
npHJio>KeHHe Ns I 
k npHKa3y « 0 ?» 0 ^ 2021 r.

lIojiOHceHHe o cobctc no 3thkc 
b rBY3 «FKB hm. HiiojeMneBa ^3M»

I. OGmne nojiofteHHH
1.1. COBCT no 3THKC B fOCy/iapCTBCHHOM 6lOXl^CeTHOM ynpe>KiieHHH 3apaBOOXpaHeHHH 

ropozia Mockbbi «Fopo/icKaa KjiHHHHecKaa Gojibnuna HMenn O.M. HnoseMneBa /leiiapTaMeHTa 
3apaBooxpaHeHH5i ropoaa Mockbbi)) (aajiee - cobct no 3THKe) aBJi5ieTc« jioKajibHbiM, 
neiaBHCHMbiM o6mecTBeHHbiM oSbeziUHCHHeM. ocHOBannbiM na zioSpoBOJibHOM hjichctbc h 
co3;iaHHbiM na ochobc coBMecTnon aeHTejibnocTH cnennajiHCTOB. ynenbix n Bpanen.

1.2. Cobct no 3THKC o6pa30Ban npn FocyziapcTBeHHOM Giozi^ccthom ynpeacaennH 
szipaBooxpaneHHa ropozia Mockebi «FopoziCKa^ KJiHHHHecKaa 6ojibHHna hmchh O.M. 
HnoseMneBa /JenapTaMCHTa 3zipaBooxpaHeHHH ropozia MocKBbi». CocxaB coBexa no 3XHKe 
yxBep>Kziaexc5i rjiaBHbiM BpanoM SojibHHUbi. H3MeHeHHH b cocxaBe no 3XHKe npnHHMaioxcH na 
3aceziaHHH coBexa. FIojio)KeHHe o coBexe yxBep>Kziaexc5i rjiaBHbiM BpanoM SojibHHUbi.

1.3. CoBCX no 3XHK6 C03ZiaH C neJIbK) npOBCZieHHH 3XHKO-npaBOBOH 3KCnepXH3bI Bcex 
6noMeziHnHHCKHX npenapaxos c ynacxHeM znozien b Kanecxse ynacxHHKOB. a xaK>Ke zuih 
npeziynpetfczienna h pa3pemeHHH Mopazibno- axHnecKnx npoSzieM, B03HHKaK)uj,Hx b o6jiacxn 
nayHHo-HCCjreziOBaxejibCKOH zieaxeubnocxH h KJiHHHHecKon npaKXHKH.

1.4. Cobcx no 3xhkc ocymecxBJiaex cbohd zieaxejibHOCxb b cooxbcxcxbhh c 
KoncTOxynneH Pocchhckoh Ooziepaunn. 3aKonaMH n zipyrnMH npasoBbiMH axxaMH 
Pocchhckoh OeziepanHH. XejibCHHCKon zzeKnapaunn BceMHpnon MeziHunncKon 
acconnannH. Me>KziyHapoziHbiMH cxanziapxaMH no npoBeziennio KjmnnHecKHx ncnbixannH 
International Conference on Harmonization - Good Clinical Practice (ICH GCP E6 R2), 
npnKa30M Mnnszipasa PO «06 yxBepyKztennH npaBHJi KJiHHHHecKon npaKXHKH b 
Pocchhckoh OeztepanHH» ox 01.04.2016 Ny 200n. HanHonajibHbiM cxanztapxoM PO FOCT-P 
52379-2005 «Hazuie>Kamafl KJiHHHHecKaa npaKXHKa», VcxaBOM FEYS «FKE hm. O.H. 
HH03CMneBa ^3M» h nacxojmtHM Hojiojkchhcm.

1.5. B oOziaCXH SHOMCZtHUHHCKHX HCCJICZtOBaHHH npCZtMCXOM 3KCnepXH3bi COBCXa no 
3XHKC HBJ1HK3XCH BCC HCCJICZtOBaXCJIbCKHC npOCKXbl C yMBCXHCM JIKDZtCH B KaHCCXEC 
ynacxHHKOB.

1.6. Jlio6oe kjihhhhcckoc HccjieztoBanHc. njianHpycMoe k npoBCziCHHio b 
noztpaaztezicHHHX OojibHHnbi, ztojmno 6bixb oztoGpeno cobcxom no oxhkc.

1.7. Cobcx no 3xhkc HBjiaexca oxxpbixbiM opranoM. Hn^opManHa o nzienax cosexa 
no 3xhkc, rpa^HKC ero pa6oxbi, bccx npnnHXbix pemennax hc MO>Kex 6bixb 
KOHCjjHZtCHnHaJlbHOH.

II. Ucjih coBexa no 3thkc

2.1. OCHOBHbIMH UCJiaMH COBCXa no 3XHKC HBjXaKJXCa:
- 3atnHxa npas. 6e3onacnocxH, 3ztopoBba h HnxepecoB bccx ynacxnHKOB 

GHOMCZtHUHHCKHX HCCJlCZIOBaHHH;
- oOecnencHHC coGjnoztenHa 3xhhcckhx cxanztapxoB b kjihhhhcckoh npaKXHKC h npn 

ocymecxBJiCHHH nayHHO-HCCJieztoBaxejibCKHx pa6ox. kjihhhhcckhx HcczieztoBaHHH.

III. 3aziaHH coBexa no ithkc

3.1. VnaoxHe b njiaHHpoBanHH h pa3pa6oxKC npoexxoB HCCJieztOBanHH. nxoGbi 
CBCCXH K MHHHMywy nOXCHItHajTbHblH BpCZl ZUIH ynacxHHKOB.

3.2. H3yHCHHe h aKcnepxnaa onenKa MaxepnajTOB bccx njianHpycMbix HCcneztOBanHH 
c ynacxHCM jnoztCH b KanecxEC yHacxnHKOB.
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3.3. KoHipojTb 3a xo^om opraHH30BaHHbix h BCiiyniHxcfl b noiipaaaejieHHflx m na 
KJiHHHHecKHX 6aiax So.abHHUbi HCCJieaoBaHHH. y>k'e noJiyHHBuiHx ozio6peHHe coBera no
3THKC h/hJIH ^pyPHX COBCTOB 00 3THKC.

3.4. 3KcnepTHaH oueHKa ^orioJiHCHHH. nonpaeoK k npoTOKOJiaw HccjieaoBaiiHH h 
oTHoecKoe conpoBO/KneHHe kjihhhhcckhx HCCJie^OBaHHH Bnnoib jio hx oKOHManhh. a TaK>Ke 
apxHBHpoBanne aoKyMCHTOB.

3.5. OGccneneuHe Kourpona naj\ coojiiozieHHeM othmcckhx nopw h npaBHJi, 
pejJia.MeHTHpyfoluhx BiaHMOOTHOixieHHfl MejuniMHCKoro nepconajia. nauneHTOB h mjichob 
HX CCMCH B KJIHHHHeCKOH npaKTHKO. a TaK/KC riOpn;iOK IipOBC^eHHJl OHOme/iHHHHCKHX 
HCCjienoBaHHH Ha HeooBeKe.

3.6. 0Ka3aHHe KOHcyjibTaTH bhoh homoiuh ynacTHHKaM HccjieaoBaHHH. 
MeflHUHHCKOMy nepconajiy. nauHCHTaM h hoc Haw hx ccmch c uejibio npeziynpe>K^eHH« n 
paapemeHHH oTHKO-npaBOBbix koh(|)jihktob.

3.7. 3THKo-npaBOBoe npocBcmenne Me;iHHHHCKoro. Hccjie/ioBaxejibCKoro h
o6cjiy>KHBa!omero nepconajia h nauHCHTOB.

3.8. Pa3pa6oTKa h flOKyMCHTaJibHoe o(t)opMJieHHe othhcck-hx npaBHJi h cranxiapTHbix
C TpeSOBaHHHMHcoBeia no othkc b cootbctctbhhonepauHOHHbix nponeayp 

aaKOHOjaTejibCTBa PO h MOKflynapo^HbiMH npaBOBbiMH aKiawH.

IV. FloJ1H0M0HHH COBCTa HO ITIIKC

4.1. B o6jiaCTH OHOMeflHUHHCKHX HCCJiejIOBaHHH COBCT no 3THKC oGiiaziaej
nOJIHOMOHHHMH
HBMeneHHH b npe^ocxaBJicHnyio jjoKyMenxanHio. oxKaia b o^oGpemiH KOHKpexHoro 
HccjiejiOBaHHJi. oxMenbi h npnocxanoBKe xeKymnx nccjie/XOBanHH.

V. 06ii3anhocth coBera no xthkc

onoSpenHfl. noBXopnoro OAo6penH«. peKOMen^anHH o BHeceiiHH

5.1. Cobcx no 3xhkc npHHHMaex na 3XHHecKyK) 3KcnepxH3y flOKyMenxauHio h 
ox 3ajiBHxeneH. npoBOjinx hx 3KcnepxH3y h bbihochx pemenne bMaxepnajibi 

ycxanoBJicHHOM nopjiziKe.
5.2. J\.w npoBeaenH« 3KcnepxH3bi K.iHHHHecKHx Hcc,ie/K>BaHHH cobcx no oxhkc 

o6«3aH pa3pa6oxaxb cxan^apxubie onepanHonnbie nponeaypbi (ziajice COn). ABJunomnecH 
Heoxi>eMJTeMbiMH npHJiOKCHHHMH k jiaHHOMy flojiO/KCHHK). COFI o6cy>Kiiaioxcfl Ha
3aceAaHHH coBera no oxhkc.

5.3. B paMKax cooxBexcxByiomeH nponejiypbi cobcx no oxhkc paopaSaxbieaex h 
yxBCp/Kaaex nepencHb hokvmchxob. npeAoexaBJiaeMbix ;ijxa OKcnepxnoH ouchkh.

5.4. 3xHHCCKaH 3KcnepxH3a MaxepHajiOB kjthhhhcckoxo HCCJieaoBaHHH. npHnaxHC 
peiXICHHH, HOBCIUCHHC O HHX H O^OpMJlCHHC OaKJlfOHCHHH npOBO/lflXCfl B XOilC oacejiaHHH 
coBexa no oxhkc corjiacno cooxBexcxByiomeH COO.

5.5. npH OXHHCCKOH OKCOCpXHOC njiaHHpyCMOrO HCCJlCAOBaHHfl COBCX no OXHKC 
xmaxejibHO Hoynaex npe^cxaBJicnHwe jioKyMCHXbi AJia xoro. Hxoobi onenuxb kbk phck. xaK

HBJIHCXCa JIHh o>KHiiaeMyio nojiboy zuim yHacxnHKOB Hccjie^oBanHH h onpe/iejiHXb.
O/KHUaCMblH pHCK oSoCHOBaHHblM 00 CpaBHCHHIO C nOJlbOOH JUM yHaCXHHKOB. H HaCKOJlbKO 

HH^opManHH. Koxopaji Gyaex noiiyHcna no peoyjibxaxaM HCCJie^oBaHHfl. FIpaBa.Baxcna
GeoonacHoexb h oaopoBbc yHacxHHKOB HBJisioxcfl npejiMcxoM nepBocxencHHOH Baxcnocxo h 
zioji/KObi npcBajinpoBaxb naa HOxepecaMH nayKH h oomecxBa.

