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OUEHKA HA AOKYMEHTAIII,Ifl 3A HEI4HTEPBEHII
IIPOYIIBAHE

1. Ilorra Ha npoueAlpara e aa ce onpeaenu pearr 3a oueHKa Ha .qoKyMeHTauur npu
nocTbnHro 3arBJIeH e 3a HeuHTepBeHI-t[oHanHo npoyqBaHe.
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2. O6xnaura HelrHTepBeHulroHa,lHH fipoyqBaHHr,
Kollrcurra no peAa Ha q.n. l45s -1454 H q,'I.

npo,(yKrH B xyMaHHara Iveauuuna (3JIflXM)

rrpeacTaBeH[ 3a cTaHoBHqe Ha

l45r or 3axoHa :a JIeKapcrBeHHre

3. OrroaopHocrra no ,r3nt,'IHeHHero e Ha nperce,rarenr.3aMecrHHK-nperrce.lareJlr.
qneHoBere a BbHrrHHTe eKcrrepru rb[.] KoMuc]rqra.

4. HopuarunHn aKToBe. H3nor3BaHH 3a H3rorBtHero Ha ra:x COll
4.1. 3axoH sa neKapcrBeHure npoAylcrtt B xyMaHHara MeAulIHHa (o6s., .{B 6p. 3l or

2007 r. u [ocJIe.4BaJIHTe H3MeHeHH, r 4onr,rxeHur);
4.2 Hapea6a Ns 8 or 31.03.2021r. 3a ycJloBHrra H peAa 3a npoBexAaHe Ha

HeHrepBeHuroHarJ'rHH npoyqBaH[, Ha neKapcTBeHH npoayKrh Ha replrTopHrra Ha

Peny6,ruxa Br,.nrapur

5. O6ru[ [puHuunlr

flpneutr x oueHKara Ha .q.oKyMeHTauus KbM 3a.flB,reHre 3a HeHHTepBeHIrHoHzrnHo

npoyqBaHe cneaBar npoueAypHTe Ha Kouucntra orHacrull4 ce 3a KJIT HIqHH H3rIHTBaHHI, npr
orqfiTaHe cneqlr0urara ua .qefiuocrra.

HenHrepneuqtoHaJ'IHo npoyqBaHe ce [poBexAa c pa3peltteHll aa ynorpe6a o Peny6,rraxa

Etrraprr neKapcrBeHu flpoaylg1lt npeanl{cBaHH B cl,orBercrBHe c yc,'loB}rrra, onpeaeneHl B

pa3peueHuero:a ynorpe6a (ul. 145 or 3JlflXM).
HasHaqasauero Ha nauleHTa KbM onpeaeJleHa repaneBTHqHa crparern, He ce onpe.aeJl

npeABapHTenHo qpe3 npoToKora 3a H3n rBaHe, a nonaaa B ycraHoBeHara npaKrt{Ka H

peueHneTo3anpeanHcBaHeHa,'leKapcTBeHrnpoayKTercHopa3rpaHHqeHooTpeueHHeToIa
ce BKJIrcLIH naqueHTa B lr3nrTBaHero. flo orgouegre Ha yqacrHHuure B HeHHTepBeHuHoHlrJ'lH 14

[poyrrBaHHs He ce nphnafaT AI4aTHOCTHqHI4 Hnh npocne.q.t{BauH [poueAypH, pa3nHqHH oT

o6UqafiHara fipaKrfiKa. KaTo 3a aHiIJ'lH3 Ha nonyqeHHTe IaHHH Ce H3noJI3BaT enH.U.e[4HO,.lorHqHH

MeTOAl.t.
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ETl4rtHA KOMl4Cytr 3A KnUHUqHl4 I3nltTBAHl4f,
CraHAaprHa ofleparlBHa npoqeAypa Ne 12

Oqexxa xa 4oxylaeHTaq[9 3a HexHrepBeHqtroHafl Ho npoyqBaHe

6. .{oxarueHraqHq 3a rIpoBexAaHe Ha HeHHTepBeHutrouarHo rrpoyqBaHe Ha reprrTopHnra
na Perry6,rurca Er.lrapHn. flpoqegypa npeq Kouucnrra, craHoBurrle Ha EKKI,I l-t cpoKoBe.

