
KOMHCH o ETHKA 3A MHOFOUEHTPOBH H3riHTBAHHfl
xaHziapxHa onepaxHBHa npoue^ypa N° 03

I I 1 / _ npneivi Ha

no emuKCi 3d
mmectHUX

y&i.

HPHEIVl HA,ZI,OKyMEHTALI,Mfl.

IJejiTa Ha npoue^ypaxa e ,na ce onpe^ejin peatx na pa6oxa no npHeM H
ci>.in>p>KaHHexo Ha ^OKyMenxauHnxa, noaa/ieHa 3a paspemaBaHe na HOBO K^HHHHHO
H3HHXBaHe HUH CX>UJ,eCXBeHH npOMCHH B paSpeiHCHM KJ1HHHMHH H3nHXBaHH« Ha

jieKapcxsenn npo^yKXH.
OGxBama BCHHKH saaBjienHa sa paapemaBane Ha KJIHHHHHH n3HHXBaHHa n
ctmecxBeHH npoMenn Ha jieKapcxBeHH npo^yKXH, no^aaeHn #o KoMHcnaxa.
OxroBopnocTTa no H3ni>jiHeHHexo e na npezice^axejiH, cexpexapa na
XeXHHHCKO/H JIHUa H flCJlOBOOTXeJlHXe B AejIOBO^CXBOXO Ha M3.

B CHjia ox:

1.

2.

.

4. /toKyivieHTH, Heo6xoAHMH 3a
4.1. COn_01_4)oPMyjiap_01_Post
4.2. COn_01_(|)OpMyjiHp_02_Database

na COn

5. HopMaXHBHH aiCTOBC H JlOKyiVieilTH, H3HOJI3BaHH 3a HSrOTBHHCTO H3 Ta3H COE[

5.1. 3aKOH sa jieKapcxBCHHxe npoayKxn B xytvianHaxa Me^HUHHa (o6n., ^B 6p. 31 ox
2007r. H nocjie^BajTHxe H3M6HeHHa H flontJineHMH) (3JinXM);

5.2. Hape#6a 31 3a onpe^enaHe na npaBHJiaxa sa ^o6pa KiiHHHHHa npaKXHKa, o6n.,
AB, 6p. 67 ox 2007 r.;

5.3. Hapefl6a N° 10 ox 2008 r. 3a flOKyMeHxaunaxa, npeacxaBana ox
ruaBHHH/KOOpuHHHpamHfl H3CJieaoBaxeji HJIH Bt3Jio)KHxejiH 3a nojiyMaBane na
cxanoBHme ox ctoxBexnaxa KOMHCHH no exHKa H 3a npoue^ypaxa no

na 6e3onacHocxxa
KJ1HHHHHOXO HSnHXBaHC H

o6H., /JB, 6p.46 ox 2008r;
5.4. ^eKjiapaunaxa ox

6. Ilpoueaypa

Ha MeziHunncKHxe
Ha KJ1HHHHHHX6

B xo^a Ha
OX H3nnXBaH6XO,

6.1. Ilpiieivi na
6.2. BcflKa aoKyMCHxaunH 3a pasmexAaHe ox KOMHCHHTU ce noAasa B

AejTOBOflcxBOxo na MuHHCxepcxBO na SApaBeonasBanexo Ha xapxnen H
CJieKXpOHCH HOCHX6J1.

6.3. Cjiy>KHxeji na flejioBO^cxBoxo 3aBe>Kfla Bxo,zwmaxa flOKyivieHxauHa KI.M
no pezia na HCHHOXO nocxtneane c Bxo^auj, noiviep H /taxa;
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6.4. TexHHnecKH cvxpyziHHK, onpe/xejien cx-c 3anoBea Ha MHHHCxx>pa Ha
3npaBeona3B3Hexo. npn/iBiDKBa nocTtiiHjiara zioKVMeHTauHa no ceKpexapa na
KoMHciiJixa B cpoK ox 3 JIHH OT nocx'bnBanexo ;

6.5. nocTbni-i.ri3T3 AOKyMenxauHM ce upe^ocxaBM na cei<pexap>i na KEMH, KOHXO H
pasrjioigxa H pasnpeaejifl 3a saBOitaane B OXACJIHH 6asa aaHHH 3a nocitnHjiHxe
HOBH 3aflBjieHHH 3a pa3peuiaB3He npoBOKaanero Ha KJIHHHHHH ronnxBaHHfl, 6asa
aaHHH sa HocrbnHJiH sasiBJieHHJi 3a npHJiaraHe H3 cx,mecxBeH3

6.6. 3aBe/K/iaHexo B 6a3nxe /janHH ee H3BX,puiBax ox ceKpex3pa H

6.7. CKpexapax HH(})opMnpa npeaceflaxeuM 33 nocxx>nHJiHxe HOBH
HJIH apyrn zioKyivieHXH ^o H3roTBflHe Ha flHCBen pea 33 cjie^Bauioxo 3acefl3HHe H
iipe/msra BKjuoHBanex'o HM B nero 33 paanpezienHHe na
peueHseHXH/KoiicynxaiiXH ox KEMM.

