
ETI4T{HA KOMI4C]4R 3A KNUHNqHI U3NNTBAHUB
Crax4aprHa oneparxBHa npoqegypa Ne 12

Oqenra Ha AoKyMeHTaqHe 3a HeuHrepBeHquoHanHo npoyr{BaHe
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OIIEHKA HA AOKYMEHTAIII,Ifl 3A HEIIHTEPBEHUTIOHAJIHO
IIPOYTIBAHE

1. I{elra Ha npolleAypara e Aa ce onpeAenu peAbr 3a orIeHKa Ha AoxyMeHTaur.rfl rrpu
locTGnr,rJro 3aqBIeHr4e 3a HeIIHTepBeHTII,IOHaJIHO [poyqBaHe.

2, O6xsaqa HeI{HTepBeHuI,IoHaiIHu flpoyqBaHr,rfl, npeAcraBeHr, 3a craHoBr,rqe Ha

Kouucusta no peAa Ha qJI. l45s -145a u r{Jr. 145rc or 3axoua 3a neKapcrBeHure
npoAyKrr,r B xyMaHHara MeAlrrIHHa (3nIIXM)

3. Orronopnocrra [o I43nbnHeHl4ero e Ha npeAceAarenq, 3aMecrHnK-npeAceAarenr,
r{JreHoBere r4 BbHruHr.rre eKcneprl,r xtu Konaucusra.

4. HopnaaruaHn aKToBe, r{3noJr3BaHH 3a H3rorBrHero Ha rasu COII
4.1. 3arcou 3a JreKapcrBeHr,rre npoAyKrr,r B xyMaHHara MeArarrnHa (o6n., AB 6p.31 or

2007 r. 14 [ocneABaJrr4Te H3MeHe*r4fl. v gonrnHeHur);
4.2. Hape46a J\b 3l :a orpeAeJlflHe Ha rIpaBL ilarasa.[o6pa KJrr,rHr.rr{Ha npaKrg6a (o6n.,

AB, 6p. 67 or 2007 r.)

5. O6qr nprrHrlurr

flpueutt u oIIeHKara Ha AoKyMeHTaqr4, KbM 3arBJreHr,re 3a HeI,IHTepBeHrIr.roHaJrHo
npoyqBaHe cJIeABar IIpoUeAypHTe Ha Kouttcnsra orHacrq[ ce 3a KJrr,rHuqHu u3ilurBaHufl, ilptt
orquTaHe cnequQnxara ua 4efi uocrra.

HeuurepneHlluoHaJlHo [pofIBaHe ce npoBexAa c pa3pemeHlr 3a ynorpe6a a Peny6luxa
Etlrapur JIeKapcrBeHH trpoAyKTH npeAnncBaHr,r B cborBercrBue c ycnoBr,rqra, oflpeAeneH]r B
pa3peureHrzero 3a ynorpe6a (ul. 145 or 3JIIIXM).

HasHaqasaHero Ha naqueHTa KbM o[peAeJreHa repa[eBTr,rqHa crparervfl He ce o[peAeJrfl
npeABapHTenHO r{pe3 nporoKoJla 3a r,r3nHTBaHe, a nonaAa B ycTaHoBeHaTa flpaKrr,rKa u
peuIeHl'lero 3a npeAnllcBaHe Ha JIeKapCTBeHr4r npoAyKT e flcHo pa3rpaHr,rqeHo or peueHuero Aa
ce BKnIoqu naIIHeHTa B H3nlITBaHero. flo orHoueHue Ha yqacrHurlr{Te B HeHHTepBeHrIHoHaJrHg
npoyr{BaHl'Ifl He ce flpllnafar AHarHocTHr{Hu krLr npocneA-,rBarrlr4 npoqe[ypu, pa3nr,rrrHr,r oT
o6uqafiuata [paKTHKa, Karo 3a aHanr,r3 Ha floryqeHllTe AaHHI,r ce I,I3noJI3Bar enr,rAeMr,roJrorl4qHr,I
MeTOAr,r.
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ETr4qHA KOMt4Cl4' 3A Kfl l4Ht4qHU n3nUTBAHr4fl
Crax4aprna oneparrBHa npoqe4ypa Ne 12

Oqexra Ha AoKyMeHTaqne 3a HelaHrepBeHq[oHanHo npoyqBaHe

6. .{oryueurarllr fl 3a He}r HTepBeH rtrrr oHaJr Ho n poyrrBaHe

llptz HenHtepBeHIII4oHanHo npoyqBaHe Bt3Jroxr,rreJrrr r,r rJraBHr,rrr H3cJreAoBaren [oAaBar
s KoMucllsra 3,uIBJIeHrIe tto o6paseq. O6paseqrr Ha 3aflBJreHr4e ce yrBbpxAaBa or
r,r3n6JrHr{TenHr,rfl Ar,rpeKro p rua VAJI.

