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Ernqna KoMrIClIfl 3A KJII{HI{rIHI,I I43rIrrrBAratrfl. YqrrlflnaHE I,I cbcrAB.
3aAr.lxnn ufl kt or f oBo PHoc rr.r.

I-{e.nra ua rporleAypara e Aa ce orpeAenrn peAbr 3a yr{peArBaHe Ha EKKH,
Qynrqraure na EKKI4, KaKTo r.r 3aAbJrxeHrara u orroBopHocrHTe Ha npeAceAarenr,
3aMecrHr.rK- npeAceAarenfl , ceKp erapfl r,r q JreHo Bere Ha EKKI4.

2. Orronopuocr rro H3nbJrHeHr,rero Ha AeftHocrure [o Hacrorrrlara npoueAypa r,rMar

opraHbr rro Ha3HaqaBaHero, [peAceAareJrrr Ha EKKI4, qJreHoBere r,r ceKperapsr.

3. HopnarunHn aKToBe rr AoKyMeHTrr, rr3noJr3BaHu 3a rr3rorBflHero Ha rasu COfI
3.1. 3arcou 3a JreKapcrBeHnre npoAyKrr.r B xyMaHHara MeAr,rqr,rHa (o6u. IB 6p.31

or 2007 r., KaKTo r,r Bcr,rqKH r,r3MeHeHr,r, H AonbJrHeHnr (3JIIIXM);
3.2. Hape46a Ns 31 3a orpeAenflHe Ha npaBr,rJrara sa,{o6pa KJrr,rHuqHa rpaKruKa,

o6H., ,{B, 6p.67 or 2007 r. r,r Bcr,rrrKr,r r.r3MeHeH}r, n gonulueuur );
3.3. 3axoH 3a MeAr,rrluHcKr,rre v31enufl, (o6H. [B, 6p.46 or 2007 r. r,r BcHt{KH

I{3MeHeHH{ H AorbJIHeHus ) (3MI,I);
3.4. Hape46a }lb l0 or 2008 r. 3a AoxyMeHrar1r4rra, npeAcraBflHa or

uasuus/roopAr.rHr4pauus H3cneAoBareJr HJrr,r Bb3Jroxvffeilr,3a nonyqaBaHe Ha

cTaHoBr,rqe oT cboTBeTHaTa KoMr,rcr,rfl no eTr,rKa v 3a flporleAypaTa IIo
npocneArBaHe Ha 6esonacHocrra Ha MeAurlr,rHcKr,rre u3$eilufl B xoAa Ha

KIUHI4I{HOTO H3NHTBAHE U OqEHflBAHETO HA KJII,IHI,II{HI,ITE AAHHI,I OT

H3nHTBaHero, o6H. !B, 6p.46 or 2008 r. t,t BcraqKr.t r,r3MeHeHlrfl H 4onrrueHur);
3.5. llpanurHur 3a ycnoBr.rflra kt pela 3a pa6ora Ha EKKI,I (o6u. AB

35/30.04.2019r.);
3.6.,{exnapaqu-rra or Xersr,rHKr.r.

4, Y.rpegnnaHe, ur6op H cbcraB

4.1. Eruquara KoMr,rcH, 3a KJrr.rHrrqHr,r u3iluruaurr (EKKI4) ce cb3AaBa K6M

Mr4Hucrbpa Ha 3ApaBeona3BaHero Ha ocHoBaHr,re r{Jr.103, ar.l or 3JIIIXM.

4.2. EKKI4 e KoJTeKTHBeH opraH, xoftro ce cbcror,r or 7 Ao 12 pelonnu qireHoBe, B

TOBa qI{CrO npeAceAaTen u 3aMecTHr,rK-npeAceAaTen, Ko]rTo [rMaT

rnanuQura\vfl Lr onur Aa paBrJreAar r,r orleHflBar HayqHHTe, MeAr'rur,rHcKure v
erHq H r,rre ac ne Krr{ Ha np eAJroxeH r,rTe KJr r.rHl,tq Hr.r r43 nI{TBaHI,rr.