1. npoerr Ha npororofla Ha npoyrrBaHero;
2. nucueno uuQoprrupano c'brJracHe or nauueHTa.

Kor*rlrc[cra [3BbpuBa npoBepKa no cnyxe6eH nr,r Ha aKryaJrHara KparKa
xapaKrepxcruxa Ha npoAyrcra Ha Ha6,rrcaasauur/re :rexapcrnen/n npo.4yxr/u sa

HerlHTepBeHrlr.roHanHo rIpoyqBaHe.

B cpor 4o 60 anu or Aarara Ha fionyqaBaHe Ha aoKyMeHTauurra KoMlrcHrra npfieMa
noJroxuTeJrHo HJrH oTp[uaTeJrHo cTaHoBnlue, 3a KoeTo yBeaoMrBa npHTexaTe,'1, Ha

pa3peureH ero :a ynorpe6a. flpoeex4aHero Ha npoyqBaHero Moxe Aa 3anoqHe cnea
no-ry'{aBaHe Ha oro6peHrre or HAJI H rroJroxyTeJrHo craHoB[rue or EKK]I.

7, [or.aueurau[fl rrpu [JraHHpaHe Ha cbulecrBeHn npoMeHlr npr fipoBexiraHe Ha

Her{HTepBeHurroHaawo npoyqBane Ha reprrroprrnra na Peny6,rnxa Er,,rrapnr. [Ipoueaypa
npeg Kouucnnrai craHoBur{e ua EKKH ll cpoxoBe.

[Ipu n,rauupaHe Ha cbulecrBeH].r npoMeHH B nporoKo,'la Ha HeIlHTepBeHuhoHaJIHo

npoyqBaHe npurexarenrr Ha pa3perxeHnero :a ynorpe6a noaaBa B EKKH :acareHfle no
o6pareq, rpHAp)ry(eno cbc:

l Mor[sH Ha n"rau paHHTe [poMeHH;
2. npoexr Ha fipororo.la Ha npo-yqBaHeroi
3. nncneno uu$oprrrupaHo cbr,'Iacue or rlaq[eHTa

B nocoqeHllle aokTMeHTH cJ'reABa aa ca or6e,rq:aHu H orpa3eHu rlpeararaH[Te [poMeHH.

B cpor 4o 30 anx or aarara Ha noJlyqaBaHe Ha aoKyMeHraul4.rra EKKH npuer'la

nOr'IOxUTeIHO t,'It.'l OTpHUaTenHo CTaHOBHUe. 3a KOOTO yBeAOM,Ba npLTe)I(aTeLI Ha

pa3perxeHr.,ero :a ynorpe6a. flpnrexare,ur Ha pa3peueHuero :a ynorpe6a Moxe aa npHnoxu

[JraHHpaHHre cbruecrBeHn npoMeHH B nporoKolla cnea nonytlaBaHe ua o4o6peHHe or HA,rl tl
rroJr or(HTe!'r H o craHoBrrrrle or EKKH.

