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HacpoHBane na 3aceaaHHH. Onpe/jejinne na AIICBCII

] . Hejixa na npoueaypaxa e M,a ce onpe^ejiH pe^tx na pa6oxa npn nacpOHBane Ha
3aceaaHHe, H3roxB5iHe Ha AHCBCH pezi, pe^tT Ha BioiioHBaHe na sa^BjieHHa 3a
KJIHHHHHH H3nHXBaHHH/HeHHxepBeHUHOHanHH npoyHBaHHH H ctmecxBeHH npoivieHH,
3a pa3rjie>KAane ox KoMHCHaxa

2. O6\Bama 3aHBjieHHH 3a cxanoBHma no HOBH KJIHHHHHH H3nHXBaHHH na JieKapcxBCHH
npOflyKXH H MCflHUHHCKH H3A6JIHH, SaHBJieHHH 33 CXaHOBHLija HO CtmeCXBCHH

npOMCHH B KJIHHHHHH H3nHXBaHHH Ha JieKapCXBCHH HpOZtyKXH H MC^HUHHCKH

H BCHHKH ^pyrH ^OKyMCHXH BtB Bpt3I<a C paSpeUICHH KJIHHHHHH

3. OTroBopHOcrra no HsntJineHHexo e na npeaceflaxejia na KoMHcnaxa H ceKpexapa.

4. /tOKyMCHTH, HCOGXOAHMH 33 H3m>JIHeHH6XO Ha X33H COH

4.1. COn_04_4>opMyjiHp 01_Ddneven red
4.2. COn_04_(|)opMyjiHp 01_Prisastven list
4.3. COn_04jJ>opMyjwp 02_Protocol

5. HopMaTHBHH aKTOBC H AOKyMCHTII, H3HOJ13BaHH 33 HSrOXBJIHCXO H3 X33H COO

5.1. Hapefl6a31,o6H. flB, 6p. 67 ox 17. 8. 2007 r.,
5.1.1. npHjio>KCHHe 1 - npHHH,HHHxe na /I,o6paxa KJiHHHHHa npaKXHKa

6.

6.1. KOMHCHH no exHKa 3a MHorouenxpoBH HsnnxBaHHa sace^aBa nan-MOHKO
HtXH MCCCHHO.

6.2. Ho npe^JiOKCHHe na npeaceflaxejia HJIH HjieHOsexe npn HeoGxoziHMOcx
MO>KC ^a npOBOK^a

6.3. Onpeaejiane na
6.3.1. 3aHBJieHHflxa sa npOBOK^ane na KJIHHHHHH H3nnxBaHHa, npoMCHH B xax H

nocxtnHJiH apyrn Btnpocn ce pa3rjie>K/iax no pe^a na XHXHOXO nocxtnEane.
CeKpexapax yBeaoMHBa npezice^axejiH 3a HOBonocx'bnHJiHxe saaBJienna 3a
pa3pemaBaHe na KJIHHHHHH H3nHXBaiiHH, npoMei-in H zipyrn aoKyMCHXH,
nozuiOKaixiH Ha pa3rjie>KziaHe ox KoMHCuaxa.

6.3.2. npe^ce^axejiax onpeziejiH ^HeBHHH pea no npe,ruio>KeHHe Ha ceKpexapa.
6.3.3. CeKpexapax yBeaoMflBa HJienoBexe Ha KEMH 3a ^HeBHHa pea

5 aHH npean npeacxoaLuo 3aceaaHne Kaxo ro nsnpama no MCHJI.
6.4. ^HCBHHHX pea 3aatJi>KnxejiHO BKiiiOHBa (COn_04_cJ)opMyjiap 01_Dneven red):
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KOMHCMfl HO ETHKA 3A MHOroqEHTPOBH HSRHTBAHUfl
COn N° 04: HacpoHeaHe Ha 3ace,qaHna. flHeeen pep,.

KBOpyw H pejj,OBHOcx Ha s
- o,uo6peHHe Ha npoxoKOJia ox npeAHiiiHoxo 3ace/o,aHHe;

sa KOHC^JIHKT na nnxepecu;
Ha saaBJiennfl 3a npOBOK^ane na KJIHHHHIIH HsnnxBaHHH c noconeH

HOMep na 3aflBJieHHexo, TCMa Ha H3nHTBaneTO, KOfl Ha npoxoKOJia HJIH njiana,
H eKcnepx 3a oueHKa;

- pa3rjie>K,aaHe na oxroBopn Ha 3a6ejie>KKH H/HJIH aontJiHHxejiHH aoKyMCHTH no
3aaBJieHH5i 3a npoBOKnaHe Ha KJIHHHHHH H3HHXBaHHa c noconeH BXOZI«LU HOMep Ha
3aHBJiennexo, xewa Ha H3nnxBaHexo, KOA na npoxoKona HJIH njiaHa, saHBHxeji H eKcnepx