4.3. Vzucxsatnsra KbM xnaruQuxaqprrra Ha qJreHoBere Ha EKKI,I, KaKTo vt

ycJloBr.rrTa 14 peAbT 3a orrpeAeJr.,rHeTo Ha noHMeHHHs cbcTaB Ha KoMlIcI4flTa ce

ypexAar c rpaBr4nHr4Ka no qJr. 106, aa.l. or 3JIIIXM
4.4. Crcrasrr na EKKH, KaKTo [r [poMeHr,r B cbrrl]rr ce onpeAeJrrr cbc 3anoBeA Ha
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E TH t{ H A K O MI4 C I,I-f 3A KJII4HI4[{ HI,I I43TTIdTB AHIl4.fl
COII llb 0l. Y.{peaqBaHe r4 crcras. 3aAbJrxeHr,r, [r oTroBopHocTr4.

Mr,rHr,rcTspa Ha 3ApaBeoIIat3BaHeTo.

4.5. 3a npeAceAareJr Ha EKKI4 Moxe Aa 6rle onpeAeneHo Jrr{qe, Marucrbp ro
MeAHUITHa, KOeTO VMa nOHe eAHa npIZ3HaTa KJTHHHqHa CneqlranHocT B

o6racrra Ha MeAl,Iquuata, o6pasoBareJrHa u/ullu HayqHa crefleH ,,!oKToprr,
obpasonareluo-xealu$tIKauHoHHa crerreH ,,Marucr"bp't B o6lacrra Ha

o6 u-(ecrse H oro 3ApaBe u I u tu 3 ApaBtvtfl M eH rrAxM b HT.

4.6. EKKH BKJIIoT{Ba MeAHrIr4HcKH crrequanucru or p:Bnur{Ht4 MeAr,rqr,rHcKlr

cneqnanHocrl,I, KopITo lrMar npl43Hara KJII,IHI,IqHa cneUl4aJrHocr I,I gafi-ualxo 5

roAr4Hlr [paKTuqecKr,r onr4T B o6nacrra Ha MeAr.ruusara. B EKKI4 ce BKJrrorrBa

H Marrrcrtp-Saprrraqenr, xofiro uua nafi-uarxo 5-roAumeH [paKTr{qecKz onr,rr
s o6racrra na paspa6orBaHero v aHarrvaa Ha neKapcrBeHr,r [poAyxtu ulunu
MeAH Ur4 HCKvt V3 Le JIIdfl,.

4.7. 3a HyxAHre Ha cBorra pa6ora EKKI,I Moxe la npr4Bnrdqa B6HrrrHr4

cIIequaJI14cTIr.

4.8. EKKI4 BKJIlor{Ba He no-MaJIKo or ABaMa peAoBHH r{neHoBe c HeMeAHTIHHcKo

o6pasonanue - [peAcraBI4TeJrH Ha ABara noJla, Koprro ca [aul{eHTvt vtr,t4

npeAcTaBllTetrut Ha npeAcTaBr,rTeJrHr,rTe opfaHr43arlr4H 3a 3arrll,ITa npaBaTa Ha

natI14eHTI4Te.

4.9. B cbcraBa Ha EKKI4 3aAbJlxurenHo ce BKiuoqBa uafi-ualxo eA[rH

rrpaBocnoco6eu ropucr.

4.10. flonrrleuuu.,IT ctcraB na EKKH ce oflpeAen.,r no Har{HH, rcofiro mpaHTr4pa, qe

EKKI,I B cBorra uflnocr rrpr4TexaBa eKcneprHn 3HaHVs, rr onr,rr 3a r43pa3rBaHe

Ha craHoBlrrla Kalcro s o6racrra Ha neKapcrBeHr,rre [poAyKT]r, TaRa v Ha

Me.qr4 rIH HCKI/Tg V3 \e ilUfl .

+ MasAar Ha qJreHoBere Ha EKKII
5.1. MaHAa'rur Ha qJleHoBere ua EKKVI e c npoAbaxuTeJrHocr 4 roguutt, Karo Ha

BceKr,r ABe roAHHlr eAHa BTopa or ctcraBa Ha EKKI,I ce o6HoBflBa.

5.2. t{reH sa EKKI4 He Moxe Aa 6bAe Ha3HaqaBaH B cbrrlara Kopu..rcuq 3a roBer{e
OT ABA TIOCJICAOBATEJIHH MAHAATA.

