
ETHL{HA KOM]4CI4F 3A KNMHilLIHI4 N3NTTBAH]4F
Cran4aprna oneparilBHa npoqe4ypa Ne 04.

Yrerp4rn:
I,

l-lpoQ. A-p Maprs Craeecxa - Koraueaa, 4u
flpegce4aren na EKKkI

Hacpounarre rra 3aceAar{ufl. Oupe4e.rnHe Ha AHeBeH peA.

l. L{e"rra Ha rpoueAypara e Aa ce oilpeAenu peA:br Ha pa6ora rpu HacpoqBaHe Ha

3ACCAAHI4C, I43fOTBflHC HA AHCBCH P,EA, PCA'bT HA BKJTITOqBAHC HA 3AflBIIEHVfl 3A

KTHHT4tIHH H3nHTBaHHa/ueuHrepaeHrrr,roHaJrHlr [poyqBaHHfl 14 c'bulecrBeHn [poMeuH,
KaKTO h noCTl,[HJlaTa B nepl.loAa Me)I(Ay 3aCeAaHV,Ta ua EKKI4 BXoAfLrIa rOLUa, 3a

pa3rne)r(Aaue or EKKI4.

2. O6xeaua 3aflBJleHr{r 3a craHoBr4ura rto HoBr4 KJTHHHTTHh I43[HTBaHVfl Ha,'rexapcrBeHu
rIpoAyKTH H MeAI4UHHCKT{ A3AetVf,, 3aflBneHr.rf 3a cTaHoBr4ula IIo cbrrlecTBeHr]
rlpoMeHu B KIHHHT{HV v3nvrBaHl,4.fl Ha neKapCTBeHH [pOAyKTt4 t4 . MeAT4TIHHCKH

v3nle.I,flfl 14 BCI4qr(H Apyfl4 AOKyMeHTU BT,B Bpr,3Ka C pa3peueH14 r.iJr[lHr.rqHr,r

I{3nHTBaHt4fl.

3. Olronopuocrra no H3n'bJrHeHHero e Ha npeAceAareJrfl, 3aMecrHHK-flpe,lceAarenfl H

ceKperap, Ha EKKI4.

4. floxyueuru, Heo6xo4HMH 3a H3nbrHerrr.rero Ha ra:n CO|I
4. 1. Cofl_04_(lopvy,rrp 0l flpucr,crBeH J'ruc'r

4.2. COn_04_$opvry,rrp 02 CnpaBKa 3a r43rorBeHr4re eKcneprHH AoKnaAH
4.3. COfl_04_(ropr,ryrrp 03 O6o6ulerr orqer or 3aceAaHne
4.4. COfl_04_$opuynrp 04 O6o6rucH Meceqelt orlier or 3acer.aHne
4.5. COfl_O4_ipopnrylrp 05 florc,raA 3a npoBeAeHH Meoeu]ra 3aceAaHH,
4.6. Co[_04_Sopnrynrp 06 [ueeeH peA

4.7 . Coll-04_$opuryrrp 07 flporoxo:r

5. HoprrrarHeHu aKToBe H AoKyMeHTU, r43rroi'r3BaHl4 3a U3TOTBflHeTO sa ra:r4 cofl
5.1 . 3arou 3a neKapcrBeHnre rpoAyKrx B xyMaHHara MeAr.rrtaHa (3nIIXM)
5.2.flpazuJlHuK 3a ycnoBhfl'ra n peAa sa pa6ora Ha Eruquara KoMr.ru4, 3a KJrhHr4rrHr4

H3nHTBaHVn no 3axona 3a ,reKapcrBeHuTe npoAyr(Tn B xyMaHHara N{eAHrlHHa

([B 6pofi:35, or 1ara30.4.2019 n. H rocneABaJrr4Te H3Me[]eHHs 14 AonbnHeHur.
5.3.Hapeg6a Ns 31 or 12 aeryw2007 r.3a onpeAenrr{e Ha npaBnnara sa 4o6pa

K,'lt4HhrtHa npaKTHKa

6. Ilpouesypa
6.1. EI(l(14 3aceAaBa Ml.rHr.rMyM Lrerr4p[.r [r,Tr4 MeceqHo.

6.2. l7o npeAno)r(eHue Ha npeAceAareJrr, 3aMecrHhK-rrpeAceAarenfl HrH r{,reHoBere npr4

seo6xoAnvocl EKKI4 Molr(e Aa rrpoBe)r(Aa H3B'L,HpeAHH 3aceAaHHr.

