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IIpennoxenue 3a pe3oaouus Ha EBponeiickusi mapjaMeHT 0THOCHO KOHTPOJIA 10
OTHOIIIEHHE HA JIeKapcTBaTa U pasnpocrpaneHueTo uM B EC upe3 yHuBepcaana 6a3a
JaHHU

Eeponetickuam napramenm,

- kato B3e npensua Permament (EO) Ne 726/2004 na EBponieiickust mapJiaMeHT U Ha
CsBeta ot 31 mapt 2004 r. 3a ycTaHOBsIBaHE Ha Ipoleypu Ha OOLIHOCTTA 32
paspeliaBaHe U KOHTPOJI Ha JIEKAPCTBEHU MPOAYKTH 32 XyMaHHa M BETepUHApHA
ynoTpeba u 3a ch3aBaHe Ha EBporieiicka areHuus mo Jekapcrnara,

— KaTo B3€ MpeaBu WieH 133 oT cBOS MpaBUIHHK,

A. kato uma npensun, 4ye EBpomneiickust crio3 (EC) BbBee cTpora cucteMa 3a OlleHKa Ha
0€30MMacHOCTTa Ha JIEKApCTBEHUTE CPEJCTBA, MOJIYUUIIU pa3pellieHHe 3a MyCKaHe Ha
nasapa, ¢ el MpearnprueMane Ha OIXO SN JeHCTBUS, KOTaTO TOBa € He00X0IMMO 3a
3aluTa Ha 0OIECTBEHOTO 3/PaBe;

b.  kato uma npensun, ye EBponeiickara areHIus 1o JieKapcTBaTa Urpae KJIIoUoBa poiis
IPU YIPaXHIBAHETO HA KOHTPOJI [0 OTHOLIEHHE Ha O€30MaCHOCTTA Ha JIEKApPCTBEHUTE
npoayktu B EC;

B. karo uma nmpenBua, ye EBpormneiickara areHIus mo JekapcTpara myoJInKyBa
peIynpexaeHUs BbB Bph3Ka ¢ O€30MaCHOCTTA Ha JIEKapCTBaTa 3a MAIlHeHTUTE, KOTaTo
MPENOPbYBA U3BBPIIBAHETO HA CHIIIECTBEHU IPOMEHU IPH MPOLECA HA U3/]aBaHE Ha
Pa3pELIMTENHO 32 JAJEH JEKAPCTBEH MTPOAYKT;

1.  mpukanBa Komucusra ga B3eme TOBa peABHI, C e YIIPAKHIBAHE HA TIO-TOJISIM
KOHTPOJI 110 OTHOIIIEHUE Ha 6€30aCHOCTTAa U 0JIArOCHCTOSIHUETO Ha TPaXKIaHUTE HA
Cplo3a 1 1a cb3/1ajie eBpolneiicka 06a3a TaHHU 3a JIeKapcTBaTa, Kilacu(uUUpaHy B
3aBHCHUMOCT OT OOILUTE UM XapaKTEPUCTUKH, C LeJI yJIECHIBAHE HAa HAyYHUTE
U3CIIeIBAaHMSI BB BPB3Ka C JIGKAPCTBATa C IMOJOOHU XapaKTePUCTUKHU, KAKTO U
JIEYECHHETO Ha eBPONEHCKU TpakJjaHu, MpeOUBaBally B 4y KOMHA 3a KpaTbK [IEPUOJL OT
BpeMe, Upe3 yJIeCHsIBaHEe Ha KOHTAKTUTE C TOJIEMUTE €BPONECHCKH [IEHTPOBE 32 JICUCHHE
Ha 3a00JsBaHusl.
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