6.8. SaHBjxeHHMxa H /lOKVMCHxaHHHxs no KEMM ce p33npeaeji>ix H pasxjiex^ax no
Ha XJIXHOXO riocxx,HBane npn ci)o6pa3BHB3He na BMZUI H3 nocxx-nwuaTa

(HOBH KJIHHHMHH upovHBaHHM/ HCHHxepBeHHHOHajiHH
HJIH 3aMBJiei iHM 33 cx>mecxBeiiii npOMCHH) H onpe^ejieHMxe 33

HCHHOTO pa3rjie>Kfl3He cpoKOBe B iiopMaxiiBiiaxa vpe

7. HeoGxo/uiivia 40KyiMeHiamin - 3aJiB/icinie 3a HOBO KJIHHIIHHO
F.XaBHHHX M3CJieAOB3Xejl H/HJ1H Bt3J10>KHXe.XaX HpeaCX3BflX H3 BHHM3HH6XO H3

KOMHCH5IX3 CJ1CZIH3X3 flOKyMeHX3HH>I H3 XapTHCH H CJieKXpOlieH HOCHXCJl, C'brjiaCIlO

HJICHOBC 2, 3, 4, 5, 6 ii 7 or IlapeAGa 31 or 12 Aurycr 2007 r. ja oiipeACJiiine na
ripaBiuiara 33 aoGpa KjiHiniMiia npaicriiKa (oGn. ,JI,B, Gp. 67 or 2007 r):

MH(|)opM3HHa 33 ynacxuHK;
Ji 33 npoxoKona na H3HHXB3Hexo;

33 H3riHXB3HHH jiCKapcxBCH H
33 XCXIIH l ieCKHXe H3HCKB3IIHfl H 33 HepCOH3J13;

33 (!)HH3HClIp3HeXO M 3flMHHHCXpaXHBHaxa Opr3HH33UH>I H3
npoyHBanexo.

7.1. A^MHHHCTpaXHBH3X3 HOKyMCHTaUHJl FIO HJI. 110, 3.1. 1 , X. 1 OX 33KOH3 3a

npoziyKxn B xyMaHHaxa .vieAHUHHa (3JinXM) ctAtpxa:
npHApy>KHxe.Tiio HHCMO;
ce 3aAT>Ji>KHTejino na 6x>,ir3pcKH CSHK.

2. 3a«BJieHHe no o6pa3eu
OGpaseu na 3a«BjieHHexo, yxBtp^eHo ox MsHKiHi-ixejiiiHa ^HpeKxopa na HAJ1 e

na nnxepnex cxpannuaxs Ha M3, c nacxn 1 H 2. RpeacxaBH ce
na GtJirapcKH e3HK. Hacx 1 na saaBJienHexo cjieasa ^3 e nozmHcana ox

B-b3Jio>KHTejifl HJIH iieroB yntjiHOMOujeH npencTaBHTeji. Hacx 2 Ha 33HBjieHneTo cneaisa
Zia e no/XHHcaH3 ox KoopanHnpamna H3CJie/xoBaxeji , a aico ne e onpe^eJieH xaKtB - OT
e/xHH ox rjiaBHHxe H3CJieziOBaxejiH B e/jnn eK3eivinjiap

3. noxBX,p>K^eHHe 33 nojiyMen HOMep ox EBponeHCK3xa 6333 jjaHHH 33 KJIHHHHHH
H3HHXB3HHM;
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KOMHCM5I HO ETMKA 3A MHOFOLIEHTPOBH H3nHTBAHH5I
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4. cnHctK Ha peryjiaxopmixe opraHH H KOMHCMH no exm<a HSB^H xepHxopnaxa na
Etjirapna, no KOHTO e noaaaeno 3aaBJieHHe H pemeHneTo HM;

da ompamea ci^cmoHiinemo KI->M MOMenma na nodaeane Ha
Flpn ompinfamejiiio cmauoauitjc, oniKcn u.'/n UCKCIUH npo.Meiiu om

HXKOII om pe?y:iamopnume opsaiiu ii.ni KOMIICUII no ennixa, ce nocowa uspimno. Ko?amo
3aH6Jienue ce nodava CU.MO a Euieapitx ce yKcnaa mpiwno, MOJ/CC u 6 meKcma na
npudpyoicume.'iiiomo nuc.MO.

