HAPEJBA

3a u3MeHeHne u nombiaHenne Ha Hapen6a Ne 10 ot 2011 1. 3a ycioBusTa u peqa 3a JedeHue ¢
HepaspeweHn 3a ynotpeba B PenyOnuka beiarapus nekapcTBeHHM MPOIYKTH, KakTO U 3a
yCIOBUSITA W pela 3a BKJIIOYBAHE, TMPOMEHH, W3KIIOUYBAHE M JOCTaBKa Ha JIEKAPCTBEHU
MPOAYKTH OT CIIUCHKA IO Wi. 266a, ajl. 2 OT 3aK0oHa 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHaTa
meauiuHa (06H., JIB, 6p. 95 ot 2011 r., u3m. u pom. JIB, 6p.24 ot 2013 r. u 6p. 25 ot 2019 1.)

§ 1. B HaumeHoBaHuero cies fymure ,,Penyonuka bbirapus ekapcTBeHH IPOAYKTH
ce [0oCTaBs 3ameTas u ce 100aBsl ,,1 JIEKApCTBEHU MPOIYKTH 3a ChCTpaJaTeaHa ynorpeda®.

§ 2. Bun. 1 ce nmpaBAT cieJHUTE U3MEHEHHS U IOIIBIHCHHUS:

1.Ban. 1 cecn3maBar. 3:

,»3. JICUCHHE Ha TpyTa OT MaIlMEHTH C JIEKApCTBEH MPOJIYKT 3a ChCTpalaTeIHa yroTpeoa
no cmuchia Ha wi. 83 or Permament (EO) Ne 726/2004 na EBpomnelickusi mapiaMeHT U Ha
CwBera ot 31 mapt 2004 romuHa 3a ycTraHOBsiBaHE Ha mpouenypu Ha OOIIHOCTTa 3a
paspeniaBaHe ¥ KOHTPOJI Ha JICKAPCTBEHU MPOIYKTH 33 XyMaHHA M BETEpUHApPHA yIIOTpeoa u 3a
cb3faBaHe Ha EBpomeiicka arenuus no yekapctBata (OB L 136, 30.4.2004 r.), HapuuaH 1o
HaTaThbK ,,Pernmament (EO) Ne 726/2004.%.

2. B an. 2 Hakpas ce mocrtass 3amneras u ce 100aBs ,,0CBEH B ciiyyauTe 1o ai. 1, T. 3.

§ 3. B ui. 2 ce cp3naBa ai. 3:

,»(3) JlekapctBenuTe nmpoaykTy mo 4ui. 1, an. 1, T. 3 Morar ja ce mpuiarar, ako OTrOBapsT
Ha M3HUCKBaHUATa Ha wi. 3, maparpadu 1 u 2 Ha Permament (EO) Ne 726/2004 camo 3a
MMOKa3aHUATa, MMOCOYCHU B 3asBiieHHETO 1Mo wi. 6 oT Permament (EO) No 726/2004 nnu B
0J100peHMs NPOTOKOJI Ha KIIMHUYHOTO U3IUTBAHE. .

§ 4. B ui1. 3 ce npaBAT cneaHUTE AOMBIHEHUS:

1. B an. 1 cnex uudpara ,,1* ce mocraps 3arneras u ce 106ass ,,am 1, 1. 1 u 2%

2. B an. 2 cnen gymwure ,,JIeKapCTBEHU MPOJYKTH O Wi. 1 ce mocTaBs 3ameras u ce
nmobaBs am. 1, 1. 1 u 2%

3. B an. 3 cnen mymure ,,JIeKapCTBEHUTE MPOAYKTH ™ ce n100aBs ,,imo wi. 1, am. 1, 1. 1 u
2,

§ 5. B un. 13 cnen aymute ,,3aKk0Ha 3a KOHTPOJ BbPXY HAPKOTUYHHUTE BELIECTBA U
npekypcopute‘ ce n106ass ,,(3KHBIT)“.

