
ETNT{HA KOM14C14F 3A KNNHUL{H]4 NSNHTBAH]4F
Crax4aprna oneparrBHa nporle4ypa Ne 9

Ha KnUH14t{Hl,l U3nITBaHUq C H14 KT14

Yraupgun:

E-p Cme$au fluuumpoe
Ilpedcedamen ua EKK4

B crna or: 1.0..:.0.t'zozo 
'oo.

TBxv tq HAA3op HA KJrrlHr{qHI,I II3rII.{TB Alat4rrr c JI EKApcrBEHr,I tt poAyKTu

1. I{erra Ha npoueAypara e Aa ce onpeAenfi peAbr 3a npoBexAaHe Ha reKyrrl HaA3op
BAPXY XOAA HA KJIHHHI{HH H3III,ITBAHH', IOJIYI{HIH TIONOXI,ITEJIHO CTAHOBI,IqE OT

Kotrrucurra.

2. O6xsaqa BcLIqKH KIHHI,I.IHLI LI3[HTBaHr,r[, noJryqr.rJru rroJroxr,rreJrHo craHoBurrle or
Kouucnsra

3. Orronopuocr no I,I3nbJrHeHr.rero e Ha npeAceAareirrr, 3aMecrHuK-npeAceAareJrflT,
r{JreHoBere u ceKperaps sa Kouucu.sra.

4. HopuarunHu aKToBe H AoKyMeHTH, H3noJr3BaHu 3a rr3rorBrHero Ha rasu COII
4.1. Hapea6a J\! 3l sa onpeAenflHe Ha npaBr4ilara sa [o6pa KJrr.rHrrr{Ha npaKrnKa (o6n.,

AB, 6p. 67 or 2007 r.) ;

4.1.1, flpuloxeuue l,,l! I - npr,rHrlr,rrure na,(o6para Krr,rHr.rqHa rpaKTr4Ka (IKII)

5. flpoqesypa

5.1. YneaoMJreHHe 3a 3a[oqBaHe Ha KJTHHHTTHo H3rrlrrBaHe

5.1.1. CleA 3a[or{BaHe Ha KJrrrHr4rrHo r,r3nr,rrBaHe Ha neKapcrBeH [poAyKT
(nxlrovraHe Ha flbpBr,r naqpreHr Ha replrropr,rflTa Ha P.Ernrapur)
Bb3JIoxHTenrt un$opMnpa B nr'{cMeHa Sopua Kouucu.sra. YseAoN,rreHuero
cbAbpxa raHQoprr,taqr,rfl 3a 3arnaBuero H KoAa Ha I43[HTBaHero, Bb3Jroxr,rreJlfl,

Aarara Ha BKJIIoT{BaHe H KoA Ha flbpBr,rr naqueHT, rIeHTbp, s xoftro e BKJrroqeH

rrbpBl4f [auueHT.

5.1.2. YseAoN,rreuuero no r.l.l. crasa B paMKr{Te na 15 AHr,r or BKlrroqBaHero Ha

nbpBlrfl narlr4eHT B ueHTbpa.

5.1.3. YseAorureHl{ero no r.l.l ce BbBexAa s 6a3am AaHHH rtpu cborBerHr,rr 3anr.{c

Ha 3a.flBJleHr,reTo 3a [poBexAaHe Ha KJr[rHr4r{HoTo H3nHTBaHe

5.2. florc.naAn or H3cJreAoBareJrfl 3a flporpeca Ha ll3rrrrrBaHero

5.2.1. Kouucuma npoBexAa reKyul HaA3op HaA BcflKo flpoBexAarrlo ce KJrr,rHHqHo

H3nlrTBaHe qpe3 H3r,rcKBaHe Ha AoKJraAr.r 3a npofpeca Ha [poyqBaHeTo.