3assreH[ero e cbrrbrcrBaHo or npoeKr Ha nporoKoJla Ha flpoyr{BaHero, [pr,rApyxeH c
nLIcMeHo cbrnaclae tto qJI. 145a, an.2 ot 3JIIIXM u nocoqBaHe Ha r,r3ToqHHKa ua QuuaucupaHe
Ha nporrBaHero.

7. Ouenrca Ha AoKyMeHTauHs 3a HetrHTepBeHuuouaJrHo npoyqBaHe

EKKI4 npelreHrBa cborBercrBl,Iero Ha nporoKona Ha flpoyt{BaHero c ycJroBr,rflTa, oflpeAeneHr,r B
pit3peuleHlaero 3a ynorpe6a, qerecroopasHocrra Ha npoBexAaHero uy u 6eaonacHocTTa Ha
yr{acTHr,rquTe B npoyqBaHeTo.

Oco6eno BHr,rMaHr,re flpu orleHKara ce odprqa ua:

- peA 3a ocl4ryprBaHe Ha npoyqBaHr,rre npoAyKTu (ocraryprBaHe or Bb3Jroxureils vtrv
Ha6aBf, He or [aq]reHTVTe);
- [eplroA Ha rpoyqBanero (agerBarHocr Ha rtepuoAa Ha cr6upaue ua 4aHuu);
- cborBercrBl4e Ha npeABI,IreHHTe MeroAr,r 3a [pocJreAsBaHe c o6nqafisara Melr{qraHcKa
rpaKTuKa;
- cpoKoBe 3a npeBKnlor{BaHe Ha nauueHTrn oT eAHo noAAbpxauo JreqeHr4e Ha Apyro;
- Bb3MoxHocr 3a npoAbnxaBaHe Ha leqeHr4eTo c npoyqBaHr,rfl [poAyKT cneA Kpa.fl Ha
npoyr{BaHeTo.

Oqesxam ce rr3BbprxBa 3a:

- csorBercrBHe c flpaBl,Inara ua Tou 9A "JlexapcrBeHa 6egonacHocr" or PbKosoAHure
npaBI,IJIa na EnponeftcKara o6quocr 3a JIeKapcrBeHu [poAyKTH B xyMaHHara MeA]rU[Ha;

- cborBercrBue c ApyruI ny6luxynaHn paKoBoAcTBa 3a npoBexlaHe Ha Sapuaxo-
enuAeMlroJrorurrrHr4 npoyrrBaHr,rt (Guidelines for Good Epidemiolog,, practices for Drug, Device,
and Vaccine Research in the United States (International Society for Pharmacoepiiemiologt,
Morch 27, 1996); (Good Epidemiological Practice: Proper Conduct in Epidemiotogic Reseaih.
(Inte rnat ional Epi de miol o gi c al As so c i at ion).

8. CraHosH[Ie Ha Konaucnsra

Kouucusta Ll3npau{a Ha npl,ITexareJu Ha pa3perxeHuero aa ynorpe6a noJroxr,rreJrHo r4Jr1r

oTpI{IIaTeJIHO CTaHOBLIqe 3a IIpOBeXAaHe Ha HerrHTepBeHrIr,roHaJrHoTo [porrBaHe B cpor 4o 60
AHrr oT AATATa Ha noryqaBaHe Ha AoKyMeHTarIr,rflTa.
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ETl,lt{HA KOMt4C]4f, 3A KnUHhqHl4 h3nl4TBAH[,/.A
Crangaprxa oneparrBHa npoqegypa Ne 12

Oqerxa Ha AoKyMeHTaLUs sa HeuHTepBeHLlt4oHanHo npoyqBaHe

crrr4cbK HA AOKyMEHTT4TE 34, PA3|JIEXAAHE HA HEI{HTEPBEHLII4OHAJIHO
IIPOYt{BAHE

l. A4trluuucrparplBHa AoKyMeHTauI,uI
- 3ruBJreHlre rlo o6pa3eu
- npuApyxprTeirHonplcMo;
- cnHcaK Ha BcIrqKV nnaHprpaHr,I rIeHTpoBe I{ rJraBHH r,r3cJreAoBarenfi 3a repr,rroprarTa Ha