§ 6. Cp3maBa ce pazaen |V ¢ wrenose 18 — 29:

HPazaea IV
YcioBus U pef 3a JiedeHHE HA MAIMEHTH MO0 MPOrpaMu 3a CbCTPajgaTeIHa ynoTpeda

Y. 18. Jleuenne no uin. 1, an. 1, T. 3 Ha Tpyna OT NaMEHTH, CTPAAAIU OT XPOHUYHO
WU TEXKKO WHBAIMIM3UPAIIO 3a00JsIBaHE WM 3a00JIsIBAaHE, KOETO MOXKE Jla C€ CUMTa 3a
’KMBOTO3aCTpaIIaBall0 U KOUTO HE MOTaT Aa ObJaT JIEKyBaHH YAOBJIETBOPUTEIHO C IIOMOIITA
Ha pa3pelleH JeKapCTBEH MPOIYKT, C€ MPOBEXJa MO Iporpama 3a ChCTpajaTelHa yrnoTpeoa,
cien coriacyBane ¢ MAJL

Ya. 19. (1) Jleuenue mo mporpama 3a ChCTpaZaTellHa YMoTpeda ce MpOoBEXIa C
JIEKapCTBEH MPOAYKT, KOWTO TOMaja B KaTerOPUHTE, MOCOUYEHH B wi. 3, maparpadu 1 u 2 ot
Pernament Ne 726/2004 u:



1. € 00eKT Ha 3asBJICHHE 3a paspelieHue 3a ynorpeda no peaa Ha Permament Ne
726/2004 vim

2. ca HAJIMYHU JT0KA3aTeJICTBA 3a €(PUKACHOCTTA M 0€30MMaCHOCTTa MYy Bbh3 OCHOBA
Ha pe3yJITaTUTe OT MPOBEKIAIIM Ce KIMHUYHY M3NUTBaHus (a3a 3.

(2) Jleuenue mo mporpama 3a ChCTpajareiaHa ynorpeda ce OChIIeCTBsIBA B JeUeOHU
3aBeneHus mo wi. 9, ai. 1, 1. 1 u 2 u un. 10, 1. 36 ot 3akoHa 3a neueOHUTE 3aBeneHuUs (3J13),
KaKTO M B JIe4eOHHU 3aBeICHHS 3a OOTHUYHA ITOMOII 10 Wi. 5, ai. 1 ot 3JI3 kbM MuHHCTEpCKUS
cbBeT, MUHHCTEPCTBOTO Ha oTOpaHara, MUHUCTEPCTBOTO Ha BBTPEHIHUTE paboTH,
MUHHUCTEPCTBOTO Ha MPaBOCHANETO, MUHUCTEPCTBOTO HA TPaHCIOPTa, MHPOPMAIIMOHHUTE
TEXHOJIOTHH U ChOOIICHHSATA.

(3) I[porpama 3a cbcTpagarenHa ymnorpeba C JIEKapCTBEH MPOIYKT, ChABPIKAIL]
HApKOTHYHU BEIIECTBA, MOXKE Jla CE MPOBEXKJa caMO B JICUCOHHUTE 3aBEACHHS IO al. 2, B
CTPYKTypaTa Ha KOUTO € pa3KpHTa anTeka, IpuTexanalia JUIeH3us CbriaacHo wi. 33, an. 1 oT
3KHBII wiu KouTO ca CKIFOYHIN JOTOBOP C APYro JieueOHO, B CTPYKTypaTa Ha KOETO €
pa3KkpuTa anTeka, MpuTexaBalla JUIEeH31s cbriaacHo wi. 33, an. 1 ot 3KHBII.

Yu. 20. (1) ITIpaBo na 3asBsiBa mporpama 3a CbCcTpaaaTenHa ynorpeda uma:

1. 3asIBUTEIIAT Ha paspelieHue 3a ynoTrpeda mo ui. 6 ot Pernament (EO) 726/2004
3a ChOTBETHHS JICKAPCTBEH MPOIYKT; HIIH
2. MIPOU3BOIUTEIIAT HA JIEKAPCTBEHUS MIPOIYKT, KOTATO € Bh3JI0KHUTEN Ha 0JI00PEHO

KJIMHUYHO U3IUTBAHE, B CIIy4auTe KOTaTo JIEKAPCTBEHUSI IPOYKT HE € 0OEKT Ha 3asBJICHUE 110
yiieH 6 oT Pernmament (EO) 726/2004.

(2) JIuuero no an. 1 (Hapu4aHo MO-HATATHK ,,0TTOBOPHOTO JIULE™) HOCH OTTOBOPHOCT
3a BB3NIATaHETO, OpraHM3alMATa, MPOBEXAaHETO W (UHAHCHpPAHETO Ha IMporpaMara 3a
ChCTpajiaTeaHa yrnorpeoa.

