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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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ET]4L{ HA KO M t4Cl4F 3A Krl 14 H lrlt{ H 14 il3n UTBAH 14R
Crangaprxa oneparuBHa npoqeAypa Ne 08 OqeHra Ha AoKyMeHraLus 3a cbqecrBeHa npoMFHa B

KnrHuqHo uSnnTBaHe c fleKapcTBeHI npoAyt(Tr4

6.4.

6.5

6.7.

6.6.

[poMrHa B AaHHrrre, rrocor{eHu n llpuloxeHne Ns 3 Ha Hapea6a J',lb 31.
3aqszreaxt Moxe Aa nocoqu B 3aflBJIeHI,Iero cH 3a cbuecrBeHa [poMrHa
caMo eAHo o6crolrelc'rno, Koero noAJrexu Ha npoMrHa :artl HqKorKo
o6croqrercrBa Ho caMo B egua o6lac'r.
Brsroxr4re;rrr Moxe Aa npfinoxr4 fina*vpaHn cbrr{ecrBeHr,r [poMeHH B

npoToKona Ha r,r3rrlrTBaHeTo r,r cbrrbTcTBarrlaTa AoKyMeHTarIr4fl, CaMO CJreA

Karo KoNaucfiqra e Aana rroJIoxLITeJIHo craHoBl,tqe, vgrl.bltHvlreJlHHrr

AHpeKTop ua Hsnrlgr,rreirHara areHrlr{.,{ rro neKapcrBara e v31at nucMeHo
pelpe[reHue 3a roBa r,rJrr,r Bb3JroxvrrerflT He e yBeAoMeH or Ilsn'btrtuteJrHara
areHqr4.rr no neKapcrBara 3a HenplreMaHe Ha npeAJroxeHr4Te nponaenu (sa
rrpoAyKTr,r no r{Jr. 109, r. 3).

BrsroxilreJrrr Moxe Aa npunoxv rrnatnpaHn cbrlecrBeHl,r [poMeHr,r B

rrpoToKona Ha r43nI,ITBaHeTO 14 CBnbTCTBarrIaTa AOKyMeHTaqt4q [peAH
o4o6penuero Ha Kol,tttcuqra, aKo npoMeHrrre ce HaJlarar, 3a La ce 3arrlrrrflT
yqacTHurlr,rTe oT HenocpeAcTBeHa onacHocT flpu Bb3HLrKBaHe Ha HOBa

uuQopuaqur, cBBp3aHa c npoBexAaHero Ha r,r3[HTBaHero r,rJru c
p aspa6ornaHero Ha H3 rt r.rrBaHr,r, neKapcrBe H npoAyKT.

B resu cilyl.au Bb3Jroxr,rremr rpr6aa Hesa6asHo 4a r,rntpopullpa Korrlncurra
3a HaJrr4r{Hara HoBa HHQoprvraqur, 3a B3eTHTe MepKH H 3a [p[noxeHHTe
rrpoMeHH B rrpoToKona.

BrgloxureJrflT Moxe rro BcrKo BpeMe ra r,paBn npoMeHr4, pa3nr,IrtHl,t or
cbrrlecrBeHure npoMeHrr nocoqeHu n flpnloxeHue J\b 3 or Hapeg6a Il! 31.
IIpu lrpHnoxeHH npoMeHH, KoHTo He ca cbrqecrBeHr.r, Bb3JroxHTeJrflT
cbxpaHflBa AoKyMeHTarMflTa, cBbp3aHa c [poMeHr,rTe, v s, [peAocTaBfl Ha

Kolrucuqra npu [o[cKBaHe.

7. Oqenxa Ha AoKyMeHTarIufl tro cbrrlecrBena rrpoMflHa

7.1. Oqesxam Ha AoKyMeHTarIH-,r no cbrrlecrBeHa npoMflHa rlent,t Aa ce norBbp.qu,
qe cJreA [pr4noxeHHe Ha rrnaHHpaHr.rTe npoMeHH orIeHKaTa 3a

noJroxHTeJrHoTo cboTHoureHr.re MexAy pHcKoBeTe r4 [oJI3HTe ce 3aniBBa.

