce Mpeyiarar JIEKapcTBEHU
NPOAYKTH 3a MpOoAak0a OT Pa3CTOSHHE UYpe3 YCIYT'H CBITIACHO OINPE/ICICHHUETO B
Jupextusa (EC) 2015/1535 ma Epomeiickus mapmamenT u  Ha Cweera™,
yCTaHOBsIBaIla TpOIEeaypa 3a MpeaocTaBsHeTo Ha HH(opMmanus B chepara Ha
TEXHUUYECKUTE PErJIaMEHTH M IpaBUIa OTHOCHO YCIyTruTe Ha WHGOPMAIMOHHOTO

06Hl€CTBO, IIpH CJICOAHUTE YCIOBH:

a)  (U3MYEeCKOTO WM IOPUAUYECKOTO IHUIE, KOETO TMpeasara JIeKapCTBEHUTE
MPOJIYKTH, MPUTEkKABA pa3pellIeHUe WA MMa MPaBo Ja JOCTaBs JIEKApCTBECHU
MPOJYKTH Ha OTPEOUTENNTE, BKIIOUUTEIHO OT Pa3CTOSHUE, B CHOTBETCTBUE C
HAI[MOHAJHOTO 3aKOHOJATEJICTBO Ha JbplKaBaTa wWIEHKa, B KOSITO €
YCTaHOBEHO;

0) JMIeTO, MOCOYEHO B OYKBa a), € MPEAOCTABWIIO Ha JIbp)KaBaTa WICHKA, B KOSITO
€ YCTaHOBEHO, Haif-MaJIKo cleHaTa HHpopMaIus:

1)  wMe win GupMa 1 MOCTOSHEH aJIpec Ha MSCTOTO Ha JICHHOCT, OT KOETO ce
JOCTaBAT TE3H JICKApCTBEHU MPOIYKTH,

i) garata, Ha KOSTO € 3alModYHala JAEWHOCTTA [0 TNpEJaraHeTo Ha
JICKApCTBEHH MPOJYKTH 3a MPoJiak0a OT pa3CTOSHUE HA MOTPEOUTEITUTE
ype3 yCIyrure Ha HHPOPMAIIMOHHOTO OOIIECTBO,

Iii) ampeca Ha yeOcaiiTa, WM3MOJ3BaH 3a Ta3W €N, W IsUIaTa OTHOCHMA
uHpopManus, HeoOXoauMa 3a UASHTU(PHUIMPAHETO HA TO3U yeOcailT,

IV)  aKo e mpuJIOKUMO — HauyWHA Ha OTIyCKaHe, B ChOTBETCTBHE ¢ riasa IV,
Ha JICKapCTBEHUTE MPOAYKTH, MpeajaraHu 3a mpojaax0a oT pa3cTosHue
Ha NOTpeOUTENNTE Ype3 YCIYTUTe Ha HHPOPMAIIMOHHOTO OOIIECTBO.

41

Hupexrtusa (EC) 2015/1535 na EBpomnelickus mapmamenT u Ha ChbBera ot 9 cemremBpu 2015T.,
yCTaHOBsIBalla MpOIEaypa 3a TpeAoCcTaBsHETO Ha wuH(opMamus B cdepara Ha TEXHUYCCKHUTE
pEraMeHTH U MpaBHja OTHOCHO yCIyruTe Ha mHpopmannonHoro obmectso (OB L 241, 17.9.2015 r.,
crp. 1).
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Tazu nadopMmanus ce akTyaau3upa, KoraTo € 1ejaecbo0pasHo;

B)  JIEKaPCTBEHWUTE IPOAYKTU OTrOBapsT Ha HU3UCKBaHUATA Ha HAI[MOHAJIHOTO
3aKOHOJIATEJICTBO HA JbpiKaBaTa WICHKA Ha MECTOHA3HAYCHUE B CHOTBETCTBUE
¢ wieH 5, maparpad 1,

r) 0e3 ma ce 3acsAraT M3MCKBAaHUATA 3a MPEAOCTAaBIHE Ha WHOpMAIHS,
omnpenenenn B Jupekrtusa 2000/31/EO na EBponeiickust mapiaMeHT M Ha
Cneera®’, yeGcaliThT, Ha KOWTO ce MHpeajaraT IeKapCTBEHHTE HpPOLYKTH,
ChABpKA HAU-MAJIKO:

)  JaHHMTE 3a KOHTAKT Ha KOMIIETCHTHHsI OpPraH Ha JAbpKaBara WICHKa WIIN
Ha OpraHa, Ha KOWTO € MpeaocTaBeHa nHpopmanusTa chbriacHo Oyksa 0),

i)  xunepBpb3Ka KbM MMOCOUCHHUS B WicH 174 yeOCalT Ha JbpiKkaBaTa 4ieHKa
Ha yCTaHOBSIBAaHE,

iii)  00moTo JIOrO, MOoCOYEHO B wieH 173, MOCTaBeHO Ha BHAMMO MSCTO Ha
BCSIKA CTPaHUIIA Ha yeOcaiiTa, CBbp3aHa C MMpeIaraHeTo Ha JIEKapCTBECHH
MPOIYKTH 3a MpoAaxba OT pa3cTosiHue Ha moTpeduteaure. OOIOTO JI0TO
ChIbpKa XUIEPBPH3KA KbM 3allkca 3a JIMIETO B CIUCHKA, MOCOYEH B
uiien 174, naparpad 1, Oyksa B).

JIbpxKaBuTEe 4YIEHKUM MOraT Jla HajaraT YCJIOBHs, OOOCHOBaHM OT ChOOpaXEHMs 3a
3aIIuTa Ha OOIECTBEHOTO 3/IpaBe, 3a J0CTaBKaTa Ha JAPeOHO Ha CBOSI TEPUTOPHUS Ha
JIEKapCTBEHH MPOAYKTH 3a MpoAax0a OT pa3CTOSHHE Ha HOTPeOUTENnUTe dYpe3
yCIyruTe Ha HH(POPMALMOHHOTO OOIIECTBO.

be3 na ce 3acsrar JupektuBa 2000/31/EO u npeaBuAEHHUTE B HACTOSIIMS pazjien
U3UCKBAaHUS, AbP)KAaBUTE UJIEHKH MpPEANpUeMaT HEOOXOAMMHUTE MEpKH, 3a Ja
rapaHTHpar, 4e JUIara, pa3IndHyd OT IMOCOYEeHUTe B maparpad 1, KouTo mpesarar
JeKapCTBeHM TMPOJYKTH 3a MpoAaxkba OT pa3CTOsSHHE Ha TOTpeOHuTenuTe |
U3BBpIIBAT JEHMHOCT Ha TAXHA TEpUTOpUs, TMOAJIekKaT Ha e(EeKTHUBHHU,
NPONOPLHUOHAIHY U Bb3MUPAIU CAHKIIUH.

Ynen 173
Hzuckeanus 3a 0buomo 1020

Cp3naBa ce o010 JIOT0, KOETO € pa3no3HaBaeMo B Lenus Cblo3 U KOETO B CHLIOTO
BpEME TI03BOJIIBA ONPENEISIHETO HA JbpXKaBaTa 4YJIEHKA, B KOATO € YCTaHOBEHO
JMLETO, Mpelaralo JEKapCTBEHH MNPOAYKTH 3a Mpojaxkda OT pPa3CTOSIHUE Ha
norpedutenure. JIororo ce nmocraBs Ha BUAMMO MSCTO Ha yeOcaiToBeTe, Ha KOUTO
ce ImpemyaraT JIeKapCTBEHM NPOAYKTH 3a MpoAaxkda OT pa3CcTOsSHHE Ha
noTpeOUTENUTE B ChOTBETCTBHUE ¢ WieH 172, maparpa¢ 1, Oyksa r).

C unen xapmMoHM3MpaHe Ha (YHKIUMOHHMpAHETO Ha ToBa oOmo Jsoro Komwmcusra
MpUeMa akTOBE 3a U3II'bJIHEHUE OTHOCHO:

a)  TEXHMYECKUTE, eIEKTPOHHUTE U KpUNTOrpad)CKUTE M3UCKBAaHUS 3a MPOBEpKa
Ha aBTEHTHMYHOCTTA Ha OOIIOTO JIOTO;

06) odopmMiaeHHETO Ha OOIIOTO JIOTO.

Hupexrusa 2000/31/EO na EBponeiickus napiaament u Ha CpBera ot 8 1onu 2000 r. 32 HIKOU NPaBHU
aCIIeKTH Ha yCIYTHTe Ha MH(GOPMAIIOHHOTO OOINECTBO, U MO-CHENNATHO Ha CICKTPOHHATA THPrOBHA
Ha BbTpenHus nasap (JIupekrusa 3a enekrpornaTa Thprosus) (OB L 178, 17.7.2000 r., ctp. 1).
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Koraro e HeoOXxoauMo, akTOBETE€ 3a M3IBJIHEHUE CE€ H3MEHST, KaTo ce B3eMa
MpeABU] HAYYHO-TEXHUUYECKUAT HaNpeIbK. Te3n akToBe 3a U3M'BJIHCHUE C€ MpUeMar
B ChOTBETCTBUE C MpOILIeypaTa, nocoueHa B wieH 214, naparpad 2.

Ynen 174
Hupopmayus omnocno docmaskama om pascmosinue Ha nompebumenume
Bcesika npprkaBa uieHKa ch3aBa yeOcaiT, KOMTO Chabpika Hali-MaJIKoO:

a) uHpOpPMAIMs OTHOCHO HAIMOHAJTHOTO 3aKOHOAATENICTBO, HPWIOXKHUMO 3a
Ipe/IaraHeTo Ha JIEKApCTBEHM MPOAYKTH 3a Hpojakba OT pa3CTOsSHHE Ha
NOTpeOUTENUTEe  Ype3  yCIyruTe Ha  HWHPOPMAIMOHHOTO  OOIIECTBO,
BKIIIOYMTETHO HWH(OpPMALUs OTHOCHO (paKTa, Y€ MOXKE Ja ChIIECTBYBAT
pa3IUUUs MEXIy Ibp)KaBUTE WICHKH 110 OTHOIICHHE Ha KiIacH(HKalusATa Ha
JICKapCTBEHUTE TIPOTYKTH U HA YCIOBHATA 32 IOCTABSIHETO MM,

0) wumH(bOpMAaIU OTHOCHO IIeJITa Ha OOIIOTO JIOTO;

B) CIOHCBHK Ha JHIATa, Mpeajaramiy JEeKapCTBEHH NPOIYKTH 3a Hpoaaxda ot
pa3cTossHMEe Ha NOTPEOUTEIUTEe 4Ype3 YCIyruTe Ha HHGPOPMALUOHHOTO
o0LIECTBO B CBHOTBETCTBHE € wWieH 172, KakTO M aJpecuTe Ha TEXHUTE
yebcaiiToBe;

r)  oOma uHpopMaHs OTHOCHO PUCKOBETE, CBBP3aHU C JEKAPCTBEHU MPOIYKTH,
JOCTaBIHU  HA  IOTPEOMTENMTE  HE3aKOHHO  4Ype3  yCIyr'uTe  Ha
MH(}OPMALIOHHOTO OOILIECTBO.

To3u yebGcalT chabpka XUIEpBph3Ka KbM yebcaliTa, mocoueH B naparpad 2.

AreHnusTa ch3/1aBa yeOcalT, Ha KOWTO ce MmpeaocTaBs HH(OpMaIusATa, TocoYeHa B
naparpad 1, mbpBa anuHesi, 0ykBu 0) u '), HH(pOpMaIHs 32 aKTOBETE OT MPABOTO Ha
Crpro3a, npunoxkuMu 3a ¢anmuuduuupaHy JIeKapCTBEHU TMPOIYKTH, KaKTO H
XUIIEPBPB3KU KbM yeOcallTOBETE Ha Abp)KaBUTE WIEHKH, TocoueHu B naparpad 1. Ha
yeOcaiiTa Ha AreHUMATa W3pUYHO CE€ IOCOYBa, 4ye yeOcaillToBere Ha JbpiKaBUTE
YJICHKU ChABPKAT MHPOpPMALUS 3a JIMIaTa, IPUTEKABAIIN pa3pelleHre WK UMallH
paBO Jla JOCTaBAT JIEKAPCTBEHH NPOAYKTH upe3 IMpojax0da OT pa3CTOsHUE B
CBhOTBETHATA IbPKaBa WICHKA.

Komucnsra B ChbTPYAHHUYECTBO C KOMIIECTCHTHUTEC OpraHy IMPOBCKIa UJIW HaCbpyaBa
UH(POPMALIMOHHN KaMITaHWU, HACOYEHU KbM IIUpPOKaTa OOIIECTBEHOCT, OTHOCHO
OMAacHOCTUTE OT ¢ammuuduIupaHUTe JEeKapCTBEHH NPOAYKTH. Te3n KaMIaHuU
MOBHIIABAT OCBEJOMEHOCTTAa Ha IMOTPEOUTENIUTE OTHOCHO PHUCKOBETE, CBBP3aHU C
JIEKapCTBEHUTE TPOJYKTH, JOCTABSIHM HE3aKOHHO 4Ype3 Mpoaaxba OT pa3CTOsHHE,
KaKTO U OTHOCHO ()YHKIIMOHMPAHETO Ha OOILIOTO JIOTO U yebcalToBeTe, MOCOUEHH B
naparpadu 1 u 2.

I'nmasa XIII
Pexiaama

Ynen 175
Onpeodenenue 3a pekiama Ha 1eKapcmeeHu npooyKmu

3a 1enuTe Ha HACcTOsIIaTa IrjaBa MOHSTHUETO ,,peKjIaMa Ha JEKapCTBEHU MPOMYKTH
BKJIIOUBA BCska (hopma Ha wHQOpMAIHS MO TOMOBETE, arUTAIlMOHHA JEWHOCT WIIH
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CTUMyJMpaHe, TMpeJHAa3HAuYeHH Ja HachbpyaBaT MPEANHCBAHETO, JOCTAaBKara,
npojax0aTa UM yrnorpedara Ha JIEKapCTBEHU IPOILYKTH.

ToBa BKJIFOYBA TO-CIICIIUATHO:
a)  pekiama Ha JIGKapCTBEHH IPOIYKTH CPEJl HACCICHUETO;

0) pekiama Ha JIEKQpCTBEHU MPOAYKTU CpeJ JiMlaTa, UMAlld MpaBo Ja TH
MpEeANUCBaT, NpujiaraT Wik JOCTaBsIT;

B)  IOCEIIEHHs HAa MEAMLMHCKU THPrOBCKM IPEACTABUTENN INPH JMLATa, UMALIH
IIPaBO Ja MPEANNCBAT JEKApCTBEHU IPOAYKTH;

r)  MpeAocTaBsHE HAa MOCTPH Ha JIEKApPCTBEHU MPOAYKTH;

1)  IPEJOoCTaBsHE Ha CTHUMYJIU C L€ IPEANUCBaHe WIK J0CTaBKa HA JIEKAPCTBEHU
HOPOAYKTH Upe3 MoAapbLM, NPeIIoKEeHNs Win o0eIanus 3a obaara win 60Hyc,
B [IapU WUJIM B HAaTypa, OCBEH KOraTo COOCTBEHAaTa UM CTOMHOCT € MUHUMAJIHA;

e) CIIOHCOpHUPAHC Ha IMPOMOLMOHAJIHHU CpPC€IIM, Ha KOHWTO IPUCHCTBAT JIMIA,
HMallu MMpaBo Aa MPEANMCBAT UJIW JOCTABAT JICKAPCTBCHU IIPOAYKTHU,

)K) CIIOHCOpHUPpAHC Ha HAYYHHW KOHI'DECH, Ha KOUTO MNPUCHCTBAT JiMLad, HWMalln
mpaBo Ja ONpCAnUCBaAT WKW JOCTABAT JICKAPCTBCHH IMPOAYKTHU, U B YACTHOCT
MNOEMaHC Ha IbTHUTC PA3HOCKU U HOLTYBKHU, CBBbP3aHU C TIAX;

3)  pekiiama, CBbp3aHa C JICKAPCTBEHH MPOAYKTH, KOSTO HE C€ OTHacs 3a
KOHKPETHH JICKAPCTBEHH MTPOAYKTH.

B macrosmara riasa He ce BKIIFOUBA CICTHOTO:
a) CTUKCTUTEC U JIMCTOBKUTEC, KOUTO Ca MPCIMCET Ha pa3n0pez[6HTe Ha rijiaBa Vl,

0) KOpEeCHOHJEHIMs, €BEHTYaJHO  HpuJpyXaBaHa OT  MaTepuaau C
HEMPOMOIIMOHAJIEH XapakTep, HE0OX0IMMHU, 3a J1a c€ OTTOBOPH Ha crenuduyeH
BBIIPOC OTHOCHO KOHKPETEH JIEKapCTBEH MPOAYKT;

B)  (QakTHUecKH HUHPOPMALMOHHU CHOOLIEHUS U CHOPABOYHU MaTepHali,
OTHACSIIM C€ HampuMep N0 TPOMEHH B OIAKOBKAaTa, MPENyNPEKICHHUS 32
HE)KEJIaHU JIEKApCTBEHM PeaKIMy KaTo 4acT OT OOLIUTE Mpelna3Hu MEpKH BbB
BpB3Ka C JIEKApCTBaTa, ThPTrOBCKH KATAJIIO3U W IIEHOBH JIUCTH, TIPU YCIOBHE Y€
B TSIX HE C€ ChAbPKaT TBBPAECHUS OTHOCHO IPOIYKTa;

r)  uH@OpMaIMs 3a YOBEUIKOTO 3[paBe WM 3a 3a00JsBaHUS, NIPU YCIOBUE Y€ B
Hesl HE c€ CIIOMEHABAT, I0PU KOCBEHO, JIEKAPCTBEHU IPOTyKTH.

Ynen 176
Obwu paznopedbu OMHOCHO peKiamama Ha J1eKapcmeenu npooyKmu

JBpxaBUTe WICHKH 3a0paHsBaT BCSIKa peKJiaMa Ha JIEKAPCTBEH MPOIYKT, 3a KOWTO
HE € U3/IaJICHO pa3pelleHue 3a ThPrOBHsL.

Bcewuku yact Ha pEKiIaMaTa Ha JICKAPCTBCH NPOAYKT Tpr6Ba Ja CBbOTBCTCTBAT Ha
JaHHUTC, H36p0€HI/I B KpaTKaTa XapaKTCPpHUCTHUKA HA IPOAYKTaA.

PeknamaTa Ha jekapCcTBEH MPOIYKT:

a) HachpyaBa pa3yMHaTa ymnoTpeda Ha JIEKapCTBEHHUS TMPOJYKT, KaTo IO
npezcTaBs 00EKTUBHO, 0€3 Jja MpeyBesInyaBa HErOBUTE CBOWCTBA;

0) e TouHa, MPOBEpUMA M HETIOABEKIAIIIA.

179



BG

3alpansiBa ce Bcika (Gopma Ha pekjama, KOATO HMMa 3a Led Ja MpeACTaBH B
OTpHIIATEJIHA CBETJIMHA JIPYT JEKapCTBEH NPOAYKT. 3a0paHsiBa ce M peKiIaMa, KOsTO
BHYIIIaBa, Y€ J]a/ICH JEKAapPCTBEH MPOIYKT € Mo-0e30maceH uiu no-e()eKTUBEH OT IPYT
JICKapCTBEH IMPOJYKT, OCBEH aKO B KpaTKaTa XapaKTepUCTHKA Ha MPOJYKTa HE ce
ChABPIKAT J0Ka3aTeJICTBA B MOJKPENa Ha TOBA.

Ynen 177
Oepanuuenust 3a pekiamama Ha 1eKapcmeenu npooyKmu

JbpkaBUTe WICHKHM 3a0paHsABAT peKiamara Cpe] HACcEIeHHETO Ha JIEKapCTBEHU
IPOAYKTH, KOUTO:

a)  ce OTIIyCKaT caMo IO JIEKapCKO MpEeaNucanre B ChOTBETCTBHE ¢ I1aBa |V,

0) chABpKAT BelIeCTBa, KIACU(PUIIMPAHU KATO IMCUXOTPOIHU WU yMOWBAIIN IO
CMHUCBJIa Ha MEXKTYHAPOIHUTE KOHBEHITUH.

Cpenl HaceleHUETO MOXKE J1a C€ peKIaMUpar JIEKApCTBEHU MPOJYKTU, KOUTO MOPAIH
CBOSI CBbCTaB M MPWIOKEHHE Ca NpeJHA3HAYeHM M Ch3JaJE€HU 3a ynorpeda 0Oe3
HaMmecarta Ha JIeKap C [eJl JWarHoCTHKa, Ha3HayaBaHE WM NpOCieIsBaHE Ha
JICYCHUETO, IPU KOHCYJITHUPAHE ChC (PapMaleBT, aKO € HEOOXOJUMO.

I[’bp)KaBI/ITe YICHKHW HUMAT IIpaBO Jda 336paH$IBaT Ha CBOdATa TCPHUTOPHA PCKJIaMaTa
Cpea HACCICHUCTO Ha JICKAPCTBCHU NPOAYKTH, YHUATO CTOMHOCT MOIJICKH Ha
BBH3CTaAHOBABAHC.

3abpanata mo maparpad | He ce mpwiara Npd KaMIIaHWM TI0 BaKCHHUpPaHE,
MPOBEXKAAHU OT OTpachia M OJOOpPEHH OT KOMIIETEHTHUTE OpPTaHU Ha IbpiKaBUTE
YJIICHKU.

3abpanata, nmocoueHa B maparpad 1, ce mpuiara, 6e3 na ce 3acsra wieH 21 ot
Hupextusa 2010/13/EU1O.

I[’bp)i(aBHTe YJIICHKHU 3a6paH;1BaT AUPCKTHOTO pPa3sIpOCTpaHCHUEC Ha JICKAPCTBCHU
MMPOAYKTH CPC HACCIICHHUETO OT CTPpaHa Ha OTpachjia ¢ IPpOMOUIMOHAIHU LECIIA.