5. cnnctK Ha BCHHKH njiaHHpaHH ueHxpOBC, rnaBHH H3CJie#OBaTejiH H
H3CJie^OBaTCJicKH CKHHH 3a TepHTOpHflTa Ha Peny6jiHKa BtJirapna;
riocoHGam ce GCUVKH wiainipauu ijeumpoee - .'ieLie6no -jaoedein/e u KoiiKpemitama
cmpyKmypa. HocoHGam ce u3Cjiedo6ame.icKiime eiaimi (ejiaaen U3cnedoeame.i u ct-
u3C.'iedo(iame.'iit) c yi<u36ane na npofpecuonajii/cima KGcuitffiuKciyiifi (Ma^ucm-bp no
.\ieduiiiinu / deumu.'iHa Mediiifjnici, cneijiiau/ocm) u ([lyuKiiwima 6 eia/nci (uscjiedoeameji /
c"bU3c.riedo6ctme.i, Koopdunamop u dp),

6. KOHHC OT npenoptKHxe Ha nayneH KOMHTCT Ha EBponeflcKaxa arenuna no
jiei<apcxBaxa OXHOCHO KoncyjixauHH no nnanHpane na HsnHTBaiiHK, npn npeivmnana
npoueaypa;
AKO e npooedena npoifedypa no Koncy.'imaiiiin c pey.'iamopen opzan na dpy?a d~bpMcaea-
H.'ieiiKU, nw ce npmaea KUM mo3ii pa3de.'i na doK}>Meiimai[UHina.

1. Bt3.iaraTe.THO HHCMO HJIH zioroBop 3a ynt;iHOMomaBane Ha JTHUCTO, KOCXO
nojaaa 3aMB.ieHnexo ox MMCXO Ha Bt3:io>Knie.nH, Koraxo 3aMBHTen>iT HC e Bi/3JiO)KHTeJi;
Bw.'iasamejiHomo mtcMO/do?oGOp/m>:ino.MouiHO ce npedcmacxm 6 opu?una:i c noco^ieane
na KonKpemnomo Minimi to lunumeane. Uo u3K.'iioitenue npu ynwiHOMOiifcieaite na
3afiGiime.'iH u 3d dpyeu KJiinnmmi npoymmnim e edun doKy.Menm win npu eenepamo
ynwiiio.Moufasane ce donycKa npedcmaGHiiemo na Konue, -jaeepeno c ^pu(j) ,,Enpno c
opmwia:ia", nodni/c u CGCJIC nevam (UKO e lopudmecKo mate) na
Bij3.'iu?ame.inomo ni/CMo/do,'O6op/m,.!ii/oMoii(!/o c.'iedaci da t"bdi->p3ica
3d npedcmaeume.'icmGO nped Ko.Miiciifima no enniKa 3ct ̂ tlto^o^enlnpo(iu

8. AOKyMCHx 3a aKxyajiHa perncTpauHa, H3flaneH OT KOMnexenxeH opraH, na
Bt3JiO)KHTejiH H 3a«BHxeji« Ha xepnxopnaxa Ha EuponeficKHa ctios; Koraxo
Bt3J10>KHTeiI51T HJIH 3a51BHTeJIHT 6 c}3H3HHeCKO J1HUC, C6 npCZlCXaBHT flaHHH- HM6Ha, ajjpec,

xejiecpon, c})aKc;
^OKyMCHxtx 3a aKxyaiiHa perHcxpamix cjie/iBa ^a e H3Aaaen npe/in ne noBene OT 6
(LUCCT) .\ieceua npezin ^axaxa na noAaBanexo MV Kt.vi 3aaBJieHneTO.

9. acKjiapauHaxa no M.I. 122 3J1FIXM.

7.2. MH(l)opMauHHxa 3a yHacxi iHK no MIL 110, an. 1. x. 2 3J1FIXM
1. HH^opMauna 3a naunei-ixa / y
2. cjjopMa 33 HHCpopMnpano c^rnacne;
3. oriHcaHHe na npoue^ypHxe 3a na6npaHe na nauneiixn /
4. onncaHne na npoueziypHxe 3a nonvMaeaHe Ha HiupopMnpano ctrnacHe ox

•saKOHCH npeACxaBi-rreji, Koraxo ce npe/.iBH>K;ui;
5. exHMna o6ocHOBi<a B cjiynan na naGnpane na yMacxnnuH, KOHXO ne ca B

ctcxo5iHne zia aa^ax HH^opMHpano ctraacne, ctrnacHO Mn. 98 SJinXM;
6. Konne ox BOiKa apyra nH(popMau,nH, KOHXO me ot/ie H3noii3BaHa 3a naGnpane

na ynacTHHUH H/HJIH npe^ocxasHHa Ha ynacxHHK npe^H HJIH no BpeMe na

con 03
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