5.6. Run oamHXbi HHxepecoB ynacxHHKOB nccjreziOBaHHH cbcx no oxhkc jfoji/Kch 
HOyMHXb yCjXOBHH CXpaXOBaHHM yHacxHHKOB H HCCJieflOBaXCJieH (eCJTH XaKOBbI 
npenycMOxpcHbi).

5.7. Cobcx no oxhkc /kjjixcch paccwoxpexb bcc Bonpocbi. KacaiomHec« 
HH(J)opMauHH. Koxopaa 6yjiex npe^cxaBJicHa ncnbixycMbiM. KOH^HflCHunajibHOCXH 
HHcj)op\ianHH h Bbinjiax ncnbixycMbiM (ccjih xaKOBbi npeAycMOXpenbi).

5.8. Cobcx no oxhkc onenHBaex cooxbcxcxbhc KBajiH^HKanHH h onbixa
Hcc.ienoBaxejicH boomomchocxh ynacxHH b npoBcnenHH mumro HccjiciiOBanHA na



npe/iCTaBJieHHOH kjihhhhcckoh 6a3e.
5.9. Cobct no 3THKe npeacTaBJiaer cboc saKinoHenne b nncbMenHOM Bnne 

maBHOMy nccjie^OBaTejno b cpoK no 5-n anen nocne npHHHTHH pemeHHM.
5.10. SaKjnoneHHe o^opMJiaeTCfl b cootbctctbhh c yiBep^czieHHbiMH COD coBexa 

no 3xhkc h co/iep>KHX xoHHoe nasBaHHe HccjieaoBaHHa. nepenenb paccMoxpenHbix 
aoKyMenxoB n ^axy npHHHxna onnoro H3 cneayiomHx B03M0>KHbix pemennH:

- onoOpenne na npoBe^enHe KJiHHHnecKoro Hccjie^aoBaHHHi
- xpeOoBanHe o BHecennH H3MeHeHHH b npencxaBiiennyK) aoKyMenxauHK) win 

nojiyneHUfl oaoOpeHHH na npoBeaenHe HccneaoBaHHa;
- oxKa3 b oaoOpenHH na npoBeflenne KjiHHHHecKoro HCCJieaoBaHHfl:
- npnocxaHOBjieHHe ziaHHoro panee ojioOpeHHa na npoBe^eHHe nccjienoBaHHH.

5.11. B cjiynae 0XKa3aB o^oOpeHHH hjth npHoexaHOBjieHHH naHHoro paHee 
o^oOpeHHB Ha npoBeneHHe KjiHHHHecKoro Hccjie^oBaHHH cobcx no 3xhkc oGjnan b 
3aKjnoHeHHe yxasaxb npHHHHbi npHnaxoro pemeHHH.

5.12. B xo^e y>xe oaoOpeHHoro cobcxom no axnxe Hccjie^oBaHHH cobcx no oxhkc 
paccMaxpHBaex noKyMCHxanHio c nacxoxoH, aaBHcameH ox cxeneHH pHcxa. KoxopoMy 
noaBepraioxcji HcnbixyeMbie. ho hc pe>Ke o^hofo pa3a b ro^.

5.13. B nponecce HCCJie^OBaHHH cobcx no 3xhkc npoBonnx 3XHHCCKyio onenKy
H3MCHCHHH H flOnOJlHCHHH K npOXOKOJiy H ^pyXHM MaXCpHaiiaM HCCJlCilOBaHHH. H3MCHCHH3 
^H3aHHa HCCJienOBaHHH C HCJlblO BbI«BJICHHa oOcXOHXCJIbCXB, CnOCoSHbIX yBCJlHHHXb 
cxeneHb pHcxa ynacxHa b nccjie/iOBaHHH. h Henpe/iBHaeHHbix noSoHHbix 3(j)4)eKX0B. 
HMCIOmHX OXHOUICHHC K 6C30naCH0CXH ynaCXHHKOB HCCJIC^OBaHHfl.

VI. KoivineHcauHH coeexy no xthkc

SxHHCCKaa 3KcnepxH3a kjihhhhcckhx nccjien,OBaHHH ocymecxBjXflexca cobcxom no 
3XHKC Ha 6e3B03Me3^H0H OCHOBC.

VII. Cocxae h ynpaBJienne coeexa no 3xhkc

6.1. B cocxaB coBexa no 3xhkc exo^hx jiHna. oGjiaflaiomne aocxaxoHHbiM onbixoM h 
KBaJIH^HKanHCH RIM 3KCnepXHOH OUCHKH HayHHbIX, MC^HUHHCKHX H 3XHKO-npaBOBbIX 
aenCKXOB SHOMCaHUHHCKHX HCCJIC^OBaHHH H KJIHHHHCCKOH npaKXHKH. CoCXaB COBCXa OO 
3XHKC BKJIIOHaeX B Cc6h COXpy^HHKOB GoJIbHHUbl, BpaHCH. HayHHbIX pa60XHHK0B. K)pHCXOB, 
cncuHajiHCxoB b oSjiacxn mczihl;hhckoh 3xhkh h coxpy^HHKOB npyrnx ynpOKflCHHii.

6.2. CocxaB coBexa no oxhkc yxBepamaexcfl rjiaBHbiM BpanoM GojibHHiibi no Mepe
ero H3MCHCHHJI, HO HC pOKC HCM pa3 B 3 XOZia. HHCJICHHblH COCXaB COBCXa no 3XHKC HC 
aojiacen npcBbimaxb 10 hcjiobck c npaBOM pemaiOLnero roaoca. MHHHManbHoe hhcjio 
HJICHOB COBCXa HO 3XHKC - 5 HCJIOBCK.

6.3. HjiCHbi coBexa no 3xhkc ocyinecxBJiaiox cboio neaxejibHocxb Ha ochobc 
npHHHHnoB ryMaHH3Ma, paBHonpaBwa, caMoynpaBiiCHHa.

6.4. BbicuiHM pyKOBoaauiHM opraHOM coBexa no oxhkc aBJisiexca Saccaanne nacHOB 
coBexa no 3XHKe.

6.5. PyKOBoacxBO aeaxeabHocxbio coBexa no 3xhkc b nepnoa Meacay 3aceaaHHHMH 
ocymecxBaHex ero Ilpeaceaaxeab. Opeaceaaxeab. ero saMecxHxeab h oxBexcxBCHHbin 
cexpexapb naOnpaioxca na nepBOM 3aceaaHHH H3 nncaa nacHOB cosexa no 3xhkc npocxbiM 
GoabuiHHCXBOM roaocoB npw npHcyxcxBHH hc mchcc 2/3 nacHOB coBexa.

rjiaBHbin span A.3.MapKapoB

Hen. TaBjiyeea E.B.



K npHK33y

CxaHAapTHbie onepamiOHiibie nponeziypbi coBera no 3TiiKe 
b FBYS «rKB mm. O.H. HuoseMueBa /I,3M»

COTI Ke 1. OpraHH3auHH coBCTa no 3THKe b FBy3 «FKB mm. O.H. HnoseMueBa ^3M» 
(ztajiee - cobct no 3THKe).

1.1. Uexib cos^aHHJi coBera no othkc 
KOHcyjibTnpoBaHne n npHHaTHe pemenHH no BonpocaM 3thkh KacaTenbno SnoMeziHnHHCKHX 
nccjieziOBaHHH, npeAycMaxpHBafomnx ynacTne jnoAen. B cbooh AeaTejibnocTii cobct no othkc

o6ecne4eHHe ncaaBHCHMOH 3KcnepTH3bi,

pyKOBOACTByCTCB:
1. KoHCTHTynncH Pocchhckoh OciicpauMH OT 12.12.1993f.;
2. XeiibCMHCKOM XleKJiapanHeH BceMupnon MeznmnHCKOH acconnauMH 1964 r.;
3. OeAepajibHbiM 3aKonoM «06 oSpamennH jieKapcTBennbix cpeACTB» or 12.04.2010 r.

61-03;
4. OeAepajibHbiM aanonoM «06 ocnosax oxpanbi 3AopoBbH rpa>KAaH b Pocchhckoh 

Oe^epanHH» ot 21.11.201 lr. X2323-03;
5. Oe^epajibHbiM aaKOHOM «0 nepconajibHbix AanHbix» ot 27.07.2016 No 152-03;
6. nocTanoBJiCHHCM npaBHTCJibCTBa Pocchhckoh Oe^epannH ot 13.09.2010 No 714 «06 

yrBcp^ACHHH TnnoBbix npaBHJi oSHaaTCJibnoro cxpaxoBannH >kh3hh h 3,aopoBbH nauHCHTa,
ynacTByiomero b kjihhhhcckhx ucciie/iOBaHHax JiCKapcTBennoro npenapaTa»;

7. nocTanoBJiCHHCM npaBHTCJibCTBa Pocchhckoh OejiepanHH ot 30.06.2004 No 323 «06 
yTBep>Kji,eHHH nojio>KeHH5i o Oen,epajibHOH cjiy>K6e no najiaopy b ccjiepe 3jipaBooxpaHeHHH»;

8. RpHKaaoM MnnHCTcpcTBa ajtpaBOOxpaHCHH^ Pocchhckoh Oe^epauHH ot 01.04.2016 
No 200h «06 yrBcp^cjieHHH npaBHJi najuiOKamcH kjihhhhcckoh npaKTHKH»;

9. OpHKaaoM MnnHCTcpcTBa a^paBooxpancHHJi Pocchhckoh Oe^epaunn ot 01.04.2016 
No 199n «06 yTBep^CHHH npaBHJi JiaSopaTopnon npaKTHKH»;

10. npHK33 ^enapTaMCHTa aapaBooxpaHCHHa ropojia Mocksbi ot 25 HOHGpn 2016 rojia 
No 948 «0 Mockobckom ropoACKOM neaaBHCHMOM 3thmcckom komhtcto);

11. HanHOHanbHbiM CTanjiapTOM Pocchhckoh OcAepaunn FOCT P 52379-2005 
«HaAJie>KamaH KjiHHHHecKa« npaKTHKa», yrBep>KACHHbiH npHKaao.M OcAepajibnoro areiiTCTBa no 
TCXHHHCCKOMy pCryAHpOBaHHK) H MCTpOAOFHH ot 27.09.2005 N« 232-ct.;

12. PeiHCHHCM COBCTa EBpa3HHCKOH 3KOHOMHHCCKOH KOMHCCHH OT 3 HOflSpfl 2016 F. No 79 
«06 yTBCp>KAeHHH npaBHJi HaAJioKameH kjihhhhcckoh npaKTHKH EBpasHHCKoro okohomhhcckofo 
coK)3a»;

13. HauHonajibiibiM cranAapTOM Pocchhckoh OcAcpannH «PyKOBOACTBO nc npoBCACHHio 
KAHHHHCCKHX HCnblTEHHH MCJIHUHHCKHX H3ACJ1HH» FOCT P HCO 14155-2014 «KjlHHHHeCKHe 
HCCACAOBaHHH. HaAACH(ama>l KJIHHHHCCKaa npaKTHKa», yTBCpACHHbIH H BBCACHHblH B ACHCTBHC 
npHKaaoM OeAepaAbHoro arenTCTBa no TCXHHHCCKOMy peryAHpoBanHio h mctpoaofhh ot 
04.06.2014 No497-ct.;

14 MoKrocyAapcTBeHHbiM cxaHAapTOM FOCT 33044-2014 «npHHUHnbi naAAOKameH 
AaSopaTopnoH npaKTHKH», bbcachhbih b achctbhc npHKasoM OeAepaAbHoro arenTCTBa no 
TCXHHHCCKOMy pCFyAHpOBaHHIO H MCTpOAOFHH OT 20.11.2014 Ns 1700-ct.;

15. PaCnOpAJKCHHCM BblCIHCH aTTCCTaUHOHHOH KOMHCCHH «0 nOpHAKC npOBCACHHa 
6HOMCAHUHHCKHX HCCACAOBanHH y HCAOBCKa)), ElGAACTCHb BAK MHH06pa30BaHHH Pocchh, 2002.