(3) 3a cwrimacyBaHe Ha mporpama 3a ChCTpaJareinHa ynorpeba OTTOBOPHOTO JIHIIE
nonasa 3aseineHue B MAJI mo oOpasen, yTBbpAECH OT U3NBIHUTETHHS aupekTtop. Koraro
CEe/aJIMILETO Ha OTTOBOPHOTO JIMIE HE C€ HAMUpA B IbprKaBa-4wieHKa Ha EBponeiickus cbio3
Wik B Jpyra abppxkaBa — cTpaHa nmo CropasymeHueto 3a EBpOmencKOTO HMKOHOMHYECKO
IIPOCTPAHCTBO, TO IOCOYBA IPEICTAaBUTEN, perucTpupad B EBponeiickus cpio3 Wiu B Apyra
IbpKaBa — CTpaHa Mo cropasyMeHueTo 3a EBponeiickoTo HKOHOMHYECKO MPOCTPAHCTBO.

(4) 3asiBieHUETO 1O al. 3 ChIbpKa:

1. uMe u azpec Ha OTTOBOPHOTO JIMIIE U HA MPEJICTaBUTEINA 0 all. 3, PETUCTPUPAH B
EBpornelickus cplo3 win B Jipyra aAbpkaBa — cTpaHa no Criopasymenueto 3a EBpomneiickoro
MKOHOMMYECKO MPOCTPAHCTBO, KOIaTO MMa TaKbB;

2. M€ M aJipec Ha JIMIIE 32 KOHTAKT Ha TepuTopusita Ha PenyOnuka beiarapus;

3. HaMMEHOBaHME W/WIM KOJ Ha JIEKapCTBEHUs MPOJYKT, JaHHU 3a KadeCTBEHUS U
KOJMYECTBEHUSI CbCTAaB Ha JIEKAPCTBEHMsI MPOAYKT Karo Cce€ I0COoYBa MEXIYHapOJHO
HEMaTeHTHO HaMMEHOBAaHUE Ha aKTMBHOTO BEIECTBO/AaKTUBHUTE BEIIECTBA, MPEMOPBHUYAHO OT
C30, npu Hanu4yue Ha TaKOBa, WM CHOTBETHOTO XMMHUYECKO HAMMEHOBAHUE; JIEKapCTBEHA
¢dopma, HauMH Ha IPUIIOKEHUE U ITBT Ha BbBEXKAAHE, I0O3UPOBKA U TEPANCBTUYHH [TOKa3aHMUS;

4. nHdopmanMsi OTHOCHO TOBa JAJIM JIEKAPCTBEHUAT MPOIYKT C€ ChCTOM OT WIH
ChIbpkKa TeHeTHYHO Mojuduimpad opranuzbMm (I'MO) mnu koMOHMHAIUS OT T€HETUYHO
MOAU(UIIMPAHU OPTaHU3MU;

5. AaHHHU 32 oAaAeHOoTO B EBpomnelickaTa areHIus 10 JieKapcTBaTa 3asBIEHHE 110 4. 6
ot Pernament (EO) 726/2004;

6. MaHHM 3a pa3pelieHO KIMHUYHO M3MUTBAHE HA JIEKApCTBEHUsS IPOAYKT B
npeaBuaeHaTa ooacT Ha npuiiokerue ¢ EudraCT Homep;

7. HMAaHHM 3a pPa3pelieHO KIMHUYHO M3IUTBAHE HA JIEKAPCTBEHMsI IPOLYKT B
npeBUIeHaTa 00JacT Ha MPUIIOKEHUE B TPETA AbPKaBa, KOETO Ce MPOBEXK /1A UITU € TIPOBEACHO
IIpU Cra3BaHe Ha M3MCKBAHUATA Ha MeXIyHapOJHUTE XapMOHU3UpPaHU cTaHnaptu 3a JJoOpa
KJIIMHUYHA MTPaKTHKA;



8. nHpopmanus, KOraTo uMa TakaBa, OTHOCHO TEKYIIH MPOTpamMH 3a ChCTpajaTesiHa
yrnotpeda B IbpKaBUTE WieHKH Ha EBporelckusi chi03 WIKM B IPYTH ABPKAaBH — CTPaHH IO
CnopazymenueTo 3a EBponeiickoTo MIKOHOMHUYECKO MTPOCTPAHCTBO, U 32 €EKCIIEPTHU CTAHOBUIIA
Ha KoMurera 1o jexapCcTBEHUTE MPOYKTH 32 XyMaHHa yroTpeda ChriaacHo 4ieH 83, nmaparpad
4 ot Pernament (EO) 726/2004;

9. onucanue Ha 3a00JISIBAHETO U 0OOCHOBKA, Y€ MAIlMEHTHTE, 32 KOUTO € MpeIHa3HauYeH
JIEKapCTBEHMs] MNPOAYKT, CTPaAaT OT XPOHUYHO, WM TEXKKO HWHBAIWIU3UPAILO, WIN
KHBOTO3aCTpaIlIaBao 3a00JsIBaHE;

10. obocHOBKa 3amio IiefieBaTa rpyna MalMeHTH He MOXke Ja ObJe JIeKyBaHa C
JIEKapCTBEH MPOJIYKT, pa3pelieH 3a ynotpeda B PenyOnuka boiarapus;

11. o6ocHOBKa 3aI110 1IefieBaTa rpyma NaueHTH He MoKe Ja ObJie BKIIOYEeHA B TEKYILO
KIIMHUYHO M3MUTBAHE.