5.3. Crcrasrr na EKKI4 ce o6rBrBa Ha r4HTepHer crpaHr.ruara ua MusucrepcrBoro
Ha 3ApaBeola3BaHeTo.

5.4. MauAamr Ha r{JreH ua EKKI4 ce rpeKparflBa npeAcpoqHo:

a) npu HeBbsMoxHocr 3a yr{acrpre B 3aceAaH}rrra Ha EKKI4 ga noneqe or 3

Meceua;

6) arco 3a cpoK or rpll Meceqa He rpprcbcrBa Ha none l/3 or npoBeAeHrrre
3ACeAAHVfl;

r) no rr4t{Hu [puqI{HH cneA noAaBaHe Ha r43purrHo rrr4cMeHo ucKaHe 3a

ocBo6oxAaBaHe Karo qreHa na EKKZ Ao MxHr4crbpa Ha 3ApaBeo[a3BaHero.
r) uo o6ocnoBaHa rrperleHKa Ha MrrHr,rcrbpa Ha 3lpaBeo[a3BaHero.

5.5. Ha uscroro Ha ocso6oAeH peAoBeH qJreH ce Ha3Har{aBa pe3epBeH qireH n ce

onpeAenfl HoB pe3epBeH qreH.

6. (Dyurcqnn na EKKII.
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ETI4qHAKOMI4CVIA3AKJII4HHTIHI4U3ilIdTBAHI{-'I
COn J\b 01. Vupe4rBaHe H cbcraB. 3agatxenunu oTroBopHocTu.

EKKI4 octuecrBrBa cJreAHHTe $yHrqraz:

6.1. pasrne)K(a pr AaBa craHoBl,Iue 3a [poBexAaHe Ha KJrHHyrttHyt ytsrryrrBaHr,r.fl c
neKapcrBeHLI npoAyKTH H MeAilrIuHcKH r43AeJrr{fl HarepuropprflTa Ha P. Burapur
npu ycnoBr4flravpeAa ua 3JIIIXM /3M14;

6.2. pazrnexla il AaBa craHoBrrrqe 3a flpunaraHe Ha nraHr,rpaHu ctrrlecrBeHu
npoMeHI4 npI,I KnI4HHqHI,r n3rlr,rrBA}]rlfl C neKapCTBeHLr [poAyKTyr 14 MeAHqrrHcKI4

h3 Ae ilvrfl. rp u ycnoB r4 flra v pe Aa na 3JI|[XIW3MI4 ;

6.3. pasrneN4a H AaBa craHoBl,rue 3a npoBexAaHe Ha Her,rHTepBeHrIHoHanHr,r

rlpoyqBaHpl Ha repuTopvflra na Peny6luxa Erlrapufl rrpLr ycnoBr.rrra r{ peAa Ha
3JITIXIW3MI4;

6.4. pasuexAa 14 LaBa craHoBl,Iqe 3a flpunaraHe Ha ilrraunpalr cbrrlecrBeHr,r
rrpoMeHH rrpH [poBexAaHe Ha Her,rHTepBeHur4oHanHr4 [poyrrBaHr4fl Ha

replrropurra na P. Erlrapur rpH ycnoBraflravpe1a na 3JIIIXIW3MI4 ;

flefiHocr sa EKKII

7 .1. ,{efiHocrra Ha EKKI4 xe Hacor{eHa K6M 3arrIHTa [paBara, 6egonacsocrra v
6laro nolyrrr4 ero Ha BcHr{ Kr4 yqacrHt r uu B KJIT4H trqHr4 vt3lt4TBa*lafl .

7.2. Cnequanno BHI,IMaHue ce orAenq Ha KJIT4H[rr{HI4 H3nr,rrBaHnfl, KopITo BKrror{Bar
y fl3BI/MVt rpyan naqpreHTlr.

7.3 B cso.rra gefiHocr EKKI4 ce pbKoBoAI4 or 3aJrerHaJrlrre B HopMarr4BHrzre aKToBe

H3HcKBaHI,Ifl I,t ocbulecrrrna 4eilHocTra cI,I npr4 ycnoBr4 fl v peL B cborBercrBr,re
cbc cTaHAapTH14 onepaTr.rBHr.r nporleAypu, H3r'oTBeHlr B cboTBeTcTBHe C

npaBr4nara Ha .{o6para KJTHHHTTHa npaKTrrKa.

