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HacpovnaHe Ha 3aceAaHuq. OnpegenrHe Ha AHeBeH peA.

Ile.nra Ha rrpoueAypara e Aa ce orpeAenu peAbr na pa6ora npr.r Hacpor{BaHe Ha

3aceAaHue, H3roTBflHe Ha AHeBeH peA, peAbT Ha BKJ[OrrBaHe Ha 3AfBIIeHIdfl 3a

KJIHHuqHu pl3nl4TBaH[r/uenutepneHrrr,roHanHn npoyqBaHr,rfl r,r cbrrlecrBeHu npoMeHl,r,

KaKTo H nocrtnr.rJrara B fiepuoAa MexAy 3aceAaHr4-,rra sa EKKH BxoArrrla floula, 3a

pa3rnexAaHe or EKKI4.

2. O6xsaua 3arBJreHl,rfl 3a craHoBHUIa tro HoB[r KJrHHr,rqHr4 r,r3rrurrBaHVfl Ha neKapcrBeHu
npoAyKTr,r u MeAHTIHHCKH vB.4etvfl, 3aflBJreHr.rf, 3a cTaHoBHrrIa no cbrrlecTBeHr,r

npoMeHr4 B KJrr,rHr,rr{Hr4 r,r3nr{TBaHH, Ha JreKapcTBeH[r [poAyKTr,r u MeAHuHHcKr.r

u3lleilvfl kl Bcr,rqKrr Apyru AoKyMeHTlr BbB BpBKa c pa3per.rreHr,r KJrkt Hr4qHLr

H3NVTBAHI/fl,.

3. OrronopHocrra no r43n6JrHeHuero e Ha 3aMecrHuK-npeAceAareJrfl r4 cerperapfl Ha

EKKI4.

4. floxyueHrn, ueo6xo4utuu sa H3rrbJrHeHnero Ha rasu COII
4. l. Cofl_04_Sopl,ry.rup 0 l_Ddneven red
4.2. COtl _04_$opl,ryrrp 0 I _Prisastven I ist
4.3. Coil_04_Sopr',rynrp 02_Protocol

5. HopuarunHrr aKToBe rr Aor(yMeHTrr, u3noJr3BaHr,r 3a H3rorBrHero na rasu COfl
5.1. Hapes6a lllb 31, o6u. AB, 6p. 67 or 17 .8. 2007 r.

6. Ilpoqesypa
6.1. EKKI4 3ace4aBa Hafi-uarxo qerupu nbrrl Mecer{Ho.

6.2.llo npeAnoxeHne Ha npeAceAareJrr, 3aMecrHlrK-npeAceAaren, r.urr.t r{reHoBere npu
Heo6xoAuuocr EKKH Moxe Aa npoBexAa rr3BbHpeAHu 3ace1aHnfl.

6.3. OnpeaeJrrHe Ha AHeBeH peA

6.3.1. ,(uenuurr peA Ha npeAcrosuo 3aceAaHr,re ce r,r3rorBfl or Cerperapr ua
EKKI,I H ce cbrJlacyBa c rrpeAceAareJrflT r,r 3aMecrHr,rK-npeAceAareJrfl Ha

EKKH He ro-KbcHo or Kpafl ua pa6orHufl AeH 5 xaleu4apHr,r AHH npeAu
3aceAaHr,rero.

6.3.2. 3auecrHux-npeAceAareJur, cJreA cbrnacyBaHe c rpeAceAarenfl na EKKI4
yrBbpxAaBa AHeBHHfl peA u ro H3rrpaqa Ao qneHoBere Ha EKKI4 He no-
KbcHo or Kpafl ua pa6oruut 4 rcarcugap:au AHrr npeAr.r 3aceAaHuero.

6.4.,{uenHr,rrr peA 3aAbnxureJrHo BKJrroqBa:
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Cran4aprxa oneparuBHa npoqeAypa Ne 04.