16. PeKOMCHAauHJiMH KoMHTcra no 3thkc, npOBOAainHM 3KcnepTH3y 6homcahuhhckhx 
HCCACAOB3HHH B03, 2000r., TDR/PRD/ETHICS/2000.1;



17. npHKaaoM No 1071 «06 yrBep>KjieHHH nopa^Ka ocymecTBuenna (|)apMaKOHazi3opa», 
yrsep^CHHoro 15.02.2017 r.;

18. PeuieHHeM CoBexa EBpaaHHCKOH 3K0H0MHHecK0H komhcchh ot 03.11.2016 r. N287 «06 
yTBep^eHHH npaBHJi Ha/yiOKamefi npaKTHKH (J)apMaKOHa/i3opa EBpa3HHCKoro 3KOHOMMHecKoro 
coio3a» (CYP);

19. riojio>KeHHeM o coBexe no 3Thkc b FEYS «FKE hm. O. H. HnoBeMueBa
1.2. TpeOoBanHB k cocTasy coBera no 3THK6.
1.2.1 B cocxaB coBexa no sthkc aojukhbi bxoahtb:
- Jinua, oOna^aiomne ^ocTaTOHHbiM onbiTOM n KBajin^HKauneH zuia anajinaa naynnon n 

MeAHUHHCKOH HH(j)OpMaUHH, a TaiOKC ilJIB H3yHeHHB, OUCHKH H npHMeHeHHB 3THHeCKHX npHHUHnOB 
b nayMHO-HCCJiejiOBaTejibCKOH AeBTejibHOCTH n KiinunnecKOH npaKTHKe;

- Jinua, npe^CTaBJiBiomne paannHUbie oOjiacTH 3naHHH jinn tofo, HToObi oOecneHHTb 
nonnyio n a/teKBaTnyio 3THMecKyio 3KcnepxH3y uccjie/iOBaHMH. B hmcjio hjichob coBexa no sxhkc 
i!OJi>KHbi Bxo^nxb cneunajincxbi b oSjiacxn MeflHUHHbi, fopncnpy^eHunn, o^mh cnennajincx, 
c^epofi ocnoBHon AeHxejibHOCxn Koxoporo nee BBJiaexcH oOnacxb nayKH n, no Kpannen Mepe, 
ozimh, ne HBjnnoiHHHca coxpyziHHKOM FEYS «FKE hm. O.H. HH03eMu,eBa /],3M».

- jiHua paanoro Boxpacxa, nona h cneunanbHocxeH c mczihuhhckhm h HeMe/iHUHHCKHM 
o6pa30BanHeM.

1.2.2. CocxaB hjichob cosexa no 3xhkc mokcx BKjnonaxb ox 5 ao 10 HenoBeK.
1.3 OopMHpoBanne cosexa no 3XHKe:
1.3.1 Cobcx no sxhkc cJ)opMHpyexca npuKaaoM niaBHoro Bpana FEY3 «FKE hm. O.H. 

HnoBeMueBa ^3M».
1.3.2. CocxaB coBexa no sxhkc nepecMaxpHBaexcn no Mepe hcoOxoahmocxh, ho ne pe>Ke 

hcm pas b 3 roiia. H3MeHeHHB h ziononHeHHB b cocxaB cosexa no sxhkc yxBep>KziaioxcB npHKaaoM 
ujiaBHoro spana FEY3 «FKE hm. O. H. FInoaeMueBa ^3M».

1.3.3. Ycjiobhhmh BKJitoneHHH KaH;iH,aaxa b cocxas coBexa no sxhkc ABJunoxca:
- cornacne Kanxin/iaxa bohxh b cocxas coBexa no sxhkc;
- roxoBHocxb cjie^OBaxb MOKAyHapo^HbiM cxaH^apxaM h peKOMenaanHSM, a xaKH<e 

3aKOHOAaxejibcxBy Pocchhckoh OeziepanHH npn ocymecxBneHHH sxhhcckoh SKcnepxH3bi 
uccjieAOBaxejibCKHX npoeKXOB;

- XOXOBHOCXb COXpaHBXb KOH^HAeHUHaJlbHOCXb HH(j)OpMaU.HH, nOJiyHCHHOH npn pa6oxe c 
AOKyMCHxaMH, npe/icxaBJieHHbiMH b cobcx no sxhkc.

- BbinojiHeHHe cxanjiapxHbix onepauHOHHbix npoue^yp cosexa no sxhkc:
1.3.4. Hjich coBexa no sxhkc hmccx npaso bbihxh H3 ero cocxasa no coOcxBCHHOMy 

>Ke.naHHK), oc^opMjienHOMy nucbMCHHbi.M 3asbjichhcm na hmb npezice^axejiB COBCXa no SXHKC.
1.3.5. Hjich cosexa no sxhkc mokcx 6bixb hckjhohch hs cocxasa nyxeM ronocoBaHna Ha 

3ace^aHHH COBCXa no SXHKC npH HCXtoOpOCOBCCXHOM BbinOJlHCHHH HM CBOHX oOssaHHOCXCH.
1.3.6. Hjichbi cosexa no sxhkc, yme/injHe no co6cxBCHHOMy >KejiaHHK) hjih HCKjnoHCHHbie 

nyxeM rojiocoBaHHB Moryx 6bixb aaxMCHCHbi b peayjibxaxe cooxBCxcxsyiomHX HaanaHCHHH hobbix 
HJICHOB COBCXa HO SXHKC.

1.4. Pacnpe^ejiCHHC iioji>KHOcxHbix oSasaHHoexcH:
1.4.1. B cocxaB coBexa no sxhkc bxozibx npe/iceAaxejib, ero 3aMecxHxejib, ceKpexapb, hjichbi 

cosexa no sxhkc.
1.4.2. ripeAce/jaxejib cosexa no sxhkc HasHanaexcs niaBHbiM BpaHOM FEY3 «FKE hm. O. H. 

HH03eMHCBa JX3M» H3 nncna SKcnepxoB cosexa no sxhkc, hmciohihx Bbicmee mcahhhhckoc 
o6pa30BaHHC, naynHyio cxenenb Kanjinziaxa mc/ihhhhckhx nayK hjih AOKXopa mcjjhuhhckhx nayK.

1.4.3. 06H3aHHOcxH npeztcejjaxejui:
- npeflce/iaxejib hbjihcxcb nojiHOMOHHbiM npe^cxaBHxejicM cosexa no sxhkc b ero KonxaKxax 

co cnoHCOpaMH, HCCJiej30BaxejiBMH, paapemHxejibHbiMH HHexaHHHHMH h ynpoKjieHHJiMH 
3flpaBOOXpaHCHH5i;



- npe,ace,aaTejib ^ojimcch rapaHTHpoBaTt. cooTBCTCTBHe aeaTeiibHOCTH coBexa noaxHKe 
npaBHJiaw 1CH-CCP, ero cxan^apxHbiM onepaunoHHbiM npoue^ypaM.

- npeziceziaxejib Be^ex 3ace^aHHH cosexa no oxmkc, oxBenaex 3a npaBHnbnoe xpaHenne
^OKyMenxoB;

- npe^ce^axenb pacnpe^ejiaex oSaaaHHOCXH Me>K^y HJienaMH coBexa no oxhkc no 
corjiacoBaHHK) c hhmh;

- npe^ce^axenb oxBenaex 3a opranH3anHio coBemannH, npnrjiamaex nesaBHCHMbix 
KoncynbxanxoB npoBe^enna cneun^nnecKOH 3Kcnepxn3bi no npeiiJio>KeHHOMy nccneAOBaHHK).

- npeAce/iaxejib nojjnHCbiBaex npoxoKOJibi aace/iannH n ^pyrne ^OKyMenxbi.
1.4.4. SaMecxHxejib npe/ice^axena cosexa no sxhko naanaMaexcs rnaBHbiM spanoM 

FBY3 «FKB hm. O. H. HnoaeMueBa J13M» m nncjia 3KcnepxoB cosexa no axnxe, hmcioiuhx 
Bbicmee MeimunncKoe o6pa30BaHne. 3aMecxnxejib npeziceziaxejiB cosexa no axnxe BbmonHaex 
oSjmHHoexH npeAce^axena b ero oxcyxcxBne.

1.4.5. Cexpexapb Ha3naMaexcM rnaBHbiM BpanoM FBy3 «FKB hm. O. M. HnoBeMneBa /13M» 
H3 HHcna 3KcnepxoB cosexa no sxhkc.

1.4.6. 06H3anH0cxH cexpexapa cosexa no oxhkc:
- cexpexapb oxBenaex 3a Be^enHe ^OKyMenxanHH b cooxbcxcxbhh co cxan^apxHbiMH

onepauHOHHbiMH npoue^ypaM;
- cexpexapb npHHHMaex jiOKyMenxbi xuia 3KcnepxH3bi kjihhhhcckhx h kjihhhko- 

4)apMaKOJiorHHecKHx HCcne.aoBanHH, a xaK>Ke njianHpye.Mbix h BbinojinneMbix zmccepxaunoHHbix 
pa6ox h nepeAaex hx HJienaM cosexa no oxhkc b cooxbcxcxbhh c nopyHenneM npejiceAaxejiB hjih 
aaMecxHxejia npe^ceziaxejiB npeABapnxejibHOH 3KcnepxH3bi;

- cexpexapb HH(j)opMHpyex hjichob coBexa no sxhkc o nnanoBbix h BHeonepe^Hbix 
aace^aHnax, cooSmaex hm noBecxxy ahb h nojiynaex no^xEep^CHHe hx npHcyxcxBHB na 
aace^aHHH;

- cexpexapb o(})opMJiBex npoxoKOJibi h BbinucKH H3 npoxoKonoB oacezianHil;
- cexpexapb no corjiacosaHHio c npe/ice/iaxejieM hjih ero 3aMecxHxejieM bhochx sonpoc o

paccMOxpenHH AOKyMenxoB no KJiHHHHecKHM HCCJieAOBaHHBM b noBecxKy zjHB OHepe^Horo
aaceziaHHH;

1.4.7. 06H3anHOCXH hjichob cosexa no sxhkc:
- ynacxne b aaceAanHax cosexa no sxhkc;

paccMcxpenne, oocy^enne, peueH3HpoBaHHe npejuio>KeHHH oxnocHxejibHo 
HCCJieziOBaHHH, npe/icxaBJienHbix na 3Kcnepxnyio ouenKy;

- paccMcxpenne oxhcxob o cepbeanbix cjiynaax noGonnbix scJj^gkxob h oxcjie)KHBaHHe 
peKOMenayeMbix cooxBexcxByiomnx ^chcxbhh;

- HoynenHe oxhcxob o xoac uccjiejiOBaHHH h Konxpojib 3a xexymHMH HCCJiejiOBaHHaMH;
- ouenKa OKOHHaxejibHbix oxhcxob 06 uccuejiOBaHHax h hx peaynbxaxoB;
- oSecneHenne KOH(J)H^eHUHajibHOCXH jjOKyMenxoB h hx oScy^AeiniH na 3ace/iaHHHx Cosexa

no 3xhkc;
- 06'bflBjieHHfl o Kon^jjiHKxe HHxepecoB;
- ynacxne b o6pa30Baxejibnbix MeponpHHXHHx b c^epe Ghomcjihuhhckhx HCCJie/jOBanHH.
1.5. HeaaBHCHMbie Koncyjibxanxbi.
1.5.1. COBCX no 3XHK6 MOJKCX OnHpaXbCB B CBOHX Cy>KJieHHBX OXHOCHXeJIbHO OXAeJJbHblX 

npoxoKOJiOB HccjieAOBanHB hjih peKOMenaanHH na MHenne neaaBHCHMbix KOHcyjibxanxoB 
(axcnepxoB) no onpe^ejienHbiM BonpocaM.