Oprauuraq[fl, IlqrocrHo pbxoBoAcrBo r{ KoopAuHaurrfl Ha gefiuocrra ua
EKKI,I

8.1. OpraHnsaqnfl"ra, t\sJrocrHo pbKoBoAcrBo rr KoopAr4Ha\r4fl Ha 4efiuocrra Ha

EKKI4 ce r.r3BbprxBar or uefisus [peAceAareJr cbBMecrHo cbc ceKperapfl H

3aMecTH14 K-npeAceAaTenfl .

8.2. flpe4cegareJrflr Ha EKKH ocbrlecrB.,rBa cJreAHr4re Syuxqura:
a) prxono4n AefiHocrra 14 orroBapf, 3a cna3BaHe rrpaBr4nara ua pa6ora;

6) yrerpN4aBa AHeBeH peA Ha 3ace1aHilflra;

n) onpegenfl pe3epBHr,r r{JreHoBe, Ko}rro Aa BeMar yqacrr,re B 3aceAaHrde npu
3aflBeHO OTCbCTBT4e Ha peAOBHr.{ qneHoBe;

r) prxoso4v 3ace1a*vrflra Ha EKKI,I;

g) npe4nara sa ogo6peHrle Ha EKKI4 eKcfleprr.rre 3a oueHKa Ha AoKyMeHTarILrfl
3A KNHHI4qHO H3TII,ITBAHE;

e) npeAnara sa o4o6peHlle Ha EKKI4 yqacrr4ero Ha BbHrrrHr,r cfleqlraJrucrr,r tro
ur. 3, an. 3;

x) no4nucna craHoBr.ru ata Ha EKKI,I;

s) npe4crannssa EKKI4 npeA rperr.r nnqa;

8.
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ETI4I{HAKOMI,ICI4-fl 3AKJII4HI4qWAVI3TILITBAHHfl
COII Ne 01. Yupe4rBaHe H cbcraB. 3a4rlxeHrar n oTroBopHocTr,r.

u) nogn KopecnoHAeHrlr.{fl or r{Mero na EKKI4;

fi) orronapfl 3a uspa6oraaHeto vt [pueMaHero or EKKI4 Ha [racMeHH
craHAaprHl4 oneparuBHu npoUeAypr,r B cBorBercrBr4e c flpaBr4nara sa .{o6pa
KJrrrHHqHa [paKrraKa no rrJr. 106, an. 2 or 3JIIIXM;

x) yrntpx4ana yKa3anufl KbM 3arBrrreJrnTe 3a v3ucKBaH:aATa KbM

AoKyMeHTar$flTa, [peAcraBrHa 3a orIeHKa Ha EKKI4, n clyuafi Ha

Heo6xoguuocr;

l) orronap, 3a npaBlrJrHoro cbxpaHeHne Ha AoKyMeHTarIpr.flTa u apxvBa Ha
EKKI4;

u) npe4cranx Ha Mr,rHr.rcrbpa Ha 3ApaBeo[a3BaHero exeroAeH orqer 3a

AeftHocrra ua EKKZ.
n) ctxpaHflBa ilopla1eHl,ITe or r{reHoBere Ha EKKI4 H BbHrrrHr,r eKcnepr}r

flercnapaqrzr4 tro rrJr. 14, an.4 or llpaeulnuxa;
o) npu seo6xoArzuocr LI3BbpurBa rpoBepxu Ha flexlapaqlruTe no r{fl. 14, an.4 or

flpanuluuxa.

8.3. 3arrrecrHr.rK-[peAceAaren r na EKKI{:
a) no4nouara [peAceAareJrr npu r{3nbnHeHr,re Ha HenoBr.rre QyHKrlr4r,r t,t ro

3aMecTBa B HeroBO OTCbCTBUe;

6) urntnruBa 3a/taqn BbB Bpb3Ka c gefiuocrra Ha KoMrrcu.,rra, Bb3JroxeHr4 My or
npeAceAaTeJrf .