7.2. Kouucugra orleHflBa Hayr{Hara, MeAuur.rHcKara H err,rr{Ha crpaHa Ha

npeAnoxe HaTa cbruecTBeHa rrpoM.rr Ha.

7.3. Koraro e ueo6xoAuMo, c orneA no-npeqr{3Ha orIeHKa Ha ropeflocoqeHr,rre
acneKTI4 Ha npeAnoxeHara cbrrlecrBeHa npoMflHa EKKI4 Moxe Aa npHBJrHqa

H BbHIIIHII eKcIIepTu. lls6oprr HM ce [3BbpIIrBa Bb3 ocHoBa Ha flpeAnoxeHne
Ha qJreHoBe ua EKKH r c o4o6peHr,re Ha llpe4ce4arelr.

7.4. Ouesrara Ha AoKyMeHTar.Ir.rflTa no cbrrlecrBeHa flpoMflHa no Bb3MoxHocr ce
r,r3BbprrrBa oT eKcnepTa, H3BbprrrHn nbpBoHaqaJrHaTa oueHKa Ha

npoyqBaHeTo.

7.5. 3aqsreHusra 3a cbrrlecrBeHr.r npoMeHH, BKJrroqeHlr B AHeBHHfl peA ce
pa3npeAeJlrT 3a npefneA H orIeHKa MexAy qJreHoBeTe Ha KoMHcHflTa Ha

caMoro 3aceAaHr,re.

7.6. r{reHosere ua Kouucr,rflTa ce 3ano3HaBar c Marepr.rannTe npeAr.{ 3aceAaHr{ero,
Karo Marepvailvffe ca Ha pffinoJroxeHr4e Ha r{reHoBere sa KouucvflTa He no-
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ETHL{ HA KOMI4C]4F 3A Kn t,l H}ltl H 1,.l h3n HTBAH 14fl
Crax4aprxa oneparuBHa npoqeAypa Ne 08 Oqexxa Ha AoKyMeHTaqhe 3a cbt4ecrBeHa npoMeHa B

KnrHt4qHO 143n[TBaHe C neKapCTBeHu npOAVKTtt

MaJrKo or 4 .{aca npeAu Har{anoro Ha 3aceAaHr,rero.

C'rauo n uulero B KJrroq Ba orIeHKa Ha aKTyan H3r,rpaH rrre LaHHvt

craHonurqero 3aBbprxBa cbc 3aKJrroqeHr,re Ha eKcnepra Aalrv, cneA flpprJraraHe
Ha npoMf,Hara csorHorueHHero MexAy noJr3ara lr prrcKa no or 3JIrIXM ce
3ana3Ba.

7.7

7.8

8. BseNraHe Ha pe[reHue rro cbrrlecrBeHa rIpoMqHa
8.1. Brg ocnosa Ha orleHKara B craHoBlruero Ha eKcnepra u npoBeAeHoro

o6crx4aue, Kouuczara rnacyBa craHoBrrule rro 3aflBeHara cbrqecrBeHa
npoMf,Ha.

8.2. B clyuaure no r.7.5 eKcneprHoro craHoBurrle Moxe Aa ce rpeAcraBu ycrHo
lpeA ocraHalluTe qJIeHoBe Ha KoMI,ICll.fiTa, Bb3 OCHOBa Ha KOerO qJIeHOBere Ha
KOMITCUTTa rnacyBaT I{ B3eMaT OKOHqaTeJTHO CTaHOBr,rUe 3a np[naraHe Ha

csqecTBeHaTa npoMrHa.

8.3. Cercperapxr or6ersgga B nporoKona pe3ynrara or r'nacyBaHero rr B3eroro
cTaHoBr4rrle.
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