5.2.2. Axo 4pyro He e flocoqeHo B craHoBl,ruero Ha Kouttcnrra, AoKJIaAH 3a

nporpeca ce npeAcraBrr BeAHbx roAuruHo. 3a H3[I,rrBaHI,Ifl c

npoAbnxr,rTeJrHocT noA eAHa roAr{Ha, AoKJraA ce npeAcraBfl cneA I,I3THqaHe Ha

noJroBr4HaTa oT cpoKa Ha npoTHr{aHeTo My.

5.2.3. flpu nonuueH pHcK Ha H3nLITBaHero (yuacrl,Ie Ha yfl3BLIMH rpynu, paHHa

Sasa Ha pa3Br,rrr,re Ha rpo.qyKra (I-II), rrbJIHo nraqe6o paMo I,I lp.) Korur,rcraqra
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ETHqHA KOMI4CI4F 3A KNNHUL.IHN ]43NHTBAH14F
Crax4aprxa oneparuBHa npoLleAypa Ne 9 Texyq HaA3op Ha KnrHuqHr usnlarBaHtae c

neKapcTBeHu npoAyl(T1/r

MOXe Aa Il3llCKA nO-qeCTO [peAOCTaBrHe Ha AOKJTaAH 3a nporpeCa.
HszcrcsaHero 3a [o-qecru AoKnaAH e ra3pr.{qHo rrucMeHo.

5.2.4. AoxraAnre ce npeAcraBrr or B63Jroxr4Terfl. vrt rJraBHr,rfl / xopguHupaqur
H3cneAoBarer (sa MHoroueHTpoeo npoyveaue).

5.2.5. B AorraAure ce BKJroqBar cneAHVTe AaHHvr:

. uAeHTlrtpnxaqur Ha npoyr{BaHeTo

. npoMeHL sa neplroAa: B [poroKoJra, n raHsoprrar4paHoro cbrJracHe;
aKTyan r,r3 arl vv Ha 6poruypara Ha r.r3cneAo Baren, ;

. NPOBEACHU CPEUU HA HE3ABHCUMA KOMLICIdfl 3A OIIEHKA HA AAHHI,ITE U

npenoprrure fi;
. 6pofi cKpkt HHpaHr4 [au[eHTu [o rIeHTpoBe,6poit BKJrroqeHr4 rraq[eHT[;
o OTIIOAHaII,I naIIUeHTI4 CneA BKJIIOqBaHe B npOyqBaHeTO - C nOCOr{BaHe

lplrqHHr,rTe 3a [peKpaTfl BaHe yqacTr.reTo ;

O HaCT6rIHNI,{ CEPI4O3HI,I HEXCJIAIU C'S1VWIfl, CEPUO3HI,I HEXEJIAHN PEAKIII,IH
u/unu cMbpreH I43xoA npu narII4eHTu B npoyr{BaHero.

5.2.6. ,{oxna4ure ce nperJrexAar or ceKperapfl Ha KoMuc}rflTav ce perrrcrpr{par B

1asara AaHHn flpu c6orBerHr.{, 3anr.Ic Ha 3arBJreH[Iero 3a KruHr.rr{Horo

u3rrlrrBaHe n rpaQara "reryul HaA3op"

6. ,(orc.naqu H rrpenopbKu or He3aBucrrMa KoMncHq 3a orleHxa Ha AaHHrrre

6.1. flpu nocrrflBaHe Ha AoKJraAra or He3aBficvMa KoMlrcr4fl 3a orIeHKa Ha AaHHHTe,

AoKnaAlrre ce npernexAar or onpeAeneH or npeAceAarerfl, qJreH Ha Kouucurra (uo
rpynr4 rpoAyKru ulutru noxasaHnr).

7. VseAorufleHne 3a flpuxirroqBaHe Ha rrpoyqBaHe

7.1. Brgroxnrersr rrucMeHo yBeAoMrBa Kouucusra 3a [pr.rKrroqBaHero Ha

H3nr4TBaHero Ha repuToplrflTa Ha crpaHara. Aro a o4o6peHlrfl or Kouucusra
rrpoToKon He e H3pHrrHo rrocoqeHo Apyfo, 3a [puKnroqBaHe Ha v3flvffBaHeTo ce

cr{rrTa [ocJreAHoro noceuleHue Ha yqacTHr4K B Hero.