(5) KbM 3asBienueTo mo ai. 3 ce mpuiarar:

1. mpoToKkoJI Ha mporpamara 3a chbCcTpagaTesHa ynorpeda, KOHTO Chabpka MUHUMYM
CJIETHOTO:

a) nHpopMaNuA 3a JIEKaPCTBEHUS MPOIYKT U TEPANIEBTUYHOTO MIOKA3aHUE;

0) HATMYHM TaHHU 32 Ka4eCTBO, €(hUKACHOCT U O€30MaCHOCT Ha JIEKapCTBEHUS MPOAYKT,
MOJIKPETISIIIH YIIoTpedara My IpH IiefieBaTa rpyra HalueHTH;

B) KPUTEPHUU 32 OJ00P Ha MAI[UEHTUTE U OYaKBaH OpOil MalUeHTH;

r) uHopMamus 3a yrnorpedara Ha JIEKAapCTBEHUsS MPOAYKT — TeKymara Opomrypa Ha
u3cneaoBaTesl B KIMHUYHOTO M3MUTBAHE HIM NPOEKTa Ha KpaTka XapaKTepUCTHKa Ha
MPOAYKTA, MPUIIOKEHA KbM 3asBICHUETO 32 pa3peliaBaHe 3a ynorpeoa;

) TIJ1aH 3a MPOBEXKJIaHEe Ha Mporpamara;

€) KpUTEepPHH 3a CIHpaHe WIA NPEKIESBPEMEHHO NpeKpaTsBaHe Ha IporpaMara 3a
chCcTpajareiaHa ynorpeoa;

’K) M3UCKBaHHS KbM JieueOHUTE 3aBEJEHHUS [0 OTHOIICHHE Ha MEIUIMHCKOTO
00Opy/JBaHE U KbM KBATM(UKAUATA HA JICKAPUTE;

3) omMcaHue Ha MPOLEIypUTe 3a HaOupaHe Ha MAIlUEeHTH;

1) OIMCAaHME Ha MPOLEAYypUTE 3a MOJydyaBaHe Ha HHPOPMUPAHO CHIIIACKE OT 3aKOHEH
MIPEJICTAaBUTEIN, KOTaTo € MPHI0KHUMO;

K) mucMeHa uHdopManus 3a MainueHta U Qgopma 3a WHGOPMHPAHO ChIVIACHE Ha
AQHTTUICKU U OBITapCKU €3UK;

1) npyra uHGOpMaUs U TOKYMEHTH, KOUTO IIE C€ MPEJOCTaBiAT Ha MAIMEHTHTE Ha
AQHTTUICKU U OBITapPCKU €3UK;

M) OITMCaHKE Ha HAYMHA Ha JOCTaBKa, KAKTO U Ha MPEIBUICHUTE MEPKH 32 TapAHTUPAHE
Ha 0€30MacHOTO ChXpaHEHHe, ymoTpedaTa M MECTOHAXOXKJEHHETO Ha JIEKapCTBEHUTE
MIPOAYKTH, KOUTO III€ CE€ MPEJOCTABST IO Iporpamara 3a ChCTpaJaTeiHa yrnoTpeoa;

H) OINKCaHUE Ha JAeWHOCTUTE 3a (apMakoJIOTMYHAa OAMTETHOCT B paMKUTE Ha
mporpamara 3a ChCTpajaTeHa ynorpeoa;

2. gpgexyapanysi OT OTTFOBOPHOTO JHIlE, Y€ Il€ H3MBJIHABA W3UCKBAaHUATA 3a
¢dapmakonornyHa OauTenHocT cbriacHo wieH 24 ot Permament (EO) 726/2004 u ue
uHpopmanuara, cBbp3aHa C 0€30MacHOCTTa, ChOpaHa B Mporpamara 3a ChCTpajaTelHa
ynoTpe0a 11e 0bJ1e BKIIIOUEHA B TOJAMIIIHUS JOKIIA] 3a 0€30MacHOCT U TOH 11ie ObJie MOoJaIeH B
HNAJI;