Ynen 178
Pexnama cpeo nacenenuemo

bes nma ce 3acara wien 177, BCjKa PpCEKIIaMa Ha JICKAPCTBCH IIPOAYKT CpPEa
HaCCJIICHUCTO:

a)  ce (GopMmyiupa Taka, 4e Ja € SICHO, Ye ChOOIICHUETO € PEKJIaMHO, U TaKa, 4e
NPOAYKTHT Jia € ICHO 0003HAaYeH KaTo JIEKapCTBO;

0) BKJIIOYBA Haif-MaJKo clieAHaTa MH(pOpMAaIUs:

i) HAaMMEHOBAHMETO Ha JIEKApCTBEHUS MPOIYKT, KAKTO M OOIIONPHETOTO
HaVMEHOBAHME, aKO IPOAYKTHT ChIbPKA CAMO €IHO aKTUBHO BEILECTBO,

i)  uHbOpManuUATa, HEOOXOAMMA 3a TIpaBHIIHATA YIOTpPeOa Ha JIEKapCTBCHUS
TIPOJIYKT,

i) wm3puYHA M SICHA TpEnopbKa Ja Ce MpoveTaT BHUMATEIHO HHCTPYKIIUUTE
B JIMCTOBKATA WJIM Ha BBHIIIHATA OIMMAKOBKA, B 3aBUCUMOCT OT CJIy4ast.

JIbp>kaBUTE 4YJIEHKHM MOXE Ja pelar, 4ye ako € IpeAHa3HadeHa EIUHCTBEHO 3a
HAIOMHSHE, peKiaMaTa Ha JIEKapCTBEH NPOAYKT Cpell IIMpOKaTa OOIIECTBEHOCT
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MOYXeE, He3aBHCMMO OT maparpad 1, ma chabpka caMO HaWMEHOBAaHUETO Ha
JICKapCTBCHHS MPOJYKT WM Ha HETOBOTO aKTHBHO BEIECTBO, WJIM ThProOBCKaTa
Mapka.

Ynen 179

Ozcpanuuenus 3a pekiamama cpeo HaceieHuemo

Pexsiamata Ha neKapcTBEH MPOIYKT CpPEJ HACEIEHUETO HE ChIbPKa KaKbBTO U A €

MaTcpHrall, KObTO:

a)

0)

Cb3J1aBa BIICYATJIICHUCTO, Y€ HC € H€O6XOI[I/IM21 MCIUIIMHCKA KOHCYJITalusd HIJIN
XUPpYpIrudecCKa omepanus, Imo-CriCuyualHO 4Ype3 NpeajlaraHe Ha AWarHosa Hin
MMpenopbvYBaAHC HA JICUCHUC I10 IT0IIaTa,

BHYIIaBa, 4¢€ 6(1)6KTI/IT€ OT IIpHEMa Ha JICKApCTBCHUS IIPOAYKT Ca rapaHTUPAHU,
HC Ca NMPUAPYKCHHU OT HCKCIIAHU JICKAPCTBCHU PCAKIIUHN HUJIK Ca HO-I[OGpI/I niIn
paBHOCTOﬁHH Ha TE3U OT APYTIO JICUHCHUC NI APYT JICKAPCTBCH MMPOAYKT,

BHYIIIABa, Y€ 3]PaBETO Ha JIUIETO MOXKE Ja ObJie Mog00peHO Ype3 PUEMaHEeTOo
Ha JICKApCTBEHHS TPOAYKT;

BHYIIIaBa, Y€ 3[PaBETO Ha JIUIETO OM MOIJIO Ja ObJe 3acerHato, ako He ce
nprema JIeKapCTBEHUST IPOAYKT;

€ HACOYCH U3KIIOYHUTCIIHO HUJIM I'N'TaBHO KbM AC1A,

ce M030BaBa Ha IPENOpbKa OT yYE€HU, MEJULUHCKU CIIELHAIUCTH WIH JIALA,
Pa3IUYHU OT MMOCOYEHHUTE, KOUTO MOPaJ CBOSITA U3BECTHOCT OMXa MOTJIM Aa
HackpuaT ynorpebara Ha JIEKapCTBEHUTE IPOILYKTH;

BHYINIaBa, Y€ JIEKAPCTBEHUAT MPOIYKT € XpaHa, KO3METHYEH MPOIYKT WU
Jpyra noTpeduTescKka CToKa;

BHyIIIaBa, 4e 0€30MacHOCTTa M €(UKACHOCTTAa Ha JICKAPCTBEHUS MPOAYKT Ce
IBIDKAT Ha TOBA, Y€ MPOIYKTHT € MIPUPOJICH;

OM MOT'BJI J1a JTOBEJIE JI0 HEMPABUITHO CAMOCTOSITEITHO TIOCTABSIHE Ha JTUArHo3a,
ThI KaTo ChIBpKA OMUCAHHE WM TMOAPOOHO H3IIOKEHHE Ha HCTOpHUS Ha
3a00JIsIBaHE;

CbAbpiKa TBBPACHHA 34 BB3CTAHOBABAHC Ha 3ApPaBCTO, HNPCACTABCHU I10
HEMOAXO A1, IIJTallICI WJIN ITOABCKAalll HAYUH,

H3M0J3Ba II0 HCIOAXOMIMAI, INIalICII MK IIOABCKAAIlll Ha4YHH O6p3.3HO
MNpeaACTaBsAHC HA IIPOMEHU B YOBCIIKOTO TAJIO, IPUYUHCHU OT 3a00JIsIBaHe WJIH
HapaHABaHC, WJIX OT B’B3,Z[CI>'ICTBI/ICTO Ha JICKApCTBCH TMPOAYKT BbBPXY
YOBCIIKOTO TAJIO MJINX YaCTHU OT HETO.

3abpanata, mocoueHa B maparpag 1, OykBar), He ce mMpuiara 3a KaMIIaHUUTE I10

BaKCHHMpaHe, MocoYeH! B wieH 177, maparpad 4.

Ynen 180

Pexnama cpeo nuya, umawu npaso oa npeonuceam, npuiazam uiu 00CMAgm 1eKapCcmeeHu

npooyKmu

Bceska pekiiama Ha JieKapCcTBEH MPOJYKT cpei JIMia, MMAallly MpaBo Ja MpeaIucBar,

npujaraTt ujin JOCTaBiAT TaKHMBA MPOAYKTHU, BKIIFOYBA:
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a)  cChlIecTBeHa HHQOpMAIHsA, ChbBMECTHMa C KpaTkaTa XapaKTepHCTHKa Ha
MPOJIYKTA;

0) HayMHA Ha OTIyCKaHE Ha JIEKaPCTBEHUSI IPOTYKT.

I[’bp)I(aBI/ITe WICHKM MOT'aT CbIIO TakKa Ja H3UCKAT PpCKIaMara Ja BKIIIOYBa
npoaaxHara NHE€HaA WJIM MOPCHOPpBUYUTCIHATA I[IEHA HaA pPas3sIMdYHUTC (1)OpMI/I Ha
MMPpEACTaBsAHC, KAKTO U YCJIOBHATA 3a Bb3CTAHOBABAHC HA pa3XOoJUTC OT OpPTraHUTC 3a
conuraiHa CUT'YPHOCT.

JbpxkaBUTe WICHKHM MOXE Jla peIllaT, 4y€ aKo € MpeJHa3HaueHa €IMHCTBEHO 3a
HAIlOMHSIHE, peKJlaMaTa Ha JIeKapCTBEH NPOAYKT Cpell JIMIA, MMalld MpaBo Ja
NpEeANUCBaT, MpUararT Wik JOCTAaBSAT TAaKWBAa MPOJIYKTH, MOXKE, HE3aBHUCHUMO OT
naparpad 1, n1a cpabpka camMO HAaMMEHOBAaHUETO HA JIGKAPCTBEHUS MPOIYKT WIH
HETOBOTO MEXKIyHApPOJHO HEMATeHTHO HAaMMEHOBaHWE, KOTraTO HMMa TaKoOBa, WIH
ThProBCcKaTa MapKa.

Ynen 181

Ilookpenawa 0okymenmayus, npuopyscasauia pekiamama cpeo Juya, UMawiy npaso od

npeonuceam, npuIa2am uiu 00Cmassam 1eKapcmeenu npooyKmu

Bcesika jokymMeHTanus, OTHACsIIA ce JI0 JIEKAPCTBEH MPOIYKT, KOSTO Ce MpejiaBa KaTo
4acT OT MPOMOITUATA HAa TO3M JIGKAPCTBEH MPOIYKT CPe JUIa, UMAIIH MIPaBo Ja ro
NPE/IKUCBAT, MpUIaraT WiIH JIOCTaBAT, BKJIFOUBA HA-MaJKo TaHHHUTE, W30POCHU B
wien 180, maparpad 1, m B Hes ce mocoyBa JaraTa, HAa KOSITO € ChCTaBEHA WIIU
penaKkThpaHa 3a Moce/IeH IbT.

[snmata uadopmaius, ChabpKalia ce B TOKyMEHTalusITa, TocoueHa B nmaparpad 1, e
TOYHA, aKTyaJdHa, MpOBEpHUMa W JOCTaThYHO NBIHA, 32 Ja JaZe BB3MOXKHOCT Ha
MoJyvaressi a CbCTaBH CBOE COOCTBEHO MHEHHE 3a TepaneBTHYHATa CTOMHOCT Ha
CHOTBETHUS JIEKAPCTBEH MPOAYKT.

[{uTaTute, KakTo TAOMUMUUTE W JPYTUTE€ WIIOCTPATUBHU MaTepHald, B3€TH OT
MEIMIUHCKN CIUCaHWsA WJIM JPYI'M HayyHM pa3pabOTKU 3a HYXKIUTEe Ha
JIOKYMEHTaIUATa, IocoueHa B naparpad 1, ce Bb3Ipou3BeXAaT BIPHO U U3TOUHUKBT
ce UTUpa TOYHO.

Ynen 182
3aovaoicenus, cbp3anu ¢ MeOUYUHCKUME MbP2OBCKU NPeOCmasument

MeauiuHCKUTEe THPTrOBCKH TPEACTABUTENM TOJy4aBaT TMOAXOASAIIO OOyYEeHHE OT
NPEANPUATHETO, KOETO TM HAeMa, U IMPUTEXKaBaT JOCTaTbYHO HAy4YHU ITO3HAHUSA, 32
Ja MOraT Ja TpeIoCTaBAT BB3MOKHO HaW-TOYHA W TWhJIHA HHpOpManus 3a
JIEKapCTBEHHUTE MPOAYKTH, KOUTO peknamupaT. MHbopmalusara, mpeaocTaBsHa OT
MEMIIMHCKUTE ThPTOBCKH MPEJCTABUTEIHN, € B ChOTBETCTBHE C WieH 176.

[Tpu BCSAKO CBOE MOCENICHWE MEIUIIMHCKUTE THPTOBCKU MPEACTABUTEIH JaBaT WIH
MPEIOCTABIT Ha Pa3IOJIOKCHWE Ha TIOCETEHUTE JIMIA KpaTKa XapaKTepUCTHKA Ha
BCEKH JIEKaPCTBEH MPOIYKT, KOUTO MPEACTaBAT, KAKTO M MOAPOOHOCTH OTHOCHO
[IeHaTa ¥ YCJOBHATA 3a BBH3CTAHOBSBAaHE Ha paszxoauTe, mocoueHn B uieH 180,
naparpad 1, BTopa anmHes, akoO 3aKOHOJATEJICTBOTO Ha JIbpXKaBaTa WICHKA
IT03BOJISIBA TOBA.
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3. MenumHCKUTE THPTOBCKHU TPEACTABUTENN TPEAaBaT Ha HAyYHUTE EKHITH, TIOCOYCHU
B wieH 187, maparpad 1, Bcska wuHpOpManus OTHOCHO ymorpebaTta Ha
pEeKJIaMUPAaHUTE OT TAX JIEKAPCTBEHW TMPOAYKTH, KaTo OOpBINAT CHEIHATHO
BHUMAHHUC Ha CBCHTYAJIHW HCKCIIAHH JICKAPCTBCHHU PCAKIUH, AOKJIAABAHU UM OT
JIMIIaTa, KOUTO TOCEIaBaT.

Ynen 183
IIpomoyus na nexapcmeenu npooyKmu

1. IIpu mpomonus Ha JIEKapCTBEHU IIPOAYKTH CpPEJ JIMLA, UMAIIK IIPABO 1A IIPEAINUCBAT
WIA JIOCTaBAT TaKuWBa MpPOJYKTH, HE ce€ JOIycKa Ha Te3W Juua Jga ObaaT
NpPEOCTaBsIHY, MpeAaraHi Win oOellaBaHW HUKAKBH MOJApBIH, MapHYHH O0JIaru
Wwix objaru B HaTypa, OCBEH aKO T€ ca C HHMCKa CTOHHOCT M ca CBBP3aHU C
yIpaKHSBaHETO HA MEAWIIMHCKA WM (papMalneBTUYHA ICHHOCT.

2. ['ocronpueMcTBOTO MO BpeME€ Ha NPOMOLMOHAIHU CBHOWUTHS 3a HachbpuaBaHe Ha
IIPOJaXOUTE BUHATU € CTPOTrO OTPAHUYEHO JI0 OCHOBHATA UM LI U He Tpsi0Ba aa ce
pasnpocTupa BbPXY JMLA, pa3iIMyHU OT JUIaTa, UMally [IPaBo Ja NpeANucBaT WiIu
JIOCTaBAT JIEKAPCTBEHU MPOIYKTH.

3. Jlumata, UMaIIM TPaBO Jia MPEANKMCBAT WU JIOCTABAT JICKAPCTBEHU MPOAYKTH, HE
MCKAT ¥ HE NMpUeMaT KaKBUTO U Ja € CTUMYJIH, 3a0paHeHH ChriacHo naparpad 1 umum
MIPOTHBOpEYAIH Ha rmaparpad 2.

4. Pasnopenbure Ha maparpadu 1, 2 1 3 He OKka3Bar BIMSIHUE BHPXY CHIIECTBYBAIIUTE
MEPKH WIM THProBCKAa IPAKTHUKA B JbPXKABUTE YJIEHKH, OTHACAIIM C€ A0 LEHH,
Map>KOBE U OTCTHIIKH.

Ynen 184
T'ocmonpuemcmeo no epeme Ha HAYYHU CLOUMUSL

Pasnopenbute Ha unen 183, maparpa¢ 1 He BB3NPENATCTBAT OKa3BAaHETO HAa FOCTONPHEMCTBO,
NpPSIKO WJIM KOCBEHO, [0 BpeME Ha CBHOUTHUS C YMCTO MPO(ECHOHATHW W HAYYHM IIEJH.
Oxka3BaHETO HAa TOCTONIPUEMCTBO BUHArM C€ OTpaHMYaBa CTPUKTHO J0 OCHOBHATA HAay4Ha LIEJ
Ha cbOuTHeTo. To He TpsAOBa Aa ce pa3snpocTHpa BHPXY JIMLA, PAa3IMYHM OT JIMIATa, UMaIU
IPaBo Jia MPEANUCBAT WIK JOCTABST JEKAPCTBEHU POTYKTH.

Ynen 185
Ipedocmassne Ha MOCMpPU HA JleKAPCMEEeHU NPOOYKMu

1. be3nnaTHM MOCTpM Ha JIEKapCTBEHU NPOAYKTH CE€ IMPEAOCTABAT B M3KIHOUYUTEITHHU
ClIy4yaud caMO Ha JIMIA, MMAallld [IPaBO Ja IpPEANUCBAT TaKUuBa IPOLYKTU, U IIPU
CIIETHUTE YCIIOBHUS:

a) CXKCTOAHUAT 6p0171 Ha MOCTPUTC 34 BCCKH JICKAPCTBCH IMPOAYKT, KOHTO ce
OTITyCKa C JICKAPCKO MPEANNCaHnue, € OrpaHNiCH;

06)  BCSKO IMpEIOCTaBsSHE Ha MOCTPU CE€ M3BBPIIBA B OTTOBOP HA MHCMEHO MCKaHE
OT JMUaTra, MMall¥ IpaBO Ja MPEANMCBAT WIH JOCTaBAT JIEKapCTBEHU
IIPOJYKTH, C TIOAIKC U JaTa;

B)  JMIaTa, MMallyd MpPaBO Ja MPEAOCTaBAT MOCTPH, MOAIBPXKAT MOAXOIAIIA
CHUCTEMa 32 KOHTPOJI U OTYETHOCT;
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)  BCSKa MOCTpa € He Mo-rojiiMa OT Hai-maikara ¢opMa Ha INpeAcTaBsHE Ha
nasapa;

)  BCsKa MOCTpa € O3HaueHa C ,,0e3IUIaTHa JIeKapCTBEHAa MOCTpa — Ja HeE ce
npojaBa‘“ Wi ¢ Ipyra GopMyIupoOBKa ChC CHITUS CMHUCHI;

€) BcAKa MOCTpa ce MpujpykaBa OT KONUE Ha KpaTKaTa XapaKTepHUCTUKa Ha
MPOIYKTa,

) HE ce JOIyCKa MPeJOCTaBIHETO Ha MOCTPH Ha JIEKAPCTBEHU MPOIYKTH,
ChIBPIKAIIH BEIIECTBA, KIACH(PHUIIMPAHU KATO MCUXOTPOITHU WIIH YTIOWBAIIH 110
CMUCHJIa Ha MEKIYHAPOTHUTE KOHBEHIIUH.

[To m3kItoYeHne Oe3rIaTHH MOCTPH Ha JIEKApCTBEHU MPOAYKTH, KOUTO C€ OTITYyCKaT
0e3 JIeKapcKo MpeANrcaHue, MOXKe Jla ce MPEAOCTaBAT U Ha JIMIA, UMAIlld IIPaBo Ja
T'H JOCTaBST, IPU ycJoBUATa Ha maparpad 1.

JIbp)kaBUTe WIEHKM MoraT Ja IOCTaBAT U JAONBIHUTEIHH OTPaHUYEHUS BBPXY
pa3snpOCTPaHEHUETO HA MOCTPH Ha OIPEEIICHH JIEKAPCTBEHN IIPOLYKTH.

Ynen 186

Ipunacane na paznopedoume omHoCcHO pekiamama om CMmpana Ha ObpHCasume 4ieHKu

JIbprkaBUTE YICHKH OCUTYPSBAT U3IOJI3BaHETO HA MOAXOIAININ U e()EKTUBHH METOIU
3a MOHUTOPHUHI Ha pCKJIaMaTa Ha JICKaApCTBCHH IIPOAYKTH. Tes3n METOAHU, KOHUTO
MOYKE JIa C€ OCHOBaBaT Ha CUCTEMa 3a MPEJIBAPUTEIICH KOHTPOJI, BbB BCHUKHU CIIy4au
BKJIIOYBAT IpaBHU pa3n0peﬂ;61/1, CBbIJIACHO KOMUTO JMIa WKW OpraHu3alvuv, vUMallu
3aKOHEH MHTEpPEeC M0 HAIMOHATHOTO TpaBO Ja 3a0paHsAT BCsAKAa peKiama,
HECHhBMECTHMa C HACTOSIIIaTa TJlaBa, MOTaT Jia 3aBelaT JeNl0 BbB BPh3Ka C TaKaBa
peKiaMa WM J1a ce3upaT KOMIIETEHTHHS OpraH Ha Jbp)kaBaTa WIEHKa 3a TaKaBa
pekiiaMa c 1en ga ObAe B3€TO pEIIeHHe Mo kajdaTta Wid Ja ObJe 3armo4HaTo
CBHOTBETHO ChAEOHO IPOU3BOJICTBO.

CeprylacHO TNpaBHUTE pasnopendu, MocodeHu B maparpad 1, AbpKaBUTE WIEHKH
IIPEIOCTABST HA CHAMIMILATA WIA HA KOMIIETEHTHUTE OPraHM HA IbP’KABUTE WICHKU
IIPABOMOIIIMS, KOUTO MM JaBaT Bb3MOXKHOCT Jla peanpreMar U30poeHUTe Mmo-10Iy
MEpKH, KOraTo CYMTAT 32 HEOOXO0IMMO, KaTO B3eMaT MPEABHL HHTEPECUTE Ha BCUUKU
3aCErHaTy CTPAHU, U O-CIEIMATHO OOILECTBEHUSI HHTEPEC:

a) Jda pasnopcaiaT MpCYCTaHOBABAHCTO Ha 3a6J1y>I<L[aBa1uaTa peKilaMa WM a4
3alio4YHaT CBOTBCTHO C'B,HC6HO MMpOU3BOACTBO 3a IMOCTAHOBSABAHC Ha
MMPpEyCTAaHOBABAHECTO I‘/I; NIIn

06)  ako 3a0imy»/aBalaTa pekjiama Bce Olle He € MyOJIMKYBaHa, HO MyOJMKyBaHETO
€ TIPEeACTOsI0, a HaJloKaT 3a0dpaHa WM Ja 3alo4YHAT CHOTBETHO CHJIEOHO
MPOM3BOICTBO 3a IOCTAHOBSIBAHE Ha 3a0paHa Ha MyOJIMKYyBaHETO H.

JbpxkaBUTE YIEHKH NPEIOCTABAT HA ChAWIMINATA UM HA KOMIIETEHTHUTE OpraHu Ha
TBP’KaBUTE WICHKH IMPABOMOIIIMATA, TOCOUYEHU B ITbPBa aJInHEsI, OYKBU a) u 0), J0pH
0e3 MoKa3zaTelcTBO 3a JAeicTBUTeNHa 3ary0a WM Bpela WM 3a yYMHCHI WIH
HEOPEKHOCT OT CTpaHa Ha PEKJIaMOJIaTes.

JIbprkaBUTE YWICHKH IpUEMaT pa3nopeaou 3a HajlaraHeTo 10 yCKOpEeHa Mpoleaypa Ha
MEpKHUTEe, IOCOYEeHHM B maparpad 2, KOMTO Morar jAa ObJaT BPEMEHHU WU
OKOHYATEJIHU.
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Bcesika apprkaBa 4ieHKa periaBa Kosi OT JBETE Bh3MOXHOCTH, YCTAHOBEHH B ITbpBaTa
anuHes, 1a usoepe.

