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Oueuxa HA AoKyMEHTAUI,Ifl 3A CrIIIECTBEHA TIPOM.flHA B KJII,IHI,TqHO I,I3TIIITBAHE

C JIEKAPCTBEHPI NPOAYKTI,I

1. Ilenra Ha nporleAypara e Aa ce orpeAenn peAbr 3a orIeHKa Ha,4oKyMeHTarlrnr ro
nOCTbIIHJIO 3atBJIeHI,Ie 3a CbIIleCTBeHa npOMrHa B KJIIiHHqHO I,I3IILITBaHe,

Ilonrlfino noJIoxHTeJrHo cTaHoBHrrIe.

2. O6xsaqa Bcr4qKr4 3aflBJreHr.rr 3a cbrr{ecrBeHa [poMqHa, npeAcraBeHI,I sa

craHoBr4rrle Ha Kou r,rcurra
3. OrronopHocrra no r,r3rrbJrHeHr,rero e Ha npeAceAareJrr, r{JreHoBere I{ BIHLIIHI.ITe

eKcneprn xru Kouttcnsra.

4. floryuenrrr, Heo6xoAHMn 3a rr3nbJlHeHlrero Ha rasu COII
COn_0 8_QopMynrp_0 I _Check_li st_

5. HopuarusHrr aKToBe H AoKyMeHTrr, H3rroJI3BaHH 3a tr3rorBqHero Ha ra3n
coII
5.l.3arcoH sa JreKapcrBeHnre npoAyICrH B xyMaHHara MeALIqI,IHa (3JIIIXM) (o6H.

o6n., ,{B, 6p. 3l or 13.04.2007 r., n clrrla or 13.04.2007 r.)
5.2.Hapea6a J\! 3l sa onpe4eJrflHe Ha npaBl,Inara sa,{o6pa KJII,IHHT{Ha npaKruKa
(o6H., AB, 6p. 67 or2007 r.);
5.3. llpuloxeHr{e Jll! 3 rrrr,r Hape46a }lb 3l - rpHHrIHnIrre na ,{o6para KruHnqHa
Ilpaxtuxa (IKII)

6. flpoqegypa
6.1. O6tqr roroxeHrq
6.2. CrqecrseHa npoMflHa B npoBexAaHero Ha npoyr{BaHero e BcflKa npoMflHa B

nporoKona ulunu n raHQoprraaql,IflTa I,I B AoKyMeHTaIIHsra, [peAcraBeHa flpu
rroJlyqaBaHe Ha nbpBoHaq aJIHoTo cTaHoBI,Iue, Kofl To noBJIHfl Ba:

o 6elonacHocrra uln SusuuecKara lt ncuxuqecKara HenplrKocHoBeHocr Ha

YITACTHI,IqI,ITE;

. Hayr{Hara crofiHocr Ha nporlBaHero;

O IPOBEXAAHETO IJII,I OPTAHI,I3AIII,IflTA HA NPOYqBAHETO;

o KarlecrBoro r4Jrr,r 6esonacuocrra Ha ssrofi or LI3nHTBaHI,ITe JIeKapcrBeHIi

npoAyKrI4.

6.3. CrqecrseHa npoMflHa B KJIHHHTIHo H3[HTBaHe e HaJII'Iqe, Kolaro uua
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