Hacpoveaxe xa gaceAaHuc. OnpeAefleHe Ha AHeBeH peA

- ycTaHoBrBaHe KBopyM 14 peAoBHocT Ha 3aceAaHr{eTo;
- o4o6peHHe Ha nporoKona or npeAur.xHoro 3aceAaHue;
- AeKnapa\Afl3a roH$lnxr Ha HHrepecu;
- pa3rnexAaHe Ha 3aflBJIeHI,L 3a rrpoBexAaHe Ha KJrHHr,rqHr,r rr3nr4TBaHr,r, c flocor{eH

BXOATIII HOMep Ha 3arBJIeHneTO, TeMa Ha [3[r,rTBaHeTO, KOA Ha [pOTOKOla r4ItU

nJIaHa, 3arBHTeJI r,r eKClepT 3a oueHKa;
- pa3rnexAaHe Ha orroBopH Ha sa6erext<u u/unu AorrbnHr,rrenHr4 AoKyMeHTr,r IIo

3aflBJIeHlL 3a IIpOBeXAaHe Ha KJr[HHqHr,r H3rrHTBaHr,rf, c nocot{eH BxoMrII HoMep
Ha 3arBJIeHI4eTO, TeMa Ha Ir3nI,ITBaHeTO, KOA Ha npOTOKOilaI/.JIVL tIJIaHa, 3AflBuffeilI.d
eKc[epT 3a oueHKa;

- pa3ulexAaHe Ha 3afBJIeHIlfl 3a csqecTBeHH [poMeHr,r c flocor{eH Br4A Ha
cbIIIecTBeHaTa rlpoMflHa, BXOATTII HOMep Ha 3arBJreHr,reTO, KOA Ha rrpOTOKOila UilyI
IUIaHa Ha KII4HHT{HOTO I,I3[I4TBaH9,3AflBytTeA r,r eKC[epT 3a oIIeHKa;

- pa3rnexAaHe Ha orroBopu sa ga6erexnt4 Lilvnv AonbJrHrrrenHr,r AoKyMeHTlr rro
3AflBre}Ildfl,3a C6ITIeCTBeHI,I npOMeHH C nOCOqeH Br4A Ha Cb[IeCTBeHaTa npoMflHa,
BXOAflTII HOMep Ha 3aflBneHr,reTo, KOA Ha [pOTOKOila VilU nnaHa Ha KJTIIHI4qHOTO

H3rrr,rTBaHe, 3a.rrBr4TeJr 14 eKcrrepT 3a otleHKa;
- ApyfH AoKyMeHTpI [OAnexaIqH Ha pa3rJrexAaHe - c nocoqBaHe Ha Tr.tn AoKyMeHT,

npoAyKT ulutu r43rrr,rrBaHe,3a Koero ce orHacrr;
- Apyru Bbrrpocu, floAJrexaqu ua o6crxgaue.
6.4.1. IIpeaJIoxeHI,Ifl 3a ra3MeHeHHe pr Ao[bnHeHue Ha AHeBH[rfl peA Morar Aa flpaBflT

BCUI{KI4 I{JIEHOBE HA EKKI,I HE TIO-KbCHO OT I AeH cneA [olyqaBaHeTo Ha

AHeBHHfl peA no r.6.3.2 or Hacroflrrlara COil i{b 04.
6.4.2. llpegJloxeHl4, KbM AHeBHHfl peA Moxe Aa ce npaBflT 14 B AeHr Ha 3aceAaHr,rero,

B HeroBoTo Har{aJIo, KaTo HanpaBeHr4Te npeAnoxeHufl ce [poToKonr{paT u
rnacyBaT.

6.4.3. OronqareJlHrlqr AHeBeH peA ce o6rBrBa 14 ce r.r3npaqa no uefir sa qJreHoBere

He tro-KbcHo or 3 AHr,r npeAn 1arara Ha 3aceAaH[ero
6.4.4. lueaHr4rr peA Ha 3aceAaHnflTa ce cbxpaHflBa KbM AoKyMeHraunqra na EKKL{.
6.4.5. EKKI4 o6crxlla Bcf,Ka roqKa or AHeBHlrfl pel u nprreMa craHoBurqa, Kor,rro ce

flporoKont4pat. B cpoK .(o 5 pa6orHu AHu cJreA 3aceAaHr4ero ceKperaprr
o$oprr,rr nporoKona, noA[r4cBa ro v ro npeAocraBr Ha 3aMecrHr,rK-
rrpeAceAaren, 3a npoBepKa

