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OHEHKA HA ^OKYMEHTAIUIH 3A HEHHTEPBEHqHOHAJIHO
HPOYHBAHE

1. IJ,ejiTa na npoijeaypaxa e j\a ce onpe#ejin pezitx 3a oueHKa na
nocxx,nnjio saflBjieHHe 3a HenHxepBeHiniOHaiiHO npoynBane.

2. OSxBaiua HeHnxepBeHUHonanHH npoyHBannji, npe^cxaBCHH 3a cxanofinme na
KoMHCHaxa no pejia na HJI. 145s -145zi H HJI. 145x ox SaKona 3a JieKapcxBennxe

B xyMaHHaxa Me^HUHHa (3J111XM)

3. OrroBOpHocTTa no Hsn-bJiHCHHexo e na
encnepxH KX>M

HjienoBexe n

4. HopiviaxHBHH aKXOBe, H3non3BaHH 3a nsroxBHHexo na xasn COn
4.1. 3aKOH sa iteKapcxBCHnxe npo^yKXH B xyMaHHaxa Me^Hunna (o6n., ffB 6p. 31 ox

2007r. H nocjieABajiHxe HSMeneHHH H

5. O6mn

H oueHKaxa na ^OKyMCHxauHJi KI>M saaBJieHHe sa HenHxepBCHUHOHajiHO
npoueaypHxe na KoMHCH^xa 3a HHxepBCHUHOHajiHH npoyiBanHa, npn oxniixaHe

na ^eHHOCxxa.
npoyHBane ce npOBOK^a c paspemeHH 3a ynoxpe6a B Peny6jiHKa

jieKapcxBCHH npoAyxxn npe^nHCBaHH B ctoxBexcxBHe c ycnoBHHxa, onpe^eneHH B
paspeuieHHexo sa ynoxpe6a (HJI. 145 ox SJIRXM).

na nauneHxa IOBM onpe/iejiena xepaneBxunna cxpaxerHH ne ce onpeziejia
npes npoxoKona sa nsnHXBaHe, a nona^a B ycxanoseHaxa npaKxuxa H

pemeHHexo sa npe^nHCBane na nei<apcxBeHHH npo^yKx e JICHO pasrpaHHHeno ox pemeHHexo j\a
ce BKJIIOHH nanHCHxa B HsnnxBaHexo. Flo oxnomeHHe na yHacxHHUHxe B HenHxepBenuHOHanHH
npoyHBanna ne ce npnjiarax .HHarnocxHHHH HJIH npocjieaaBamH npoue/iypn, pasjiHHHH ox
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KOMMCMfl HO ETMKA 3A MHOrOLJEHTPOBH H3nHTBAHHfl
CiaHflapTHa onepaiMBHa npoqeflypa N° 12

Ha flOKyMeHiaqua aa HenHTepBeHLinoHariHO npoyHBatne

npaKTHKa, Kaxo 3a aHa,iM3 Ha nojiyneHHTe /WHHH ce H3no;i3BaT

6. ^OKyMenTimnji 3a iieiiHTepBeimiioiia.iHo iipovHBane

HeHHTepBennnonajiHO npoyHBane Bt3Jio>KHTeji>iT H rjiaBHHHi H3CJieAOBaieji no^aBar B
3aHBJieHHe no oGpaseu. O6pa3em.x Ha 3aaBjieHHe ce yTBi>p>K,naBa OT Hsnt^HHTejiHHa

H3 HAJ1.

3aaBJieHHeTo e ctntTCTBciHO OTnpoeKT Ha npoTOKOJia na npoyHBaneTO, npHapy>KeH c HHCMCHO
ctr^acHe no HJI. 145a, an. 2 OT 3JTI1XM H nocoHBaHe na HSTOHHHKa Ha ({)HHaHCHpaHe na
npoyHBaHero.

7. OueiiKa na ^OKyivieHTauiiH 3a iieiiiiTepBeimiionajiiio npoyHBane

no eTHKa npeuen^Ba ctoTBCTCTBHCTo na npoTOKOJia na npoyHBaneTO c y
B pa3penjeHHeio 3a ynoTpe6a. nejiecto6pa3HOCTTa Ha npOBOKzianexo My H

SesonacHOcna na ynacTHHUHTe B npoy-nuiHeTo.

Ocooeno BHiiManne npn onenxaTa ce ooptma na:
- pezi 3a ocnrypHBaHe na iipoyHBanHTe ripOAyKTH (ocnryp«BaHe OT BtsjioKHTejia HJIH
na6aBHHe OT nauneHTnTe);
- nepnozi na npoyHBaneTO (a/jei\BaTHOCT na nepno^a Ha d-onpane na

Ha npe/iBHZieHHTe MeTO^H 3a npocneaHBaHe c oHHaf i i i aTa
npaKTHKa;

- cpoKOBe 3a npeBKjiioHBaHe na nauHeiiTH OT e/nio nofl/j-bpyKamo jie'iCHHe na zipyro;

- Bi>3MO>KHOCT 3a ripontn^aBaHe Ha jieieHMeTO c npoyHBaHHM upoztyKT cjiefl Kpaa na
npoyMBaneTo.