- pa3rjie>i<aaHe na aaflBnemifl 3a ctiuecxBCHH npOMCHH c noconcH BH^ na
ctmecxBCHaxa npoMjma, BXOZIHLU, nowep na 3a«BjieHHexo, KCXU na npoxoKOJia HUH nuana
na KJIHHHHHOTO HsnHXBaHe, '3a>iBHxeji H eKcnepx sa oueiiKa;

- pa3rne>KAaHe Ha oxroBOpn Ha 3a6ene>KKH H/HJIH AontJiHHTCJiHH /lOKyweHXH no
3a«BJieHna 3a ctujecxBCHH npOMCHH c nocoMCH BHA na ctmecxBenaxa npo.MHHa. BXOAHUI
nowep na 3a«BJieHHexo, KOR na npoxoKOJia HJIH njiai-ia Ha KJIHHHHHOTO HsnHTBane,
3aflBHxeji H eKcnepx sa oueHica;

- Apyrn ^OKyMCHTH noaJioicamn na pasmoic/iaHe - c nocoHBaHe na XHH
H/HJIH H3nnxBane, 3a KOCXO ce oxHacax Kaxo:

- pa3rjie>K/iaHe Ha oxroBopn na 3a6ejie>KKii oxnpaBenH ox MAJ1 no 3aHBJieHHa 3a
na KJIHHHHHH H3nHXBaHH>i:

- pa3me>KziaHe na oxroBOpn Ha 3a6ejie>KKn oxupaBCHH ox MAJ1 no 3aHBJiennH 3a
ctuiecxBenH npoMenn;

- oxKJioHeHne ox npoxoKOJia no o,ao6peHH KJIHHHHHH H3nnxBaHH5i na xepuxopnaxa
tia P. BtJirapna;

- ^oKJia^H (ntpBOHanajieH H nocjienBamn) 3a Hac'bnujiH no^O3HpaHO neonaKBaHo
cepno3HO HOKCJiaHO ctoHxne (SUSAR), B xozia Ha onoopeno KJIHHHHHO H3nHTBane na
xepuxopnaxa Ha P. Bi>JirapH«;

3a xojja na K J I H H H H H O H3nnxBane;
ox HPHKJIIOHHJIO KJIHHHHHO in

- ai<xyajiH3HpaHa 6pomypa na
- nectuiecxBCHH npOMenn;

- Apyrn Btnpocn, no/uie>i<amn Ha o6ct}K/iaHe.

6.4.1. FIpeAJioKeHHM 3a H3MCHeHHe H AontJiHenne na AHCBHHM pea Morax &a npasax
BCHHKH HJICHOBC Ha KOMHCH>ixa He no-KtcHO ox 4 AMU iipejjH ziaxaxa Ha 3aceA,aHHexo.
HanpaBennxe HOBH npeAJio>i<enna KI>M AHCBUHH pea ce npoxoKOJinpax.

Oi<OHHaxejiHHHT AHCBeH pea ce o6*iB5iBa H ce nsnpania no MCHJI na HJieHOBexe ne no-
KI.CHO or 3 RUM npc^H Aaxaxa na -?ace;iaHnexo

- ripe^JlO>KCHHH 3a ZloGaBHHC KtM JJHeBHHH pCA Ha HOBH 3a«BJieHHfl 33 KJIHHHHHH

H3HHTBaHHH He Morax R& ce npaBflx no Bpe.\ie Ha 3aceziaHH5i.
6.4.2. /],HeBHHaT pe/j. na 3aceAanH>rra ce CLxpai iMBa KX.M ;j,oKyMeHxannaxa na

KOMHCHHTU.
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KOMUCHfl HO ETHKA 3A MHOTOMEHTPOBH
COn N° 04: HacpoMBaHe Ha 3ace,qaHMfl. flHeeen pep,.

6.4.3. KOMHCHJI no exHKa sa MHorouenxpoBH HsnnxBaHHH oGcxoK/ja BcaKa xoHKa ox
pea H npneMa cxanoBHma, KOHXO ce npoxoi-conHpax. B cpOK #0 5 pa6oxHH AHH

sace^anHexo ceKpexapax oc})opM5i npoxoKOJia, nojniHCBa ro H ro npeAOcxaBa sa
na npeaceflaxejifl na cjie,n,Bamoxo sace,naHHe.