6"3. OnpegeJrrHe Ha AHeBeH peA Ha 3aceAaHr.4rra:
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ET[4L{ HA KO M t4Ct4F 3A KIt 14 Ht4r{ H t4 U3n ]4TBAH 14ff
Cran4aprna oneparnBHa npoqeAypa Ne 04.

HacpoqsaHe Ha 3ace.qaHile. Onpegennue Ha AHeBeH pe.0

6.3.1. .{ueauulr peA Ha npeAcrorrqo 3aceAaHrze ce r43rorB, or Cercperapr ua
EKKI4 u ce cr,rnacyBa c npeAceAareJrrr H 3aMecrHr4K-rrpeAceltaren, Ha
EKKI4 He rto-Kbcrlo or Kpa, Ha pa6orHafl AeH 5 ra,reH4apHtl LHLI rperr4
3aceAaHHeTo.

6.3.2. 3anaecrHLtx-rpeAceAarenqr. cneA cbrnacyBaHe c rrpeAceAarenfl ua EKKI4
yrBr,p)l(AaBa AHeBHI4fl peA H ro r43[paua Ao LrneHoBere Ha EKKI,I He no-
KT,cHo or r(paf Ha pa60rHul 4 rca,reH4apHH Ar{H npeAr4 3aceAaHr4ero.

6.4. lneaHufl T peA 3aAr,Jr)t(HTeJr Ho BKJr roq Ba :

- yCTaHoBflBaHe KBopyM u peAoBHo(JT Ha 3aceAaHueTo;
- o4o6peHne Ha nporoKo,rra or [peAaruHoro 3aceAaHne;
- AeKnapapfl 3a xoH$,rurcr Ha HHTepecH;
- pa3fnexAaHe Ha 3aflBreHnfl,3a npoBelr(AaHe Ha KJrr4HHriHH H3rrHTBaHr4fl C nOCOqeH

BXOAflUI IlOMep Ha 3aqBreHHero, 'feMa Ha H3[hrBaHero, KoA Ha [poroKota vill
n,'IaHa, 3aqBL{TeI H eKCnepT 3a ouetHKa;

- pa3rne)(AaHe Ha orloBopu na za(iete>xrcu nlnlr4 Aofl'bnHr4TeJ.rHH AoKyMet{Tt4 rro
3arBreHHt 3a IIpOBe)I(AaHe Ha K,'il4HHrtHH v3nHTBaHVfl C [OCOqeH BXOAflLq HOMep
Ha 3arBneHHero, TeMa Ha I{3IIlITBaUerO, KOA Ha [poToKoila uilv [JIaHa, 3ilflBLTTer V

eKc[epT 3a oueHKa;
- pa3fne)l(AaHe lia 3arBJIeHHfl 3a CbuIecTBeHH [poMeHr4 c flocoqer] BHA rra

CT,UleCTBeHaTa npOMrHa, BXOAflUI l:IOMep Ha 3arBJIeHI4eTO, t{OA Ha 1pOTOKO 1a UilV
nnaHa Ha KJIHHHTIHOTO H3nHTBaHe, 3arBllTen 14 eKcIIepT 3a OIleHKa;

- pa3lne)KAaHe r{a orroBoplt Ha sa6e,1 exrcu ulwtH AonbJ'tHhrer,rHl4 AoKyMeHTr4 no
3aflBreHl/.fl 3a CbulecrBeHh npoMeHH c rrocoLreH BLIA Ha CbUIeCTBeHa.fa npoMrHa,
BXOAflUI HOMep Ha 3aflBneHI4eTO. I(OA Ha npoToKora hIL,t II!,IaHa Ha Kr'tt4HHr{tjo].o
H3IlHTBaHe, 3aflBUTen U eKC[epT 3a or]eHI(a;

- ApyfH AoKyMeHTL{ noAneI(alql.r Ha pa3rne)r(AaHe - c flocolrBaHe Ha THr] LOKyMeH'r',
npoAyKT nlunu lr3nHTBaHe, 3a Koelo ce orHacrr;

- Apyru B'bnpocu, rroAnelrarru ua o(icr,xc4aue.
6"4.1. llpea,rloll(eHtlfl 3a H3MeHenlIe I4 Aon'bJrHeHr4e Ha AHeBHli, peA Morar Aa rrpaBrrr

BcHrtKI,l tIJIeHoBe sa EKKI4 He [o-K:bcHo or I AeH cneA nonyqaBaHero rra
AHeBHHfl peA ro t.6.3.2 or Hacl.orulara COfl J\e 04.