Peny6nraxa Brnrapzr;
- Kont,te or flpenopbKuTe Ha Haf{eH KoMr,rrer na EnponeficKara areHlrl,r, tro neKapcrBara no

KoHcynTarlu, no rrJraHupaHe Ha npoyqBaHfifl,, tlpv [peMI,IHana npolleAypa;
- Bb3naraTeJrHo rflrcMo I4JII,I AofoBop 3a ynsnHoMorllaBaHe Ha nr,rueTo, KoeTo nolaBa

3arBJIeHHerO OT ITMeTO Ha B63JIOXUTeJIfl, KOTaTO 3arBI,ITeJIrT He e Bb3IOXUTeJI;

- AaHHrz sa E4unuur u4enru$r,rKaur,roHeH KoA or rbproBcKr,rfl perlrcrsp - 3a ApyxecrBoro
uilyt Koo[eparlr4flTa, pefHcTpr,rpaHo Ha Tep[TopvflTa na Peny6nuxa ErrrapnR, a 3a

ApyxecTBaTa, perucTpvpaur B Apyra AbpxaBa - r{JreHKa Ha EBponeitcxus cblo3, I,IJII,I B

AbpxaBa - crpaHa no Cnopa3yMeHlrero 3a EBponeficKoro r4KoHoMrrqecxo npocrpaHcrBo -

Konr.re oT AoKyMeHT 3a aKTyaJrHa perficTpalll4fl no HaIIHoHaJIHoTo 3aKoHoAaTeJICTBO,

il3AALeH OT KOM[eTeHTeH OpmH Ha cboTBeTHaTa AbpxaBil Ha Bb3noxr4Telfl v 3aflBl1lTeilfl;

Koraro Bb3noxr4Te ilflT vurvt 3aflBnTenrT e (fu:uuecxo Jrr,rqe, ce flpeAcraBflT AaHHH - I,IMeHa,

aApec, re.ne$ou, Sarcc;
- AeKnapaqrr, qe noAaAeHara ao HAJI n ao EKKH-aoKyMeHraIIVfl cr,:tp)Ka eAHa H cblrla

raHQoprtaaqur.

2 I4uSoprnrarllrf, 3a yr{acrHux :

r,rntloprr,raqu, 3a nauueHralyuacruuxa ra Qopua sa r,rH$opnrupaHo cbrnacue;
onlrcaHr4e Ha rpoueAypl4Te 3a ua6upaue Ha flallueHrulyuawuutlu;
onlrcaHr.re Ha [porleAypnTe 3a noryqaBaHe Ha uHt[oprraupaHo cBuracr4e or 3aKoHeH

[peAcraBr.rTeJl, Koraro ce npeABHxAa;

err,rqHa o6ocHosra n cryuafi ua ua6upaHe Ha yqacrHr.rqu, KoHTo He ca B cbcrorHr,re Aa

AaAar uHSoprtaupaHo cbrnac[e;
BcflKa Apyra nuSoprr,raqufl, KoflTo I{e 6rle r43rroJr3BaHa sa Ha6upaue Ha yqacrsvlJu ulunu
npeAocTaBflHa Ha yqacTHHK rrpeAr,r r,rJrH rro BpeMe Ha KJrr4Hr,rrlHoTo [r3rrHTBaHe.

3. ,{oryrraenTawfl 3a npoToKona:
- [poToKoJr Ha r43nuTBaHeTo c BoHr{KLI aKTyanHH npOMeHH;
- o6o6ueHue Ha [poroKoJra Ha 6urapcKr,r e3r,rK;

- ol{eHKa Ha HayqHata croftuocT Ha r43nprTBaHero oT cfleqlraJrr,rcr B cBoTBerHara o6lacr,
KOTaTO e Hant4qHa;

- erI,IqHa oIIeHKa Ha flporoKoJla oT rJraBHufl LilrLt KoopAr,rHr4palquq I,I3cneAoBareJr, KoraTo He e
r{acT oT flpoToKona.

- [JraH sa ny6luryBaHe Ha AaHHHTe.
- IIpotoxoJItT, cborBerHo pbKoBoAcrroro, rpr6na Aa 6rle noAnr,rcaH or Bb3JroxureJr.[ ]r or

uraBHH, rr3cJreAoBaTen 3a BceKI,I oT npeAnafaHr,rTe qeHTpoBe.