JIbpKaBUTE WICHKH MOTaT Ja MPEIOCTaBIT Ha ChAMIMIIATA UM Ha KOMIETEHTHUTE
OpraHd Ha AOBbPIKABUTC YICHKU IIpaBOMOIIUSA, KOUTO HM OaBaT BB3MOXHOCT [a
npeAnpreMar U30pOEHHTE TMO-A0Ny JEHCTBHSL C  Orjie[ OTCTpaHsBaHE Ha
IPOABIDKABAIIMA €EeKT OT 3alilyXJIaBallaTa pekiama, YMeTO MPEyCTAaHOBSBAHE €
IOCTaHOBEHO C OKOHYATEITHO PeIleHHE:

a) Ja u3uckar Hy6JII/IKyBaHe Ha II'bJIHUA TCKCT WJIM Ha 4aCTU OT TOBA PCIICHUC BHB
(bopMa, KOATO CUHMTAT 3a IoAXoas1ia,

0) 1a M3UCKAT CHIIO TaKa MyOJUKYBAHETO HA OMPOBEPIKCHHUE.

[Taparpadu 1—4 He wu3KIIOYBAT AOOPOBOJIHUS KOHTPOJI BBPXY peKiamara Ha
JIEKapCTBEHU MPOJAYKTH OT CTpaHa Ha OpraHuTEe 3a CaMOpEryJUpaHe OpraHu U
npuOATrBaHETO J0 TaKHMBAa OPraHU, ako OCBEH ChJICOHUTE WM aIMHUHHCTPATHBHHUTE
IIPOM3BOJICTBA, IOCOYEHU B mnaparpad 1, ca Bb3MOKHU MPOU3BOACTBA MPE] TaKUBa
OpraHH.

Ynen 187

HpuﬂaeaHe HA pa3n0ped6ume OMHOCHO peKiiamama onit Cmpara Ha npumescameiisd Ha

paspeweruento 3a movpcoeust

HpI/ITe)KaTCJ'II/ITC Ha paspCliCHUA 3a TbHProBUA Cb3AaBaT B PAMKHUTC Ha CBOCTO
NpeaAnpuATUC UKW OpraHu3anu ¢ HECTOIMMAaHCKa IEJI HAYYCH CKMUII, KOMTO OTTroBapAd
3a I/IHCI)OpMaI_[I/ISITa OTHOCHO JICKAPpCTBCHUTEC NNPOAYKTH, KOUTO ITYCKAaT Ha I1a3apa.

[TputexxaTenar Ha pa3pelIeHUETOo 3a ThPrOBUS:

a) IbpXKU Ha pasloJNIOKEHHWE WIM H3Mpalia Ha KOMIIETEHTHHTE OpraHH Ha
TbPKaBUTE YJIEHKH WJIM HAa OpPraHu3alliuTe, OTTOBOPHHM 332 MOHUTOpPWHIA Ha
pekiamara Ha JeKapCTBEHH MPOAYKTH, KOMHE OT BCUYKU PEKJIaMH, Ch3/IaJICHH
OT HETOBOTO TPEANPHUATHE WM OPTaHM3allMd C HECTOMAHCKa I1eJl, KaKTO M
OroJIeTHH, B KOWTO ce MOCOYBAT JIMIIATa, KbM KOUTO € HacOo4YeHa peKjamara,
HAYMHBT HA PA3NPOCTPAHEHHUE U JIaTaTa Ha IBPBOTO PA3MPOCTPAHEHNUE;

6) rapaHTHUpa, 9€ peKilaMaTa Ha JICKAPCTBCHU NPOAYKTH OT CTpaHa Ha HETOBOTO
NpeanpuiaATuC HWJIM OpraHu3allii C HECTOINMaAHCKa OCJI  OTroBaps Ha
HU3UCKBAHUATA HAa HACTOMAIIIATa I'JiaBa,

B) TpOBepsBa JajW THPTrOBCKUTE MPEICTABUTENN 3a JIEKAPCTBEHH MPOAYKTH,
HAeTH OT HEroBOTO MPEANpPHUATHE WM OpPTraHU3allMM C HECTONAHCKa Ief, ca
MOJXO/SAII0 OOYYEeHU M M3ITBJIHSIBAT 33IbJDKCHUATA, KOUTO Ca UM BH3JIOKEHU
cbriacHo wieH 182, maparpagu 2 u 3;

r) ocurypsBa uH(GopMaIus U MoAroMara KOMIETCHTHUTE OPTaHU Ha TbPKaBUTE
YWIEHKU WJIM OpraHM3alMHUTE, OTTOBOPHHM 3a MOHMTOpPMHIA Ha peKjiamara Ha
JIEKapCTBEHH MPOAYKTH, KOraTO TOBA CE€ M3UCKBA 3a M3I'BJIHCHHE HA TEXHUTE
OTTOBOPHOCTH;

)  TrapaHTdpa, Y€ peuleHHsTa, B3€TH OT KOMIIETEHTHHUTE OpPraHU Ha IbpiKaBUTE
YJIEHKU WIA OT OPTaHU3alUNUTe, OTTOBOPHU 32 MOHUTOPHHTA HA peKJiaMaTa Ha
JIEKapCTBEHU MPOIYKTH, C€ U3IIBJIHSIBAT He3a0aBHO U HAITBJIHO.
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JbpxaBuTe 4WIEHKH He 3a0paHsSBaT CbBMECTHUTE JACWHOCTH 3a TMPOMOLMUS Ha
JIEKAPCTBEH MPOJYKT OT CTpaHa Ha MPUTEKATENS HA Pa3pelICHUETO 3a ThProBUS U
€IHO WJIM MTOBeYe APY>KECTBA, ONPEACICHU OT HETO.

I'naa X1V
Hanzop u KOHTpOJI

PA3aET 1

HA130P

Ynen 188
Cucmema 3a HA030p U UHCHEKYUU

KomrereHTHHAT OpraH Ha CHOTBETHATa Jbp)KaBa WICHKA, B CHTPYJHHYECTBO C
ATeHIHATa U KOraTo € YMECTHO, C APYTH JbpPXKABU WICHKU, TapaHTHPa CIa3BaHETO
Ha MpaBWjaTa Ha HACTOSINATA JUPCKTHBA, a HMMEHHO MPUHIUIKTE Ha go0paTa
MIPOM3BOJICTBEHA MPAKTUKA M HAa JOOPHUTE AUCTPHOYTOPCKU MPAKTUKH, IIOCOUYCHU B
yiaenose 160 u 161.

3a LCJIWUTC HA IbpBa aJIMHCA KOMIICTCHTHHUAT OPradH Ha AbpiKaBaTa 4YJICHKA pasioJara
CbC CUCTCMA 3a HA/I30p, KOATO BKIIKOYBA CICAHUTC MCPKHU:

a)  OOsIBEHM W KOTaTo € IeIecho0pa3Ho, BHE3AIMHU UHCIIEKITUU Ha MSICTO;
0) UWHCIEKIHHU OT Pa3CTOSHHUE, KOTAaTO € OMpPaB/IaHo;
B)  MEpKH 3a KOHTPOJI Ha CbOTBETCTBUETO;

r)  eQeKTUBHM NOCIEBAIlM JEHCTBHS BBB Bpb3Ka C MEPKUTE, MOCOYEHH B
OykBH a), 0) U B).

KomnereHTHUTE OpraHu Ha ChOTBETHATa AbP)KaBa YiI€HKa U ATEHLUATa OOMEHST
uH(popMalMsg OTHOCHO HWHCHEKIMHUTE, MOCOYeHM B maparpad 1, BTOpa anmunes,
OykBHM a) U 0), KOMTO ca IUTAHUPAHU WK ca OWJIM MIPOBEAEHU, U CU CHTPYJHHUYAT MIPH
KOOPJWHUPAHETO HA TE3U MHCIEKITUH.

KoMrneTeHTHUAT opraH Ha JbpKaBaTa WiE€HKa TapaHTHpa, Y€ MEPKUTE, TOCOUYEHU B
naparpad 1, BTopa anuHesi, ce H3IIBIHABAT OT HETOBUTE O(UIIMAITHU TTPEACTABUTENH:

a) C TIOAXOAdAlla 4YeCTOTa Bb3 OCHOBA Ha pPHUCKA, B TOMEIIEHUATa MU IO
OTHOIICHUE Ha }IeﬁHOCTHTe Ha IPOU3BOJUTCINTEC Ha JICKAPCTBCHU IPOAYKTH,
Hamupam ce B Cplo3a WIM B TPETH Ibp)KaBU, BKIIOYUTETHO, KOTraTro €
1enechb00pa3Ho, B LIEHTPaNHUsA(Te) WK JIeUeHTpaIu3upanus(Tte) o0ekT(1) u B
MOMEIIEHUATa WK MO OTHOUIEHHWE Ha JIEMHOCTUTE Ha THPrOBIMTE HA €IpO C
JIEKapCTBEHH MPOAYKTH, Hamupaiyu ce B Cpio3a;

06) C moaxoJsIla 4ecToTa Bb3 OCHOBA Ha PUCKa, B TOMEIICHUATA UM BbB BPB3Ka C
HeﬁHOCTHTe Ha TPOU3BOAUTCIIMTC HAa AKTUBHU BCIICCTBA, HaMHpallkd CC B
Cpio3a WM B TPETH Ibp)KaBU, U B IOMEIIEHUSATa WIM MO OTHOLICHHE Ha
JNEWHOCTUTE Ha BHOCHTEIUTE WJIM TBHPrOBIUTE C AKTHBHU BEIIECTBA,
Hamupau ce B Cpro3a.

3a ma ompenenw MOAXOIAIIATa YECTOTa B3 OCHOBA HAa PHUCKA, MOCOYEHA B
naparpad 3, OykBa 0), KOMIETEHTHHUAT OpPTaH Ha AbpKaBaTa YWICHKA MOXKeE:
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a)  Ja pa3unTa Ha JOKJIAIH OT WHCIIEKIUH, U3BBPIICHH OT JOBEPEHU PEryJaTOPHU
opranu n3BbH Cbr03a;

0) 1a B3eme mpenBun (akra, ye MPOM3BOAMUTENSAT HA AKTUBHOTO BEIIECTBO CE
HaMHMpa B TpeTa IbpXaBa, BKJIIOUYEHA B CIUCHKa, MOCOYeH B wieH 159,
naparpad 2.

Koraro KOMIETEHTHHST OpraH Ha JIbp)KaBaTa WICHKA CUETE 32 HEOOXOAMMO, IO-
CHEIMaJIHO KOTaTo MMa OCHOBAaHUS Ja ce ChbMHSBA, Ue pa3nopeAduTe Ha HacTosAlaTa
JTUPEKTHBA, BKIFOUYUTEIHO IPUHIIUIIATE HA T0OpaTa MPOU3BOJACTBEHA MIPAKTHKA U HA
n00puTe TUCTPUOYTOPCKH IPAKTUKH, ITOCOUYeHH B wieHoBe 160 u 161, He ce cma3sar,
TOW MOXKE JIa BH3JI0KH HA CBOM O(DUIIMATHYU MPEACTABUTEIH J1a U3ITBIHIT MEPKHUTE,
npenBujeHu B maparpad 1, BTopa aiuHes, B MOMEUICHUITA WK [0 OTHOIICHHUE Ha
JIEUHOCTUTE:

a)  Ha MPOU3BOIMTEIHNTE WIM BHOCUTEIIUTE HA JICKAPCTBEHH MPOIYKTH, KOUTO Ca
NOJajdu 3asBJICHUE 3a pa3pelICHHE 3a NPOM3BOACTBO M BHOC, WM Ha
THPrOBIUTE HA AP0, KOUTO Ca MOJJAJIN 3asBICHHUE 33 Pa3pelICHUE 332 ThProBUs
Ha eJpo;

06) Ha NPOM3BOJUTENIUTE HA aKTMBHU BEILLECTBA, KOUTO Ca MOAAIM 3asBICHUE 3a
perucrpanusi, Wid B IPOU3BOJICTBEHUTE OOEKTH, 32 KOUTO € I0AAJIEHO
3asBJICHUE 32 PErUCTPaLUs KaTo JACLEHTPAIN3UPAHU O0CKTH;

B)  Ha IpUTEXATEJIUTE Ha pa3pelieHus 3a ThproBUs;

F) Ha ThProBUOUTC C JICKAPCTBCHU MPOAYKTU HJIM AaKTHBHH BCIICCTBA, HAMUPpAIIHU
CC B TPCTU AbprKaBU;

I[) Ha TIPOU3BOAUTCIUTC HaA IIOMOIIHHW BCHICCTBA, (bYHKI_II/IOHaJ'IHI/I IIOMOIITHHA
BCIICCTBA, U3XOAHU MaATCpHaId WU MCKIWHHU MPOAYKTH, HaMHUpaAlld CC Ha
TCPUTOPHUATA HA AbpPiKaBaTa YICHKA WX B TPCTA AbpiKaBa,

e) Ha BHOCUTCINTEC Ha IIOMOIIIHHU BCIICCTBA, q)YHKHI/IOHaJ'IHI/I IIOMOIIHHN BEIICCTBA,
N3XO0JHU MAaTCpHaId NI MCKIAUHHU ITPOAYKTU, HAMUPAIIIU CC HAa TCPUTOPUATA
Ha JbprKaBaTa 4YJICHKA,

) Ha JIMIA, OCHUIECTBABALIM IOCPEAHUYECTBO B 00JIACTTa Ha JIEKApCTBEHUTE
IPOAYKTH, HAMUPAILY CE HAa TEPUTOPUATA HA IbpKaBaTa YICHKA.

MepkuTe, mocodenu B maparpad 1, BTopa anunes, Moxe Ja ObIaT NpeanpueTy U mno
HNCKaHC Ha KOMIICTCHTCH OpraH Ha AbpKaBa YJICHKA, Komucusara nnu AFeHHI/ISITa, B
Crpl03a UM B TPETH ABPIKAaBH, WJIH, KOTaTo € Ienecho0pa3Ho, Karo ce MoucKa OT
odpunmamHa mabopaTopusi 3a KOHTPOJ Ha JIEKAPCTBEHUTE WPOIYKTA WU OT
naboparopus, ompeeieHa 3a Ta3u el OT AbpiKaBa WICHKa, 1a U3BBPIIU TECTOBE Ha
npoou.

Bcsxka AbpiKaBa YJICHKA rapaHTHpa, 4€ O(bI/II_II/IaJ'IHI/ITC MNpeaACTAaBUTCIIN Ha HEHMHUTE
KOMIICTCHTHH OpraHy Ca OIIPaBOMOIICHU M OT TAX CC M3WCKBA Ja U3BbPIIBAT €IHA
WM ITIOBCYEC OT CIICAHHUTC ,[[eleOCTPIZ

a) Ja UWHCIEKTUpAT TMPOU3BOJCTBEHUTEC WM TBPrOBCKUTE OOCKTH Ha
HpOI/I3BO,Z[I/ITCJII/ITe Ha JICKapCTBeHI/I HpO,Z[yKTI/I, AKTUBHMU BCIICCTBA WA
MOMOIITHM BEIIECTBAa, KAaKTO M BCHYKH J1a00OpaTOpWHU, H3IMOI3BAHU OT
MIPUTEKATEIS Ha pa3pelICHUETO 3a MPOU3BOJICTBO, 32 JIa U3BBPIIBAT IPOBEPKU
Y KOHTPOJI CHIJIACHO YJieH 8;
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10.

11.

12.

13.

14.

15.

0) ma B3eMar mpoOHW MO BpeMe Ha WHCIIEKITUS WIIM JIa M3UCKBAT MPOOH KaTo YacT
OT MepKuTe, TocodeHn B maparpad 1, Bropa anuHes, BKIIOYUTEIHO
CBIIECTBEHN KOHCYMAaTHBH 3a TECTBAaHE WM pPEarcHTH, HEOOXOIUMH 3a
U3BBPIIBAHETO HA HE3aBUCHMHU TeCTOBE B odunuanHa mpaboparopus 3a
KOHTPOJI Ha JICKAPCTBEHHWTE MPOIYKTH WU B JIAOOPATOpHSs, ONpENeicHa 3a
Ta3| LeJ OT AbPKaBa YICHKA,

B) Jla WHCICKTHpAT IOMEUICHHUATA, PETUCTPUTE, TOKYMEHTHTE W OCHOBHATA
JOKYMEHTaIlMs Ha cHucTeMata 3a (apMakoJOTMYHA OJUTETHOCT Ha
NPUTEXKATENSI HA Pa3pelICHHETO 33 THhPrOBUS HIIM Ha BCSAKO TPEANPHSTHE,
HAEeTO OT HEro 3a U3BbPIIBAHE HA JIEMHOCTUTE, ONMCaHU B TaBa |X.

WNHucnekiuute, mocouenu B maparpad 1, BTopa anunes, OykBu a) u 0), ce U3BBPIIBAT
B CbOTBETCTBHUE C IPUHIUIHNTE, TocoyeHu B wieH 190.

Cnen Bcsika WMHCIEKLHUs, W3BBpIIEHA B CHOTBETCTBUE ¢ naparpadu 3 u S,
KOMIIETEHTHUST OpPTaH Ha JbprKaBaTa WIEHKA MU3rOTBS JIOKJIad 3a ChOTBETCTBUETO HA
MHCIIEKTUPAHUTE MPOU3BOJCTBEHU JEMHOCTU ¢ JoOpaTa MpOM3BOJCTBEHA MpaKTHKa
U ¢ A00pute AUCTpUOYTOPCKU MPAKTUKH, OcoueHU B wieHoBe 160 u 161, cropen
ciryyasi.

KomneTeHTHUAT opraH Ha Abp:KaBaTa 4iICHKa, YUUTO OPUIIMATIHU IPEICTAaBUTENN ca
U3BBPIIMIN UHCIEKIMUTE B CbOTBETCTBUE ¢ maparpadu 3 u 5, usnpaia npoekra Ha
CBOs JIOKJIaJl Ha IPOBEPSIBAHUS CYOEKT.

Hpezm MMPUEMAHCTO Ha AOKJIala KOMIICTCHTHUAT OpraH Ha AbpiKaBaTa YJICHKaA AaBa
BB3MOKXHOCT Ha IPOBECPsABaAHUA Cy6eKT Aa npeacTaBu KOMEHTapH.

be3 na ce 3acdrar JH0OroBOPEeHOCTHTE, KOUTO MOXKE Ja ObJaT MOCTUTHATU MEXIy
Crplo3a U TpeTH IbpXkaBH, AbpkaBa wieHka, Komucuara wim AreHiusTa MoXe Jia
U3UCKa OT IIPOM3BOAMUTENI Ha JIEKAPCTBEH MPOAYKT WMJIM HA AKTUBHO BELIECTBO,
YCTAaHOBEH B TpeTa Ibp)KaBa, [1a CE€ IMOJIOKH HAa MHCIEKIUSA, KAKTO € MOCOYEHO B
HACTOSIIIUS YJICH.

B CpOK oT 90 IOHU OT HpI/IKHIO‘-IBaHeTO Ha UHCIICKIIMA, I/I3B”I)pHIeHa B CBOTBCTCTBUC C
naparpadu 3 u 5, KOMIETEeHTHUAT OpraH Ha ChOTBETHATA AbP)KaBa WICHKA H3/aBa Ha
poBepsiBaHUs CyOeKT cepTH(UKAT 3a ChOTBETCTBHE C JoOpaTa MPOU3BOACTBEHA
MpaKTHUKa WM C JOOpHUTE TUCTPUOYTOPCKU MPAKTHUKH, aKO Pe3ylNTaThT OT TasH
IpOBEpKa IOKa3Ba, Y€ MPOBEPSIBAaHUAT CyOEKT crna3Ba NPUHIUIUTE Ha Jo0para
MIPOM3BOJICTBEHA MPAKTHUKA WM HA JOOpUTE JUCTPUOYTOPCKH MPAKTUKU, TOCOUCHU B
yireHose 160 u 161.

AKO pe3ynTaThT OT MHCHEKIUATA, U3BBPIICHA B ChOTBETCTBHE ¢ naparpadu 3, 4 u 5,
MOKa3Ba, Y€ TMPOBEPABAHMUIT CYOEKT HE cra3Ba MPUHIUINTE Ha Jo0para
POM3BOJICTBEHA MTPAKTHUKA UM HA JOOPUTE TUCTPHUOYTOPCKU MPAKTUKH, TOCOUYCHH B
wieHoBe 160 n 161, KOMIIETEHTHUAT OpraH Ha JIbp>KaBaTa WICHKA U3/1aBa CTAaHOBHILE
3a HECbOTBETCTBHE.

KoMmeTeHTHHAT opraH Ha JbpKaBaTa 4YieHKAa BBBEXIa cepTHUKATHTE 3a JA00pa
MIPOM3BOJICTBEHA MIPAKTHKA WIIH 32 JOOPH AUCTPHOYTOPCKU MPAKTHUKU B CHOTBETHATA
0a3a nanHu Ha Cwlo3a, ympaBisBaHa OoT AreHuusTa oT uMeTo Ha Chro3a. ChriiacHO
yiieH 157 KOMIETEHTHHUSIT OPraH Ha JIbp)KaBaTa YWiICHKAa BbBEXKIA B Ta3u 0aza JaHHU
u uH(pOpMalKsg OTHOCHO PETHUCTpalUsATa HAa BHOCHUTENIUTE, MPOU3BOAUTEIUTE H
THPTOBIIUTE C AKTHBHH BEIIESCTBA U HA JCUEHTPATU3UPAHUTE OOCKTH, U3BBPIIBAIIH
JNEIEHTPATU3UPAHU TPOU3BOJICTBEHU JEHHOCTH, BKIIOYUTEIIHO XHUIEPBpH3Ka B
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16.

17.

ChOTBETHATa 0a3a JaHHW KbM pPa3pelIcHUETO 3a IMPOM3BOJICTBO HA IICHTPATHHS
00€KT.

AKO pe3ydTaThT OT HWHCHEKLUATa, W3BbpIIEHa B CHOTBETCTBHE C maparpad S,
NOKa3Ba, Y€ TPOBEPSBAHUAT CYOEKT HE crHa3Ba INPAaBHUTEC W3UCKBAHUS WU
OPUHLIMIIUTE Ha Jo0para MPOU3BOJCTBEHA NpaKTHUKa WIA Ha Jo0puTe
TUCTpUOYTOPCKU TMPAKTUKH, MocoueHH B wieHoBe 160 u 161, unpopmanmsra ce
BBBEXK/Ia B Oa3zara qanHu Ha Chro3a, mocouyeHa B maparpad 15.