8. lorylreurauuq 3a fipoBexaaHe Ha HeHHTepBeHuHoHa"rIHo flpoyqBaHe! KaKTo Ha

Tepltropuqra ua Peny6,ruxa Er,,rrapltn, TaKa lt Ha repHTopucra lr Ha apyrn .qbpxaBn
q.jreHKrf,3a Jexapc.rBeH[ rrpojlyR.rH, pa3peueHH no peaa Ha Per.ilalrenr (EO).]t{i 726/2004

na Enponeficxnq napraMeHT u tra Cusera ll'ru no peaa Ha rraBa rpera, par4e,r VII n

H3n'bJrHeH[e Ha 3aatJrrieHlrsra rlo q.rl. 55a n,ru no q"r. 56a'

Ilpouegypa npe,q Kouncxara, craHoBHule na EKKI{ H cporoBe.

con 12
Bepcue 1 .2 finA12021

crp.z o14

3a npoeexaaHero Ha HeLrHTepBeH[]4oHarHo npoyqmHe Ha nexapcrBeHu npoayKru Ha

TepnToplrrra Ha Peny6ruxa Er,.nrapm npurexarencr Ha pa3peueHlrero ra ynorpe6a
npeAcraB, g EKKI4 3arBlreHrre no o6pa:eq, flpu.rlpyxeuo cr,c:



ETl4qHA KOMI,IC}I' 3A KNHHUqH9I U3NTTBAH}tA
CTaHAaprHa onepafl4BHa npoqeAypa N9 12

OqeHxa Ha AoKyMeHraq[s sa HerHTepseHqnoHanHo npoyr]BaHe

fipurexare,rrr Ha pa3peueHnero 3a ynorpe6a npeAcraB.q a EKKH 3aeBJreH[e no o6pateq,
trpu,IpyxeHo cl,c:

- yBeAoMneHue 3a oAo6peHrre Ha rrporoxolr no u.n. 145e, a.1.2, r. I 3JIIIXM;
- [poToKona Ha npoyqBaHeTo;
- rrllcueHo rlBQopMrrpauo cr,rJracle or nauEeHTa.

B cporc go 15 AHU or Aarara Ha nonyqaBaHe Ha AoKyMeHTauurra KoMr.rchrra npneMa
noroxHTeJIHo nu oTpHI-laTeJIHo cTaHoBr.rule, 3a KoeTo yBeAoMrBa npHTexaren, Ha

pa3peueHHero :a ynorpe6a. flposexaaHero Ha npo)4rBaHero Moxe aa 3anoqHe cJlea
nonyqaBaHe Ha noJroxrlTeJrHo crauonurqe or EKKII.

9. floryrueu'rauuc 3a cLurecrBerH [poMeHH rrpH rrpoBex,qaHe Ha HeuHTepBeHuuoHaJIHo

npoyrrBaHe, KaKTo Ha reprrropfiqra Ha Peny6.rnrca Et,rrapue, raxa Ha repHTopflqra I| Ha

apyrH .qr,pxaBH q,'IeHK[, 3a JterapcrBeHu npoa"vl<ru! pa3perlreH[ rlo peAa na Pernameur
(EO) Il! 72612004 Ha Eaponeficxnq rapraMeHT u na Crnela Bnn no peaa Ha r,raBa rpera'
pa:ae,r VII B H3nr,JlHeHHe Ha 3aar,JrxeHnrra no qr.55a x,rrr no q,r.56a.

[Ipu nraHupaHe Ha ct,ulecrBeHH npoMeHx B nporoKo,'la Ha HeHHTepBeH uHoHaJIHo

npoyqBaHe npnrexare,'rrr Ha pa3peueHHero :a ynorpe6a npeacraB, 3aflB"IIeHIle no o6pareq,
np[itpyxeHo cbc:
-yBeaoMJren[e ra o4o6penne Ha npoMeHHTe B rlpororoJla no q"r. 145x, a;1. 3 3.]IIIXM,
npHApyxeHo c npoMeHeHH, [poroKoJr Ha npoyqBaHero.
- MOTITBH Ha [nAH]tpaH[Te rlpoMeH]l
- [poeKT Ha nporoKoJra;
- nllcMeHo nHQoprunpauo cr,rnacxe or naIrHeHTa.

B nocoqertule ,[okTMeHTH cJre,[Ba aa ca o.r6e,'rqtaH n orpaseHfl fiper"rlaraHlrre
IIpoMeHH.