Ta ce H3B'bpuiBa 3a:
- c'bOTBCTCTBne c HpaBHjiaTa Ha TOM 9A "JleKapcTBCiia 6e3onacHOCT" OT l^

npaBH.ia Ha EBponencKaTa OOUIHOCT sa JieKapCTBemi npo;iyKTH B \VMaHHaTa MC/iHUHHa;
- ebOTBCTCTBHe c zipyrn ny6jiHKyBaHH ptKOBOCTBa 3a npOBOKAane na (})apMaKo-

ennjjeMHOJion-iHHn npoyHBaHHJi (Guidelines for Good Epidemiology Practices for Drug, Device,
and Vaccine Research in the United States (International Society for Pharmacoepidemiology,
March 27, 1996); (Good Epidemiological Practice: Proper Conduct in Epidemiologic Research.
(International Epidemiological Association).

8. CraHOBume na KoMiicmna
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KOMHCMH HO ETMKA 3A MHOrOL|EHTPOBM M3nHTBAHMfl
CxaHflapXHa oneparnBHa npoueAypa Ne 12

Ouem<a na flOKyivieHTaMna aa HeMHTepeeHLiMOHariHo npoyneaHe

CHHxa innpama Ha npnxe/KaxejiM Ha pa^pemeimeTO 33 ynoxpeoa nojio>KHxejnio MJTH
oxpHuaxejino cxaHOBume 3a apoBOigjaae Ha nenHxepBennnoHajiHOXo ripoyHuaae B cpoK £060
JXHH OT flaxaxa na noJiynaBane aa

HA flOKYMEHTMTE 3A PA3rJlE>K^AHE HA HEHHTEPBEHUHOHAJ1HO
HPOYHBAHE

1 . AAMHHHCTpaTHBaa

HHCMO;
K na peryjiaxopHHTe opraHH. ao KOHTO e ncwmeiio saaBJieHHe, H penieHHCTO HM;

Ha BCHHKH HJiaUHpaHH UeHTpOBC. PJiaBHH H3CJlCZlOBaTeJlH H H3CJie^OBaTejlCKH

CKHHII 3a TepiiTOpiiHTa Ha Peny6jiiiKa BuirapHa;
Bi/3JiaraTCJiHO FIHCMO HJIH noroBop 3a yrrbJiHOMomaBane Ha JiHuero, KOCTO ncwiBa

3aHB.ieHHexo ox HMCXO aa npnxe>i<axejifl Ha pa^pemeanexo 3a ynoxpeGa, B c^yiiaHxe Koraxo
3a«BHxejiMT HC e npnxe>Kaxenax aa paspemeaHexo;

ZloKyMeux 3a aKiyajiaa perHcxpauna. H3/i,aflea ox KOMncxeiixeH opran. aa npHxe>Kaxe;i5i
aa paspeiiieHHexo sa ynoxpeoa aa xepiixopnaxa na EBponeKcKHJi c'bfos;

2. Hii(])opMauHH 33 yuacxaHK:
na(J)opMaun>i 33 nanHcaxa / y imcxaHi<a H (|)opAia 3a aacJjop.MHpaao ctrjiacae;
oni-icauHe Ha apoue^ypaxe 3a aaGapaae aa aanaeaxa/y-iacxaHua;
onacaHHe aa npoue/iypaxe 3a nojiynaBaae aa Hiuj)opMHpano ctrjiacne ox saKoaea

eji. Koraxo ce npeABH>K^a;
a ooocHOBKa B cjiynaM na aaGapaae aa y-iacxnnaH. KOHTO ae ca B ctcxoaHHe i\a

nacJ)opMHpaao ctrjiacae;
ica zipyra HH(})opMau,HH, KOMXO me ovie n3noji3Bana 3a naGnpaHe aa ynacxHaua H/HJIH

aa ynacxanK npezni HJIH no BpeMe aa KJ IHHHMHOXO H3nHXBaae.

3. ^OKV-MeaxauHMxa 3a npoxoKOJia:
npoxoKOJi na H3naxBaHexo c BCHHKH aKxyanaa npOMenn;
oGoouienne Ha apoxoKOJia na oturapcKH CSHK;
ouenKa aa naynaaxa cxonnocx aa i-nnnxBanexo ox cneuaajiacx B ctoxBcxnaxa oojiacx,

Koraxo e na.iHHiia;
exHMiia oneni<a aa npoxoKo.aa ox r;iaBini>! HJIH Koop^HaapaiuHH H3CJie/ioBaxeji. Koraxo HC

e nacT ox npoxoKOJia.

4. /^oKyMeaxauwa 3a npoy^BaHna npo^yi<x:
aKTya^iia Kpaxi<a xapaKxepHcxnica Ha

5. Onaaacnpaae H anMHaacxpaxHBaa opraaauauna na npoyiBaaexo:
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KOMMCMfl HO ETHKA 3A MHOrOLJEHTPOBH M3nHTBAHHH
CraHflapTHa onepaiMBHa npoueflypa N° 12

na flOKyivieHTaMnsq aa HenHTepeeHLinoHanHO npoyHBane

aacxpaxoBKa;
3a njiaxena xaKca.

con 12
Bepcua 3/HoewiBpn 2014

crp.4 OT4