AKO pe3yATarhT OT JSHHOCTTA, U3BBPIICHA B CHOTBETCTBUE C maparpad 7, Oyksa B),
[I0Ka3Ba, Y€ MPUTEXKATEIIAT HAa Pa3pelICHUETO 3a ThbPIOBHs HE CIIa3Ba IIpaBuiIaTa Ha
cucremara 3a (apMaKoJIOTH4yHa OIUTEIHOCT, ONMHCAaHA B OCHOBHATA JOKYMEHTALUs
Ha cucTemara 3a apMakoJOru4yHa OAUTEIHOCT U B I1aBa X, KOMIETEHTHUAT OpraH
Ha CBOTBETHATA JAbpXKaBa WICHKAa IO yBEJOMSABA 3a HEJOCTATBLUUTE M My JaBa
BB3MOXKHOCT Jia IPEACTaBA KOMEHTAPH.

B To3u cnydaii choTBETHATaA IbpKaBa WICHKA YBEOMSIBA IPYTUTE IbPKaBH WICHKH,
Arennugara u Komucusra.

Koraro e menechoOpa3HO, CHOTBETHATa JObpKaBa WICHKA IMpeArnpueMa
HEOOXOUMHUTE MEPKH, 3a Ja rapaHTUpa, Y€ MPUTSKATEIAT Ha pPa3peIICHHETO 3a
THPTOBUS MOJICKH Ha €)EKTUBHHU, MPOIIOPIIMOHAIHN W BB3MUPAIIN CAHKIIHMH, KAKTO
e npeauaeHo B wieH 206.

Ynen 189
Cvompyonuuecmeo npu uHcneKyuume

[To wickaHe Ha eIWH WM TIOBEYEe KOMIIETEHTHH OPTraHW MHCIIEKIUUTE, TIOCOYCHU B
yneH 188, maparpadu 3 u 5, MoraT ga ce U3BbPUIBAT OT OQUIMATHHU HPEACTaBUTEIN
Ha TOBeYE OT €JHa Jbp)KaBa YICHKA 3aeIHO C WHCIIEKTOPUTE Ha ATEHIUATA B
CBhOTBETCTBUE C wieH 52, maparpad 2, Oyksa a) oT [npepabotenus Pernament (EO)
Ne 726/2004] (,,cbBMEeCTHAaTa MHCIEKIUS ).

KomneTreHTHHAT OopraH Ha JdbpsKaBaTa YJICHKA, KOHTO mojiydaBa HCKaAHE 3a
CBbBMCCTHA HMHCIICKIWA, IMOoJlara BCUYKHM BB3MOXHH YCUIIUA Oa MPUEME HCKAHCTO U
KOOpJAuHHNPA U ImoAltoMara CbBMCCTHATA UHCIICKIIUA, KOTaTO:

a) € IO0Ka3aHO WJIM UMa OCHOBATCIHU MPUYMHU Oa CC€ IMOoA03upa, 4c I[CI\/'IHOCTI/ITG,
HU3BBPIIBAHU Ha TCPUTOpPUATA HA AbpiKaBaTa 4WICHKA, IMMOJIyYdJia HWCKAaHCTO,
mpeacTrassiBaT pUCK 3a 0e30IacHOCTTa U Ka4eCTBOTO B AbprKaBaTa 4JICHKA Ha
KOMIICTCHTHUS OpTraH, IONCKaJI CbBMCCTHATa MHCIICKIIUSA

0) KOMIIETEHTHHWTE OpTaHM Ha JbpXKaBaTa 4YICHKA, ITOMCKaJla ChBMECTHATa
MHCIIEKIUS, UMAT HYXJa OT CHEHUAIN3UpaH TEXHUYECKU EKCIIEPTEH OIUT,
HaJMYCH B IbprKaBaTa WICHKA, MMOJyYnsia UICKAaHETO 32 ChBMECTHA MHCTICKIINS,

B) KOMIICTCHTHUAT OpTraH Ha AbpiKaBaTa 4YICHKA, IOJyYdJla HUCKAaHETO, €
ChIJIaCCH, Y€ Ca HaJlulie ApPYrd OCHOBATCIIHU MNPUYIWHHU, KaTO HaIIPpUMEP
O6yquI/Ie Ha HWHCIICKTOPH, oOMEH Ha I[06pI/I MMPAKTHUKHU, 3a HPOBCIKIAAHC Ha
CbBMCCTHA MHCIICKII M.

KoMmnerentnure oOpranu, ydvacTBalld B CbhbBMECTHA HWHCIEKIHUSA, CKJIIOYBAT
CIOpa3yMeHHUE MPEId WHCIICKIUATA, B KOETO CE ONpEAeIisi Hali-MaJIKO CIEAHOTO:

a) 00XBaTHT U OcjJTa Ha CbBMCCTHATa MHCIICKIIMA,
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0) poiuTe Ha y4acTBAIIUTE MHCIIEKTOPH MO BpeMe Ha MHCIEKIUATa U CIe] Hed,
BKJIFOYMTEIIHO OMPEIEITHETO Ha OPTraH, KOWTO /1a pPhKOBOJIU MHCIEKIIMITA;

B) IMpaBoOMOINMATA U OTTOBOPHOCTUTE HA BCCKHU KOMIICTCHTCH OpraH.

Komnerentuure opraHv, yd4dactBalmid B CbBMCCTHATa HHCIICKIUA, IIOCMAT
AHIAKMMEHT B TOBa CIOpPa3yMEHHUE Ja IpueMaT CBBMCCTHO PE3YJITAaTUTE OT
HNHCIICKIHATA.

Koraro cmBMecTHaTa HHCIICKOWA C€ IIPOBEXKIAa B €AHA OT AbpPKAaBUTC UYJICHKH,
KOMIICTCHTHHUAT OpraH, KOHTO PBKOBOAXW CBBMCCTHATA HHCIICKIUWA, rapaHTHpa, 4
CbBMCCTHAaTa HMHCICKOUA C€ M3BbpHIBA B CBOTBETCTBUC C HAIOWOHAJIHOTO
3aKOHOAATCJICTBO HA Ta3W AbprKaBa YICHKaA.

JIbpKaBUTE YWICHKH MOTAT Ja pa3padoTAT IPOrpaMu 3a CbBMECTHU MHCIECKIINY, 3 J1a
YJICCHAT U3BBPIIBAHCTO HAa PYTUHHU CHBMCECTHH HHCIICKIIUU. I[’bp)KaBI/ITe YJICHKHU
MOraT Jla OCBIIECTBSIBAT TaKWBa IPOrpaMU IO CHJIaTa Ha CIOpPa3yMEHHUE, KaKkTo €
nocoueHo B maparpadu 2 u 3.

KoMIieTeHTeH opraH Ha Abp)kaBa WICHKAa MOXKE Jia MOMCKa OT APYr KOMICTEHTEH
OpraH Jia moeMe e/iHa OT HErOBUTE MHCIIEKIINH, TocoueHH B wieH 188, maparpadu 3
u 5.

Hpyrust KOMIeTeHTEH OpraH Ha IbpKaBaTa WICHKa choOIIaBa B cpok oT 10 aHu Ha
OTIPABWINS MCKAHETO KOMIIETEHTEH OpraH JaJii pUeMa MCKAHETO 3a U3BbPIIBAHE
Ha UHCIEKUUATa. B ciydail ye mpueme, TOH HOCH OTTOBOPHOCT KAaTO KOMIIETEHTEH
OpraH 3a U3BBPIIBAHETO HA MHCIICKIIUUTE ChIIIACHO HACTOSAIIMS pa3jied.

3a uenute Ha maparpad 6 U KOraro HCKaHETO € MPUETO, OTIPABUIIMAT HUCKAHETO
KOMIIETEHTEH OpraH IMPeJoCTaBs CBOEBPEMEHHO OTHOcMMaTa uHpopmanms,
H606XOI[I/IMa 3a U3BBPHIBAHC HA HWHCIICKOUATA, HAa KOMIICTCHTHHUA OpraH Ha
IbprKaBaTa YiICHKa, KOWTO € MPHUeNl UCKAHETO.

Ynen 190
Hacoxu omnocno uncnexyuume

Kommucusara moxe Ja nnprueMa aKTOBEC 3a U3IIBJIHCHUC 3a OIIPCACIIAHC HA IPUHIUIINTE,
IMPUITOKUMHU 3a:

a)  cucTemara 3a HaJa3op, mocodeHa B wieH 188, maparpad 1;
06) CBBMECTHMTE MHCIIEKLIUH, TocoueHH B wieH 189, maparpad 1;

B) oOMmeHa Ha uHGpOpPMalUig U CHTPYJHHUYECTBOTO MpPU KOOPAUHHUPAHETO Ha
MHCIEKIUUTE B CUCTEMATA 3a HAA30p MEXY IbP/KaBUTE WIEHKU U ATEHIUATA;
"

I)  JOBEPEHU peryiaTopHH opraHu u3BbH Chro3a.

AKTOBETE 3a M3IIBITHEHNE, TIOCOYCHH B ITbPBA AJIMHES, CE IPUEMAT B ChOTBETCTBHE C
npolieryparta, mocoueHa B uieH 214, naparpad 2.

JIbpkaBUTE YIEHKH, B CHTPYJHUYECTBO C ATreHIHATa, ompenenar Qopmara u
CHIBPXKAHUETO Ha pa3pelIeHHeTo 3a MPOU3BOJICTBO, IIOCOYEHO B wieH 142,
naparpad 1, Ha paspemeHueTo 3a THProBUS Ha €Ipo, MOCOYeHO B ujeH 163,
naparpad 1, Ha nokiama, mocodeH B wieH 188, Ha ceptudukarute 3a mobpa
MPOM3BOJICTBEHA TIPaKTUKAa W Ha CepTHUPUKATHTE 3a A0OpPH JAUCTPUOYTOPCKH
MPAKTUKH, TocoueHu B wieH 188, maparpad 13.
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PA3IET 2

KoHTPOJI

Ynen 191
Koumpon na nexapcmesenume npooyxmu

,Z[’bp)i(aBI/ITe WICHKHN IMpcanpueMar BCUYKU IMMOAXOAAIIMW MCPKH, 3a Oda TrapaHTHpar, 4C
MIPUTCKATCIIAT Ha PaspCliCHUEC 3a THProBusA C JICKAPCTBCH IIPOAYKT, a KOraro ¢
LIe.HeC'bO6pa3HO— U TMPUTCKATCIIAT Ha PaspClICHHUCTO 3a MPOU3BOACTBO, HNPCACTABAT
J0Ka3aTejICTBa 3a KOHTPOJIa, OCBIICCTBECH BBHPXY JICKAPCTBCHHA IIPOAYKT HJIM HETOBUTC
CbCTaBKH, KAKTO MW 3a KOHTPOJA, OCBHUICCTBSABAH HA PA3JIMYHUTC MCKIWMHHH CTallk OT
MMPOU3BOACTBCHUS IPOLEC, B CbOTBETCTBUC C MCTOAUTEC, YCTAHOBCHU B IMTPUIIOKCHUC l.

Ynen 192
Ilpeocmassine Ha 0OKNIAOU 34 KOHMPOI 3A UMYHOIOSUYHUME JIeKAPCMBEEHU NPOOYKmMuU

3a uenuTe Ha U3IBJIHEHWETO Ha wieH 191, nbpxkaBuTe WIEHKHM Morar Ja H3UCKar
MPOU3BOJUTENIUTE HA UMYHOJIOTMYHU JIEKApPCTBEHU MPOIYKTH Ja TPEACTAaBIT Ha TEXEH
KOMIICTCHTCH OpraH KOMHWs Ha BCHYKK JOKJIAOd 3a KOHTPOJ, TMOJANUCAHU OT
KBATH(HUIIIPAHOTO JIHIIE B ChOTBETCTBHUE C wieH 153.

Ynen 193

Konmpon na napmuou na konkpemen nekapcmeen npooyKm om cCmpana Ha 0bpircasume
YleHKU

1. Koraro cuere 3a HeO6XOI[I/IMO C Oorjica Ha O6IJ_ICCTBCHOTO 3ApaBC, AbprKaBa YJICHKaA
MOXKEC Ja U3UCKa OT MPHUTEKATCIIA HA PA3PCIICHUECTO 3a THbProBUA C:

a) JKNBHU BAKCHHH,

0) UMMYyHOJOTMYHM JIEKapCTBEHW MPOJYKTH, U3MOJI3BAaHU MpU MbpBUYHATA
MMYHM3aI1s Ha KbpMadeTa WINA JPYTH PUCKOBH IPYIIN;

B) HMYHOJIOTUYHH JICKAPCTBCHU IMPOAYKTHU, H3IOJ3BAHU B HUMYHH3AIWUOHHUTC
nporpaMu B 00JIacTTa Ha OOIIECTBEHOTO 3/1paBe;

)  HOBU MMYHOJIOTUYHH JIEKQPCTBEHU MPOAYKTU WM MUMYHOJOTHYHU MPOAYKTH,
IIPOU3BENECHN I10 HOBU WJIM IPOMEHEHW TEXHOJOTMM, WJIM HOBU 3a JaJleH
MPOU3BOJIUTEN, MO BpPEME Ha MPEXOAHMSI NEPUOJ, KOWTO OOMKHOBEHO Cc€
OIpezeis B Pa3pelIEHUETO 3a ThPrOBHUSI;

Jla TIPEJI0OCTaBU MOCTPH OT BCsKA MAPTHAA OT MPOJIYKTa B HACUITHO ChCTOSIHUE WJIH OT
JIEKapCTBEHHsSI MPOJYKT 3a M3ClIe[BaHE B O(UIIMANTHA JTabopaTopus 3a KOHTPOJ Ha
JICKapCTBCHHUTE TPOAYKTH WM B Jpyra jadopaTopwus, ompejesieHa 3a Ta3u Iel OT
IbpXKaBa YICHKAa, MpeId IyCKaHeTo B oOpalieHWe Ha Tas3apa, OCBEH aKo
KOMIIETEHTHUAT OpPTraH Ha Jpyra Abp)KaBa 4YJeHKa Beue € M3Cle[BaJ BBIIPOCHATA
napTuaa U € OOSBWJI, Y€ TS CHOTBETCTBA HAa OJOOpPEHUTE crenudukanui. B Takb
CIIy4ail JIeKIapamnusTa 3a ChOTBETCTBUE, M3MaZIcHa OT Jpyra Ibp)KaBa YJICHKA, CE
MpU3HaBa NPSKO. JIbp)KaBUTE YJICHKH TapaHTUPAT, Y€ BCIKO TaKOBa M3CIEIBaHE CE€
U3BbpIIBA B CpoK OT 30 AHU OT MOJIy4aBaHETO HA MOCTPUTE.
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Koraro ToBa e mpenBHIEeHO B 3aKOHOAATEJICTBOTO HAa JajieHa Ibp’KaBa 4YJCHKA B
WHTEpeC Ha OOIIECTBEHOTO 3JIpaBe, KOMIIETCHTHUTE OPTaHU Ha JbprKaBaTa UICHKA
MoraT J1a M3HCKaT OT IMpUTeXaTellsi Ha Pa3pelIeHHETO 3a ThProBHs C JIEKAPCTBEHU
NPOJIYKTHU, TOJYYEHH OT YOBEIIKa KPBhB WJIM YOBEIIKA IUIa3Ma, Ja MPeA0CTaBU
MOCTPH OT BCSIKA MApTUAA OT MPOJYKTa B HACUITHO CHCTOSTHUE WM OT JIEKAPCTBEHUS
IOPOAYKT 3a M3cieaBaHe B ouimanHa 1adopaTopusi 3a KOHTPOJ Ha JIGKAPCTBEHUTE
NPOAYKTH WM B Jpyra jadopaTopusi, ONpeieieHa 3a Ta3u 1eJl OT AbprKaBa IECHKa,
npeay MyCKaHeTo B CBOOOJHO OOpallieHHe, OCBEH aKO KOMIIETEHTHUTE OpPTraHd Ha
JIpyra abp:kaBa WICHKa Bedye ca M3CJe/Bajl BhIIPOCHATA MapTHAA U ca OOSBUIIM, Ye
TSl ChOTBETCTBA HA 0J00peHuTe crienudukanuy. J[bp>kaBUTe WICHKH TapaHTHPAaT, e
BCAKO TaKoBa H3CIlie[BaHE C€ M3BBHPIIBA B CPoK OT 60 AHM OT MOJy4yaBAaHETO Ha
MOCTpHUTE.

Ynen 194

Hpouecu 3a npucomesHe Ha J1ekapcnieeHu npodykmu, NnoJIy4YeHU ont 4oseulka Kpve uiu
yoeseuKka niasma

JbpxkaBUTe YJICHKH NpearprueMaT BCUYKH HEOOXOIMMU MEPKH, 3a Jia rapaHTUpaT, 4e
IIPOLECUTE HA IPOU3BOJCTBO U IIPEYMCTBAHE, U3IIOJI3BAHU IIPU IPUTOTBSHETO Ha
JIEKapCTBEHHU MPOAYKTH, MOJYYEHHM OT YOBEIIKAa KPbB WJIM YOBELIKA ILJla3Mma, ca
HAJUIC)KHO BaJMIMPAHU, OCUTYpsBAT MOBTOPSAEMOCT HA IMAPTUAMUTE U TapaHTUPAT,
JIOKOJIKOTO TIO3BOJISIBA TEXHOJIOTMYHOTO Pa3BUTHE, OTCHCTBHUETO Ha crenudpuyHa
BUPYCHA KOHTaMHUHAaLKs.

3a Ta3u eI TpOU3BOJUTCIIMTC YBEAOMABAT KOMIICTCHTHHUTC OPraHU Ha ABPIKABUTEC
YJICHKU 32 METO/a, M3MOJI3BaH 332 HaMalsiBaHE HIIM OTCTPAHSIBAaHE HA TATOTCHHU
BUPYCH, KOUTO MOrat ga 6’I)I[aT npeaaacH 4pe3 JCKAPCTBCHU MPOAYKTH, IMOJTYYCHHA
OT 4YOBENIKa KPbB WM 4YOBEIIKa IUia3Ma. KOMIETEHTHUST OpraH Ha JIbpikaBaTa
YICHKa MOXKE aa NpeaoCTaBu MOCTPHU OT MPOAYKTAa B HACHIIHO CBHCTOAHUC WIIA OT
JICKapCTBCHHUST TPOJMYKT 3a W3CJICIBaHE B JbpXKaBHA JIaOOpaTropusi WK B
JTabopaTopus, ONpeeieHa 3a Ta3u Iell, KAKTO MPU Pa3riIeKIaHeTO Ha 3asBICHUCTO
CBIJIACHO WieH 29, Taka U CJie/] U3JIaBaHETO Ha pa3pelleHUE 32 ThPrOBHSI.

I'nmaBa XV
OrpaHu4yeHus1 OTHOCHO pa3pelmieHUsiTa 32 ThbProBus

Ynen 195

CnupaHe Ha ()eﬁcmeuemo, OMMAHA UJIU NPOMAHA 6 yCloeuiama Ha paspeernuima 3a
mwvpecoeus

KoMmereHnTHHTE OpraHu Ha AbPKABUTE WICHKH WJIH, B CIydyall Ha IEHTPATU3HPAHO
paspeunieHue 3a Tbprousi, KoMmucusta cnupar IEeWCTBHETO, Ja OTMEHAT WU Ja
MPOMEHST Pa3pelICHUETO 32 THPTrOBUS, aKO C€ CUUTA, Y€ JICKAPCTBEHUAT MPOJYKT €
BpPEICH WM TMPU HEro IJMIICBAa TepaneBTUYHA €(PHUKACHOCT, Y€ CHOTHOIICHUETO
MOJI3a/pUCK HE € OJIaronpusITHO WM Y€ KaUeCTBEHUAT U KOJUYCCTBEHUAT ChCTaB HA
JIEKAPCTBEHUS] TMPOAYKT HE OTroBapAT Ha 3asBeHuTe. Cuurta ce, ye JIMICBA
TepaneBTUYHa €(pUKACHOCT, KOraTo C€ CTUTHE J0 3aKJIIOUEHUETO, Ye MpH yrnoTpedaTa
HAa JIGKAPCTBEHUS MPOAYKT HE MOTaT J1a ObJaT MOTyYCHH TEPANIeBTUYHU PE3YITATH.

KomneTenTHUTE OpraHu Ha IbpPXKABUTE YICHKU WM, B CIy4ail Ha LIEHTPaIU3UPAHO
paspenieHue 3a Thproeus, Komucusara morar a crpar JAeWCTBUETO, 1a OTMEHST WU

192



BG

Jla IPOMEHSAT pa3pelieHHeTo 3a ThPrOBHs, aKO ObJIe YCTAHOBEH CEPHO3EH PHUCK 3a
OKOJIHATA CpeJ/ia WK 3a OOLIECTBEHOTO 3/IpaBe, BbB BPb3Ka C KOWTO MPUTEKATEISAT
Ha pa3peuIeHUEeTo 3a THPTrOBH HE € MPEIIPUEN JOCTAThYHA MEPKH.

JleiicTBUeTO Ha paspelieHHe 3a THProBUS ChHILO Taka MOXKE Ja Oble CIpSHO,
paspelIeHneTo Aa e OTMEHM WM NPOMEHM M KOraro JaHHWUTE B IOJIKpeNna Ha
3asBICHUETO, IPEBUACHH B wieHoBe 6, 9—14 nunu B npunoxenus |—V, ca HeBepHu
WIN HE ca U3MEHEHHU B ChOTBETCTBHE ¢ wieH 90, WM KOraTo ycloBHATa, HOCOYEHH B
yiieHoBe 44, 45 u 87, He ca U3MI'BJIHEHH, HIIK KOTaTO KOHTPOJBT, TOCOYEH B wieH 191,
HE € OMJI OCBIIECTBEH.

[Taparpad 2 ce nmpuiara u B CllydyauTe, KOraTO MPOHU3BOJCTBOTO Ha JICKAPCTBEHHS
IOPOJAYKT HE Ce M3BBPIIBA B CHOTBETCTBUE C JAHHUTE, MPEJOCTABEHU CHITIACHO
npuwioxeHue [, WM Koraro KOHTPOJIIBT HE C€ OCBIIECTBSBA B CHOTBETCTBUE C
METOJUTE 32 KOHTPOJI, ONMCAHU ChIVIACHO MpuioxeHue .