1.5.2. HesaBHCMMbiH Koncyjibxanx nasnaHaexcH npejjcejiaxejieM cosexa no sxhkc.
1.5.3. HeaasHCHMbiH Koncyjibxanx ne npnnHMaex ynacxne b rojiocoBanHH.
1.5.4. HeaaBHCHMbie KOHcyjibxanxbi aoji^khbi noAnncaxb connamenHe o 

KOH(|)HJieHLlHaJIbHOCXH H HH(})OpMHpOBaXb, 0 B03M0/KH0M KOH^JIHKXC HHXepCCOB, KacaiOmHCCB



ynacTHfl b ^HCKyccHax, HaanaMCHHH, HHfjjopMaunn 06 ynacTHHKax Hccjie/ioBaHHH 
COOTBCTCTByiOmHX BOnpOCOB.

1.6. Tpe6oBaHHfl k KBopyMy 
FIpHcyTCTBHe na npoTJDKeHHH Bcero o6cy>KzieHHH h bo BpeMa ronocoBaHHa na aace^aHHH ne

MCHCe 50% HJI6HOB COBCTa no OTHKe.
1.7. PeopraHHaauHH h npeKpamenne .aeaTejibHocxn
PeopraHnaanna n npeKpamenne ^eaTejibnocTH coBexa no oxhkc ocymecxBJiaexca npHKaaoM 

niaBHoro Bpana TBYS «FKB hm. O.H. HnoaeMneBa F13M».

n /ipyrnx

COn JVs 2. IloBecTKa ahh saceiiauHn h ero iipoueAeHHe
2.1. Cexpexapb cosexa no oxhkc xoxobhx noBecxxy ahh onepeAHoro aace^anna h 

pacnpe^ejiaex Kaacabin iiOKyMenx/naSop ziOKyMeuxoB no KOHKpexnoMy HCCJiCAOBannio b 
cooxBexcxsyiomyK) o6;iacxb OKcnepxnabi:

- rim ycKopennon 3KcnepxH3bi;
- ajih nepBHHHon 3KcnepxH3bi;
- Zina 3KcnepxH3bi noBXopno npeacxaBJiennbix npoxoKOJiOB nccneziOBaHHa;
- zuia 3KcnepxH3bi nonpaaoK k npoxoKOJiaM nccjiCAOBanna;
- Run xeKymen 3Kcnepxn3bi;
- ana 3KcnepxH3bi npoueziypbi saBepmenna nccneziOBaHHa;
- ,ajia 3KcnepxH3bi OKOHMaxejibHbix oxhcxob;
- fljia 3KcnepxH3bi oxhcxob no ne>KejiaxejibHbiM aBnennaM.
2.2. IIoBecxKa zina yxBep^aexca npezzcejiaxejieM coBexa no sxhkc.
2.3. SaceziaHHa cosexa no oxhkc ziojDKHbi njiannpoBaxbca b cooxBexcxBnn c paSonen 

narpy3KOH. npHMepnbin rpacj)HK aacenannH /iojukch 6bixb aapanee oSnapoAOBan.
2.4. Cexpexapb cosexa no sxhkc AOJi>KeH noAXBep>KAaxb npncyxcxBne na aaccAannH 

KaacAoro HJiena cosexa no oxhkc 3a HeneAK) ao aaccAanna.
2.5. JXo nanajia aaceAanna nnenbi cosexa no 3XHKe anaxoMaxca c noBecxxon Ana, a xaicace 

Moryx nonyHHXb Ana oanaKOMAenna Konnn MaxepnajiOB HCCACAOBanna (HH({)opManMK) Ana 
nannenxa n HH^opMnpoBanHoe cornacne, AOKyMenx o rapanxnn npas b caynae Hanecenna BpeAa 
3AopoBbio b xoac HCcaeAOBaHHa h T.R.). /lo Hanajia n b xoac aaccAanna Kaa<AbiH naen cosexa no 
3XHKe hmccx B03M0>KH0cxb oaHaKOMHXbCA c MaxepnaaaMH Bcex npeACxaBaennbix 3aaBnxeaeM 
AOKyMenxoB HCcaeAGBanna. Flocae aaccAanna poaaaHHbie Konnn AOKyMenxoB Aoaacnbi 6bixb 
ynHHXOacenbi, aa axo necyx oxBexcxBennocxb naenbi cosexa no axnKe, noayHHBmne Konnn na pyxn 
n cexpexapb cosexa no axHKe.

2.6. HpeAceAaxeab cosexa no axnxe pacnpeaeaaex paccMOxpenne npeACxaBaennbix 
aaaBHxeaaMH AOKyMenxoB Me>KAy naenaMH cosexa no axnxe b aasncHMOCxH ox nx 
HHAHBHAyaabHbix B03M0>KH0cxeH n ahhhoh 3anaxocxH aaa npopaSoxKH, n noaroxoBKH cooGmenna 
o naannpyeMOM ncnbixannH na aaceAannn. Haen cosexa no axHKe hmccx npaso oxKaaaxbca ox 
noaroxoBKH cooSmenna no peayabxaxaM paccMOxpenna BbimeyKaaanHbix AOKyMenxoB, ne 
o6-bacnaa npHHHH oxxaaa. Flpn neoSxoAHMoexH npeAceaaxeab cosexa no axnxe npHraamaex k 
3KcnepxH3e neaaBHCHMbix 3KcnepxoB.

2.7. Ecah na aaccaannH npncyxcxByiox ne naenbi cosexa no sxhkc, xo hcoSxoahmo npnnaxb 
see Mepbi Aaa coSatOAenna KOH^HACHnnaabnocxH (npnraanienHbie noAnncbisaiox (J)opMy 
coraacHa na coSaKxaeHHe KOH^HAenuHaabnocxH).

2.8 Cexpexapb AOKaaAbisaex noBecxKy ana npeaceAaxeaio, bcacx aanncn no xoay 
aaccaanna, 4)HKCHpyex npHnaxbie pemenMa h oxaeabnbie MHenna ynacxHHKOB b bhac npoxoKoaa.

2.9. Baccaanne npoxoanx no naMeneHnoMy naany, no npeaceaaxeab Moacex HaMennxb axox 
naan, caeaaxb oxHaonenna ox noBecxKH ana b aaBHCHMOCxn ox CHxyannH.

2.10. B caynae oxcyxcxBna 3KcnepxoB ceKpexapnax aaex KpaxKoe onncanne nccacaoBaHHa, 
aannxbiBaex KOMMenxapnH h pemenHe 3KcnepxoB.



2.11. CoeeT no othkc pa3pemaeT HccjieztoBaxejniM, Mene^epaM (paapaSoTHHKaM) npoeKxa, 
npncyxcxBOBaxb na aace^annax, KacatomnxcH nx uccjie^OBaHHH aim npe^cxaBnenna npoexxa. 
Hccne/iOBaxejiaM paapeiuaexca xaioxe KpaxKO H3Jio>KHXb cyxb nx npoexxoB h oxBexnxb na 
B03HHKIilHe y HJICHOB COBCXa no 3XHK6 BOnpOCbl.

2.12. Ecjih nccjienoBaxejib, ynacxByiouiHH b o6cy>KflaeMOM nccneziOBaHHH, aBJinexca 
hjichom cosexa no sxhkc, xo oh mo^ccx npncyxcxBOBaxb n ynacxBOBaxb b o6cy)K/ieHHH 
nccjie/iOBaHHH na aace^annn coBexa no sxhkc, ho hc mokcx npHHHMaxb ynacxHe b rojiocosaHHH, 
hxo ziojdkho 6bixb 3a4)HKCHpoBaHO b npoxoKOJie. Oh xaioxe ne MO>Kex Bbinojinaxb (|)yHKnHH 
npe^ce^axena hjih cexpexapa Ha aace/iaunn coBexa no sxhkc, r^e paccMaxpnBaexca ziaHHoe 
nccne/iOBaHHe.

2.13. Ha 3ace^aHH«x coBexa no axnxe npoBo^nxca oxKpbixoe ronocoBaHne no 
paccMaxpnBaeMbiM Ha hhx BonpocaM. FoiiocoBaHne naHHHaexca xojibKO xor^a, xor^a bcc 
npnrnaHjeHHbie (b xom hhcjic h Jinna, npe^cxaBJunomne Hccne^OBaHne) n HJieHbi cosexa no sxhkc, 
BCxynnsniHC b koh(|)jihkx HHxepecoB, noKunyx san 3aceziaHH>i. PemcHHe npHHHMaexcs npocxbiM 
6ojibmHHCXBOM ox xojiocyiomHx hjichob coBexa no 3xhkc. B cjiynae, ccjih npn rojiocoBaHHH 6buiH 
nonyHCHbi paajiHHHbie mhchhh, ohh ^oji^hbi 6bixb 3a(J)HKcnpoBaHbi b npoxoKOJie.

2.14. B xoiie 3acen,anH>i Be/iexca npoxoKOJi 3acejiaHHa cosexa no sxhkc, Koxopbin 
o^opMJiHexca ceKpexapeM cosexa no sxhkc b xchchhh naxn paSonux ahch co aha 3ace^aHH« h 
no^nHCbiBaexca hm. OpoxoKOJi jioji>KeH BKjnonaxb cjicayiomHC AaHHbie: HOMep npoxoKona, Aaxy h 
mccxo npoBCACHna, nepconajibHbiH cocxaB npHcyxcxByiomux, paccMOxpeHHbie nnaHHpycMbie 
HCCJieziOBaHHa c yKa3aHHCM noiiHoro Ha3BaHHe npoxoKona HCCJiCAOBaHHa, h bccx npe^cxaBJiCHHbix 

AOKyMCHXOB C HAeHXH(|)HKanHOHHbIMH XapaKXCpHCXHKaMH, npHHHXblC COBCXOM 00 SXHKC 
pemeHHH, npn oxcyxcxBHH nojio>KHxejibHoro pemcHHa - oS-bacncHHC npnHHH, aojdkhbi 6bixb
3anpoxoKOJiHpoBaHbi bcc Bonpocbi h pcKOMCHZianHH no Ka>K\aoMy H3 paccMaxpHBaeMbix nynKxoB 
noBCCXKH, ocoSbie mhchhh npHcyrcxBOBaBmnx Ha aaceiiaHHH cosexa no sxhkc (npH najiHHHH 
xaKOBbix).