7.2. VseAoN.{aeHr{ero ce noAaBa uo o6paseq, yrBbpAeH or HsnrrHurerrHrrflT Ar.rpeKTop

sa ZgnuulrreJrHara areHrlr.rfl rro neKapcrBara tro peAa Ha ur. 19., an. 1 or Hape46a

J,,lb3l. O6pa3eubr Ha yBeAoMJreHrrero e ny6ruxyBaH Ha HHrepHer-crpaHr.ruara Ha

Ili.A]1.

7.3. YseAoN,ureHr,rero ce noAaBa B cpoK 90 anra or npuKJrroqBaHe Ha flpoyqBaHero.
Koraro Lr3[r,rrBaHero ce flpeKpar]r [pexAeBpeMeHHo, Bt3Jrox[Teirrr yBeAoMflBa

KoMraorrrra B cpoK Ao 15 lnu or BeMaHero Ha pe[eHr,re, Karo npeAcraBfl

npHr{I4HI,ITe 3a TOBa.

7.4. 3a flpoyr{BaHr.,r.flTa, flpeKpareH]r npexAeBepeMeHHo Koruucllxta [peIIeHrBa

3HAI{EHHETO HA NPHIII,IHHTE 3A NPEXAEBPEMCHHO IPEKPAT'BAHE 3A APY|I,I

pa3perueHlr H3rr]rrBaHur (crc cbrrllrfl r.r3nHTBaH npoAyKT u/uttw gusafiu, MeroAI,IKa,

H3nOn3BaHU eLHLt Vt CbrrIU MeCTa Ha [pOr,I3BOACTBO Ha ]I3[UTBaHLITe [pOAyKTI4 I,I

Ap).

8. Ilpueru H o6pa6orKa Ha oxoHqareJrHrr AoKJIaAU or KJIIrHIrrrHo [poyqBaHe
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ETHI.{HA KOMHCI4F 3A KNNHULIH]4 N3NNTBAH]4ff
Cran4aprna onepar[BHa npoLleAypa Ne 9 TeKyq HaA3op Ha KnlaHrqH]4 u3ntarBaHre c

fleKapcTBeHI npoAyl(Tr4

8.1. BrgroxnrenflT npeAcraBfl. Ha Kouucusra oKoHqareJIeH AoKnaA or Knr{H}Ir{Horo
H3rrr.rrBaHe (vr. 143 or 3JIIIXM). .(orna4rr cneABa Aa ce rpeAcraBu e cpox go I
roAprHa cireA rrpHKJrror{BaHe Ha npoyrrBaHeTo.

8.2. AoxnaArr ce [peAcraB, B rrtJreH o6ena Ha eneKrpoHeH Hocr,rreJr.

8.3. PesroN{e Ha AoKnaAa ce [peAcraBf, Ha xaprlreH Hocr,rreJr.

9. Ilpegocranfl He Ha *urQoprvraq ils. Ha yrracrHrrrl[ B rr3rrr.rrBaHero

9.1. flpeAceAareilflT vtrrvt [ocorreH or Hero qreH orroBaprr Ha Bbnpocu H rrpeAocraB,

Ao[bnHr,rrenHa zn(popMauu, Ha yqacrHrdrrn B KoHKperHo pr3nrrrBaHe.

9.2. llpu HcKaHe Ha AonbJlHrrreJrHa r.trQopnraqra.,I or yqacrHr.rqu B lr3rrlrrBaHero,

onpeAeneHr.r.flT r{reH or KoMucr.r-f, ocr.rrypflBa rasu un(fopMarlu, rr orroBap, Ha

rrocraBeHr4Te Bbnpocr4 B rrr.rcMeHa uluttu ycrHa (loprraa.