KomnerenTHuTe opranu Ha Abp)kaBaTa Wi€HKa WIM, B Cllydyail Ha LIEHTPAJIU3UPAHO
paspemieHue 3a Thprosus, Komucusata cnupar ACUCTBHETO WJIM OTMEHST
pa3pelIeHneTo 3a ThProBHs 3a KaTeropus IpenapaTd WM 3a BCUUYKU Ipenapar,
KOI'aTo HJIKOE OT U3UCKBAHHUATA, ONIPEEICHH B WieH 143, Beue HE € U3IBIHEHO.

Ynen 196
3abpana 3a docmaska unu uzsmeensne Ha 1eKaApPCmMeeH nPoOyKm om nazapa

be3 na ce 3acsrar mMepkuTe, MPEIBHACHU B WieH 195, KOMIIETEHTHUTE OpPraHH Ha
IbPKABUTE WICHKM U B CIydail Ha LEHTPAJIM3UPAHO pA3PEIICHHE 3a ThpProBUS,
Komucusita mpeanpuemMar BCHUKHM 1LIE€JIEChOOpa3HU CTHIIKH, 3a Ja TapaHTUpaT, 4e
JIOCTaBKaTa Ha JIEKapCTBEH MPOAYKT ce 3a0paHsBa U JEKAPCTBEHHSIT MPOAYKT Ce
U3TEIJIA OT I1a3apa, ako Ce CUuTa, ye:

a)  JIEKapCTBEHMST MPOIYKT € BPEJICH;

0) JMIICBa TepaneBTUYHA €PUKACHOCT;

B)  CBHOTHOIICHUETO IOJI3a/PUCK HE € OIarOnpUsITHO;

I)  Ka4eCTBEHUSAT M KOJMYCCTBCHHST ChCTAB HE OTTOBAPST HA 3aIBCHUTE;

)  KOHTPOJIBT BBPXY JEKApCTBEHUs INPOIYKT WJIM BBPXY CHCTAaBKUTE MYy U
KOHTPOJITBT MpPU MEXKIAUHHMS eTal Ha IPOU3BOJICTBEHHUS MpOIeC HE ca
OCBUIECTBEHHM, WM aKO HE € H3MIBIHEHO HAKOE JpYyro HW3HUCKBaHE WU
3aJ/bJDKEHUE, OTHACAIIO CE J0 U3aBAHETO Ha Pa3pelleHUETO 3a IPOU3BO/ICTBO;
WIN

€)  YCTaHOBEH € CepHO3eH PHCK 3a OKOJIHATA Cpela WK 33 OOLIECTBCHOTO 31paBe
4pe3 OKOJIHATA Cpe/ia, BbB BPh3Ka C KOMNTO MPUTEKATEIIAT HA Pa3peIICHUETO 3a
THProBusd HE € MPCANPUECT JOCTATbYHU MCPKH.

KomnereHTHUAT OpraH Ha JAbpkKaBaTa Yi€HKA WJIHM, B Cllyyail Ha IIEHTPaTU3UPAHO
paspernieHue 3a Tbprosusi, Komucusta Moxxe 1ja orpaHuuy 3abpaHara 3a JOCTaBKa Ha
IPOAYKTA UM HETOBOTO U3TETJISTHE OT Ma3apa 0 CIIOPHUTE MapTUAH.

[Tpn m3BBHpETHN OOCTOATENCTBA B PAMKHTE Ha MPEXOJCH NMEpUo] KOMIICTEHTHHAT
OpraH Ha JAbpkKaBaTa WICHKAa WM, B CIy4yall Ha LEHTPAJIM3UPAHO paspelieHHe 3a
Thprosus, Kommucusata Moxe 1a paspemrd JOCTaBIHETO HAa JICKAPCTBEH IPOAYKT,
YUETO JOCTaBIHE € OWwIo 3a0paHeHO WIM KOWTO € OWJ M3TerjieH OT ma3apa B
CHOTBETCTBHUE ¢ Maparpadu | u 2, Ha MaIMEeHTH, KOUTO BeUe ce JICKYBaT C HETO.
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Ynen 197

Jlexapcmeenu npodykmu, 3a KOUMo Cbuecmsy8am coMHeHus 3a ganuugduyupane, u
JleKapcmeeny npooyKmu, 3a KOUMo CbuleCmsaysam CoMHEeHUs 3a HeOOCMAamvyu no
OmMHOWEHUe HA KAYeCmB8Omo

1. I[”bp)KaBI/ITe YWICHKHU pasmnoJjarat ¢bC CUCTEMA, KOATO MMa 3a LCII J1a C€ IPEA0TBpaTu
AOCTUIaHCTO [0 ManuCHTa Ha JICKAPCTBCHU IIPOAYKTH, 3a KOUTO CHUICCTBYBAT
CBbMHCHUS, Y€ Ca OIIACHHU 34 3JpaBCToO.

2. Cucremara, mocoyeHa B maparpad 1, oOxBamia monydaBaHeTo M 0OpaboTkara Ha
ChOOIIIEHHs] 3a JICKAPCTBEHH NPOIYKTH, 3a KOHTO ChIICCTBYBaT CHMHEHHS 3a
dammmduIpane, KaKTO W 3a JIGKAPCTBEHU IMPOIYKTH, 32 KOHTO ChIIECTBYBAT
CbMHCHHUS 3a HEIOCTAThI[M MO OTHOIICHHE Ha KadecTBOTO. CHcTemara oOXBaria
CHIII0 M33€MBAHETO Ha JICKAPCTBEHH MPOAYKTH OT CTpaHa Ha NPUTCSIKATCIUTE Ha
paspelieHus 3a ThProBus, WM U3TETVITHETO Ha JICKAPCTBEHHU MPOYKTH OT Ma3apa 1o
pPasnopeiKaAaHe Ha KOMIICTCHTHUTC OpraHvd Ha AbPXKAaBUTC YJICHKU WUJIU, B cnyqai/'l Ha
[CHTPAIM3UPAHO pa3pelieHre 3a Thpropus — Ha KoMucHATa OT BCHYKHA CHOTBETHH
y4aCTHHUIIKM BbB BE€pUIraTta Ha JOCTABKUTC KAKTO B PAMKHUTC Ha HOPMAJIHOTO pa6OTHO
BpeMe, Taka M W3BBbH Hero. CucTemara TO3BOJISIBA CBIIO Taka H33€MBAaHETO Ha
JICKAPCTBCHU IPOAYKTU OT MAINMCHTUTC, KOUTO Ca IMOJYYHJIM TaKMBa HNPOAYKTH,
KOTaTo € HEOOXOAUMO — ChC ChCHCTBHETO HA MEIUIIMHCKUTE CIICIIUATHCTH.

3. AKO ChIIECTBYBa CbMHEHHUE, Y€ CHOTBETHHST JIEKAPCTBEH MPOAYKT MpEICTaBIsgBa
CepUO3eH PHUCK 3a OOIIECTBEHOTO 3/paBe, KOMIETEHTHHMST OpraH Ha JbpkaBaTa
YJIeHKa, B KOSTO NMPOAYKTHT € OWJI yCTaHOBEH 3a IbPBH BT, 0€3 HEONmpaBIaHO
3a0aBsiHe M3Mpalla CIEUIHO MPeIyNpekeHne 10 BCUYKU Ibp)KaBU WIEHKU MU JI0
BCUYKM YYacCTHULIM BbB BEpUraTa Ha JIOCTAaBKUTE B Ta3M Jbp)KaBa YJeHKa. AKO ce
CUMTa, Y€ TE3M JIEKapCTBEHU MPOAYKTU Ca AOCTUTHAIU O NALUEHTUTE, B CPOK OT
24 yaca ce TpaBAT CHEIIHU IyOJMYHU CHOOIIEHUS C IeJT TE3HW JIEKapCTBEHU
OPOAYKTH Ja ObJaT u3TerieHn OT narnueHtuTe. ChoOLIeHHsTa ChAbPKAT
JIOCTaTh4YHO MH(POpPMAIUs OTHOCHO ChbMHEHMSITA 32 HEJOCTATHIM 10 OTHOIIEHUE Ha
Ka4eCcTBOTO MJIH 3a (panmuuipane U CBbp3aHUTE C TOBA PUCKOBE.

Ynen 198
Cnupane nHa delicmeuemo uiyu OMMsIHA HA pa3peuletue 3a nPouU3600Cme0

B nonmbiHeHHe KbM MEPKHUTE, MOCOYEHH B 4ieH 196, KOMNETEHTHUST OpraH Ha JbpKaBaTa
YIEHKA MOXE Ja CIpe MPOU3BOACTBOTO WJIM BHOCA HA JIEKAPCTBEHH MPOAYKTH, UABALIUA OT
TPETU IbPKaBH, UM JIa CIIPE ICHUCTBUETO WM Aa OTMEHH Pa3pelICHUETO 3a MPOU3BOJCTBO 32
KaTeropus MpenapaTtd Wid 3a BCUUKM TperapaTd, KOraTo He ca Cla3eHH paslopenoure Ha
ynenose 144, 147, 153 u 191.

Ynen 199
Omka3s, cnupane Ha Oeticmeuemo uiu OMMIHA 8 PAMKUmMe Ha OUPeKmueama

1. Pa3pemeHMe 3a TbProBusd C JICKAPCTBCH IMPOAYKT HC MOXKC Oa 6’52[6 OTKa3aHO HJIH
OTMEHCHO, HHTO JIGI?ICTBI/IGTO My Jda 6’[:»}16 CIIpsAHO, OCBC€H Ha OCHOBaHUATA,
OMpCACIICHU B HACTOALIATA IUPCKTHUBA.

2. He Moxe na ce B3ema pelieHue 3a CIHpaHe Ha IPOHW3BOJICTBOTO HIIM BHOCA Ha
JICKApCTBCHU MNPOAYKTH, UABAIIN OT TPCTHU AbPIKABU, 3a 3a6paHa Ha JOoCTaBKaTa WU
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U3TETJITHE OT Ia3apa Ha JIEKapCTBEH MPOIYKT, OCBEH HA OCHOBAHMATA, TOCOYCHU B
uned 195, naparpad 5 u B wien 196.

I'naBa XVI
OO0 pasnopendu

Ynen 200
Komnemenmuu opeanu na ovpoicasume uienku

I[’bp)I(aBI/ITe YICHKHW ONPCACIAT KOMIICTCHTHU OpraHyd, KOUTO MU3IBJIHABAT 3aJa4YUTC
110 HaCcToAlIaTa ATUPECKTUBA.

JIbpKaBUTE WICHKH TapaHTHPAT HATHMYMETO Ha JOCTAThUHO (PMHAHCOBH CPEICTBA 3a
OCUTYpsIBaHE Ha MEPCOHAJA ¥ Ha JIPYTHTE PeCypcH, HEOOXOIMMHU Ha KOMIICTCHTHHUTE
OpTaHM 3a M3BBPIIBAHETO HA JIEHHOCTUTE, KOUTO CE€ M3UCKBAT CHIJIACHO HACTOSIIATA
JMPEKTHUBA U ChIiIacHO [mpepaborenust Perimament (EO) Ne 726/2004].

KoMmnieTeHTHHTE OpraHd Ha JbPKABUTE WICHKH CH CHTPYIHUYAT TIOMEXKIY CH U C
Arennusita u KoMmucusita mnpu HM3IMBIHCHHETO HA CBOUTE 33Ja4dl  ChIVIACHO
HACTOSIIATa JUPEKTHBA U ChIitacHo [mpepabotenus Permament (EO) Ne 726/2004],
3a Ja Cce TrapaHTHpa IPAaBWIHOTO TMpWIAraHe | HaJICKHOTO H3IIBbIHCHHUE.
KoMmnieTeHTHHTE OpraHu Ha JbPKABHTE WICHKH CH TpeJaBaT B3aWMHO Ilsjara
HeoOxoauMa uHOOpMaIusI.

KomneTreHTHUAT opraH Ha Abp:KaBaTa WieHKa MOXKE Jja 00paboTBa JIMYHU JAHHU 3a
3/1paBOCIOBHOTO CBCTOSIHUE OT M3TOYHUIIM, PA3JINYHU OT KJIMHUYHU U3CIICBAHUS, B
NOJKpENa Ha CBOUTE 33Ja4M B 00JaCTTa Ha OOLIECTBEHOTO 3/IpaBe, U MO-CIELUATHO
Ha OlIEHKaTa W HalOJI0JICHUETO Ha JIEKAPCTBEHUTE MPOAYKTH, C LeJl MOA0OpsiBaHEe Ha
HAJEeKIHOCTTAa Ha Hay4yHaTa OLIEHKAa WJIM IPOBEpKa Ha MPETEHIUUTE Ha 3asBUTEIIS
WJIM IPUTEKATEINS HAa PA3PELICHUETO 33 ThPIOBHS.

O06paboTBaHETO HA JUYHU JAHHU CHIJIACHO HACTOSIAaTa AUPEKTHBA C€ U3BBHPILIBA B
crotBeTcTBUE ¢ Permament (EC) 2016/679 u Pernmament (EC) 2018/1725, cnopen
cirydasi.

Ynen 201
Cvmpyonuuecmeo ¢ opyeu opeanu

[Ipu mpuiaraHeTo Ha HacToOsIllaTa JUPEKTHBA AbPKABUTE WICHKU TapaHTHUpAT, 4e
KOraTO BB3HUKHAT BBIIPOCH OTHOCHO PETYJIATOPHHS CTaTyC Ha JaJIeH JIEKapCTBEH
MPOJIYKT, CBbP3aHU C Bpb3KaTa My C BEIIECTBAa OT YOBEUIKM MPOU3XOJ, KAKTO €
nocoueHo B Permament (EC) Ne [Permamenta otHocHO BUII], kommereHTHUTE
OpraHu Ha IbP>KABUTE WICHKHU C€ KOHCYJITUPAT CbC CbOTBETHUTE OPraHM, Ch3Aa/I€HU
CBIJIACHO ITOCOYEHHUS PETJIaMeHT.

[Ipy mpunaraHero Ha HacTofAlIaTa JUPEKTUBA JBP)KABUTEC WICHKH IpeanpruemMar
HEOOXOJUMHUTE MEpKH, 3a Ja Ce TrapaHThpa ChTPYAHHUUECTBOTO MEXKIY
KOMIIETEHTHUTE OPTaHH I10 JIEKAPCTBEHUTE MPOLYKTH U MUTHUYECKUTE OpTaHH.

Ynen 202

Obmen Ha uHgopmayus medxcoy 0vparcasume YieHKYU OMHOCHO Pa3peueHUusma 3d

NpPOU3B00CMEO UNU 3 MBP2OBUS HA e0PO C JIeKapCmeeHu npooyKmu
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JbpxaBuTe WIEHKH NpeAnprueMaT BCUYKU MOAXOASIIN MEPKH, 3a Ja TapaHTHpaT, 4ye
KOMIIETEHTHH OpPraHd Ha CHOTBETHUTE IBbP)KABU WICHKH IPEJaBaT €QUH Ha ApPYT
uH(popMaluaTa, HeoOXouMa 3a OCUTypsSBaHE Ha M3II'BIHEHHUETO HAa W3UCKBAHUSATA,
IIPEBUJICHU 110 OTHOUIEHHE HA pa3pellieHusATa, 0ocoueHu B wieHoBe 142 u 163, Ha
ceprudukaTuTe, MmocoueHn B wieH 188, maparpad 13 wmnm Ha paspemeHusTa 3a
THProBUSl.

[Ipu mnomydyaBaHe Ha OOOCHOBAaHO HCKAaHE IbP)KABUTE WUJICHKH W3Ipaliar o
EJICKTPOHEH MBT JOKJIAIUTE, TIOCOUYCHU B wieH 188, Ha KOMIIETEHTHUTE OpPraHd Ha
JIpyTa IbpraBa YICHKA WK Ha ATCHIUATA.

3aK0YeHnsATa, HANpaBeHd B CHOTBETCTBHE ¢ uieH 188, maparpad 13  wmm
naparpad 14, ca Banuaau B nienusi Cbro3s.

B m3kmounTenHu ciydam obade, ako MO MPUYHMHHU, CBBP3aHU C OOIIECTBEHOTO
3[paBe, JaJieHa JAbp)KaBa WICHKAa HE MOXE Ja MpHEeMe 3aKIIYEHUsATa, HalpaBeHU
clell M3BBbpILIBAHE Ha MHcHekuus no uieH 188, maparpag 1, 14 yBemomsiBa 0e3
HeomnpasnaHo 3a0aBsHe Komucuara u  AreHuusta. AreHIMsTa yBeIOMsBa
3aCETHATUTE JbPXKABU YJICHKU.

Korato Komucusita 6b1€ yBeJOMEHa 3a TE€3M Pa3IU4us B CTAHOBUINATA, TS MOXKE,
Clell KOHCYJITAaluu CbC 3aCErHATUTE IbP>KABU WIECHKH, /14 IIOMCKAa WHCIEKTOPBT,
U3BBPIIUI IIbPBATa MHCIEKIMS, 1a U3BbPIIM HOBA MHCIEKLMS; UHCIIEKTOPBT MOXKE
ce NpuApy’kaBa OT JAPYIW JABaMa HMHCIEKTOPH OT AbPKABH WICHKH, KOUTO HE ca
CTpaHa 110 Pa3HOIJIACHUETO.

Ynen 203

Hnghopmayus omnocno 3abpana na docmaskama uiu Opy20 Oeticmeaue b6 8pb3Ka C

paspeulernue 3a mvpcoeus

Beska appkaBa uieHka mpeanpreMa BCUYKU MOAXOMASIIN MEPKH, 3a Ja rapaHTupa,
Ye pemieHusATa 32 M3/1aBaHe Ha pa3pelicHHe 3a ThPrOBHS, 332 OTKA3 WM OTMSHA Ha
paspellieHue 3a THPIrOBUsA, 3a OTMsSHA Ha pelIeHHe 3a OTKa3 WM OTMSHA Ha
paspelnieHre 3a ThbProBus, 3a 3a0paHa Ha JOCTaBKaTa WM 3a U3TETJISIHE Ha MPOJYKT
OT Ma3apa, 3aeIH0 C MOTUBHUTE, HA KOUTO CE€ OCHOBABAaT TE€3U PEIICHHs, C€ ChOOIIaBatT
Ha AreHiusTa 6€3 HeonpaBaaHo 3a0aBsHeE.

B nombiHeHume KbM yBEAOMIIEHHETO CbhIyIacHO wieH 116 ot [mpepaboTenus
Pernament (EO) Ne 726/2004] mnputexaTtensiT Ha pa3pelieHueTo 3a TbpProBUS
nexnapupa 0e3 HeolpaBlIaHO 3a0aBsHE Jalu JEHCTBHETO, 3a KOETO € HalpaBeHO
YBEIOMJICHHE, C€ MpeAnpreMa Ha HIKOE OT OCHOBaHUATA, TOCOYEHU B WieH 195 wim
B wieH 196, naparpad 1.

[IputexarensaT Ha pa3pelIeHUETO 32 ThPrOBUSA OTIPAaBs YBEIOMJIEHHUETO CHITIACHO
naparpad 2 u B ciiydanuTe, KOraTo JeHCTBHETO € MPEANpPUEeTo B TpETa IbpKaBa U € Ha
HSIKO€ OT OCHOBAHHSATA, TOCOYCHH B WieH 195 wim B unen 196, maparpad 1.

[TputexxaTenar Ha pa3pelIeHUETO 3a ThProBUs yBEIOMSABA ATEHIUATA U B CIIy4YauTe,
KOraTto JIeWCTBHETO, MOCOYEHO B maparpadu 2 win 3, € Npeanpuero Ha HAKOe OT
OCHOBAHHUATA, TOCOYEHU B wieH 195 wim B wien 196, naparpad 1.

AreHnusTa mpernpamia 0e3 HeompaBIaHO 3a0aBsHE YBEIOMIICHUATA, IMOJyYEHU B
CHOTBETCTBUE ¢ naparpad 4, Ha BCUUKH JbP)KaBU YICHKH.
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1.

JIbpxaBUTE 4JCHKM TrapaHTHpar, 4e Ha CBeTOBHAaTa 3JpaBHa OpraHM3AIUS Ce
npefocTaBs 0e3 HeompaBaaHo 3abaBsgHE NOAXOAAIMAa HH(POPMAIUS OTHOCHO
JeWCTBHUATA, MPEINPHETH ChIacHO maparpadu 1 M2, KOMTO Morar Jga 3acerHar
3amUTara Ha o0IIeCTBEHOTO 3/IpaBe B TPETH JbP)KaBHU, C KOIHE JJO ATEHIHATA.

AreHIMATa MyOJIMKYBa €XETrOJHO CIHUCHK Ha JICKAPCTBEHUTE MPOAYKTH, 32 KOUTO
pa3peleHueTo 3a ThProBUsl € OTKa3aHO, OTMEHEHO WJIM JIEUCTBUETO MY € CIIPSHO B
Cpl03a, YMHTO JOCTAaBKM ca 3a0paHEHH WM KOUTO ca U3TErNIeHH OT Ia3apa,
BKJIFOUUTENIHO IPUYMHUTE 32 [10I00HO AEHCTBUE.

Ynen 204
Yeeoomssane 3a pewenusma, cevpzanu ¢ paspeuieHus 3a mvpeosust

Besko pemieHue, MOCOYEHO B HAcToslaTa JUPEKTHBA, KOETO € B3€TO OT
KOMIIETEHTHUTE OpPraH Ha JaJieHa JbpiKaBa WICHKa, ce MPUIpPYk,aBa OT MOAPOOHO
U3JTI0’)KEHUE Ha MOTHBUTE, HA KOUTO CE€ OCHOBABA.

3acernarara CTpaHa C€ YBCIOMABA 3a PCHICHUCTO, KaTo H ce npeaocCTaBsa
I/IH(1)OpMaI_II/I${ 3a Cp€AcCTBaTra 3a IIpaBHA 3alluTa, C KOHUTO pasiojara CbrJIaCHO
JIeHCTBAIOTO 3aKOHOAATECJICTBO, U 3a CPOKa, B KOHTO MOXKE Ja C€ MOJ3Ba OT TaKaBa
I[IpaBHa 3allruTa.

Pemenusita 3a u3gaBaHe WM OTMSIHA Ha pa3pelIeHUe 3a THPTOBHUS CE ONOBECTSIBAT
myOJIM4YHO.