2.15. riocjie npoBepKH npe^ce/iaxejib cosexa no sxhkc npoBCpaex npoxoKon aaceziaHna h 
pemcHHC, Aaxnpyex hx h cxaBHX cbok) no^nHCb. CeKpexapb apxHBHpyex ^OKyMCHXbi b 
cooxbcxcxbhh c COFI no apxHBauHH.

2.16. PemcHHe cosexa no sxhkc mohccx coziep>Kaxb:
- OAoGpeHHe nnaHHpycMoro uccjie^oBaHHa. npHHHMaexca, Kor^a b nponecce o6cy^CHHH 

hc B03HHKaex cymecxBCHHbix BonpocoB h B03paH<eHHH, Kacaiomnxca o6cy^caaeMoro
HCCJiCAOBaiiHa;

- oxcpoHKy b npnnaxHH pemeHHa. HpHHHMaexca, Kor/ia b nponecce o6cy)KneHHH 
B03HHKaK)x cymccxBCHHbic sonpocbi h 3aMCiiaHHa, KacaioinnecM o6cy>KnaeMoro HCCJienoBaHHH. 
Hpn npenocxaBJiCHHH aanpomcHUbix pa3'bHCHCHHH h oxbcxob Ha Bonpocbi h saMcnaHHa, nocne 
BHCCCHHa pCKOMCHnyeMblX H3MCHCHHH h/hJIH ^OnOJlHCHHH COCXOHXCH OOEXOpHOC paCCMOXpCHHC 
HCcneziOBaHHa Ha onepenHOM aace^aHnn;

- 0XK33 B 0A06pCHHH. HpHHHMaCXCH, KOma B npOUCCCC oScy^KACHOH B03HHKaK)X 
npHHUHnHajibHbie Boapa^CHHH, Kacaiomneca o6cya<naeMoro HCcnenoBaHna;

- oxMCHa hjih npoocxanoBKa panee BbinaHHoro aaKJHOHCHHH 06 onoSpcHHH npoBe^eHHa 
kjihhhhcckoxo HCCJienoBaHHa. HpHHHMacxcH, Korxia b nponecce o6cy>K,aeHHa nocxynoBmen 
HH^IOpManHH 0 xone KJlHHHHCCKOrO HCC/lCAOBanna B03HHKaK)X npHHUHnHajibHbie B03paaceHHa, 
oxHOcnxejibHO ero npoAOJia<eHHa;

- npHHaxne k CBeACHHio.
2.17. HpoxoKOA xpaHiixca b cosexe no sxhkc y ceKpexapa b nanKe «HoBecxKH h npoxoKonbi 

cosexa no sxhko).

COn JVe 3. riepBHMnan SKcnepxHsa HccjieAOBaxejibCKHx npoeKroe
3.1 TloKyMeHxanna no ruiaHupyeMOMy KAHHHHecKOMy hjih KJiHHHKO-cjiapMaKonorHHecKOMy 

HCcnenoBaHHio nonaexca b cobcx no sxhkc ox Jinna saaBHxejia, necymero oxsexcxBeHHocxb 3a



HayHHblH, OpraHH3aUHOHHbIH H 3TH4CCKHH aCneKTbl HCCJieZlOBaHHa. 3aHBHTeJIHMH MOryr ObITb 
BpaHM, HayHHbie coTpyziHHKH, KOMnaHHH-cnoHcop Hccue^OBaHHa.

3.2. ^OKyMCHTauHa AOJiHcna BKinonaTb cne^yiomee:
- no^nHcanHoe aaHBHTeiieM n AarapoBaHHoe aaaBjieHHe Ha paccMorpeHne (a/ipecyexca 

npeAce^arejiK) coBexa no 3XHKe). B saasneHUH yKaabmaexca nojiHoe HasBaHne npoxoKOJia 
HCcneziOBaHHa, npnBO^Hxca cohcok npe^cxaBjicHiibix /tOKyMenxoB c HOMepaMH Bepcnn h aaxaMH 
(ecjiH ohh ecxb). ^Cejiaxenbno ynaaaxb KonxaKxnoe jihuo Ana paa-bacHeHHJi BoaHHKaiomnx 
BonpocoB co cxopoHbi coBexa no 3xhkc (nanpHMep, KOopAnnaxopa nccjie/iOBaHHJi);

- npoxoKOJi njiannpyeMoro Hccjie^OBaHna na anmnncKOM (^jih MHoronenxpoBbix, 
MOKZiyHapOUHblX HCCJieAOBaHHH) H pyCCKOM H3bIKaX BMCCXC C Heo6xOZlHMbIMH npHJ10H<eHHaMH H
conyxcxByiomHMH AOKyMenxaMH.

- 4)op.Ma HH(j)opMHpoBaHHoro corjiacufl nannenxa, na H3biKe, nonaxuoM ann noxennnajibHbix
yHaCXHHKOB HCCJie^OBaHHH;

- nncbMeHHbie h Apyrne c})0PMbl5 co^ep>KamHe HH(})opManHio, ajih noxenuHajibHbix 
ynacxHHKOB HCCJieAOBanHM na >i3biKe, nonaxHOM Ana noxeHnnanbHbix ywacxHHKOB nccjieAOBaHna;

- HHAHBHAyaJibHaa perncxpanHOHnaa xapxa, ahcbhhkh h onpocnnKn, Koxopwe npe^cxonx 
aanojinaxb nannenxaM - ynacxHHKaM HccncAOBanna;

- npn najiHHMH nccjieAyeMoro npo^ynxa (neKapcxBenHoe cpeACXBO hah mcahuhhckhh 
HaAAOKamee onHcanne ero Aannbix no GeaonacnocxH, (jDapMaKonorHHecKHx,

(|)apMaueBXHHecKHx h xokchkoaofhhcckhx Aannbix, bmccxc c onncaHHCM cymecxByromero k 
AannoMy MOMcnxy KAHHHHecKoro oribixa npHivienenHa npoAyKxa;

- CHHCOK KAHHHHCCKHX U.eHXpOB, XAC nnaHIipyCXCa npOBOAHXb 3X0 HCCJlCAOBaHHC (Ana
MHorouenxpoBbix HCCACAOBannH);

noAnncaHHbie h ^axupoBannwe ACHCXByiomHe Bepcnn npo^eccnoHajibHbix 
aBxo6Horpa$HH HCCACAOBaxenen;

- AOKyMenx o rapanxHAX coSmoAenna npas nanHenxoB-yHacxHHKOB HCCACAOBaHna b 
CAynae HanecenHa BpeAa hx 3AopoBbio b xoac hccacaoBanna (cepxH(})HKax cxpaxosanna hah 
nncbMO cnoncopa o KOMnencanHH nauHenxa.M b CAynae nanecenHa ymep6a hx 3AOpOBbK) b xoac 
HCCACAOBaHna) (AAa ACKapcxBCHHbix cpeACXB hah mcahuhhckhx npuSopos);

- onncanne bccx KOMnencaunn sa yHacxne b hccacaoBanun Ana ynacxHHKOB HCCACAOBaHna 
(BKAionaa noKpbixne pacxoAOB h MCAnunHCKyio noMOinb);

- MaxepnaAbi, BKAionaa peKAaMHbie, HH^opMHpyiomHe 06 HCCACAOBannH h ncnoAbaycMbie 
Ana npHBncHCHHa nauneHxoB k ynacxHK) b hcm;

- bcc 3HaHHMbie npcAbiAymne pemcHHa (nanpHMep, oxpHuaxeAbHbie pemcHHa aim 
xpeGoBanna H3MCHHXb npoxoKon), npnHaxbie ApyrnMH coBexaMH no sxhkc hah otjjHunaAbHbiMH 
HHCxaHnnaMH b oxhohjchhh nAaHnpycMoro HCCACAOBaHna h cbcachha o6 HSMCHennax npoxoKOAa, 
CACAaHHbix b 3xoh cbabh;

- paapemcHHC OapMaKOAornHCCKoro KoMnxexa Ha npoBCACHne hccacao Banna (AAa 
KAHHHKO-(J)apMaKOAOrHHeCKHX HCCACAOBaHHH);

Flo ycMOxpeHHK) aaaBHxeAa Moryx 6bixb AonoAHHXCAbHO npCACxaBACHbi n paccMOxpenbi 
Apyrne AOKyMcnxbi, HMeiomne anaHCHHC AAa coSAiOAenna 3xhhcckhx nopM b xoac nAaHnpycMoro 
HCCACAOBaHna.

3.3. npn nonyHCHHH AOKyMcnxoB AAa paccMcxpenna na aaccAannn coBexa no sxhkc 
ccKpexapb coBexa no sxhkc ocymecxBAaex CACAyiomne McponpHaxna: c^HKcnpyex (|)aKX noAyncHHa 
MaxepnaAOB, nponaBOAnx 3KcnepxH3y noAHOXbi npcACxaBACHHOH AOKyMenxauHH h npaBHAbHocxn 
ee oc^opMACHHa, npn HCAoexaxKax oc^opMACHna h oxcyxcxBHH Heo6xoAHMbix AOKyMcnxoB cxaBnx 
06 3xom b H3BecxHocxb aaaBHxeAa. npcACCAaxeAb coBexa no sxhkc HaaHanaex cpox 3KcnepxH3bi h 
onpcACAaex Aaxy aaccAanna cosexa no sxhkc, hc nosAHee, hcm nepea 2 hcacah hocac noAyncHHa 
AOKyMCHXaUHH.