3. Jexyapanusi OT OTTOBOPHOTO JIMIIE, Y€ JIGKAPCTBEHUSAT MPOAYKT I CE OCHUTYpsBa
0e3BB3ME3/IHO B paMKHTE Ha Mporpamara 3a ChCTpajaTeliHa yrnoTpeoa;

4. MOKYMEHTH, yJOCTOBEPSBAINHM, Y€ JICKAPCTBEHUAT MPOIYKT CE TMPOHM3BEKIA MPH
ycnoBusita Ha JloOpa mpon3BoACTBeHA MPaKTHKa Ha EBpomneiickus chio3 WM eKBUBAJIEHTHU Ha
Hes;

5. JIOKyMEHTH, YAOCTOBEpsBAIllM, Y€ KIMHUYHUTE W3MHUTBAHHS ca MPOBEICHU/CE
MIPOBEXIAT NPY CIIa3BaHe HA M3UCKBAHUATA Ha MeXIyHapOTHUTE XapMOHHU3UPAIIIN CTaHAAPTH
3a JloOpa KIMHUYHA MTPAKTUKA;



6. TpH JIEKAPCTBEHU MPOIYKTH, KOUTO C€ CBHCTOAT OT WU ChIAbPKAT N€HETHYHO
MOIUGUIMPAH OPraHU3bM WIM KOMOMHALMS OT T€HETHYHO MOIAM(PHUIMPAHU OPTraHU3MH —
nokymeHTH cbriaacHo npuioxkenus II u I xem Jupextua 2001/18 EO na EBpomneiickus
napiameHT ¥ Ha CpBera oT 12 mMapt 2001 roguHa OTHOCHO CH3HATEITHOTO OCBOOOYXK/IaBaHE HA
FeHeTUYHO MOoAU(UIIMpaHH OpraHM3MU B OKOJHATa cpelJa U 3a OTMsAHAa Ha JlupexTuna
90/220/ENO na CsBera (OB L 106, 17.4.2001, ctp.1);

7. 3a JIeKapCTBEHU MPOAYKTH, ChbPKAIIU HAPKOTUYHH BELIECTBA, JTUIIEH3US ChIIIACHO
yi1. 33, an. 1 or 3KHBII nim morosop ¢ apyro jgeueOHO 3aBeieHHEe, B CTPYKTypaTa Ha KOETO €
pa3KpuTa anTeka, MpuTeKaBalia JUIEeH31s cbriaacHo wi. 33, an. 1 ot 3KHBII,;

8. MPOEKT Ha eTHKET Ha JIEKApCTBEHUS NMPOAYKT Ha OBJITApCKU €3HK, ChIbpIKAI Hal-
MaJIKo ciieHaTa HH(pOpMalKs: HAUMEHOBAaHUS/KO] Ha JIEKapCTBEHUS MPOIyKT; UME U aIpec Ha
OTrOBOPHOTO JIMIlE; MIEHTU(UKALUS Ha MapTUATa; MOKa3aHWs;, HAaYMH Ha NPUIIOKCHUE;
HAaMMEHOBAaHME Ha aKTMBHOTO BEUIECTBO/aKTHMBHUTE BEIIECTBA; CPOK HA FOJHOCT; YCIOBUS 32
CbXpaHEHME; O3HAUYEHUE, Y€ JIEKApPCTBEHUAT MPOAYKT CE€ IPENOCTaBsl CaMO B PaMKHUTE Ha
IporpamMara 3a CbCTpajareita ynorpeoa;

9. nmexmapanusi, 4e JIGKapCTBEHUAT MPOAYKT IIe ObJIe MPEeIOCTaBIH CaMO Ha JIEKapH C
MpHU3HaTa CIEHUATHOCT B ChOTBETHATA TEPAlleBTUYHA 00JIACT U KOUTO ca 00y4deHU 3a paboTta ¢
JIEKapCTBEHMSI IPOJIYKT;

10. nexnapamnus 3a cbriacue MAJI na myOnuKyBa Ha CBOSITa MHTEPHET CTpaHUIA
nH(pOpManKs 32 OCHOBHUTE XapaKTEPUCTUKU HA porpaMara 3a ChCTpaaTeNHa ynorpeoa;

11. mucMeHo chriacue OT PbKOBOIUTENS Ha JICYEOHOTO 3aBEICHHE 3a MPOBEKIaHE Ha
IporpamMa 3a cbCTpajaresHa ynorpeoa;

12. noxymeHT 3a CKJII0YeHa 3aCTPaxOBKa, MOKPUBAIa OTTOBOPHOCTTA HA OTTOBOPHOTO
JUIEe W JIEKYBAaIUs/Te JieKap/W 3a MPUYMHEHHUTE NPU WK 10 TOBOJ Ha MPOBEXKIAHETO Ha
IporpamMara 3a CbCTpajareiHa yrnorpeda HeMMYIECTBEH! U UMYILIECTBEHU BPE/IU.