Ynen 205

Pa3pema6aHe Ha 1ekapcmeeH npodykm HA OCHOBAHUA, C6BP3AHU C 06LL]€CH18€H07’I’ZO 30pa6e

[Tpu numnca Ha pa3pelieHue 3a ThProBHsl WM Ha MOJaJCHO 3asBJICHUE 3a JEKapCTBEH
IpPOAYKT, pa3pellieH B Jpyra Abp)kaBa wieHka B cboTBeTcTBHE ¢ s III, Bcska
Ibp>KaBa YJICHKa MOXKE Ja paspell ITyCKaHEeTO Ha Ia3apa Ha TO3HM JIEKapCTBEH
IPOAYKT 110 OCHOBATEJIHU MPUYMHU B HHTEPEC Ha OOIECTBEHOTO 3/paBe.

KoraTto gbpraBa ujeHKa ce MmoJi3Ba OT Ta3u Bb3MOXKHOCT, TS MpUeMa HeoOXO0IUMHUTE
MEpKH, 3a J1a TapaHTUpa CIa3BaHETO HA M3MCKBAHUITA HA HACTOAILATA JUPEKTHBA,
mo-crienranHo Te3u, nmocoueHu B riasu [V, VI, IX, XIII u XIV u B unen 206.
JIbpxaBuTe YICHKH MOTaT Jia pemiaT, uye wieH 74, maparpadu 1—3 He ce mpumnarat
3a JIEKAPCTBEHHUTE MPOAYKTH, pa3pelieHn chriacHo naparpad 1.

Hpe/:u/l Aa U31ai¢ TaKOBa pa3spCUICHUC 3a TbpTrOBHA, AbprKaBaTa YJICHKA:

a) YBCAOMsABA MPUTCKATCIIA HA PASPCIICHUECTO 3a ThbProBUsA B AbpKaBaTa YJICHKA,
B KOATO CBOTBCTHHUAT JICKAPCTBCH HNPOAYKT € Ppa3pCli€H, OTHOCHO
MPEATOKECHUCTO 3a U3JaBaHC Ha Pa3pCIICHUE 3a TbProOBUA 11O HACTOAIINA YJICH
3a CbOTBCTHHA JICKAPCTBCH NPOAYKT,

0) MOXe Ja TOMCKa OT KOMIIETCHTHHS OpraH Ha Ta3W Ibp)KaBa 4WICHKa Ja
MpeJICTaBU KOMUS OT JJOKJIaja 3a OlleHKa, Moco4YeH B ujieH 43, maparpad 5, u oT
pa3peleHueTo 3a THhProBHs, KOETO € B CHJIa 3a ChOTBETHUS JIEKapPCTBEH
MPOIYKT. AKO € OTHPAaBEeHO TaKOBa MCKaHE, KOMIIETCHTHHUST OpraH Ha Ta3u
IbpKaBa WiIEHKa IpeaoctaBst B cpok oT 30 AHM OT mojdy4yaBaHe Ha HMCKAHETO
KOIKUE OT JOKJaJa 3a OLEHKAa U OT Pa3pelIeHUETO 3a ThPIOBHS 3a CbOTBETHHS
JIEKapCTBEH MPOIYKT.
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4. Komucusita cb3naBa MyOJIIMYHO JOCTBIICH PETUCTBP HA JICKAPCTBEHHUTE MPOAYKTH,
pa3pemienu mo maparpad 1. JIspkaBute wieHkH yBenomsiBaT Komucusra, Kkorato ce
paspelniaBa JICKapCTBEH MPOAYKT MM JEHCTBHETO HAa Pa3pelICHHETO My ce CIHpa
chriaacHo maparpad 1, BKIIOYMTENIHO M 3a HaWMEHOBaHHWETO Wi (upmata u
MIOCTOSIHHUSL aJpec Ha TPUTEKATENs Ha pa3pelieHHeTo 3a ThproBus. Komwucusita
CbOTBCTHO H3MCHA PCrucCTbhpa Ha JICKAPCTBCHUTC IMPOAYKTU H MNPEAOCTABA TO3U
PETUCTHP Ha pa3IoIoKeHHE Ha yeOcaiiTa cu.

Ynen 206
Canxyuu

1. JBbpKaBUTE YJIEHKU YCTAaHOBABAT IIPABUIJIATA OTHOCHO CAHKLHUHUTE, IIPUIOKUMU IIPU
HapyleHUsl Ha HallMOHAJIHM pa3nopenldu, NpUeTH B ChOTBETCTBHE C HACTOsIATa
JUPEKTHBA, U B3€MaT BCUUKM MEPKHU, HEOOXOIMMHU 3a OCUTYpSIBaHE HA IPUJIATaHETO
uM. Cankiuure TpsOBa na ObAaT e()EeKTUBHHU, NPONMOPLUOHATIHU U Bb3IHUPAIIH.
JbpxaBuTe wieHKH He3a0aBHO yBeroMsaBaT KomucusTa 3a Te3u npaBuiia U MEPKU U
3a BCAKO IIOCJIEABAIIO U3MEHEHHUE, KOETO I'M 3acsra.

Te3u CaHKIMKU HEC Ca IIO-HUCKU OT MPHIOKUMUTC 3a HAPYUICHUA HAa HALIMOHAJIHOTO
mpaBo € HOI[O6CH XapaKTEp U 3HAYCHHC.

2. [TpaBuiiata, mocoueHu B maparpad 1, mbpBa ajquHes, c€ OTHACAT, HApeA C APYroro,
JI0 CJIEAHOTO:

a)  IPOU3BOJCTBOTO, PA3IPOCTPAHEHUETO, IOCPEIHUUECTBOTO, BHOCA M U3HOCA HA
danmmmduuupann  JIeKapcTBEHH MPOJYKTH, KaKTO M Ipojaxbdara oOT
pascrosiHue Ha dammunuduIMpaHy JIEKapcTBEHU MPOAYKTH Ha MOTPEOUTENINTE;

0) Hecma3BaHe Ha pasmopealOuTe, MPEABUACHM B HACTOSIIATa JAUPEKTHBA, BBHB
BpB3Ka C MPOU3BOJICTBOTO, PA3MPOCTPAHEHUETO, BHOCA U M3HOCA HA aKTUBHHU
BEILIECTBA;

B) HEeCla3BaHe Ha pasnopeaduTe, MPEABUICHU B HACTOSNIATa JIUPEKTHUBA, BHB
BpbB3Ka C yrnoTpedaTa Ha MOMOIITHH BEIIEeCTBA;

T) HEeCla3BaHe Ha pasnopeaduTe, MPEABUICHU B HACTOSNIATa JIUPEKTHUBA, BHB
BpbB3Ka ¢ papMaKoJIOTUYHATA OIUTEITHOCT;

1)  Hecma3BaHE Ha pasnopeaduTe, MPEABUICHU B HACTOANIATa JAUPEKTHBA, BBHB
BpB3Ka C peKiiamaTa.

3. Korato e ymecTHo, caHKuuTe ca ChoOpa3eHW C pucKa 3a OOIIECTBEHOTO 3/paBe,
nopoJieH oT (anmmudurpaHeTo Ha JIEKaPCTBEHH MPOTYKTH.

Ynen 207

Cvbupane na Heu3noa36aHU 1eKaApCmMeeHu npoOYKMu U HA J1eKapcmeeHy npooyKmi ¢
U3MeKbIL CPOK HA 200HOCH

I[’Bp)i(aBI/ITC YJICHKHW OCUTYpPSABAT HAJIMYUCTO HaA HCO6XOI[I/IMI/ITC CHUCTCMHU 3a C’B6I/IpaHC Ha
JICKAPCTBCHU MMPOAYKTH, KOUTO HE CC U3IMOJ3BaHU UJIN Ca C U3TCKDBJ CPOK HA T'OJHOCT.

Ynen 208

Hexnapayus 3a unmepecu
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3a 5a ce TrapaHTHpaT HE3aBUCHMOCTTAa M TNPO3PAvyHOCTTA, IbPKABUTE UJIECHKHU
npeanpueMar HeoOXOJUMHUTE MEPKH WICHOBETE Ha MEpCOHalla Ha KOMIIETCHTHUS
OopraH, OTTOBOPHM 32 W3/1aBaHE Ha PA3PELICHUs, NOKIAAUUIUTE U EKCIEPTHUTE,
UMalld OTHOUIEHME KbM H3/IaBaHETO Ha pa3pelleHMs] U KbM HAA30pa BBPXY
JICKapCTBEHUTE MPOAYKTH, Ja HAMAT (PUHAHCOBU WJIM JIPYTM HMHTEPECH BbHB
¢dapmarieBTUYHAaTa MPOMUIIUIEHOCT, KOUTO OWMXa MOIJIM J1a MOBJIMAAT HA TSAXHATA
Oe3npuctpacTHOCT. Te3u Jnlia 1MojaBaT exerofHa Jekjiapanus 3a (GUHAHCOBUTE CH
UHTEPECH.

OcBeH TOBa Ibp/KAaBUTE WICHKH IapaHTUPAT, Y€ KOMIIETEHTHUAT OpPraH OIOBECTSABA
yOJIMYHO CBOS NPOLEAYPEH MPAaBUIHUK U MPOLEAYPHUTE MPABUIHULIA Ha CBOUTE
KOMUTETH, JHEBHUSA PEJ HAa CBOUTE 3aCCNAHMUS U IPOTOKOIUTE OT TAX, 3a€IHO C
B3CTUTE PELICHUs, JAaHHU 32 IVIACYBAHMATA M MOTHBUTE 3a TAX, BKIIOYUTEIHO
CTAaHOBUIATa HA MAJIILIMHCTBOTO.

I'naBa XVII
Cnenuananu pasnopeadu orHocHo Kunsp, Upiaanaus, Manara u
O0enuHEeHOTO KPAJICTBO 1O OTHOIIeHne HA CeBepna Upaanaus

Ynen 209

Pasnopeobu, omunacsawu ce 0o Obeounenomo kpaicmeo no omuoweHue na Cesepra
Upnanous

Upes nmeporamust OT 4ieH 5 KOMIETEHTHUTEe opranu Ha OOeIUHEHOTO KPAaJICTBO IO
otHomienne Ha CeBepHa Vpnanaus mMorat BpeMEHHO Ja paspeliar JOCTaBKUTE 3a
narueHTH B CeBepHa Vpnanaus Ha JeKapcTBEH MPOIYKT, CHaiall KbM KaTerOpHHTE,

IIOCOYEHU B qJieH 3, naparpadu 1 u?2 oT [mpepaboTeHus
Pernament (EO) Ne 726/2004], ako ca U3MBJIHEHW BCHYKH IMOCOYCHH TMO-JI0ITY
YCIIOBUSI:

a)  3a ChOTBETHHS JICKAPCTBEH MPOJIYKT € W3/aJCHO pa3pelieHre 3a ThProBUs OT
KOMIETEeHTHUs opradH Ha OOeAMHEHOTO KpajlcTBO 3a yacTH OT OOEeIMHEHOTO
KpaJICTBO, pa3nuuHu oT CeBepHa Mpnanaus;

0)  CBOTBETHHSAT JIEKAPCTBEH MPOIYKT C€ Mpeaiara eIMHCTBEHO Ha MallueHTH WU
KpailHu mnoTpebutenu Ha Teputopuara Ha CeepHa HWpnanaus u He ce
MPEIOCTaBsl B HUKOS IbpKaBa YICHKA.

MakcuManHUAT CPOK Ha BAJIMJHOCT HA BPEMCHHOTO pa3pCHICHUC € IICCT MEcCla.

HezaBucuMo OT ompeneneHuss CpOK Ha BaUJAHOCT BPEMEHHOTO pa3pellieHHue
npectaBa Ja ObJe BaJMIHO, aKO ObJe H3JaJEHO pa3pelleHUe 3a THProBUS 3a
ChOTBETHHUS JIEKAPCTBEH NPOAYKT B CHOTBETCTBUE C wieH 13 or [mpepaboTeHus
Pernament (EO) Ne 726/2004] wunu ako TakoBa pas3pelleHHEe 3a ThpProBusi Obae
OTKa3aHO B CbOTBETCTBHE C IOCOYEHUS UJIEH.

Upes peporanus ot wieH 56, naparpad 4 KomrnereHTHUTE opraHu Ha OOeTMHEHOTO
KpascTBo no oTHoueHue Ha CeBepHa Mpmanaus mMoraT aa U3/aBaT pa3pelieHus 3a
THPrOBUSL:

a)  Ha 3asBHUTENIM, YCTAHOBEHH B 4acTH 0T OOEAMHEHOTO KpPAJICTBO, Pa3iINYHU OT
Cesepna Upnannus;
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0) Ha TpuUTeXATeJM Ha pa3pelieHUs 3a THProBUS, YCTAHOBEHHW B YacTH OT
O06eanHeHOTO KpancTBO, paznuunu oT CeBepHa Wpnanaus, B CbOTBETCTBHE C
mporieaypara 1mo B3auMHO IIPU3HABAHE WM C JCIEHTpAIM3UpaHaTa mporeaypa,
npeasuaeHu B riasa Il paznenu 3 u 4.

Komnerentuure opranu Ha OOeAMHEHOTO KpajicTBO mo oTHouieHwe Ha CeBepHa
Wpnanaust morat Aa ybbkaBaT CpoKa Ha BAIMJIHOCT Ha pa3pelieHusITa 3a ThProBus,
m3aagaeHu npeau 20 anpun 2022 r., Ha TPUTEKATEIU Ha pa3peuIeHUs 3a ThProBuUsl,
yCTaHOBEHU B yacTu 0T OOeIMHEHOTO KpaJIcTBO, paznuanu ot CeBepHa Upnanmms.

Upes3 neporanus ot uieH 33, maparpadu 1, 3 w4 u unen 35, maparpad 1, ako
3asIBJICHUETO 3a M3JaBaHE Ha pa3pellieHUE 3a THProBUS € IOJAJACHO B €HA WIH
noBeue JIbpkaBU 4ieHKH U B OOeIUHEHOTO KpascTBO Mo oTHouieHue Ha CeBepHa
Wpnanauss winm ako 3asBICHMETO 3a HM3JaBaHE Ha pa3pelIeHHE 3a THPrOBUS €
nonageHo B OOenuHeHOTO KpajicTBo mo oTHomienne Ha CeBepHa Wpnmanaus 3a
JIEKApCTBEH MPOAYKT, KOMTO BeUe € M3CJICNIBAaH WJIM BEYE € paspelieH B IbpikaBa
YlieHKa, HE € HEOOXOAMMO 3asBICHHETO OTHOCHO (OOEIMHEHOTO KpaJCTBO IO
orHomienue Ha CeepHa MHWprnanauss nga ObJe MMOAaBAaHO B CHOTBETCTBUE C
pasnopenobure Ha riasa I, pasnenu 3 u 4, ako ca U3MBIHEHU BCUYKH MTOCOYEHU T10-
JI0JTy YCJIOBHUSL:

a)  paspemeHueTo 3a ThproBus 3a OOEIMHEHOTO KPajCTBO IO OTHOLICHHE Ha
Cesepna Vpmanaust € W31a€eHO OT KOMIIETEHTHHs opraH 3a OO0eIuHEeHOTO
KpaJIcTBO 1o oTHomeHue Ha CeBepHa Mpnanans B CbOTBETCTBHE C MPABOTO Ha
Cp103a 1 TOBa CHOTBETCTBHE ¢ IPaBOTO Ha Chr03a € rapaHTHPAHO 10 BpeMe Ha
CpOKa Ha BAJIMJTHOCT Ha TOBA pa3pelleHne 3a ThProBHs;

0) JIeKapCTBEHUTE TPOIAYKTH, pa3pelieHH OT KOMIIETEHTHUsSI OpraH 3a
O6enrHeHOTO KpalicTBO 1o oTHomeHue Ha CeepHa Mpnanaus, ce nmpeanarar
Ha MalMeHTH WM KpaHU TOTpeOuTeN M camo Ha Teputopusta Ha CeBepHa
WNpnanausa v He ce mpeaiarat B HUTO €1Ha AbpKaBa YWICHKA.

Ha npurexatens Ha paspelieHHe 3a ThProBUs 3a JIEKAPCTBEH HPOAYKT, 3a KOWTO
BEUYE € U3JaJEHO pas3pelieHue 3a Tbprosus 3a OOEIMHEHOTO KpaJICTBO IO
otHouieHne Ha CeBepHa Mpnanaus B CbOTBETCTBUE C pasnopenourte Ha riasa lll,
pasnenu 3 u 4 npeau 20 anpuit 2022 1., ce pa3peniaBa ja OTTEINIM Pa3pelICHUETO 3a
ThproBust 3a OOennHEeHOTO KpasicTBO Mo oTHoumieHue Ha CesepHa Hpnanaus ot
npoueaypara 1o B3auMHO IIpU3HaBaHE WK OT JELEHTpaIu3upaHara npoueaypa u ia
NoJazie 3asBJICHUE 3a M3/1aBaHE HA PA3peIICHUE 3a ThPrOBUS 3a TO3M JIEKAPCTBEH
HOPOAYKT 70 KOMIIETEHTHUTE opraHu Ha OOeIMHEHOTO KpPAJICTBO MO OTHOILIEHHE Ha
Cesepna Vpnannus B cboTBEeTCTBUE C Maparpad 1.

[Ilo ce oTHacs 10 W3MUTBAHETO 3a KOHTPOJ HA KAauyeCTBOTO CHIVIACHO YJIEeH 8,

U3BBPIIBAHO B yacTh oT OOeIMHEHOTO KpajCcTBO, pa3nuunu oT CeBepHa Upnanaus,

BbB Bpb3Ka C JIEKAPCTBEHU MPOAYKTH, BKIIOUYEHH B CIHChKa 1o wieH 211,

naparpad 9, paznuyau oT paspeuieHutre oT Komucusra, KOMIETEHTHUTE OpraHu Ha

O06enMHEeHOTO KpajicTBO 1Mo oTHoIIeHHe Ha CeBepHa Mpranaus Moxe Jja MpeLeHsT,
o

Yye € HaJIMIIE ,,0MpaBaH cliydyail™ mo cMUChJIa Ha ujieH 8, OykBa 0), 6e3 Ja U3BbpIIBAT
OLIEHKa 32 BCEKH OTJIEJIEH CIllydail, IpH yCIOBUE Ye:

a)  BCSKa MapTHIA OT CHOTBETHHUTE JICKAPCTBEHM NPOIYKTH CE OCBOOOXKIaBa OT
kBauduuupano nuie B 00ekT B Chioza mnu B CeBepHa Upnanmus uimm ot
KBATH(UITUPAHO JUIE B 00EKT B yacTu 0T OOEIMHEHOTO KPaJICTBO, Pa3IUIHU
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ot CeBepna Upnanaus, KoeTo mpuiara CTaHIapTH 3a Ka4yeCTBO, PABHOCTOMHU
Ha U3JI0XKEeHHUTE B WwieH 153;

0) 10 OTHOIICHHE Ha OMpEJIETICHO OT TpeTaTa CTpaHa MPEANPUATHE, TIPOBEKAALIO0
M3NHWTBAHETO 3@ KOHTPOJ HAa KadyecTBOTO, C€ YINpaXHsBa HAI30p OT
KOMIeTeHTHUss opraH Ha OOeAMHEHOTO KpaJCTBO, BKJIIOUUTEIHO Ype3
M3BbpIIBaHE HAa IPOBEPKU Ha MSICTO;

B)  KOraTo OCBOOOXJ/IaBaHETO Ha MapTUAM CE M3BBPINBA OT KBATH(DHUIIMPAHO JIUIIE,
KOETO IpeOuBaBa M M3BBPIIBA JEHHOCT B yacTh OT OOEIMHEHOTO KpaJCTBO,
pazimuan ot CeepHa MpnaHmusi, TpUTEKATENAT Ha pa3pelIeHHETO 3a
IIPOM3BOJCTBO Jekiapupa, ye KkbM 20 anpun 2022 1. He pasnonara c
KBaJTM(HUIUPAHO JIUIIE, KOETO NMpeOnuBaBa 1 N3BHpIIBa IeiHHOCT B Chlo3a.

Upes peporamust ot wieH 142, maparpad 1 komnereHTHUTE opraHu Ha OO0eTMHEHOTO
KpaJicTBO 1o oTHoweHue Ha CeBepHa Mprnannus nomyckar BHOCA Ha JIEKAPCTBEHU
IPOAYKTH OT yacTH oT OOeIMHEHOTO KpalicTBO, pa3inuHu oT CeBepHa Upnanaus, ot
IPUTEXKATENIN Ha pa3pelleHne 3a ThproBUs Ha eipo no wieH 163, naparpag 1, kouto
HE IPUTEkaBaT CbOTBETHO PAa3peLICHUE 3a IPOU3BOICTBO, aKO Ca U3IIbJIHEHU BCUUKU
HOCOYEHH I10-J0JTy YCIOBUS:

a)  JIEKapCTBEHUTE MPOAYKTH ca INPEMHUHAIU Ipe3 HU3MUTBAHE 3a KOHTPOJ Ha
kauecTBOTO B Cbl03a, KakTo € IpeaBuieHo B wieH 153, maparpad 3, wiu B
yactu oT OOeAMHEHOTO KpajcTBO, paznuuHu oT CeepHa Wpnangus, npu
cria3BaHe Ha ujieH 8, OykBa 0);

0) JIeKapCTBEHUTE MPOJYKTH ca OWMJIM OOEKT Ha OCBOOOXK/IaBaHE HA MapTHAA OT
kBamuduuupano jaune B Cbro3a B chOTBETCTBHE C wieH 153, maparpad 1 nim,
3a JIEKApCTBEHU NPOAYKTH, pa3pelleHH OT KOMIETEHTHUTE OpraHu Ha
OO6enuHeHoTo KpajcTBo mo otHomeHue Ha CeepHa Mpranaus, B 4acTu OT
O6ennHeH0TO KpajicTBO, paznuyHu oT CeBepHa Mpnanaus, npu npuiarase Ha
CTaHJapTH 3a KauecTBO, pABHOCTOMHU Ha WU3JIOXKEHUTe B wieH 153,
naparpad 1;

B)  pa3peleHHeTO 3a ThPrOBUs 3a CbOTBETHUS JEKApCTBEH MPOJIYKT € U3/aJICHO B
ChOTBETCTBUE NMPAaBOTO Ha ChI03a OT KOMIIETEHTHUS OpraH Ha IbprKaBa WiIEHKa
wi or Komucusra, nim — 1O OTHOUIEHWE HAa JIEKapCTBEHHUTE INPOIYKTH,
nycHatu Ha nasapa B CeBepHa Mpnanauss — OT KOMIETEHTHHUS OpraH Ha
O6enHEeHOTO KpaJCcTBO 1o oTHoueHue Ha CeBepHa Upnanaus;

T) JIEKapCTBEHUTE MPOAYKTHU C€ MpeuiaraT €qMHCTBEHO Ha MAlMEHTH WU KpailHU
NOTpeOUTENH B IbpKaBaTa WieHKa, B KOSTO Ca BHECEHH, WIIH, aKO Ca BHECEHU B
CeBepHa Hpnanaus, ce mpejjaraT €IMHCTBEHO HAa TAMEHTH WIA KpalHHU
notpeburenu B CeBepra Upnanaus;

)  BBPXY JCKApPCTBEHHUTE MPOIYKTH Ca HAHECCHM ITOKa3aTelIMTe 32 0€30MacHOCT,
[IOCOYEHHU B YjIeH 67.