9.3. flpeAocranflHero Ha raHt[oprraarlr4q Ha yqacrHr,rrlr4 e c ocHoBHo BHr{MaH}re KbM

npaBara prM Karo narIHeHTH H yqacrHr,rqr,r B pr3rrr,rrBaHero (npaeo Ha orrerJrrHe no
BcrKo BpeMe, npaBo Ha o6esqereHlre, flpaBo Ha Bb3craHoBflBaHe Ha pa3xoAl,r, npaBo
Ha nntpopuraI1r4fl npu HoBr,r AaHHra sa npo4yxra).

9.4. llpr ueo6xo4uuocr or AonbJrHHTeJrHara nnQoprrraqus rro orHorueHr.re Ha

KoHKpereH rpoAyKT ulutu flporleAypa tto H3nHTBaHero, yqacrHr,rKrT Moxe Aa 6bAe

Hacor{eH KbM He3aBHcuMvtfl. eKcflepr, orleHl,rn npoyqBaHeTo npl4 nbpBoHar{iulHoro

craHo Br4rrle (cre4 HeroBoro ctrlacue) I,I JII,I rJIaB HI,II I,I3cneAoBarer.

10. [pyrn AoKyMeHTr.r ro rpocaeAqBaHe xoAa Ha ogo6peun H3rlrrBaHufl

10.1. Karo qacr or reKylrll4fl HaA3op ce pa3rnexAar:

o [oKJIO.([I oT cTpyKTypaTa 3a KoHTpon Ha KJII,IHHqHI'I I{3nl4TBAHnfl, Ha HAJI nO

H3BEp[reHI4 npoBepKu Ha npoBexAaHeTo Ha KruHI,Ir{HvI v3ilvrBaH,',.fl,;

e [oKno.{u or klAII3a rocrbrrura uHoopua\vfl sa rpeKparrBaqe ,ttu BpeMeHHo

npeycraHoBflBaHe B Apyrr4 crpaHr,r Ha pa3peueHll 3a repl,ITopl{flra sa P. Etlrapur
KJII'HIITIHI,I PI3IIUTBAH Hfl ;

. HH(bopMarlr,rfl 3a r,r3r,rcKBaHu or VIAII ctIIIecrBeHH rpoMeHI,I B pa3peueHl4

KJIHHI,II{HI,I U3 NHTBAHI,Ifl ;

o /B0[oMJreHr,rfl 3a cflnpaHe npoBexAaHeTo Ha H3[r4TBaHeTo I4JILI Sa6pana or ITIAJI

(roraro r43nlrrBaHero ce [poBexAa trpu ycnoBl,rr, pasnI,ItIHIa or o[peAeneHI,ITe IIp]I

rEAaBaHe Ha pa3perneHr,rero, LtJtv e HaJrr,rqe ranipoprraaqrafl 3a onopor{aBaHe Ha

HayqHara BaJrr4AHocr Ha r,BnlrTBaHero HJrr,r cbrqecrByBa pHcK sa 6esonacHocrra Ha

yuac'rHuqure)
r )B0,(OMJIeHI,L 3a CneIIIHH MepKI'I, npeA[pI4eTH OT Bb3IO)K]ITeJL u/unU

r43CJIeAOBaTeJL 3a Ia [peA[a3flT yr{acTHHIlHTe B KJIHH}II{HOTO I43nHTBaHe OT

BHe3anHo Bb3Hr,rKHaJrr4 pr4cKoBe 3a rrxHara 6esouacHocr I,I 3ApaBe (csu.un.l32 ot
3nnxM)

11. L{xlara rocTsnr,rJra raHsoprr,raqr,rfl no reKyrrlrrfl HaA3op ce npeAcTaes sa o6crNAaHe B

Kouncngra B xoAa Ha peAoBHr,rre 3ace4annr., Karo B3erIlTe peuIeHLIfl ce

npoToKoJII{par.
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