6.4.6. IlponepeHllrr u oAo6peH or 3aMecrHr.tK-npeAcelareJu nporoKoJr ce
npeAocraB.a Ha npeAceAaretfl, xofito Ha cJreABarrloro 3aceAaHue ro noArrucBa,
3aeAHo c Bcr.rqK[ qJreHoBe Ha EKKI4, Kor4To ca npHcbcrBaJrH Ha
flpoTo Kon r{paHoTo 3aceAaHrre.

6.5. Ycxopeua nporleAypa 3a orreHxa
6.5.1. I{elra Ha ycKopeHara rpolleAypa 3a orIeHKa e r{3AaBaHe Ha craHoBr.rule B cpoK

lo 45 AHH 3a HoBI4 pagperleHllfl n lo 20 AHLI 3a cbrqecrBeHr,r npoMeHH Ha
KIH HHI{HH H3II,ITBAHHfl

6.5.2. VcxopeHa rpoqeAypa Ha pa3rnexAaHe Ha AoKyMeHrH ce rrpr4nara:
. CAMO 34 KJIIAHUqHI4 H3NPITBAHI,I' C NCKAPCTBCHI{ NPO,qYKTI4 KI E

Henp HnoxHM a 3a KJI LI HIIqHH I,r3 rrr.rTBaldldfl c MeAlr rIH HCKH I{3Ae JI l,rfl ;
. no HcKaHe Ha pefynaTopHlr opfaHr,r;

con 04
Bepcrn l.2lanyapn 2020

crp.2 or3



ET14\.I HA KOM I4CI4F 3A K'I 14 H 14t{ H N il3 N MTBAH I48
Cran4aprna oneparuBHa npoqe4ypa Ne 04.

Hacpo,{aaHe Ha 3aceAaHIc Q4pgAeIlHe Ha AHeBeH peA

6.5.3.

6.s.4.

6.5.5.

. NO MOTIIBHPAHO I,ICKAHE HA3AflBATE]Ifl.;

. fro npeqeHKa Ha npeAceAarett.
3assurerqr Ha KJrHHrrqHo r,r3[r,rrBaHe Moxe Aa norrcKa ycKopeHa [poqelypa 3a

pa3rnexAaHe, KaTo B npr4ApyxprTeJrHoTo nlrcMo KbM AoKyMeHTa\UflTa
H3NOXU MOTI,IBI,ITC 34 TOBA,

flpu nocrrnBaHe Ha r,rcKaHe 3a pa3rnexAaHe Ha AoKyMeHTarILrfl [o ycKopeHa
flpoueAypa ceKperapflT r,rnQoprraupa 3a roBa 3aMecrHr,rK-npeAceAaren.rr v
npeAceAareJl Ha EKKI,I.
Ilpe.qceAarenrr npeqeHf,Ba HaJrnr{Hero Ha ocHoBaHr4, 3a ycKopeHa nporleAypa
r,r B3eMa pe[reHne, Koero or6erqssa c floAnr{c v Aara Ha npuApyxuTeJrHoro
rrr4cMo KbM Ao KyMeHTaurr.,rTa.

7. Peg ra oflpeAeJlflHe Ha eKcflepr-rrfleH ua EKKII 3a oueHma Ha AoKyMeHTarIr{flTa
HA KJIIIHIIIIHO H3IIIITBAHE.

7.1. flpeaceAareJrrr onpeAenf, eKcrepra, rcofiro tqe pa3rJreAa r.r ue AaAe orIeHKa Ha

AoKyMeHTa\ufrTa sa KJrrHHqHo H3nHTBaHe. flpeqeHxara e cbo6pa3eHa c

rnalu$urca\usra Ha eKcrrepra r,r HyxAr,rre Ha 3a.,rBeHoro KJrr,rHprqHo u3nr,rrBaHe.
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