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Hayu4Hu 3aKJ/IlO4EHMA U OCHOBAaHMA 3a NPOMSHA Ha YC/IOBUATA Ha
pa3peweHuero(sTa) 3a ynorpeba



Hay4Hu 3aknoueHus

MpenBna oueHbuYHMA aoknag Ha PRAC OTHOCHO KpamHUsa AoKaag OT HaJloXMIoTOo ce
HEMHTEPBEHLUMOHANHO NOCTMapKeTUHIroBO Npoy4yBaHe 3a 6e3onacHocT (PASS) 3a nekapcreeH(1)
npoaykT(n), cbabpxaw (M) akTUBHUTE BeLeCTBa LMNPOTEPOH/eTUHMAEeCTpaanon, nonagaw(u) B
obxBaTa Ha KpalHusa goknag oT PASS, Hay4yHUTE 3aK/IlOYEHUS Ca, KaKTo cneaBa:

KpanHuaT goknag ot npoy4ysaHeTo no obwa 6asa AaHHM 3a NekapcTBEHa M3MO3BAEMOCT, NpeacTaBeH
oT MPY, 3aeaHo ¢ KpanHMa goknaa oT 06WoTo NpoyyYBaHe 3a leKapCcTBEHa M3NO0N3BAaEMOCT, NpeacTaBeH
ot MPY kaTo otaenHa npoueaypa (EMEA/H/N/PSR/J/0005), e B CbOTBETCTBME C TAXHOTO 3aAb/DKEHME Aa
nposenaT npoyysaHe Ha 6a3a gaHHWM 3a NekapCTBEHa M3MNOM3BAEMOCT, 3a Aa Ce ONnuLAT NpaKTUKUTE 3a
npeanncBaHe Ha SlieKapCTBEHUS NPOAYKT MpU TUMWYHA U KNMHMYHA ynoTpeba B npeacTaBUTENHN FPpynu
OT NpeAnuCcBalLM leKapu 1 a Ce OueHM OCHOBHaTa Npuv4YnHa 3a NpeanucBaHe, KakKTo € HasloXeHo No
npoueaypa EMA/H/A-107i/1357 no 4n. 107i 3a NpoAyKTUTE, CbAbpiKaLLM
LMNpOTEPOH/eTUHMNECTPaanon.

Mopaau ToBa, C orneA Ha NpeAcTaBeHUTEe AaHHW B KpaliHUS A0KaA4 OT NpoyyYBaHETO Ha CbBMeCTHaTa
6a3a faHHW 3a NekapCcTBEHa U3MO3BAEMOCT, 3ae4H0 C KpalHWS AoKNaAa OT NPOYy4YBAHETO Ha
cbBMecTHaTa 6asa AaHHM 3a leKapCTBEeHa M3MNO0NA3BAaeMOCT, NoAaAeH KaTo OTAENHa npoueaypa
(EMEA/H/N/PSR/J/0005), PRAC cuuTa, Y€ NpoMEHUTE B YC/I0BMSATA Ha pa3pelleHneTo 3a ynortpeba ca
OCHOBAaTENHW.

CMDh ce cbrnacsasa ¢ Hay4HuTe 3aknodeHus Ha PRAC.
OCcHOBaHMA 3a NpoOMsiHaTa Ha YCJIOBUMATA Ha pa3peweHnero(saTa) 3a ynorpeba

Bb3 ocHOBa Ha Hay4YHUTE 3aKJIDYEHUSA 3@ pe3y/ITaTUTe OT NPOYYBAHETO 3a sieKapcTBeHus(nTe)
npoaykTt(n), cbabpxaw, (M) aKkTUBHUTE BELLECTBA LNMNPOTEPOH/E€TUHUIECTPaAMON U NpeaMeT Ha KpalHus
aoknag Ha PASS, CMDh cuuTa, 4e CbOTHOWEHMETO Mos3a/puck 3a fiekapcTeeHnsa(ute) npoaykrt(un),
cnomeHaT(n) no-rope, € HENPOMEHEHO C NPeASIoXEHUTE NPOMEHM B NMpoAYyKTOoBaTa MHGOpMaLms.

CMDh pocturHa no craHoBwuule, Ye paspelieHmeTo(sTa) 3a ynotpeba Ha npoaykTute, nonagauw(m) B
ob6xBaTa Ha KpalHus goknaa Ha PASS, TpsbBa aa 6bae(at) nameHeHo(mn).
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YcnoBua Ha pa3pewieHmero(sTa) 3a ynorpeba



MpomeHun, konto TpabBa Aa ce HaNpaBAT B YC/I0BMATaA Ha pa3pelueHueTto(saTta) 3a ynorpeba Ha
nekapcrBeHua(mMTe) NnpoaykT(M), CbAbpPIKallM aKTUBHUTE BellecTBa
LUMNPOTEPOH/ETUHWIIECTPAaAMNOS, 3aCerHaTu B KpalHMUA [QOKNAaA OT HaJI0XXUJI0TO ce
HenHTepBeHLUnoHanHo PASS.

MputexatenaT(nte) Ha pa3pelleHneTo 3a ynotpeba TpsibBa aa npemMaxHe(aT) cnegHoTo (Te)
ycnoBue(s) (HOBUSIT TEKCT € noAYepTaH n yaebeneH, nsTputnaT TEKCT 3a4epkHaT):
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Fpadmk 3a U3NbAHEHUE Ha HACTOSILLOTO CTaHOBMULYEe



Fpacdmk 3a M3NbJIHEHUE HA HACTOSLWOTO CTAHOBULLE

MpuemaHe Ha peweHneTo ot CMDh: aAekemBpu 2016 r., Ha 3acegaHue Ha CMDh

MpeAaBaHe Ha MPEBOANTE Ha MPUIOKEHUSITA KbM | 8 quyapn 2017 r.
CTQHOBWLLETO Ha HALMOHANHUTE KOMMETEHTHU
opraHu:

M3nb/HEHME Ha CTaHOBULLETO OT AbpXaBuTe 29 MapT 2017 r.
uneHku (nogaBaHe Ha 3asiBfIEHME 3@ NPOMSIHA OT
npuTexaTensa Ha paspelleHneTo 3a ynotpeba):