6.5.YcKOpeHa npoue,n,ypa 3a
6.5.1. U,ejixa na ycKopenaxa npoue^ypa 3a oueaKa e HsaasaHe Ha cxaHOBHm,e B cpox

no 45 ZIHH sa HOBH paspeineHHfl H jjo 20 ZIHH 3a ctmecxBeHH npoMenn.
6.5.2. YcKopeHa npoueziypa Ha pa;?rjie>KAaHe Ha ^OKyMenxH ce npHirara:
CaMO 3a KJ1HHH4HH HSIlHTBaHHH C JieKapCXB6HH HpO^yKXH H 6 H6npHJIO>KHMa 3a

KJIHHHHHH H3HHXBaHHH C Me.fl,HU,HHCKH H3flejIHH

no nci<ane Ha peryjiaxopnn opranH;
no MOXHBHpano HCKane na 3aHBHxejia;
no npeueni<a na npeaceaaxejifl.
6.5.3. 3aMBHxejiHx Ha KJIHHHHHO nsnHXBaHe M0>i<e jja noHCKa ycKopena npoqeaypa sa

pa3rjie>KflaHe. Kaxo B npH^py>KHxejiHoxo HHCMO K^M ziOKyMenxauHflxa H3Jio>i<H MOXHBHXC
3a xosa.

6.5.4. OcHOBaHne sa pasrjiOKAane no ycKopena npoueziypa ca CJICAHMXC:
-HOBH KJIHHHHHH HSHHXBaHHH:

o oxKpnxo npozti>Ji>KeHHe na xeicymo ABOHHO-cjiano KHHHHHHO HsnHXBane;
O KJIHHHHHH H3nHXBaHHH B XCpaneBXHHHH o6jiaCXH CtC C63OHHOCX Ha

3a6ojieBaeMocxxa;
-CtmecxseHH npOMenn B npoxoKOJia H ctntxcxBamaxa ^OKyMeHxaHHH:

O BKJHOHBaUJH HpOMCHH BtB BpT>3Ka C 6C30HaCHOCXXa;

o ctLuecxBena npoM^Ha, no3BOJiaBauj,a npo^tJi>KaBane cpoKa na npnjio>KeHHe na
HsnHXBan npo^yKX, npn ycjiOBnaxa na npoxoKOJia, KOHXO BCHC e nojiynnji
HOJiOKHxejino cxanoBHUie;
o npoMCHH B npoxoKOJia, KOHXO ne noBHiuaBax cxenenxa Ha pncK, Ha KOHXO ca
H3Jio>KCHH ynacxHHUHxe (Hanp.H3pa6oxBane i-ia flontnHHxejiHH XCCXOBC ox
GHOJIOFHHHH Maxepnajin. nnexo BseMane e o/io6peHo npn pasrjioK^aHexo na
npoxoKOJia)

-/],pyrH flOKyMCHxn
O BCHHKH AOKyMCHXH, CBX,p3aHH C paSpeLUCHO KJTHHHHHO H3HHXBaHC

6pomypa na HscjieaoBaxejia, roflHuieH AQKJia^ 3a Gesonacnocx,
ox nesaBHCHMa KOMHCHH sa ouenKa na jjaHHHxe, HH^HBHayanHH

cto6m,eHH5i sa He>i<ejiaHH peaKHnn), cx.fltp>i<au;H HOBH zianHH sa naMajiena
e^eKXHBHOcx HJIH HOBHUJCH PHCK npH ynoxpe6axa Ha HsnnxBaHHa npoayKx;
o YBe/iOMJieHHH sa npeycxaHOBHoane Ha npoyHBaima no npHHHHH na
6esonacHOcxxa HJIH napyuienHH Ha npoxoKOJia H ^oGpaxa KJiHHHHHa npai<XHKa (ox
MAJI H/HJ1H OT Bt3JIO>KHXejlM)

6.5.5. Ilpn nocxtHBane na HCKane sa pasrjie>KAaiie na AOKyivieHxanHa no ycKOpena
npoiieaypa ceKpexapax HH(])opivtHpa sa xoea npeaceAaxejiH.

6.5.6. HpeAceAaxejiax npeneHHBa HannHHexo na ocHOBaHHH sa ycKopena npoue^ypa
H Bsevta pemeHHe. KOCXO ox6ejiasBa c nozinnc H aaxa na npH^py>KHxejiHOxo HHCMO KI>M
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KOMUCHfl HO ETMKA 3A MHOTOqEHTPOBH
COn N° 04: HacpOHeaHe Ha aaceflaHMa. flHeeen pe,q.

7.Pe/i 3a onpeACJiMHe na eKcuepx-Mjien na KOMHCHMTQ 3a oueiiKa Ha /joKyMCHxauHaxa na
KJ1HHHHHO HSnHXBaHC.

7.1. Rpe/ice/iaTejiHx onpe^ejia ei<cnepxa, KOHXO me pa3mer[a H me aa^e oueHKa na
zioKyMeHxaunaxa 3a KJIHHHHHO H3iiHTBaHe. DpeuenKaxa e c'bo6pa36Ha c KajiH(j)HKauHaxa
na eKcnepxa H Hy>K,n,HTe Ha saaBenoxo KJTHHHHHO H3HHXBane .
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