6.4.2. llpegrolKeHHfl KtM AHeBHH, pe,r Molr(e Aa ce flpaBrr 14 B Aerrfl Ha 3ac(:AaHuero,
Il HeloBoTO HaqaJ'lO, KaTO HarlpaBeHHTe [peAnOl(er{nfl Ce [pOTOKOnttpaT t.l

rnacyBaT.
6.4.3. OrouqarerHllrr AHeBeH peA ce o6seqsa r{ ce H3[paua rlo uefil Ha qJ]eHoBere

He no-KT,cHo or 3 AHr4 [peAr4 Aa,rara Ha 3aceAaHnero
6.4.4. ffaeaHurr peA Ha 3aceAaHVflTa ce cbxpaHrBa Kr,M AoKyMeHTarlHflTa Ha EKKI4.
6.4.5. EKKVI o6ctx<ga BcqKa roqKa or AHeBHufl peA ra rrpHeMa craHoBuura, KoHTo ce

nporoKonHpar. B cpoK Ao 5 pa6orHa AHH cneA 3aceAaHrzero ceKperap.s'f
o{opnal flporoKona, noAnr4cBa ro H ro fipeAooraBr Ha 3a]\4ecrHHK-
npeAceAaTenfl 3a npoBepKa

6.4.6. flponepeHHflT u ogo6peH or 3aMecrHr.rK-rpeAceAarenfl rporoKon ce
flpeAocraBt Ha [peAceAareJlr, mofiro Ha cneABauloro 3aceAaHr4e to [oAnHcBa,
3aeAHo c BcHqKu LrJreHoBe Ha EKKI4, Kor4To ca [pHcbcrBan v Ha

npoToKonHpaHoTo 3aceAaHHe.
6.5. YcxopeHa npouel)rpa ra oueurca
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ETt4r.t HA KOMI4CNR 3A KIt t4 Hl4r{ H t4 U3 n nTBAH r4fl
Cran4aprxa onep,arhBHa npoqe4ypa Ne 04.

6.5.1" Ile,rra Ha ycKopeHara flpoueAypa 3a orleHKa e [r3AaBaHe Ha craHoBfirqe B cpoK
go 45 AHH 3a HoBr.r pa3pe[reHnr u Lo 20 AH:a 3a c:bulecrBeHg [poMeHr.{ Ha
KJIHHHqIJH N3NUTBAHVfl .

6.5.2^ YcrcopeHa npoueAypa Ha pa3rJrexAaHe Ha AoKyMeHTrz ce rrpunara:

' caMo 3a KJ'IHHI].IHH H3l[l'irBaHllfl c neKapcrBeHh [poAyH.Tr4 r{ e
HenpHnox(HMa 3a KJ'il4HUI{H':14 n3nATBaHHfl C MeAHUHIICKH H3AenHr;

. no HcKaHe Ha petynaropr-rH optaHH;

. fIO MOTHBilPAHO HCKAHC HA 3AflBHTEN';
o llo flpeqeHKa Ha rrpeAceAaTeJrfl.

6.5.3" 3arer4Terrr rra KrHHfirrHo H3nh.rBaHe Mo)r(e Aa [oucKa
pa3rJIelI(AaHe, KaTO B npuApy)Kr4Te,.rHoTo nr4cMo
I,I3JTIO)I(H MOTHBI{TE 3A TOBA.

6.5.4. ITpn floclr,rBaHe Ha HcKaHe 3a pa3rne)r(AaHe Ha AoKyMeHTauHr rro ycKopeHa
rpoueAypa ceKperaprrr rznt|opnrupa 3a roBa 3aMecrHr.rK-rrpeAce,laren, Li

rpeAceAare,qfl rra EKKI4.
6.5.5. IlpeaceAarenrr rrpeueHrBa HaJrHrruero Ha ocHoBaHr4fl 3a

u B3eMa pe[reHr4e, Koero or6enqsea c noAnt c y 1ara )

rrr4cMo KbM AOKyMeHTaqr4rTa.

ycKopeHa rpoqeAypa 3a

Kt,M AOKyMe,HTaUAnTa

ycKopeHa rpoqeAypa
Ha npr4Apy)r(hTeJrHol'o

7.