(6) M3nbnHuTENHATA areHIMs MO JeKapcTBaTa MyOJIMKyBa yKa3aHMs 3a IMOJlaBaHEe Ha
uHpopManuaTa u JoKyMeHTuTe 1o wi. 20, ain. 3, 4 1 5 Ha CBOSITa HHTEPHET CTPAHULIA.

Y. 21. (1) B 14-gueBeH cpok OT naTaTa Ha MoJIaBaHe HA TOKyMEHTauusaTa mno 4i. 20,
an. 3,4 u 5 UAJI pasraexa npeJCcTaBeHUTE JOKYMEHTH.

(2) Koraro He yCTaHOBM HENBIHOTH WJIA HECHOTBETCTBUA B IOJaJieHaTa
nokymenTtaiusi, MAJI yBemomsiBa NMHCMEHO OTTOBOPHOTO JIMIE B Cpoka mo ai. 1, ue
JOKYMEHTAIMATA € BaJIU/IHA U ChIJIacyBa Iporpamara 3a CbCTpajaTesHa ynoTpeoa.

(3) Koraro ycTaHOBU HEBJIHOTH W/UJIM HECHOTBETCTBUS B JOKYMEHTAIUATA 1O all. 1,
NAJI yBenomsiBa MUCMEHO OTTOBOPHOTO JIMILIE Ja MPEACTaBU JOMBIHUTEIHA HH(DOpMAIHS 1O
KOHCTaTHUPAaHUTE HEMbJIHOTH W/WIM HECHhOTBETCTBHS B CpOK 10 14 nHM OT pgarara Ha
YBEIOMIIEHUETO.

(4) KoraTto HEmbIHOTUTE W/WIM HECHOTBETCTBUATA Ca OTCTPAHEHM B CpOKa Mo ai. 3,
HAJI yBenoMsiBa OTTOBOPHOTO Jiuie B 14-THEBEH CpOK, Y€ JOKYMEHTalMsTa € BajluJHa U
chIylacyBa IIporpamMara 3a CbCTpajiaTelIHa ynorpeoa.

(5) Koraro m3uckBanmsita mo wi. 19 u 20 He ca usmbaHeHn WAJl He cbriacyBa
IporpamMara 3a cbCTpajiaTeiaHa ynorpeda, KaTo ocoyBa MOTUBUTE 32 TOBA.

Yu. 22. V3mbiHUTETHATA areHIMs 110 JIeKapcTBaTa:

1. yBenoMsBa EBpomneiickaTa areH1us 1o JiekapcTBaTa 3a chrilacyBaHara nporpama
3a chCTpajaTenHa ynorpeda Kato mocousa Jlayid € Heooxoaumo craHosuile or Komurera no
JIEKapCTBEHHM MPOJYKTH 3a XymaHHa ynorpeba (CHMP) 3a ycnoBusita 3a chcTpajgaTenHa
yrnoTpeoa;

2. myOJMKyBa Ha CBOSTA MHTEPHET CTpaHWIla WHPOpMAIMs 3a Iporpamara 3a
ChCTpajaTeiHa ynorpeoa;
3. MOJIIbpPKA aKTyaJ HM3WpaH CIUCHK C JIAHHW 3a BKIIOUEHUTE B Mporpamara 3a

CbCTpadaTCiIHA y1'IOTpC6a MMalfMCHTH, JIeueOHUTE 3aBCACHUS U JICKYBAIUTC JICKAPU;



4. JOKYMEHTHUPA MOJYyYEHUTE ChOOIIEHNUS 32 HEeXeJlaH! JIEKAPCTBEHHU PEAKINH OT
MAIMEeHTH, BKJIIOYCHH B IIpOrpaMaTa 3a ChCTpalaTeIHa ynoTpeda v Tu u3mnpaia B 6azara TaHHU
»fOnpaBumkunanc® (,,EudraVigilance®).

Y. 23. B cayyaute no wi. 22, T. 1 mpoBexIaHeTo Ha mporpamara 3a ChCTpagaTesiHa
ynotpeba Moke Ja 3arl0YHe clie/l [0JIydaBaHe Ha CTaHOBUIIETO oT KoMuTeTa 1o jiekapcTBeHU
IIPOYKTH 3a XyMaHHa ynorpebda (CHMP).