4. .(oxyrr,r e H T a\ufl 3 a rex H 14 r{ ec Kl,rre v3vctBa*:afl,'.
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ETl4r{HA KOM!4C149 3A Kfll4HrqHr [3n]4TBAHUf,
Cran4aprxa oneparrBHa npoqe4ypa Ne 12

Oqenxa Ha AoKyMeHraLUR sa HerHrepBeHq[oHanHo npoyqBaHe
- onHcaHHe sa seo6xoAHMoro o6opy4nane u/utv. TexHr,rsecKu r,r3r,rcKBaH4fl 3a v3nrJrHeHue Ha
npoToKona unl4 pbKoBoAcrBoro 3a IEBbprrrBaHe Ha Her,rHTepBeHrIr4oHaJIHOTO npoyqBaHe, Koraro
e rlpunoxLlMo csrJracHo cboTBeTHVfl MeAuwHcKt4 CTaHAapT;
- AOKyMeHTH, yAOCTOBeptBattIE HaJrHrrHHTe rexHr,rqecKH BS3MO)KHOCTIII 3A LB[bJIHeHIAe Ha
[poToKona ]InH pBKoBoAcTBoTO, 3a BCeKH OT npeAnaraHHTe rIeHTpoBe, BKJrrOgr,rTeJrHo AoKyMeHTU
sa cepruSrariatJJ1.fl, aKpeAlrrallnfl L ycraHoBeH KaqecrBeH KoHTpott u/unu BbHrrrHa orIeHKa Ha
Kar{ecTBoTo, KoraTo e npHnoxl,rMo;
- EKKI4 I,I3BbpIuBa [poBepKa no clyxe6eH nbr 3a Hanuque Ha paspeueHr,re 3a ocbrrlecrBrBaHe
ua leqe6Ha gefinocr no qJI. 47 , an l, cto'reerHo yAocroBepeHlre 3a per[crpaqu, no ul. 40, an. I
or 3axosa 3a leqe6uure 3aBeAeHllfl 3a re.re6Horo 3aBeAeHr,re - rIeHTGp Ha
Her,rHTepBeHrluoHanHoTo npoyr{BaHe.

5 . floryrraeHrarlur 3a rpoyqBaHr,rfl npoAyKr:
Or 2018 r. EKKI4 vtLIAII cneABa Aa I,I3BbpIIIBar rpoBepKa no cnyxe6eu nbr Ha axryanHara
KparKa xapaKTepl4crl{Ka Ha ua6lrc4anaHwqlre rexapcteer/r,r npoAyxr/r{ 3a Her,rHTepBeHrIHoHanHo

rpoyqBaHe.

5. @uuaucnpaHe r,r aAMr.{Hlrcrparr.rBHa opraHr,r3arlur Ha npoyqBaHero:

,{auHure 3a Szuaucnpaue u aAMI,IHHcrparr,rBHa opraHr,r3arlur Ha Her{HTepBeHrIr{oHanHo
npoyrrBaHe cBAbpxaT:

- 3acrpaxoBKa, rloKpuBarqa orroBopHocrra Ha Bb3noxr4TeJrfl H rJraBHuslre usctegonaren/u
3a [p[t{[HeHI,ITe ilpu t[lfi no rroBoA Ha npoBexAaHeTo Ha HeI,IHTepBeHqI4OHaJIHOTO

npoyr{BaHe HeLIMyIrIecTBeHu 14 LrMyqecTBeHr{ BpeAH Ha rraoTHnrlr,rTe, c r,r3KJrroqeHl,re Ha

cryqal,ITe Ha HeI,IHTepBeHIII,IoHaJIHo [poyrrBaHe, B Koero ce o6pa6orBa perpocneKrr,rBHo Lr

aHoHHMHo MeAr.rqr,rHcKa nnQoprraaqur;
- AOTOBOp MeXAy Bb3JrOXr.rTen' H H3CneAOBaTeJIr;

- AoroBop MexAy Bb3JIoxI{TeJIfl I,I yqacrHr,rqlrre B rr3nl,lrBaHero, KoftTo orrpeAen, H

Bb3HafpaxAeHr.reTo 3a yr{acTue, Kor-aTo ce [peABuxAa TaKoBa;
- AaHHI,I 3a I,I3TorrHr4Ka Ha QuHaucnpaHe Ha npoyr{BaHero, Koraro BB3JIoxr,rreJIflT e

ropr4ArzqecKo nlrqe c HecTonaHcKa IIeJr;

- AOKyMeHT 3a [JraTeHa AbpXaBHa TaKCa.
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