7 .1.

PeA :a o[peAe,'Iqlre Ha eKcrlepr-rureH lra EKKtr{ 3a oueHKa rra Aor(yNreHTarl[fl.r.a
HA KJI HHI,IqIIO U3IIIITBAIIE.
flpegce4arenrr onpeAenfl eKcrrepra, Kofilo u{e pa3rneAa u ue AaAe oueHKa Ha

AOKyMeHTarlnflTa 3a r(rr4FIHrrHO t43nr4TBaHe. flpeqeuxara e cr,o6paseHa c
rceala$uraWfl"ta Ha eKc[epra v Hy]r<)\ure Ha 3aqBeHoro KJrHHtrqHo H3rrHTBaHe.

8. llsn,'IauaHe Ha Bt,3llarpaxAelru:fl 3a yqacrue B rrpoBeAeurr 3aceAaHuq Ha
EKKI4 rr H3rorBelrH eKcrleprrrH AoKJraArr

8.1. 3a yuacrvflTa cLI B 3aceAaHVflTa u 3a H3rorBfl.He H rrpeAcraBrHe Ha eKcrreprHa
AOKIaAH qreHoBere Ha KoMr4q4flTa V BbHrrrHfiTe c[euuaJrHcrt4, ocBeH aKo Ca

nHUa no ql. 19 or 3aroHa 3a a1wli,Ht4crpar1arra, AbpxaBHH cly)KrTerrw vnv
naua no qJr. 107a or KoAerca Ha rpyAa, [onyr]aBar B63Harpax(AeHr4fl,
onpeAeneHH c'r,,c 3a[loBeA Ha MHHt4CTT,pa Ha 3ApaBeorra3Bar{eTo.

8.2. r{,leHoeere Ha KoMHcHflTa, KoI4To He xuBerT B cToJII.{UaTa, IlonyqaBa'l
KoMaHAnpoBr,rrHH cpeAcrBa or 6rcgxera Ha [4:nr,lulrre,rHa ateHqH, rIo
neKapcTBaTa, cr.reA IIpeAcTaBrHe rila c'boTBeTHhfl oTqeTeH AOKyMeHT.

8.3.3annauaHero Ha Bb3HarpaKAeHlrrra no r.8.1. ce usar,,pruBa or 6rc,lNera Ha
tr4gn's,rultrenHa areHur4r no neKapcrBara, c'bfJlacHo 3anoBeA Ha H3nT,JII{I4TeJIHHfl

AupeKrop na?lAJ7.
8.4. 3a l43nilaulaHero Ha Bt3HarpaxLeHVflTa no r. 8.1. cercperapq Fra EKI(14 [oArorBfl

e)KeMeceqHo: IIpHCt'CTBCH JII4CT, CrlpaBl(a 3a u3rOTBeHHTe OKCIIOpTHI4 AOI(JIaAII,
o6o6ureH orLrer or 3aceAaHHe.

8.5. Cnea rperneA AoKyMeHTr4Te ro r.8.4. ce noA[t cBar or npeAceAarejrrr,
qJreHoBere 14 ceKperaps ua EKKI4.
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ET]4I.IHA KOMI4CI4F TIA KNNHNqHil T3NNTBAHI4F
Craugaprna oneparrBHa npoqelypa Ns 04.

Hacpo.{ea}ie Ha aaceAaFtilq. OnpeAensHq Ha AHeBeH peA

8.6" Bqz.rrcH qJreHoBe Ha EKKI4 rpeAcraBflr elr(eMeceqHo AeKnapauhr 3a
ocHrypHTeneH AoxoA.

8.7. Cexperapqr na EKKZ H3rorBfl o6o6uteH MeceqeH orrrer or 3aceAaHr4e r4 AoKJraA
3a [poBeAeHH MeceqHu 3aceAaH[Hfl, KoHTo ce noA[l4cBaT oT npeAce,4aTe]]lfl Ha
EKKI4 H ce npeAcraBflT 3a pe3onror-laq or H3n'L,JrHr4TeJrHHfl AHpeKTop Hal4AJ7.

8.8. C,reA rloJlo)l(HTe,lHa pe3onro(I4fl Ha AoK,'IaAa, Bb3Harpar(LeHaflTa no r.8.1. ce
r.r3rr,.raular cbt,'racHo 3anoBeA Ha lr43[.b].rHr4TeJrHHfl At4peKTop Ha I4AJL
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