3a mapTuaM OT JIEKAPCTBEHU MPOIYKTH, KOMTO Ca U3HECEHM OT JIbp’KaBa 4WICHKa B
gacth oT OOeauHeHOTO KpancTBo, pasnuyHnu oT CesepHa MWpnannus, a
BIiocJie/iIcTBUE ca BHeceHH B CeBepHa Vpnannus, qeifHOCTUTE IO KOHTPOJ MPHU BHOC,
nocoueHu B wieH 153, maparpad 1, mepBa U BTOpa ajauHes, HE CE€ M3UCKBAT, NPHU
yCIIOBHE Y€ TE3M MAPTHIU ca MPEMHHAIM Mpe3 TaKbB KOHTPOJI B JAbp)kaBa WICHKA,
npeau ga ObaaT u3HeceHH B 4acTH OT OOEIMHEHOTO KPaJICTBO, PA3IHYHU OT
CeepHa Upnanmus, u ca NpUIPYXKEHH OT AOKJIAJUTE 3a KOHTPOJ, IOCOYEHU B
uneH 153, maparpad 1, Tpera anuHes.
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10.

Koraro paspemieHnero 3a mpous3BOACTBO € M3JaJ€HO OT KOMIIETEHTHHSI OpraH Ha
ObenuaeHoTo KpaicTBo no otHomeHne Ha Cesepna Wpnanaus, kBamuIupaHOTO
aune, nocoueHo B wieH 151, maparpad 1, Mmoxke na mpeOuBaBa M Ja H3BBPIIBA
JerdHocT B yactd oT OOeQuHEHOTO KpalcTBO, paziuuHu ot CeBepHa Mpnanmus.
HacrosmusaT maparpad He ce mputara, korato kbM 20 ampui 2022 T. IpUTEKATEIAT
Ha pa3pelIeHUETO 3a MPOU3BOICTBO BEUe pasmoiara ¢ KBaTHU(PHUIMPAHO JIUIIE, KOETO
npeOuBaBa U U3BbHpIIBa JAeiiHOCT B ChI03a.

Upes neporammst ot wieH 99, maparpad 5, Korato paspeniecHHEeTO 3a THPrOBHS €
U3JIaZICHO OT KOMIIeTeHTHUsI opraH Ha OOEIMHEHOTO KpajCTBO MO OTHOLICHHE Ha
CeBepna Mpnannus, xkBanupuUIMPaHOTO JHIE, TOCOYEHO B wieH 99, maparpad 4,
OykBa a), MOXe J1a TpeduBaBa W Ja M3BBPIIBA JEWHOCT B 4yacTu OT OOEIMHEHOTO
KpaJyicTBO, pa3znuyau ot CeepHa Upnanaus. HacrosmmsaT naparpad He ce npuiara,
koraro KbpM 20 anpus 2022 r. mpuTekKaTEIAT Ha pa3pelieHUETO 3a ThProBUs Beue
pasmnojiara ¢ KBanu(UIMPAHO JHIE, KOETO MpeOWBaBa W W3BBPIIBA JIEHHOCT B
Csro3a.

Komnerentaure opranu Ha OOGeAMHEHOTO KpajCTBO 1Mo oTHomieHue Ha CeBepHa
Wpnanaus nmyOnukyBaT Ha CBOSI yeOCAMT CIUCHK Ha JIEKAPCTBEHHUTE MPOAYKTH, 3a
KOHUTO Ca HNPHUIIOKHIIN WJIIN Bb3HAMCPABAT Ja MNPUIJIOKAT ACPOravuuTe, IMOCOYCHU B
HACTOSIIMS YJIEH, M TapaHTUpaT, Y€ CHUCHKBT CE€ aKTyallu3upa U YIpaBisiBa 10
HE3aBUCHM HA4YMH, Hail-MaJKO Ha IIIeCT MECeIa.

Ynen 210
Pezynamopnu ¢hynkyuu, usnvinaseanu 6 OdeourneHomo Kpaicmeo

Komucusra noctossHHO HabmoAaBa TeHAeHIMUTEe B OOEJMHEHOTO KPaJICTBO, KOUTO
OMxa MOTJIM J]a 3aCerHaT PaBHUINETO Ha 3allUTa, TI0 OTHOIICHHWE Ha PETYyJaTOPHUTE
¢yHKuMu, mocoyeHu B wieH 99, maparpa¢ 4, unen 151, maparpa¢ 3, unen 211,
naparpadu 1, 2, 5 u 6, uien 209, maparpadu 6 u 7, KOUTO c€ U3BHPIIBAT B YACTH OT
ObenuHeHoTo KpajicTBo, pasinyHu oT CeBepHa HMpmanaus, KaTo OTYMTa TO-
CTEIHUAIHO CIICTHUTE IIEMEHTH:

a)  TpaBWiaTa OTHOCHO M3/IaBAaHETO Ha pa3pellieHMs 3a ThProBHsl, 33abJKCHUSATA
Ha TPUTEKATENST Ha Pa3pelIeHneTo 3a ThPrOBUs, U3aBAHETO HA Pa3peIIeHus
3a TPOM3BOJCTBO, 33Jb/DKEHHMATa Ha MpUTEXATeNs Ha pa3pelieHueTo 3a
NPOM3BOJICTBO,  KBATH(OUIIMPAHUTE JIMIA W  TEXHUTE  3aIBIDKCHHUSA,
U3IUTBAHUATA 32 KOHTPOJI Ha KauyeCTBOTO, OCBOOOXKJIAaBAaHETO Ha MapTHUAU U
dapmakonornyHara OAMTENTHOCT, KaKTO ca IMpeABHIEHW B MPaBOTO Ha
O0enMHeHOTO KPaJICTBO;

0) Jnanu KoOMIeTeHTHUTe opraHu Ha OOeIMHEHOTO KpajCTBO TapaHTUpaT
e(peKTUBHOTO MpUJaraHe Ha CBOSl TEPUTOpPUS HA MpaBUiIaTa, MOCOYEHU B
OykBa a), HapeJ ¢ APYroTo, Ype3 MPOBEPKH M OJUTH Ha NMPUTEKATEIUTE Ha
pa3peleHus 3a ThproBUs, IPUTEKATEIUTE HA PA3PELIECHHS 32 IPOU3BOJCTBO U
THPTOBIIUTE Ha €pO, HAMUPAILY CE Ha TAXHA TEPUTOPHUS, U OCHLIECTBIBAHETO
Ha IIPOBEPKU HA MACTO B TEXHUTE IMOMELICHUS BbB BPb3Ka C YNPAXKHIBAHETO
Ha peryjaTopHUTe (PyHKLINHU, TOCOUYEHHU B OyKBa a).

Axo Kommcusta ycTaHOBH, Y€ PaBHMILIETO Ha 3alluTa Ha OOIIECTBEHOTO 3J/paBe,
rapaiTupaHo OoT OOeIMHEHOTO KpaJCTBO Ype3 MpaBHiaTa, KOUTO YypexIaT
IPOU3BOJICTBOTO, Pa3NpPOCTPAHEHUETO W YyNoTpedara Ha JIEKApCTBEHU MPOAYKTH,
KakTO M e(QEeKTHMBHOTO INpWIaraHe Ha Te3W IpaBWia, BeUe HE € IO ChILECTBO
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PaBHOCTOMHO Ha rapaHtupaHoto B Cwro3a, wiu ako Komucusrta He paszmonara ¢
JOCTaThYHO MH(pOpMaIKs, 32 J1a MOXKe Ja ycTaHOBU Jaiu OOeIMHEHOTO KpaJCTBO
rapaHTupa IO CHUIECTBO PABHOCTOMHO PaBHUIIE HA 3alUTa HAa OOLIECTBEHOTO
3npaBe, Komucusita yBemomsiBa OOeIUHEHOTO KpPalICTBO  4Ype3  MHUCMEHO
yBEJAOMJICHHE U TOJIPOOHO OMKUCBA MPUYHHUTE 33 TOBA.

B PAMKHUTC Ha MCCTTC MECCla CJICA MUCMECHOTO YBECAOMJIICHUC, OTIIPABCHO CBHIJIACHO
II'bpBa aJIMHECA, Komucusra 3anousa KOHCYJITaouu" C O6C,I[I/IHGHOTO KpaJICTBO C OIJIC]
Ha TOBa Oa €€ HaMCpu PpCHICHUC 3a CcCUuTyalusTa, AOBCJIAa OO0 TOBa IHCMCHO
YBCAOMIICHUCE. B obocHOBaHH ClIydan Komucusara moxe Ja YOBJDKH TO3U CPOK C TPH
MeEcena.

AKO 3a cutryanusTa, J0Belia 10 MHUCMEHOTO YBEJIOMJIEHHE, OTIPABEHO CHIJIACHO
naparpad 2, mepBa ajnuHes, He ObJEe HaMEPEHO pPEIICHHEe B PAMKHTE Ha CpOKa,
nocoyeH B maparpad 2, Bropa anuHes, Ha Komwucuara ce mnpenocraBs
I'BJIHOMOIIMETO Ja IMpPUEME JEJIerMpaH akT, ¢ KOWTO €€ M3MEHAT WU JOIBJIBAT
OHE3U pasnopendu OT mocoueHuTe B maparpad 1, yneto npuiarane ce cnupa.

Korato e mpuer aenerupaH akT CbIVIACHO 4YIEH 3, pa3nopenOuTe, IOCOYEHU B
YBOJHOTO H3pedeHue Ha naparpad 1, KakTo € HpeIBUAEHO B JelIerMpaHus akKT,
CIMpaT Ja ce IpuiaraT Ha II'bPBUS JI€H OT Mecela, CJIeABAall BIM3aHETO B CHJIA Ha
JieNIerupaHus aKT.

Koraro ce Hamepu penieHue 3a CUTyalusaTa, J0Bela 10 IPUEMaHEeTO Ha JAeIerHpaHus
aKT ceriaacHo naparpad 3, Komucusra npuema aeierupan akT, B KOWTO C€ IIOCOYBAT
pasnopenduTe, YNETO NMpHUiIaraHe € OUiIo CIpsiHO U OTHOBO Ce€ Bb300HOBsABA. B TakbB
cillydyail IpujaraHeTo Ha pasnopenduTe, MOCOUYEHH B JENETUPaHUs aKT, HpUeT
ChIJIaCHO HacTosus maparpad, ce Bb30OHOBSBAa Ha IMbpPBUSA JIEH OT Mecela,
cJIe/IBalll BIIM3aHETO B CUJIA Ha JIeJIETUPAHUs aKT, IOCOUEH B HACTOSIINA naparpad.

Ynen 211

Pasnopeobu, omunacsawu ce 3a Kunvp, Upnanous u Manma u npunoscumu 0o 31 dexemspu

2024 ..

Upes neporamust oT ujeH 56, maparpad 4 paspelieHus 3a TbProBUS MOXKE Ja ce
u3/laBaT B CBOTBETCTBME C TMIpollelypaTa [0 B3aMMHO [pPU3HAaBaHE WU C
JEeleHTpalIu3upadara npoueaypa, npeasuaeHn B rnasa lII, pazmenm 3 u4, Ha
MPUTEXKATENIM HA Pa3pelieHys 3a ThProBUs, YCTAaHOBEHU B 4acTU oT OOeIMHEHOTO
KpaJicTBO, paznuyHu oT CeBepHa Mpnanaus.

Mo 31 nexemBpu 2024 r. xomrereHTHUTEe Oopranu Ha Kumbp, Wpnanaus m Manra
MOraTr Ja YIbJ/DKaBaT CpPOKa Ha paspelleHusATa 3a THPrOBHs, H3MAICHU Ipeau
20 armpun 2022 1., Ha TPUTESKATETN HA pa3pelieHHus 3a THPrOBHS, YCTAHOBCHH B
yacTi oT OGeIMHEHOTO KPaJICTBO, pa3anuHu oT CeBepHa Mprnanaus.

PaspenienusTa 3a ThProBus, KOUTO Ca M3JAJCHU WM YUHUTO CPOK HA BAJIMTHOCT €
VABIDKEH OT KOMIETeHTHUTe opranun Ha Kumbp, HWpnanaus wim Manra B
CHOTBETCTBHUE C ITbPBA W BTOpa aJMHES, MPECTaBaT Ja 0hJIaT BATUIHN Hal-KBCHO Ha
31 nexemBpu 2026 T.

[Ilo ce oTHacs 10 W3NUTBAHETO 3a KOHTPOJ HA KauyeCTBOTO ChHIVIACHO YJIEH 8,
U3BBPIIBAHO B 4acTH 0T OOeAMHEHOTO KpaJCTBO, pa3nuyau ot CeBepHa Wpnanaus,
BbB BpPb3Ka C JIEKAPCTBEHH MPOTYKTH, BKIIOYEHU B CIIUCHKA 10 YJI€H 9, pa3auyHU OT
paspemenute or Komucusra, 1o 31 nexkemBpu 2024 r. KOMIETEHTHUTE OpPraHU Ha
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Kunwp, Upnanausa u Manrta Moxe J1a MPeLeHsT, Y€ € HaIUIE ,,0lpaBaaH ciaydai mo
CMUCHJIa Ha wieH 8, OykBa 0), 63 1a U3BBPIIBAT OIEHKA 3a BCEKU OT/ACICH CIydaid,
IIPU yCJIOBUE Ye:

a)

6)

BCSIKAa MApTH/a OT CHOTBETHUTE JICKAPCTBEHHM MPOAYKTH CE€ OCBOOOXKIaBa OT
kBanu¢unmpano aune B 00exT B Cwroza minn B CeBepHa Mpnanaus wim ot
KBAJTM(HUIHUPAHO JHUIE B 00EKT B 4acTH 0T OOEIMHEHOTO KPAJICTBO, Pa3IUUYHU
ot CeBepna Vpnanaus, KoeTo mpuiara CTaHAapTH 3a Ka4eCTBO, PAaBHOCTOWHU
Ha U3JI0’KeHHTE B wieH 153, maparpad 1,

10 OTHOLLIEHUE HA ONPEIEICHO OT TpeTaTa CTpaHa MPEAIPUATHE, TPOBEKIALILO0
U3IUTBAHETO 3a KOHTPOJ HAa KayeCTBOTO, C€ YIPaXkHABA HAI30p OT
KOMIeTeHTeH opraH Ha OOeIMHEHOTO KpalICTBO, BKIIOYMTEIHO Upe3
W3BBPIIBAHE HA IPOBEPKU HA MSCTO;

KOraTo OCBOOOKJIaBaHETO Ha MapTUIU CE U3BBPIIBA OT KBATU(DUIIMPAHO JIHIIE,
KOeTO npeduBaBa U U3BBPIIBA ACHHOCT B 4acTH OT OOEIMHEHOTO KpaJICTBO,
paznuunu ot CeBepHa Hpnanaus, mOpUTeXaTeNaT Ha pa3pelieHUueTo 3a
IIPOM3BOJCTBO Jekiapupa, 4ye KkbM 20 anpun 2022 1. He pasnojiara c
KBaJTM(ULIMPAHO JIHIIe, KOETO TpeOuBaBa U U3BbHPIIBA AeHOCT B ChIo3a.

Upe3 peporamms ot wieH 142, maparpad | komnerenTtHuTre opranu Ha Kwumsbp,
Wpnannus 1 Manta jgomyckaT BHOCAa Ha JIGKAPCTBEHUW MPOIYKTH OT 4YacTH OT
O6ennHeHOTO KpanctBo, pasnuuHu oT CeBepHa Mpnanaus, oT mputexarenu Ha
paspelieHue 3a ThbproBus Ha epo 1o wieH 163, naparpad 1, KOuTo He NpUTEKABAT
CHOTBETHO pa3pelleHue 3a MPOU3BOJICTBO, aKO €A U3II'BJIHEHU BCUYKH [TOCOUYEHH I10-
JI0JTy YCJIOBHS:

a)

0)

hiY)

JIEKapCTBEHUTE MPOAYKTH ca MPEMHHAIU Ipe3 HU3MUTBAaHE 3a KOHTPOJ Ha
kadecTBoTO B Chl03a, KakTO € MpeaBuAeHO B wieH 153, maparpad 3, unu B
yactu oT OOeAMHEHOTO KpajcTBO, paznuuHu oT CeepHa Wpnanmgus, npu
cria3BaHe Ha ujieH 8, OykBa 0);

JIEKapCTBEHUTE TMPOAYKTU ca OWiM 0OEKT Ha OCBOOOXKIaBaHE Ha MapTUIA OT
kBamuduuupano jgune B Cbro3a B chOTBETCTBUE C wieH 153, maparpad 1 wim,
3a JIEKAPCTBEHU NPOAYKTH, pa3pelleHH OT KOMIETEHTHUTE OpraHd Ha
ObenuHeHoTo KpajcTBo mo otHomeHue Ha CeepHa Mpnanaus, B 4acTH OT
O6ennHeH0TO KpaicTBO, paznuyHu oT CeBepHa Mpnanaus, npu npuiarase Ha
CTaHJApTH 3a KauyecTBO, pABHOCTOWHU Ha U3JOXKEHUTe B uieH 153,
naparpad 1;

pa3pelIeHueTo 3a ThProBUs 32 CbOTBETHHUS JICKAPCTBEH MPOAYKT € U3JaJCHO B
CBOTBETCTBHUE MPAaBOTO HAa ChI03a OT KOMIIETEHTHHUS OPTaH HA Ibp)KaBa WICHKA
wim or Komucusra, nim — 1O OTHOUIEHME HAa JIEKapCTBEHHUTE HPOIYKTH,
nycHaTd Ha naszapa B CeepHa MpiaHams — OT KOMIETEHTHHMS OpraH Ha
O6enHEeHOTO KpaJCcTBO 1o oTHoueHue Ha CeBepHa Upnanaus;

JIEKapCTBEHUTE MPOJYKTH CE MpeiaraT €IMHCTBEHO Ha MallMeHTH UM KpalHU
NoTpeOUTENH B Ibp)KaBaTa WICHKA, B KOSTO ca BHECEHH, UJIH, aKO ca BHECEHU B
CeBepHa Hpnanaus, ce mpejjaraT €IMHCTBEHO HAa TMAUMEHTH WIA KpalHHU
notpedutenu B CerepHa Upnanaus;

BBPXY JICKAPCTBEHUTE MPOAYKTH Ca HAHECEHHW IOKa3aTeIMTe 3a 0e30MacHOCT,
[IOCOYEHHU B YJieH 67.
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Unen 166, maparpad 1, OykBa 6) He ce mpmiara 3a BHOC, KOHTO OTroBapsi Ha
YCIIOBUSTA, ONIPEICIICHH B ITbPBA aTuHEs!.

3a mapTuaM OT JIGKAPCTBEHU IMPOIYKTH, KOUTO Ca MU3HECEHHM OT JIbp)KaBa 4WICHKAa B
gacti 0T OO0eanMHEHOTO KpayicTBO, pasznuuHu oT CeBepHa MHWpmannus, a
Broclie/icTBue ca BHeceHu 110 31 nekemBpu 2024 r. B Kunsp, Upnanaus niam Maira,
JNEMHOCTUTE N0 KOHTPOJI MPH BHOC, ocoueHW B wieH 153, maparpad 1, mbpBa u
BTOpa aJMHEs, HE Ce M3UCKBAT, IIPHU YCJIOBUE Y€ TE3H MapTHAU ca MPEeMUHAIHN Mpe3
TaKbB KOHTPOJI B JbpXKaBa WIEHKAa, Mpeaud Ja ObJaT HM3HECEHH B YacTH OT
O6ennHeHOTO KpaicTBo, pasnuyHu oT CeepHa Mpnanaus, u ca Npuapy>KE€HU OT
JOKJIQIUTE 32 KOHTPOJI, IIOCOYEHH B wieH 153, maparpad 1, Tpera anunes.

Upes neporamus ot wieH 205, maparpad 1 mo 31 nekemBpu 2024 1., ipu aurca Ha
paspelnieHne 3a ThpProBus WK Ha TOJIaJICHO 3asBJICHUE 32 ThPrOBUsI, KOMIIETCHTHHUTE
opranu Ha Kunmbp nu Manra mose fa paspeliar, 1o OCHOBATEIIHU IPUYMHU B UHTEPEC
Ha OOIIECTBEHOTO 3/paBe, ITyCKAaHETO Ha CBOS HALMOHAJCH Ia3ap Ha JIEKAPCTBEH
MPOIYKT, paspemieH B yacTu oT OOeIuHEHOTO KpajicTBO, pasnuyHu oT CeBepHa
Wpnannus.

Komnerentuure opranu Ha Kumbsp u Manta cbiio Taka moraT Ja 3ama3siT B CHIIa
uiu, 10 31 nekemBpu 2024 r., ga yIbKAT CpOKa HA BATMAHOCT HA pa3pelIeHUsTa 3a
THPTrOBHsI, W3aJieHu chbriaacHo wieH 205, nmaparpad 1 npenu 20 anpun 2022 r., ¢
KOUTO C€ pa3peliaBa MyCKaHEeTO Ha HAlIMOHAJIHUS UM Ia3ap Ha JIEKAPCTBEH MPOAYKT,
paspetiieH B yactu oT O0eIMHEHOTO KpaJicTBO, paznuunu ot CeBepHa Upnanaus.