8.4. Cerperapnr Ha EKKI4:

a) nolrore, rpoexT 3a AHeBeH peA 3a 3ace1aHuflTa;

6) ynegorvrrBa rureHoBere 3a AHeBHVfl pe1;

n) cregu 3a HaJrurrr,rero Ha KBopyM;

r) nrro'rar npl4cbcrBeH ilucr 3a BcrKo 3aceAaHHe Ha KoMncurra, B xofiro ce
noAnI,IcBaT [plIcbcTBanLITe qIeHOBe Ha KOMr,rCr4fTa v BBHrrrHLrTe

cnerlHaJrucTrr;

g) usrotn.a cnpaBKa c6c cttllcbK Ha npucbcrBaJrl{Te r,r AoKnaABaJrr,I qJreHoBe Ha
KOMHCH.f,Ta H BbHtrrHlr Cnerlr4aJrl,rcTlr 3a BcflKo [poBeAeHo 3aceAaHHe;

e) ro4r.r H clrcraBfl flporoKon Ha 3aceAaH[rrra;

N) uro:rna MeceqeH orrrer sa AefiHocrra Ha KoMr,Icr,rflTa.

8.5. t{nenosere Ha EKKI4 r,rMar cneAHr4Te saAbnxeltfl;
a) yvacrnar B 3aceAaHuflTa Jrr.rqHo;

6) yuacmar s o6ctNAaHero Ha flocrbnuilvffe 3a pa3rnexAaHe B KoMr4cr,rrra

AOKyMeHTH;

n) usrorart I4 npeAcraBflT [peA KoMncrlrra eKcfleprHr,r AoKJraALr r,r craHoB]rr[a;

r) rnacynar flBHo Bb3 ocHoBa Ha npeAcraBeHara HM AoKyMeHTarIr4, u eKcneprHr,r

AOKnaA[;

4) nognucnar [poroKoJla or 3aceAaHuero, Ha Koero ca [pr4cbcrBanu.

8.6. IIpu nenrsMoxHocr 3a flpucbcrBue Ha 3aceAaHr.re sa ssxoft or peAoBH[rre
I{JIEHOBE, HA HEIOBO MflCTO CE KAHH PE3EPBEH qIEH OT CbCTABA HA EKKZ g
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ETI4I{HAKOMIdCVIS3AKJIT4HHI{HI4I43[I4TBAHI4'
COn I& 01. YqpeaqBaHe u cbcraB. 3a4rrxeHu, r,r orroBopHocru

9

8.7

9.1

9.1.

9.2.

3aBlrcI,IMOCT OT 3aqBreHVfTA, BKITOT{eHH 3a pa3tnexAaHe B AHeBHUq pel pt

Heo6xoAnuocrra or ocr4ryprBaHe Ha qJreH cbc cborBerHara MeAHrIuHcKa
eKcnepTr43a.

Pe:epeuure r{JreHoBe Ha EKKI4 }rMar npaBo Ha urac v rr3nbrHqBar
3aAbnxeHllflTa Ha peAoBHI,r r{JIeHoBe n clyuafi, r{e 3aMecrBar nocJreAHHTe.

AArvrusucrparrrBHo o6c.nyxnaue na EKKII
Ocnryprna ce or I4gnrlsu'reJrHara areHrlrr.fl no neKapcrBara rrpe3 orrpeAen.rrHe

Ha TexHHqecKlr cbTpy4Hvnry, Kor4To Aa noAnoMaraT ceKpeTapf,, KaKTo v Aa
H3nbIHqBar ApyfH 3aAbnxeHr4r, BB3JroxeHr,r r,rM oT [peAceAaTeJu B paMK[rTe Ha

aAMuHlrcrparnBHoro o6clyxnaue ua Aefisoctra Ha EKKI4.

TexHn.recxr.rre cbrpyAHr{uu r,rMar npaBo Aa rrpucbcrBar Ha 3ace1aHuflTa.

Texnuqecxrrre cbrpy,qHrarlr{ ca 6ea npano Ha urac u ocbrrlecrBrBar ([ynxqraure
Ha ceKpeTapfl B HeroBo oTcbcTBr,re.
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