Ya. 24. (1) Ilpu naymume Ha cbriaacyBana ot MAJI mporpama 3a cbcTpamarenHa
yrnoTpeba, JeKyBalMAT JeKap MOXKE Jia YBEJIOMH MAIMEHT ChC ChOTBETHOTO 3a00JIABaHE 32
MIPOBEXKIAHETO i, U 32 BB3AMOXKHOCTTA J1a Ob/Ie BKJIIOUYEH B Hesl.

(2) IMamment moxxke Aa ObJe BKIIOUEH 3a JICYCHHE B IMporpaMa 3a ChCTpajaresiHa
ynotpeba camo cie1 MOANKUCBaHe Ha MUCMEHO HH(POPMUPAHO ChIIacHe.

(3) HudopmupaHoTro chriacue 3a BKJIIOYBAHE B Iporpamara 3a ChCTpajareiHa
ynotpeba Moke Aa Ob/ie OTTETJICHO OT NaI[EeHTa MO BCSIKO BpeMe.

Y. 25. (1) JlekyBamust snekap:

1. yBEAOMSBA OTTOBOPHOTO JIMIIE 33 BCEKH BKJIIOUEH/M3KIIOYEH MAIUEHT B
mporpamara 3a ChCTpajaTesHa ynorpeoa;

2. HOCH OTTOBOPHOCT 3a MPOBEXK/IaHE Ha JICYCHUETO HA BCEKH MAIlMEeHT, BKIIOYEH
B [IporpamMara 3a ChbCcTpajareiHa ynorpeoa;

3. JOKYMEHTHUPA U ChOOIIaBa Ha OTTOBOPHOTO JIMIIE BCAKO CbMHEHHUE 32 He)KEelaHa
JIEKapCTBEHA PEAKIIHS, CBbpP3aHa C JIEKApCTBEHUS MPOIYKT:

a) He3a0aBHO 32 BCUUKHU CEPUO3HU MO03UPAHU HEXKEITAHU JICKAPCTBEHU PEaKIUH;

0) B Cpok 710 15 1HM — BbB BCHUKHU OCTAHAIIN CIIy4aHu.

Yu1. 26. [Tanenture cro011aBaT BCUYKH MMO03UPAHH HEXKETaHH JIEKApCTBEHU peakluu
Ha JISKyBaIIHsI JIeKap, a 1Mo TexeH u3oop u Ha MAJL

Yu1. 27. OTrOBOPHOTO JIHILIE € 3aABIHKEHO J1a:

1. MPOBEXa Mporpamara 3a cbCTpajiaTesiHa ynorpeda Taka, KakTo € ChriacyBaHa
ot UAJI,

2. MIPEIOCTaBH Ha JICKYBAIIUs JIeKap MPOTOKOJIa Ha IporpaMara 3a ChCTpalaTeHa
ynotpeoa;

3. yBenomu MAJI 3a 3anouBane Ha mporpaMara 3a CbCTpajiaTesHa yrnoTpeda u mpu

BKJIIOYBAHE/U3K/IIOUBAHE HA MALIUEHT B HEsA, KATO IIOCOUU JIe4eOHOTO 3aBEICHHE U JIEKYBaIlUs
JeKap;

4. OocHrypsiBa O€3BB3ME3/IHO JICKAPCTBEHUSI TPOAYKT M BCSIKO HU3JIETHE,
He0o0X0IMMO 3a MPUJIaraHeTO My B PaMKHUTE Ha MporpaMara 3a ChbCTpajareiiHa yrnorpeoa,
S. npeaocTaBs Ha JiekyBamus Jjekap u Ha HWMAJl Bcska HOBOBB3HUKHaNA

nH(popMaIus, CBbp3aHa ¢ 0€30MaCHOCTTa Ha JIEKAPCTBEHHS MPOIYKT, KOSATO MOKE /1a IPOMEHU
CHOTHOILIEHUETO MO0JI3a/PUCK;

6. nonara B 0azata gannu ,,}OapaBumxunanc” (,,EudraVigilance) monyuenure
CHOOIIICHUS 32 TOI03UPAHN HEXKEIaH! JICKAPCTBEHU PEaKIMU B CPOKOBETE CHITIACHO WiIeH 24
ot Pernmament (EO) 726/2004;