B cpox .qo 14 aus or aarara Ha nonyqaBaHe Ha AoKyMeHTauHrra EKKH npneua

noJroxHTenHo Hnu orpHuaTenHo craHoBH[le, 3a KoeTo yBeaoMrBa npHTexaTe,'1, Ha

pa3peueHnero ra ynorpe6a. flpu:rexarelrr Ha pa3peueHnero :a ynorpe6a Moxe aa npnnoxu
nJIaHHpaHHTe CbUIeCTBeHH IIpOMeHH B IIpOTOKOJIa CneA nolyqaBaHe Ha II0JIOXITeJIHO

cranoexrue or EKKII.

10. IIpu oueuKa Ha .tloryMeHTauflflTa rlo r. 6, r.7, r.8 u r.9 EKKI4 npeueH,Ba

cboTBeTcTB eTo Ha npoToKona Ha npoyqBaHeTo c ycjloBHrTa. onpeaeneHH B pa3peueHHeTo 3a

ynorpe6a, uelecr,o6paaHocrra Ha npoBexaaHero My n 6e:onacuoclra Ha yqacrHHurre B

npoyqBaHeTo.

Oco6eso BHHMaHue npH oueHKara ce o6ptula Ha:

- pea 3a ocurypqBaHe Ha [poyqBaHl.Ire npoAyKrlr (ocurypreaue or Bt3r'IoxureJl HJII4

Ha6aeqHe or naureHtnre)l

flpoueaypa nperl Kouucnnra! craHoBuute ua EKKII H cpoKoBe.
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ETl4t{HA KOM14C14t 3A KrI14Hl,lqH}l 13n}ITBAHl4g
Cran4aprxa oneparHBHa npoqeAypa l.le 12

OqeHKa Ha AoKyMeHTaqnr 3a HeuHTepBeHquoHanHo npoyqBaHe
- nepnoA Ha npoyqBaHero (a,qexaarHocr Ha nepHoAa Ha cb6HpaHe ua gauHu);
- ctorBercrBue Ha npeABuAeHure MeroAr4 3a npocneArBaHe c o6uqafiHara MeAUqrrHcKa

npaKrl,lKa;
- cpoKoBe 3a npeBKrloqBaHe Ha rrauHeHTlr or eAHo noAAtpxaulo reqeHrre Ha Apyro;
- B63MOXHOCT 3a npOALnXaBaHe Ha JreqeHHero C flpoyqBaHr,rf, npOAyKr CneA KpiI, Ha

npoyqBaHeTo.

Oqexrcara ce u3BlpuBa 3a:

- c'borBsrcrBne c npaBxnara na Toru 9,{ "Jlerapcreeua 6eronacuocr" or PtxosoaHnre
npaBl,rna ua Eaponeficxara o6urHocr sa JrexapcrBeHH npoAyrcru B xyMaHHara MeaHulrHa;

- crorBgrcrBne c apyri{ ny6rlrxysaur pbKoBoacrBa 3a npoBexaaHe xa t}apuaro-
enuAeMuoJronlrqHt,t npoyqBaHn, (Guidelines for Good Epidemiologt Practices for Drug, Device,
and Vaccine Research in the United States (International Society for Pharmocoepidemiologt,
March 27, 1996); (Good Epidemiological Praclice: Proper Conduct in Epidemiologic Research.
(lnternat ional Epidemiologi cal A ssoc iat io n).

.{oxyueHraqurra :a o.uo6prnaue, npoMrHa I npHKJIIoqBaHe Ha HeHHTepBeHunoHzlnHoro

rrpoyqBaHe ce npeacraB, 3aabnxtirerHo lj Ha aHr,ruficxn est4r.

flprrexare,ur Ha pa3peueHuero sa ynorpe6a nHcMeHo yBeaoMrBa EKKI4 sa [puKrrcqBaHero
Ha HeuHTepBeHuHoHalHoro npoyq BaHe.
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