Pazpemenusita, Kouto ca W3AaJeHU, YABIDKEHM WM 3alla3€HU B CUJa CBHIVIACHO
II'bPBA WJIM BTOpA aJuHEs], HE ca BauaHu cien 31 nexemspu 2026 T.

Upes aeporamus ot wieH 56, maparpad 4 komrneTeHTHUTE opraHu Ha Manrta u Kunsp
MoraT Ja W3/JaBaT pa3pellieHusTa 3a THhProBUs, MOCOYEHUW B maparpad 5, Ha
MPUTEKATEIIUTE HA Pa3pEIICHHs 3a ThProBUs, YCTAaHOBEHU B 4yacTh 0T OOeIMHEHOTO
KpaJCTBO, pa3nuuHu oT CeBepHa Upnanaus.

Koraro komnerentHuTe oprann Ha Kumbp wim Manta u3gagaT wiad yabiKaBaT
CpOKa Ha BaTUJHOCT Ha pa3pellieHHe 3a ThProBus, KaKTO € MOCOYeHo B maparpad 5,
T€ rapaHTUpPAT CMIa3BaHETO HA M3UCKBAHUITA HA HACTOAILATA TUPEKTHBA.

[Tpenu na u3ganar paspelieHue 3a ThbproBUs ChIVIACHO maparpad 5, KOMIETEeHTHUTE
opranu Ha Kumep mnm Manra:

a)  yBEAOMsBAT NIPUTEXATeNd Ha pa3pelIeHUeTO 3a THProBHs B 4YacTU OT
O6enunHeHoto KkpainctBo, pasnuuau oT CeBepHa HWpnanausi, OTHOCHO
IPEUIOKEHUETO 3a U3JaBaHe Ha Pa3pelICHHE 32 ThPrOBUS WIH 32 yIbIKaBaHE
Ha CpOKa Ha pa3pelieHHeTO 3a ThProBUS CBIJIACHO maparpagu 5—8 1o
OTHOILIEHHE HA CbOTBETHUS JIEKAPCTBEH MPOAYKT;

0) MOXe Ja TOMCKAT OT KOMIIETeHTHUs opraH B OOeIWHEHOTO KPaJCTBO Ja
MpeJICTaBU OTHOCMMAaTa WH(OPMAIMS OTHOCHO pa3pelieHrueTo 3a ThPTOBHUS 32
CHOTBETHUS JICKAPCTBEH MPOIYKT.

Komnerenture opranu Ha Kumbsp, Wpnangus u Manta nmyOiaMkyBaT Ha CBOS
yeOcaliT CIHUCHK Ha JEKapCTBEHUTE MPOAYKTH, 32 KOUTO ca HPUIOXKWIN WIH
Bb3HAMEPSBAT [Ja IPWIOXKAT JEpOraluuTe, MOCOYEHU B HACTOALIUS WIEH, HU
rapaHTUpar, 4e COUCHKBT Ce aKTyalu3upa U yIpaBlisBa MO HE3aBUCUM HAYWH, Haii-
MAaJIKO Ha IIECT Mecela.
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Ynen 212

Hepocayuu 3a nexapcmeenu npodykmu, nychamu na nazapume na Kunvp, Upnanous, Manma
unu Cesepna Upranous

Heporanuure, npeasuaenn B wieH 211, maparpadu 1 u 6, unen 8, wien 209, naparpadu 6
u 7, unen 153, maparpad 3, wien 99, maparpad 4 u wien 211, maparpad 5, He 3acsarar
3aIbJDKCHUSATA HA MPHUTEXKATEIs] HA Pa3pelIeHUeTO 3a ThProBHUS Ja TapaHTHUpPa KaueCcTBOTO,
0e3BpeHOCTTa U e(hUKACHOCTTAa Ha JIEKapCTBEHUs MPOJYKT, IycHAT Ha naszapure Ha Kumbp,
Wpnanaus, Manra nnu CeBepHas Mpianaus, cbrilacHO HacTOsIILAaTa IUPEKTUBA.

I'naBa XVIII
3ak/Il0YuTeSIHE pasnopendoun

Ynen 213
Hsmenenue na npunosicenusama

Ha Kowmmucusita ce mnpemoctaBs MpaBOMOIIMETO Jia IpueMa JeJeTUpPaHu aKTOBE B
CHOTBETCTBHUE ¢ WiieH 215 3a u3meHenue Ha npuioxkenus —VI ¢ nen agantupaHeTo uMm KoM
Hay4YHO-TEXHUYECKHUS HAMPEIbK U 32 U3MEHEHHE Ha YJieH 22 10 OTHOIIIEHHUE Ha U3UCKBAHUSATA
Ha OPOC, onpenenenu B maparpadu 2, 3,4 u 6 OT IOCOUYEHHUS YJICH.

Ynen 214
Iocmosinen Komumem no rekapcmeerHume npooOyKmu 3a XyMaHHa ynompeoa

1. Komucusra ce nognomara ot IIoCTOSIHHUS KOMUTET IO JIEKAPCTBEHUTE MPOTYKTH 3a

XyMaHHa ynorpeba. To3um koMuTeT € KoMuTeT 1o cMmuchia Ha Permament (EC)
Ne 182/2011.

2. [Tpu mo3oBaBaHe Ha Hactosus maparpad ce mpuiara wieH 5 ot Permament (EC)
Ne 182/2011.

3. AKO CTaHOBHIIETO HAa KOMHTETa TpsOBa Ja ObJe NOJIYYCHO 4Ype3 IMHCMEHa
npoleaypa U € HajJWIle MM030BaBaHE Ha HACTOSIIMs maparpad), Tasu mpoieaypa ce
npekpatsiBa 0e3 pe3yJsiTaT caMo IO PelIeHUe Ha TpejiceaaTeNss Ha KOMUTETA, B3ETO B
CpOKa, YKa3aH 3a IpejiaBaHe Ha CTAHOBHIIIETO.

4. [TpouenypHusT npaBiiHUK Ha [IOCTOSHHUS KOMHTET MO JIEKAPCTBEHUTE MPOAYKTH
3a XyMaHHa yrnoTpebda € myOJIMIHO JOCTHIIEH.

5. [TocTOSHHUAT KOMHUTET IO JIEKApCTBEHUTE TMPOAYKTH 3a XyMaHHa ymnorpeba
rapaHTupa, Y€ HETOBUAT MPOLETypEH MPABIIIHUK € aAalTHpaH KbM HEOOXOAMMOCTTa
JIeKapCTBEHUTE MNPOAYKTH JAa ObJAT MNPEAOoCTaBAT ObpP30 Ha pas3MoJOKEHHE Ha
NalMEeHTUTe M B HEro ce B3eMaT MpeABHJ 3aJauuTe, BB3JIOKEHW HAa KOMHTETa
cbriacHo rnasa III, u npouenypara, npeaBuaeHa B uieH 42.

Ynen 215
Vnpaosicnseane na oenecupanume npasomowust

1. [TpaBoMorueTo na nmpuema JAejerupaHu akToBe ce npeaoctaBs Ha Komucusita mpu
Cla3BaHe Ha MPEIBUICHUTE B HACTOALLIMS YJICH YCIOBUSI.

2. [IpaBomomueTo a mpueMa JelierupaHd aKkTOBE, MOCOYeHW B wieH 4, maparpad 2,
uned 24, mnaparpad 5, unen 25, mnaparpad 9, unen 26, mnaparpad 3, useH 28,
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naparpadu 2 u 3, wien 27, naparpad 3, unen 63, nmaparpad S5, wien 65, maparpad 2,
yiieH 67, maparpad 2, wien 88, maparpad 1, wien 92, mnaparpad 4, unen 126,
naparpad 1, unen 150, maparpad 3, unen 153, maparpad 4, wien 161, umen 210,
naparpad 4 u unen 213, ce mpenocraBs Ha Komucusita 3a CpoKk OT NIET TOIUHH,
cuntano ot [CII, mons, BpBeJIeTe 1aTaTa = JaTaTa Ha BIM3aHE B CHJIAa Ha HACTOSIIATa
mupekTrBa)]. Komucusita M3roTss JOKIIA] OTHOCHO JICJICTUPAHETO HA MPABOMOIIHS HE
NO-KbCHO OT JEBET Mecella TMpead HW3TUYaHETO Ha TETTOJUIIHUS  CPOK.
JlenerupaneTo Ha MPaBOMOIIMS CE€ MPOIBIDKABA MBIYAIMBO 33 CPOKOBE C €IHAKBA
NPOJBIDKUTEITHOCT, OCBEH ako EBponeiickusat napiameHT win ChBETHT HE BB3Pa3siT
cpelly mogo0HO MPOIBJDKaBaHE HE MO-KbCHO OT TPU Mecela Mpearu W3TUYaHETO Ha
BCEKH CPOK.

[TpaBomorMeTO /1a MpueMa JielerupaH akToBe, nocoueHo B wieH 210, maparpadpu 3
u 5, ce npenocraBs Ha Komucusra 3a HeompeneneH cpok, cuutaHo ot [CII, mois,
BBBEJCTE JlaTaTa = JaTaTa Ha BJIM3aHE B CHJIA HA HACTOSINATA AUPEKTUBA].

JlenerupaneTo Ha MPaBOMOIIMS, IMOCOYCHH B uieH 4, maparpad 2, wien 24,
naparpad 5, wien 25, maparpad 9, wien 26, maparpad 3, unen 27, maparpad 3,
wiieH 28, maparpadu 2 u 3, wien 63, maparpad S5, unen 65, maparpad 2, uieH 67,
naparpad 2, wien 88, maparpad 1, wien 92, maparpad 4, wien 126, maparpad 1,
wieH 150, maparpad 3, unen 153, naparpad 4, wien 161, unen 210, nmaparpad 4 u
wieH 213, moxe na ObJe OTTEIVIEHO IO BCAKO Bpeme oT EBpomneiickus mapiaamMeHT
win or CpBera. C pelIeHHEeTO 3a OTTEIVISIHE Ce MpeKpaTsBa MOCOYEHOTO B HETO
nenerupane Ha mpaBoMoImnus. OTTErNsSHETO TOpaXKAa JecTBUE B JCHS Clel
nyOIuKyBaHETO Ha perienneto B Oguyuanen secmuux Ha Eeponetickus cvro3 nnu Ha
no-KbCHA JlaTa, MOCOYEHa B pemieHuero. To He 3acsra OeiCTBUTENHOCTTA Ha
JIeJIeTUPaHUTE aKTOBE, KOUTO BeUe ca B CHUJIa.

IIpenu npuemaneTro Ha jgenerupaH akT KomwucusTa ce KOHCYITHpAa C €KCIEpTH,
OTIpeieNIeHN OT BCsIKa JAbprkaBa WIEHKA B CbOTBETCTBUE C MPUHIUINTE, 3aJ€THAIU B
MexnyuHCTUTYIMOHATHOTO cnopazymenue ot 13 anpun 2016 r. 3a mo-gobpo
3aKOHOTBOPYECTBO.

Bennara cnex xaro mnpueme naenerupaH axkT, Komucusta HOTHHUIIMpaA aKTa
eqHoBpeMeHHO Ha EBponeiickus napiaMeHT U Ha CbBera.

JlenerupaH akT, MPUET CHIITACHO WieH 6, maparpad 2, wieH 26, naparpad 3, unen 24,
naparpad 5, wien 28, naparpadu 2 u 3, uien 27, naparpad 3, uien 63, naparpad 5,
wieH 65, maparpad 2, wien 67, maparpad 2, wien 88, maparpad 1, qien 92,
naparpad 4, unen 126, nmaparpad 1, wien 150, maparpa¢ 3, unen 153, naparpad 4,
wieH 161, unen 210, naparpad 4 u unen 213, Bi1u3a B Cuila €IMHCTBEHO aKO HHUTO
EBponeiickusar napnameHT, HUITO ChbBETHT HE Ca MPEICTABUIN Bb3PaXKEHUS B CPOK OT
JBa Mecella ciiell HOTH(HUIMPAHETO HAa aKkTa Ha EBpomelickus mapiaMeHT W Ha
CpBeTa WM aKko Npenu U3TUYaHETO Ha TO3M Cpok W EBpomneickusT mapnameHt, u
CeBeTbT ca yBemommiun Komucusita, 4e HsAIMA Ja TPEACTABAT BB3PAKEHUS.
[TocoueHusT Cpok ce yabDKaBa C JBa Mecella N0 MHMIMAaThBa Ha EBpomeiickus
napiaMeHT i Ha CbBeTa.

Ynen 216
Jloknao

Ho [CII, mous1, BbBenere patata = 10 ronunu, cauTano ot 18 Mecera cies garaTa Ha BIM3aHE
B cuila Ha Hacrosmara aupektuBa] Komucusta mnpenacraBs nokian Ha EBpomneickus
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napjaMeHT U Ha CbBeTa OTHOCHO IPHWJIAraHETO Ha HAcTOosIIaTa JUPEKTHUBA, BKIIOUUTEIHO
OLICHKAa Ha M3IBJIHEHUWETO Ha HEHHUTE LENM U Ha pecypcuTe, HEoOXOAWMH 3a HEHMHOTO
npusaraHe.
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Ynen 217

Ommsana

HupextuBa 2001/83/EO ce ormens, cuntano ot [CII, momns, BBBeAere narara =
18 mecena ciieq 1aTtaTa Ha BIM3aHE B CHJIA HA HACTOSAIIATA JUPEKTHBA].

HupektuBa 2009/35/EO ce ormensi, cuntano ot [CII, momns, BBBeAere narata =
18 Mecena ciief qaTara Ha BiM3aHe B CHJIa Ha HACTOSINATA TUPEKTHBA].

[To3oBaBanusTa Ha otMenenute aupektusu 2001/83/EO u 2009/35/EO ce cumTar 3a
[I030BaBaHUSl Ha Hacrosmiara JupekTuBa. llo3oBaBaHHWsTa Ha OTMEHEHATa
Hupextusa 2001/83/EO ce dyeraT cbhriaacHo Tabiumara Ha CBhOTBETCTBHETO B
npunoxenue VIII.

Ynen 218
Ilpexoonu pasnopeoou

[IpouienypuTe OTHOCHO 3asBIICHUSATA 32 Pa3peIICHHs 32 THProBUA 3a JICKAPCTBEHU
MPOIYKTH, BaTUAUPAHU B CboTBeTCTBUE € WwieH 19 ot Jupektuna 2001/83/EO npeau
[CII, moms, BBBenmere datata = |8 mecena ciien garaTa Ha BiWM3aHE B CHJIa Ha
HaCTofAIIaTa AUPEKTUBA], KOUTO He ca Omnu npukiatodenu kbM [CII, Mons, BbBeaeTe
JaTaTa = JIEHAT MMPeIy HaBbpIIBaHETO Ha 18 Mecela OT JaTaTa Ha BIM3aHE B CUila Ha
HaCTOAIIaTa TUPEKTUBA], C€ TMPUKIIIOUBAT B CHOTBETCTBUE C uieH 29.

[Tpouenypute, 3amo4yHatd BB3 OCHOBa Ha wieHoBe 29, 30, 31 wu 107u or
Hupextusa 2001/83/EO mpeau [CII, mons, BbBenere natara = 18 mecena cien
JaTaTa Ha BJIM3aHE B CWJIa Ha HAcTosIlaTa JAMPEKTHBa], KOMTO HE ca OwiH
npukimodeHn kM [CII, Mounis, BbBeZieTe naTara = JACHAT Mpeld HaBbpPILIBAHETO Ha
18 Mecema or maraTa Ha BIM3aHE B CWJla HA HACTOsAIIAaTa JWPEKTHBA], ce
NPUKIIOYBAT, CIIOPE] Cllydasi, B CbOTBETCTBUE ¢ ujeHoBe 32—34 win wieH 107k Ha
MOCOYeHaTa JUPEeKTUBa, KakTo € mpuioxkuma Ha [CII, mond, BbBenere narata =
JIeHAT Tpeau HaBbpUIBAHETO Ha 18 Mecema oT jJaraTta Ha BIM3aHE B CHUJla Ha
HacTosIIaTa TUPEKTUBRA].

Hacrosimata aupekTuBa ce mpuiiara ¥ 3a JIEKApCTBEHU MPOAYKTH, pa3pelieHd B
crotBeTcTBUE C JlupexktuBa 2001/83/EO mpemmu [CII, moimsi, BbBeneTe narata =
18 mecerna cien nataTa Ha BIM3aHE B CHJIa HA HACTOSIIATa JUPEKTUBA].

Hacrosmara naupexkTtuBa ce Mpuiara W 3a pErucTpaluuTe Ha XOMEONAaTHYHU
JIEKapCTBEHU NPOAYKTH M TPAJWLUOHHM PACTUTEIHU JIEKAPCTBEHU MPOIYKTH,
u3BbpIIeHu B choTrBeTcTBUE ¢ J{upektura 2001/83/EO npeau [CII, moins, BbBeneTe
natara = 18 Mecena cies jaTaTa Ha BIM3aHE B CHJIAa HA HACTOSIIAaTa TUPEKTUBA].

Upe3 neporanmst oT ryaBa VI JekapCTBEHHWTE MNPOAYKTH, IyCHATH Ha Ma3apa B
crotBeTcTBUE ¢ JupektuBa 2001/83/EO mpenu [CII, mons, BbBeaere parata =
18 mecena cien narata Ha BIM3aHE B CHJIa Ha HACTOsIaTa AUPEKTUBA]|, MOXe 1a
NpoabbKaT Ja ce mpetarar Ha naszapa ao [CII, mons, BbBeaere garata = MeET
TOJMHYU, CUMTAHO OT 18 Mecela ciei Aarara Ha BiIM3aHe B CHUJla HA HacTofAlaTa
TUPEKTHBA], TIPH YCIOBHE Y€ OTTOBAPST HA Pa3MoOpeOUTEe OTHOCHO €TUKETUPAHETO U
JUCTOBKATa, ycTaHOBeHU B 1511 V oT JlupextuBa 2001/83/EO, xakTo € mpuiioxuma
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Ha [CII, Mons, BbBemeTe narara = J€HsS Npead HaBbpIIBaHETO Ha 18 Mecema oT
JlaTaTa Ha BIM3aHE B CUJIA HA HACTOSIIATA TUPEKTUBA].

Upe3 peporauus oT wieH 81 pedepeHTHUTE JIEKApCTBEHH NPOAYKTHU, 32 KOUTO
3as1BJICHUETO 3a pa3pellieHHe 3a Tbproeus € noxaanaeHo npeau [CII, Mo, BpBeneTe
natara = 18 mecena cien Aartara Ha BIIM3aHE B CHJIa HA HACTOSIIATa JAUPEKTUBA],
MOJIJIeKAT HA Pa3mopeI0uTe OTHOCHO CPOKOBETE Ha 3alllMTa HA JJAHHUTE, TIOCOYCHU B
yined 10 ot HupextuBa 2001/83/EO, kakTo ¢ mpunoxuma Ha [CII, moms, BbBeaeTe
natata = 18 mecela ciej gaTaTa Ha BIM3aHE B CUJIa Ha HACTOSIIATa TUPEKTUBA], 10
[CII, monsa, BBBenere aatata = 18 mecena cien jaaraTta Ha BJiM3aHE B CUJa Ha
HacTosIaTa JTMPEKTUBA)].

Upes aeporarus oT naparpad 3 3aab/KEHUSATA 3a JOKJIaIBaHe, TTOCOYCHH B UJIeH 57,
HE Ce TMpujarar Mo OTHOIICHHE Ha JIEKAPCTBEHUTE TMPOAYKTH, Ppa3pelieHu B
crorBeTcTBUE ¢ JlupektuBa 2001/83/EO mpemmu [CII, monsi, BbBeaeTe jnarata =
18 mecemna ciieq 1aTtaTa Ha BIM3aHE B CHJIA HA HACTOSIIATA JUPEKTHBA].

Ynen 219
Tpancnonupane

JbpxaBuTe UIEHKM BBBEXKIAT B CHJa 3aKOHOBUTE, [OJ3aKOHOBHUTE W
aJMMHHMCTPATUBHUTE pa3Nnopenou, HEoOXOAUMH, 3a Ja Ce ChboOpassT ¢ HacToslara
oupekThBa, 10 [18 mecema cien marata Ha BIM3aHE B CHJIA Ha HACTOSIATa
mupekTrBa). Te He3abaBHO choOmaBat Ha KomucusaTa TekcTa Ha T€3H pasnopeaon.

Koraro ABPIKABUTC UWICHKHW IIPUCMAT TE3U pa3n0peﬂ61/1, B TiAX C€ CbAbpiKa
IMMO30BaBaHC Ha HACToOsAlIAaTa AUPCKTUBA WM TO C€ M3BBPIIBA IIPU 0(1)I/IIII/Ia,HHOT0 um
HY6J'II/IKyBaHC. Te BkIOYBAT CBHIIO Taka YTOYHCHUC, Y€ II030BABAHUATA B
CbIICCTBYBAIINUTC 3aKOHOBH, IMOA3aKOHOBU H AJMHHUCTPATHBHU pa3nope)161/1 Ha
AUPCKTUBUTC, OTMCHCHU C HACTOAIIATA AUPCKTHUBA, CC CUHUTAT 3a IMO30BABAHHA Ha
HacTod1ara AJUPCKTHBA. YcnoBusita u PEABT HaA IMO30BaBaHC CC OHNPCACTIAT OT
ABPIKABUTC YJIICHKH.

JbpxaBuTe WwieHKH choOmaBatT Ha KomucusaTa TekcTa Ha OCHOBHUTE pa3nopendu OT
HAI[MOHAJTHOTO 3aKOHOJATEJICTBO, KOMTO Te€ TMpHeMar B o0yacTra, ypeleHa C
HacTosIIaTa TUPEKTHUBA.

Ynen 220

Bruzane 6 cuna

Hacrosimata mupekTuBa BiM3a B CHJla Ha JBAJIECETHS JICH CIIe]] JIeHs Ha MyOMUKYyBaHETO M B
Oguyuanen secmnux na Eeponetickus cvio3.

Ynen 221
Aodpecamu
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AnpecaT Ha HACTOSIIATA TUPEKTHUBA Ca TBPKABUTE WICHKH.

CncraBeno B bprokcen Ha [...] roguna.

3a Esponetickusa napramenm 3a Cveema
Ilpeoceoamen IIpeoceoamen
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