3.4. Rpn npoBCAeHHH 3KcnepxH3bi cobcx no sxhkc aoajkch:

npnSop)



- yOeilHTbCH B TOM, HTO HH(J)OpMaUHH, Fipe/JCTaBJieHHaM OpraHIOaUHCH 
3aaBHTejieM, aocxaTOHiia zuia xoro, htoSw BbiCKaaaxb ooocHOBaHHoe cyacflenne 
MCMC^y pHCKOM m nojib30H zuifl jihu, no^BepraiomHxcji Hcnbixanmo;

HJ1H JIHLIOM- 
O COOXHOLUeHHH

- OUeHHTb B03M0>KH0CTb nOJiyHCHHa HeoSxOilHMOrO 3aKJlK)4eHH» no 3f})(J)eKTHBHOCTH H 
6e3onacHOCTH Shomc/ihuhhckhx nccjieiiOBaHHH c npuBiieneHMeM Menbiiiero nncjia yHacxHHKOB
Hcciie^OBaHna;

- npoaHajiHsnpoBaxb onpaB^annocTb npe^cKasyeMoro pncxa n ztpyrnx HOKenaxejibHbix 
nocjie/iCTBHH ynacxHHKOB uccjie^OBaHna no cpaBnennK) c ojKtmaeMbiMH SjiaronpnaxHbiMH nun 
nauneHxa hjih apyrnx jihu pesyjibxaxaMH;

- oneHMTb B03M0HcnyK) nonbsy ajih naunenTa ox ynacTna b nccjic/jOBannH,
- y6eAHTbca b tom, hxo noxenunajibHaa 3cj)(J)eKTHBH0CTb, pncx n HeyAoScxsa ox 

npHMeneHna hoboxo neKapcTBennoro cpeztcxBa, TexHonornn onenuBaioTCH npn cpaBHenun c 
jiyHiiiHMH H3 y>Ke cymecTByioinnx AHarnocxHHecKHx n xepaneBTHHecKHx cpeziCTB hjih cxcm 
jieneHHH;

- ySe^HTbca b KOMnexenTnocxH HCCJie^OBaxejieH, b tom, hxo ohh hmciox cooTBexcxByiomyK) 
KBaJIH(})HKaUH10 H /JOCXaXOHHblH OOblT B npOBCAeHHH SHOMe/tHUHHCKHX HCCJlCAOBaHHH;

- onpeAejiHTb, cooTBexcTByiOT jih HccjieAOBaxenbCKHe nenxpbi neoSxojiHMbiM xpeSoBaHHHM 
jyia npoBCAenna njianHpyeMoro Hccne^OBanna, BKiiioHaa naiiHHHe BcnoMoraxejibnoro nepconana, 
neoSxojiHMoro oSopyAOBanna h cpe^CTB npoBejieHHa neoxjiOHvHbix MeponpuaxHH;

- onenHXb a^eKBaxHoexb h ycjiOBHH BoaMemenna Bpejia 3AopoBbK), nacxynaioinero b 
peayjibxaxe 6HOMeAHUHHCKHx uccjiejioBaHHH, h rapanxHH B03MemenHH pacxoAOB na OKaaanHe 
HeoSxOJIHMOH Me/IHUHHCKOH HOMOHIH, B T.H. CTpaXOBbIX HOJIHCOB,

- yziocxoBepHTbca b tom, hxo naunenTaM rapanTupoBanbi Jicnenne h/hjih KOMnencauHH b 
cjiynae Hanecenna Bpejia hx a^opoBbio b xoae OnoMejiHnHHCKoro HCCJie^OBaHHa.

3.5. Ho peayjibxaxaM ronocoBanHa Moryx Bbinecenbi pemenHa:
- OAoGpnxb npOBeAenne HccjieAOBanHa 6e3 aaMenanHH;
- OAoSpHTb npOBeAenne HCCJiCAOBanna nocne ycxpanenHa aaMenannH Sea noBTopnoro 

paccMOTpenna npn ycnoBHH otbcxob na nocxaBJiennbie Bonpocbi h BnecenHJi peKOMenAyeMbix 
H3MeHCHHH H/HJIH AOnOJlHCHHH B paSOHCM HOpaAKC. B 3XOM CJiynae H3MeHenHbie AOKyMCHTbl h/hah 
AOnOAHCHHbie AOKyMCHTbl AOAyKHbl 6blXb OAoSpCHbl npCACCAaTCAeM COBexa no 3XHKe;

- noBXopno paccMOxpexb na 3aceAanHH cosexa no 3XHKe nocAe BHecenna H3MeneHHH b 
nponeAypbi h MaxepHanbi HCCAeAOBanHA. Hpn 3tom hctko ([jopMyAHpyioTca see B03HHKinHe 
Bonpocbi h npexensHH;

- OTMeHHXb hah npnocxanoBHxb panee BbiAannoe aaKAionenne 06 OAoSpenun npoBeAenna
KAHHHHeCKOXO HCCACAOBaHHA;

- ne paapeiHHTb npoBCAenne HCCACAOBanHA (c yKaaanHeM npHHHH oxKaaa).
3.6. Cexpexapb COBexa no 3thkc o(})opMAaex Bbinncxy H3 npoxoKOAa npomeAuiero 

aaccAanna c pemenHeM COBexa no 3thkc no npeACTaBAennoMy npoeKxy h BbiAaex aaaBHxeAio b 
cpoK ne noaAHee 10 paSoHHx ahch nocne npoBeACHHoro aacenaHHa. Taxace cexpexapb 
oSecnenHBaex — apxHBnpoBaHne AOxyMenxoB no HCcneAOBaxenbCXHM npoexxaM, npoxoxoAOB 
Bcex aaceAaHHH COBexa no sxnxe.

COn JVe 4. OKCiiepTwaa AHCcepTamioiiHbix pa6ox h HHHmiaTiiBHbix iiccAeAOBaHHH
4.1. FlpoueAypa 3THiiecxoH axcnepxHabi AHCcepxannoHHbix paSox Aonacna npoBOAHXbca 

nepeA yxsepacACHHeM xeMbi na yneHOM coBexe, a xax>xe Moacex npoBOAHXbca b nponecce 
BbinoAHenna paSoxbi, eenn paSoxa y>xe Hanaxa.

4.2. McnoAHHxeAb noAaex b coBex no axnxe CACAyiomne AOxyMeHTbi:
- aaaBAeHne Ha HMa npeAcenaxena COBexa no axnxe ox aaBeAynamero oxAeneHneM hah 

HayHHoro pyxoBOAnxena c npocbSon npoBecxH axHHecxyio axcnepxnay paSoxbi (oSaaaxeAbHO 
yxaaaxb, Hanax hah hot HaSop nanneHTOB);

- aHHOxauHK) AHCcepxauHH;



- npoTOKOJi zuiccepTauHOHHoro HCCJie/iOBaHHa;
- KpaxKHe aHHOTauHH na ncno^b3yeMbie JieKapcTBeHiibie npenapaibi (oc})nuHajibHyK) 

HHc})opMauHK): rpynna, ochobhbic (j)apM. CBOHCTBa, noKasaHiia;
- npoTHBonoKasaHHa), a TaK>Ke HcnojibayeMoe Me^HiiHHCKoe oGopyAOBaHHe;
- (j)opMy HH(j)opMHpoBaHHoro corjiacna h HH(J)opMauHH nauHCHTa;
- noAnHcaHHbie h xiaTHpoBanHbie npo^eccHOHajibHbie aBTo6norpa({)HH HCCJie^OBaTeua h ero 

HayHHoro pyKOBOziHrejia yKaaanHeM KOHTaKTHbix Tejiec})OHOB.
4.3. CeKpexapb coBexa no oxhkc (J)HKCHpyex (|)aKx nojiyHenna /joKyMenxoB, nponaBO/mx 

3KcnepxH3y nojinoxbi npe^cxaBjiCHHOH AOKyMenxauHH h npaBHUbnocxn ee o(})opMjieHMB, npn 
ne^ocxaxKax ocjjopMJieHna h oxcyxcxBHH Heo6xoAHMbix ztOKyMenxoB cxaBnx 06 oxom b 
H3Becxnocxb HcnojiHMxejia. npe;iceaaxejib cosexa no 3xhkc onpeACJiaex bha 3KcnepxH3bi, ee cpoKH 
n onpe^eJiBex ^axy aace^anHa cosexa no oxhkc, ne no3Anee, hcm nepes 2 neAejin nociie noAyneHHa 
AOKyMenxanHH.

4.4. B cjiynae, koxab AHccepxannoHHaa pa6oxa ne CBJoana c cymecxBennbiM phckom aa« 
ynacxHHKa SnoMeAHunHCKoro nccACAOBanHa, aBAaexca HaSniOAaxeAbHon, anHAeMHOAornnecKOH, 
hah noApaxyMCBaex pa6oxy xoabko c 6HOJiorHHecKHM MaxepnajioM, noAynenHbiM ox 6ojibnoro 
(6HOAOXH4ecKHe >khakocxh, XKaHb onyxoAn) B03M05KH0 paccMOxpeHHe ee no npoxoKOAy 
ycKopenHOH 3KcnepxH3bi na aaceAanHH Bwpo (npeAce^axenb h cexpexapb cosexa no axHKe). B 
cnyHae, ccah AHCcepxanHOHiiaa paGoxa CBsaana c HenocpeACXBennbiM B03AeHCXBHe.M na HCAOBCKa 
h cymecxBeHHbiM phckom /yifl yHacxHHKa HCCACAOBanHa, ona npoxoAnx cxaHAapxnyio 3KcnepxH3y 
h paccMaxpHBaexca na aaceAanHH cosexa no sxhkc.

4.5. Oo peayjibxaxaM 3KcnepxH3bi Moryx Bbinecenbi pemeHna:
- OAoSpHXb npoBCACHHe HCCACAOBanHa 6e3 3aMeHanHH;
- OAoSpnxb npoBCACHHe HCcnenoBaHHfl nocAe ycxpanenHfl aaMenannH oea noBxopnoro

paccMOxpenHA npn ycAOBHH oxBexos na nocxaBAemibie Bonpocw h BnecenHa peKOMCHAyeMbix 
H3MeneHHH h/hah AonoAHCHHH b paSoneM nopHAKe. B 3xom CAynae H3MeHeHHbie AOKyMenxbi h/hah 
AonoAHCHHbie AOKyMenxbi AOAJKHbi Gbixb OAoSpenbi npeAceAaxeACM cosexa no 3xhkc;

- noBxopno paccMOxpexb na aaceAanHH cosexa no 3xhkc nocae BHecennA HSMenenHH b 
nponeAypsi h MaxepHaAbi HCCACAOBanHA. Bee BoaHHKmne Bonpocbi h npexenanH (J)opMyAHpyK)xca 
HexKo;

- ne paapeniHXb npoBeAcnne HCCAeAOBanHA (5 yKaaanneM npHHHH oxKaaa).
4.6. Cexpexapb coBexa no 3XHKe o(J)opMA>iex BbinncKy H3 npoxoKOAa npomeAUiero 

aaceAaHHA c pemenneM cosexa no 3XHKe no npeACxaBAennoH aHnoxannH hah cnpaBKy o 
npoxoKACHHH ycKopeHHOH 3KcnepxH3bi, h BbiAaex 3aaBHxeAK) b cpoK ne no3AHee 10 pa6o4HX ahch 
nocAe npoBCACHHoro aaceAaHHA. Cexpexapb oSecnenHBaex apxHBHpoBanHe AOKyMenxoB no 
HCCACAOBaxeAbCKHM npoeKxaM, npoxoKOAOB Bcex aaceAAHHH cosexa no sxhkc.