7. nogaBa B MAJI rogumen nokian 3a 0e30macHOCT, BKJIIOYBAI JAHHHUTE OT
Iporpamara 3a CbCTpajaTesHa ynorpeoa;
8. npencrass B MAJI u Ha nekyBammus sekap npuernte or CHMP cranosuia

cbriiacHo wieH 83, maparpag 4 ot Pernmament (EO) 726/2004 u koHCTaTalu OT MPOrpaMu 3a
ChCTpaJaTeaHa ynorpeda, KOUTO ce MPOBEXKJIAT B Apyra AbpkaBa uieHka Ha EC wnu B qpyra
IbpKaBa — CTpaHa I1o cropasymenuero 3a EUIT;

9. yBeaomu MAJI 3a Beska npomsiHa B HHGopmarusaTa no wi. 20, an. 3,4 u 5 u ga
MIPUJIOKHU CHOTBETHUTE IOKYMEHTH;

10. yBenomu MAJI npu npeacpoyHo npekparsBaHe WIK CIIMPAaHE Ha ITporpamara 3a
chCTpajaTesaHa ynorpeda, KaTo HOCOYM MOTHBHTE 3 TOBA;



11. ChXpaHsBa IsJ1aTa TOKYMEHTAIIMsI TI0 IporpamMaTa 3a ChCTpaJaresiHa ynorpeoa,
Hal-Mallko JIeCeT TOAMHHM Clie]] HEHHOTO 3aBbpIIBaHE WU MPEICPOYHO MpeKpaTsIBaHe, 6e3 1a
ce 3acsrar Apyru pasnopeadu, peryaupaniy 3ana3BaHeTo Ha MeAUIIMHCKaTa JOKYMEHTaIUs;

12. ckirouM 3acTpaxoBKa, MOKpPHUBAIla OTTOBOPHOCTTa HAa OTTOBOPHOTO JIMIIE U
JIEKyBAIIUs/Te JIEKap/u 3a MPUUMHEHUTE MPU WK 10 TIOBOJ] Ha MPOBEXKIAHETO Ha Mporpamara
3a ChCTpajaTeNiHa yrnorpeda HEMMYIIECTBEHU U UMYIIIECTBEHH BPEIH.

Y. 28. (1) IIporpamara 3a cbcTpagaTenHa yrnoTpeda mpoabikaBa J0KaTo:

1. JICKApCTBEHHUAT NMPOAYKT ObJie MyCHAT Ha Iaszapa, HO HE MO-KbCHO OT €IHA
roJIMHa OT 3alI0YBAHETO U; WK
2. OTTOBOPHOTO JIMLE MPEKpaTH Mporpamara IpelcpoyHo, 3a KOETO yBEIOMSBa

HAJL

(2) OTroBopHOTO JHIIE MOXKE Ja MPOABJIKY ITporpaMara 3a CbCTpajaTeHa ynorpeoda u
cien cpoka mo ai.l, T. 1 mpu ycimoBue, ye ca Hanuie oocrosTencTBaTta mo wi. 19 u 20 u cien
cbriacyBase ¢ MAJL

Ya. 29. Ilpu npomeHHu, Kacaelly TEpaneBTUYHOTO IMOKa3aHWE, KOJIMYECTBOTO Ha
AKTUBHOTO BEIIECTBO MJIMU JIeKapcTBeHaTa ()opMa Ha JICKApCTBEHUS NPOAYKT B paMKHUTE Ha
mporpamMara 3a cbCTpajareiata ynorpeda, KakTo ¥ MpOMEHH, KOUTO MOTaT /1a OKa)aT BIUSHUE
BBPXY 0€30IaCHOCTTa Ha MAIMEHTUTE, OTTOBOPHOTO Jiniie nmogasa B MAJI HOBO 3asBicHHE U
nokymeHTanus o ui. 20, ain. 3,4 u 5.

§ 7. B nombnHuTENHATA pasnopenda ce mpaBsT CASAHUTE U3MEHEHUS U IOIbJIHEHUS:

1. HauMeHOBaHMETO ce U3MEHS TaKa:

»»JJOITBJTHUTETHU Pa3nopeoun‘

2. Cp3naBa ce HOB § 1:

»$ 1.,,I'pymna oT manueHTu* e Bcsika rpymna oT OT/AEIHY MallueHTH (T.€. TOBeYe OT eHH),
KOHUTO MOTAT J]a UMaT 110J13a OT JICUSHHUETO Ha OMPECIICHO ChCTOSTHUE. .

3. HoceramuusaT § 1 craBa § la u B T. 2 oT Hero aqymure ,,Komucusra 1o 1eHu u
peumOypcupane ce 3aMeHAT ¢ ,HamnuoHanHHs CBbBET MO LIEHH M peuMOypcupaHe Ha
JIEKAPCTBEHUTE MPOAYKTH .
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