COn JV® 5. 3KcnepxH3a nonpaeoK k npoxoKOAy
5.1. flonpaBKH k npoxoKOAy HCCACAOBaHHH ne Moryx 6bixb npHHaxbi, noxa ohh hc 

paCCMOXpeHbl H OA06peHbl COBCXOM 00 3XHKC.
5.2. FlaKex AOKyMenxoB no nonpaBxaM k npoxoKOAy HCCACAOBanna xoxobhxcb aaHBHxeACM 

(cnOHCOpOM HAH XAaBHblM HCCACAOBaxeACM) H BKAIOHaCX B Ce6A 3aBBKy OX aaflBHXeAfl 0 
HeoSxoAHMoexH BHeceHHA nonpasoK b panee npeACxaBAeHHbiH h OAoOpeHHbiii cobcxom no sxhkc 
npOXOKOA HCCACAOBaHHA, B KOXOpOH HCOSxOAHMO OOHCaXb OOnpaSKy H npHHHHy ee BBCACHHA, BCe 
pacxoACACHHa c opnrHHaAbHbiM npoxoKOAOM HCCACAOBaHHA h yxaaaxb OACHAaeMbie 3(})4)eKXbi nocAe 
BBCACHHA nOnpaBKH.

5.3. HoAHaa aKcnepxnaa (corAacHO COFI JS®3) npeAycMoxpeHa b CAynae:
- H3MeneHHH AHaaiiHa HCCACAOBanHa (aa hckakdachhcm c|)opMyAHpoBKH HaaBaHHa);
- H3MeHCHHH B KpHXCpHHX BKAK)lieHHA/HCKAK)HeHHB yHaCXHHKOB;
- AonoAHHxeAbHOH hah coKpameHHOH xepannn;



- 3Ha4HxejibHbix H3MCHeHHH A03HpoBOK npenapaxoB hjih pe>KHMOB mjih coocoGob HX 
BBeaeHHfl. B HHbix cjiynaax B03M0>KHa ycKopeHHaa 3KcnepTH3a (COFI 6).

5.4. nocne paccMOTpeHna nonpasoK na 3acej3aHMH coBexa no oxhkc MO>Kex 6bixb Bbineceno 
cjie/iyiomee pemenHe:

- OAoSpnxb;
- peiunxb Bonpoc 06 MBMeHennn /lOKyMenxoB no npe^jio>KeHHOM nonpaBKe c oSocnoBanneM 

npuHHH xaKoro pemeHna (nanpuMep, bhccxh HaMenenHa b HH^opMannio /yia nannenxa hjih 4>opMy 
HHcjiopMHpoBaHHoro comacHB, peKjia.MHbie ^OKyMenxbi);

- npHoexanoBHXb HCcne/jOBanne no MOMenxa npeAoexaBJieHHH AaJibHeHineH hcoSxoahmoh
HH(J)opManHH;

- ne npHOCxanaBJinBaa HCCJieAOBaHHa aanpocnxb ^onojinuxeiibHyio HHcjiopManHio;
- oxKjiOHHXb npocb6y 06 ojioGpenHH nonpaBKH c yKaaanHeM npununbi, no ^axb paapeinenHe 

na npoAOJi^enne hccjicaoBanna Kax panee o/ioSpennoro.
5.5. Cexpexapb cosexa no oxhkc ocfiopMJiaex Bbinncxy H3 npoxoKOJia npomejiiiiero 

3ace/iaHHa c pemenHeM cosexa no 3xhkc no npejyiaraeMOH nonpaBKe hjih cnpaBKy o npoxoacj^ennH 
ycKopennoH 3KcnepxH3bi, h Bbwaex aaasHxejno b cpox ne nosOTee 10 paSonnx ^hch nocjie 
npoBejieHHoro aacejiaHHa.

COIl JVo 6. ycKopeinian 3KcnepxH3a uccjiCAOBarejibCKiix npoeKxoe
6.1. Flocjie nojiynenna aaaBKH na 3KcnepxH3y h naxexa AOKyMenxoB ceKpexapb 

npeACxaBnaex hx npeAce^axenio c nejibio onpeAenenna, cooxBexcxByiox ah ohh nponeAype 
ycKopeHHOH 3KcnepxH3bi. 3xo cjiynan:

- BxopocxenenHbix nonpaBOK b panee OAoSpennbie HCcneAOBanHa;
- AoSaBACHHa hah H3'bflXHH nenpoueAypHbix nynKxoB b oAo6penHbie panee HCCAeAGBanna 

(yBeAHHenne nncAa HCCAeAOBaxeAen, HSMenennH naBBanHH AaSopaxopnii, KonxaKxnbix xeAecJionoB 
h HHfJiopMauHH 06 HCCAeAOBaxeAax h x.n.);

- c6opa Aannbix aaa HCCACAOBanna c noMonibio nponeAyp, oGbinnbix aaa MeAnunncKOH 
npaKXHKH, c HcnoAb30BanHeM yace OAoSpennbix mcxoaob (nanpnMep, 3KF, AonAep-, pa3AHHHbix 
xecxoB, onpocHHKOB);

paooxy xoabko c SHOAornnecKHM MaxepnaAOM, noAynennbiM ox SoAbnoro 
(OHOAornnecKHe >khakocxh, xxanb onyxoAn) 6e3 nenocpeACXBennoro BOBAencxBna na HeAOBeKa h 
cymecxsennoro phckom Ana ynacxHHKa HCCACAOBanHa;

- HCCACAOBannH, b Koxopbix npeAnoAaraexca c6op Hn^opMaunn, ne nocamen 
KoncjiHAenuHaAbUbiH xapaxxep (ne Kacaiomneca nacxnoH >kh3hh); ne o>KHAaexca, hxo 6yAex 
npHHHnen speA oGmecxBennoMy noAOKennio hah nnxepecaM ynacxnHKOB HCCACAOBanha; 
HCKAPonaexca B03Moa<Hocxb oxaabiBaxb AaBAenne na ynacxnHKOB HCCACAOBanHa hah Bbi3Baxb 
cxpeccoBbie CHxyauHH.

6.2. HccACAOBanHa c HcnoAb30BanHeM AyneBbix h HHBa3HBHbix mcxoaob AnarnocxHKH h 
xepanHH ne pexoMenAyioxca aaa ycxopennoH 3KcnepxH3bi.

6.3 B CAynae cooxBexcxBHa paccMaxpHBaeMOH 3aaBKH nponeAype ycKopennon aKcnepxnae, 
penjenne npnnHMaexca npeAceAaxeAe.M cosexa no 3XHKe, ocjiopMAaexca cexpexapeM cosexa no 
3XHK6, 3aBepaexca hm h npeAceAaxeACM h npeAoexaBAaexca HCCACAOBaxeAK) b xenenne 10 ahch.

6.4. npH npoBCAennH snHACMHOAorHnecKHx h conHOAOXHnecKHX HCCACAOBanmi aoa>kho 
6bixb npeAycMOxpeno cxporoe co6AK)AeHHe Kon^HAenuHaAbnocxH HncfiopManHH o nannenxax. B 
CAynae paSoxbi HCCAeAOBaxeAa c apxHBHbiM MaxepnaAOM (aM6yAaxopnbiMH KapxaMH, ncxopnaMH 
6oAe3HH, 3KCXpeHHbIMH H3BeiHeHHaMH H AP-) HeoSxOAHMO yAOCXOBCpHXCa B aACKBaXHOH aamnxe 
HH(J)OpMaUHH.



COIT JV® 7. nocjie/iyiomee iiaSjiioAenife 3a xoflOM uccjieiiOBaHHH
7.1. HaSnio^eHMe mokct npoBO^HTbca b c|)opMe aaonnoH 3KcnepTH3bi TeKymHX ^anHbix no 

npoTOKony HCCJienoBanHB b Bnne othctob rnaBnoro HccnenoBaTenn h/hjih nyreM npoBe/ieHHB 
KOHTpOJlbHOrO BH3HTa B HCCJlCAOBaTeJIbCKHM UCHTp IWH OnpeneiieHHB COOTBeTCTBHB nponecca 
npoBCiieHHB KOHKpeTHoro HCCJienoBaHHB TpeSoBanuBM coSmonenna npas ynacTHHKOB 
HCCJieaoBaHHfl, CCP h ycjiOBHHM coorBeTCTByiomero npoTOKona.

7.2. CexpeTapb coBera no sthkc no corjiacoBannio c npence^aTeneM coBexa no 3THKe 
nojDKen npoBonnTb KOHTponb 3a coSmoAenneM cpoxoB HHcneKTHpoBanna n nonyHenneM othctob 
H B6CTH COOTBCTCTByiOinyK) KapTOTCKy.

7.3. PaccMOTpenna Tpe6yK)T cnenyioiiuie coSbithb h oScTOHTenbCTBa, BoannKaiomHe b xone 
nccneAOBaHHB:

- see nonpaBKH k npoTOKony, Koxopbie Moryr noBJinarb na coSniOAenne npas, 
6e3onacnocTb n anopoBbe ynacTHHKOB uccjieAOBannH hah npoBeAenne ca.Moro HCCAenoBannH;

- cepbeanbie, nenpeABHAenHbie h HOKenaTenbHbie peaxunH h HBAenna, CBaaannbie c 
npoBCAenHeM HccncAOBanHa hah uccAenyeMbiM nponyKTOM;

- AK)6bie C06bITHA HAH HOBaA HH(j)OpManHA, KOTOpblC MOryT H3MeHHTb COOTHOmCHHe 
nOAb3a/pHCK AAA ynaCTHHKOB HCCACAOBaHHA.

7.4. FlAanoBoe Ha6AK)AeHHe 3a xoaom HCCACAOBanHA BKAionaeT b ccSa noAany OTHexa o 
xoac HCCACAOBanHA c KpaxnocxbK) ne peAce pa3a b xoa. Oxnex noAnncbiBaexcA h AaxnpyexcA 
XAaBHblM HCCACAOBaXCACM.

7.5. npH ynacxHH b Shomcahuhhckhx HCCACAOBanHAx oco6o yA3BHMoro KonxHHrenxa 
(acxh, SepeMCHHbie, h x.a*) hah no KaKHM-An6o ApyrHM npHHHnaM, cobcx no sxhkc mohccx 
paccMaxpHBaxb xoa HCCACAOBanHA Hame. PeiuenHc 06 ocoSchhocxax MOHHxopHnxa npnnHMaexcA 
na aaccAanHH JI3K: npH bbicokom pncxe 1 pas b 1 mccau, 1 pas b 3 MCCAna, npn pncKe cpcAHen 
cxeneHH 1 pas b 9 mccaucb. B CAynae Bbicoxoro pncxa HCCACAOBanHA h npHSAcnenHA yA3BHMbix 
KOHXHHrCHXOB B03M05KH0 npHHAXHC pCLUCHHA 0 KOHXpOAC Ka>KAOXO naUHCHXa. IIpH HCBblCOKOM 
pHCKC HCCACAOBanHA KpaXHOCXb naSAIOACHHA COCXaBAACX 1 pas B 12 MCCAUCB.

7.6. B CAynae KoncxaxanHH (j)aKxa napyrnenHA npoxoxoAa HCCACAOBanHA, noABACHHH 
HOBbIX CBCAOHHH, H3MCHAK)mHX COOXHOinCHHC nOAb3a/pHCK AAA ynaCXHHKOB HCCACAOBanHA, 
perHexpauHH cepbC3Hbix HOKCAaxcAbHbix abachhh y naunenxoB, CBAaannbix c npoBCACHHCM 
Aannoro kahhhhcckoxo HCCACAOBanHA cobcx no sxhkc moaccx:

- B OXHOmCHHH HCCACAOBanHA, 0X03BaXb pCmCHHC o6 OA06pCHHH KAHHHHCCKOrO 
HCCACAOBanHA, noxpeSosaxb cxpororo coGaioachha npoxoKOAa npn ycHAcnnoM KonxpOAC co 
cxoponbi coBexa no sxhkc;

- B OXHOmCHHH AHUB, B OXHOUiCHHH KOXOpOXO np0H30UJA0 HapymeHHC npOXOKOAa: 
BblBCACHHC H3 HCCACAOBanHA, OKasaHHC MCp MCAHUHHCKOrO BMCUiaXCAbCXBa, HanpaBACHHblX H3 
HCHxpaAHaauHio napymenHH.

7.7. B CAynae KoncxaramiH cooxbcxcxbha nposoAHMoro HCCACAOBanHA npoxoKOAy 
BbIHOCHXCA pemCHHC O npHHAXHH K CBCACHHK) nOAyHCHHOH HH^OpMaUHH 00 MOHHXOpHpOBaHHK) 
coBexa no sxhkc.

COn JVe 8. 3KcnepxH3a otmctob o HencejiaTejibiibix peaKminx w nBJiCHMnx
8.1 MccACAOBaxcAb o6A3an H3Beniaxb cobcx no sxhkc 060 bccx cepbesnbix HOKCAaxeAbHbix 

peaKUHAX no xcAC^ony b xchchhc 24 nacoB c MOMenxa noAynenHa HH^opMauHH 06 hx noABACHHH. 
B xchchhc nocACAyiomHX 2-x paGonux ahch, Aannoe coo6menHe, noAnHcannoe h AaxupycMoe 
XAaBHblM HCCACAOBaXCACM B 2-X SKSCMHAApaX nCpCABCXCA B COBCX HO SXHKC, HB BXOpOM 
SKSCMHAApC COOSUICHHA CXaBHXCA OXMCXKB 0 nOAyHCHHH HH(|)OpxMaUHH C AaXOH H nOAOHCblO 
ccKpexapA. npcACCAaxcAb bbihochx oaho hs cACAyiomux pemenHu:

- npHHAXb K CBCACHHIO OpCAOXaBACHnyK) HHt})OpMaUHK);



COI1 JVs 7. nocjieflyiomee HaSjiioACHMe 3a xo/jom iiccjieAOBaHHH
7.1. HaSmo^eHHC mokct npoBOAHTbca b cJ)opMe aaoMHOM 3KcnepTH3bi xeKymnx iiaHHbix no 

npoTOKony HCcne^OBaHna b BHjie othctob rnaBnoro HCcne^OBaTejia h/huh nyreM npoBe^enna 
KOHrpojibHoro BH3HT3 b HccjienoBaTejibCKHH ucHTp iuia onpenejieHHa COOTBCTCTBhs nponecca 
npoBeiienna KOHKpeTHoro nccjieziOBaHHa xpeSoBannaM coGjuo^chhh npaB ynacxHHKOB 
HCCJicAOBanna, CCP h ycnoBHMM cooxBexcxByiomero npoxoKona.

7.2. Cexpexapb cosexa no 3XHKe no corjiacoBanmo c npeAce^axeneM cosexa no axnxe 
AOJiHven npoBOAHXb Konxpojib 3a coSjuoiieHHeM cpoKOB HHcneKxnpoBaHHH n nojiynenneM oxhcxob 
h bccxh cooxBexcxByiomyK) Kapxoxexy.

7.3. PaccMOxpenna xpeoyiox cneAytomne coSbixna n o6cxoaxenbcxBa, soannKaiomne b xo^e 
nccjie/ioBaHHH:

- see nonpaBKH k npoxoKony, Koxopbie woryx noBnnaxb na coSmozieHHe npas, 
6e3onacnocxb n anopoBbe ynacxnHKOB nccne^OBanna hjih npoBeAenne caMoro HCcnenoBanna;

- cepbe3Hbie, nenpe/iBn/ieHHbie n ne>KejiaxenbHbie peaKunn n MBjiennB, CBaaannbie c 
npoBe^enneM nccnenoBaHna hjih HCcneAyeMbiM npoAyKxoM;

- JiK)6bie co6bixHH hjih HOBaa HH^opManna, Koxopbie Moryx H3MenHXb cooxHomenne 
nojib3a/pHCK ajdi ynacxHHKOB HCCiie^OBaHHa.

7.4. FIjianoBoe naSjno/ieHHe 3a xoaom nccjiejiOBaHHJi BKjnonaex b ce6a nojiany oxnexa o 
xojie HCCJieAOBaHHa c Kpaxnocxbio ne pe>Ke paaa b ro^. Oxnex nonnncbiBaexca h naxnpyexca 
rjiaBHbiM HCCJie^OBaxejieM.

7.5. npH ynacxHH b SHOMeflHUHHCKHX HCCJiejiOBaHHJix oco6o y«3BHMoro KOHXHHXeHXa 
(jiexH, SepeMCHHbie, h x.jj.) hjih no KaKHM-jiH6o jjpyruM npHHHnaM, cobcx no sxhkc mojkcx 
paccMaxpHBaxb xojx HCCJienoBanHa name. PemenHe 06 ocoSeHHoexax MOHHxopHnra npuHHMaexca 
na aace^anHH JI3K: npn bbicokom pncxe 1 pas b 1 mcchu, 1 pa3 b 3 Mecana, npn pncxe cpejmen 
cxenenn 1 pas b 9 MecaneB. B cjiynae BbicoKoro pncxa HccjiejjoBaHHa h npHBJieHeHHa yasBHMbix 
KOHXHHreHXOB BOSMO>KHO npHHHXHC peLUCHHa O KOHXpOJlC K3H<n,OrO naUHeHXa. Flpn HCBblCOKOM 
pHcxe HccnejjOBaHHH KpaxHocxb HaojnojieHHH cocxaBjuiex 1 pas b 12 MecaneB.

7.6. B cjiynae KoncxaxauHH 4)aKxa napyLuenna npoxoKOJia HCCJie/iOBaHHa, noaBJienHH 
HOBbix CBeaeHHH, HSMeHHiomHx cooxHomenne nojibsa/pncK jyia ynacxHHKOB Hccne^OBanHa, 
perHcxpauHH cepbesHbix HencejiaxejibHbix asjienHH y nanneHxoB, CBasannbix c npoBenenneM 
flannoro KJiHHHHecKoro HCCJie/jOBanHa cobcx no axnxe mojkcx:

- b oxnomeHHH HccjiejjOBanHH, oxosBaxb pemenne 06 o/joSpenHH KJiHHHHecKoro 
HCCJiejioBaHHa, noxpeSoBaxb cxpororo co6jno/ieHHa npoxoKOJia npn ycHJiennoM Konxpojie co 
cxoponbi coBexa no sxhkc;

- b oxHOineHHH Jinna, b oxnoHjeHHH Koxoporo npoHSomjio Hapyrnenne npoxoKOJia: 
BbiBejieHHe hs HccjicnoBanna, OKasanne Mep Me^HUHHCKoro BMemaxejibcxBa, HanpaBjiennbix na 
HeHxpajiHsanHK) napymeHHH.

7.7. B cjiynae KoncxaxauHH cooxBexcxBHa npoBojn-iMoro HCCJicnoBanna npoxoKOJiy 
BbiHOCHxca pemenne 0 npHnaxun k CBCAenmo nojiyHennon HH^opMaunn no MOHuxopupoBanmo 
cosexa no sxhkc.

COR K2 8. OKcnepxHsa othctob 0 HOKCJiaTCJibHbix peaKUHnx 11 hbjichhhx
8.1 HccjiexiOBaTejib ooasan HSBemaxb cosex no 3XHKe 060 scex cepbesnbix HeacejiaxejibHbix 

peaKnnax no xejiecj)OHy b xeHenne 24 nacoB c MOMenxa nojiynenHa Hnc^opMaunn 06 hx noaBjienHH. 
B xeMenne nocnejjyiomHx 2-x paSonnx ^nen, /tannoe cooSmenne, no/mncaHHoe h jjaxnpyeMoe 
rjiaBHbiM Hccjie^OBaxejieM b 2-x axseMnjiapax nepeiiaexca b cobcx no sxhkc, na BxopoM 
3KseMnjiape cooGmenna cxaBHxca oxMexKa o nojiyHenun HH(})opManHH c Aaxon h noiinHCbio 
ceKpexapa. npeAce^axejib Bbinocnx oaho hs cjieAyiomnx pemennH:

- npnnaxb k CBCAenmo npeACxaBJiennyK) HH(|)opManHK);



- b OT^ejibHbix cjiyHciflx, 3aciiy>KHBaK)mHX oco6oro BHUManna c tohkh spenna 
SeaonacHOCTH ynacTHHKOB HCCjieAOBanhh h H3MeHenna cooTHomeHHa pncK/noubsa ynacTHa b 
HCCJiejjOBaHHH, npe^ceziaTejib coBexa no 3thk6 hum 3Kcnepx, HaanaHeHHbiH npeAceijaxejieM, 
npezinpHHHMaiOT KOHKpexHbie jneHCTBHa b oxHomeHHH ziaHHoro coGbiTHa (aanpocHTb 
AOnOJlHHTeJlbHbie ^OKyMCHTbl h/hJ1H HHCj)OpMaU,HK) no HCCJie^OBaHHK), OKOHMaxejlbHO HJIH 
BpeMCHHO 0T03Baxb Bbi^aHHoe pance ofloSpenHe);

- no peineHHio BbiiueyKaaanHbix nnenoB coBexa no 3xhk6 cooSmenHa Bbinocaxca na 
o6cy>K,aeHHe 3KCxpeHHoro 3ace;iaHHa cosexa no 3xhk6 h no hhm xonocoBanHeM npunHMaioxca 
ocoSbie peinenHH.

8.2. Cexpexapb xoxobhx o(|DHUHajibHoe nncbMO, noAnHcannoe h ^axHpoBannoe 
npeace^axeucM cosexa no 3XHKe r^aBHOMy nccne/iOBaxemo o xom, KaKne iiencxBHa ziojiH<Hbi 6bixb 
npe^npHHHXbi b cooxBexcxBHH c peinenHeM coBexa no sxhkc. Ecjih cosex no sxhkc ne 
npe^npHHHMaex HHKaKHx /leHCXBHH, na cooSmenHH cxasHxca oxMexKa «npHnaxo k CBeAenMK)». 
CooSiueHHa apxHBHpyioxca cexpexapeM b (J)aHJie Aannoro HCCJieAOBaHHa.

8.3. Cobcx no 3xhkc aoidkch Obixb npoMH(})opMHpoBaH 060 acex cjiynaax CHP na ^aHHbiH 
npenapax, Koxopbie aapexHCxpupoBanbi b xojie npoBe^enHa KjiHHnnecKoro HCCJiCAOBanna (ne 
oSaaaxejibHO no jianHOMy npoxoKOJiy) bo scex HCCJieziOBaxejibCKHX nenxpax, r/ie npoBO^HXca 
MHoronenxpOBoe KJiHHHnecKoe nccue/iOBaHHe. OpranHaanna, npoBO/iamaa uccjie^OBaHHe 
(cnoncop), oSaaana CBoeBpeMenno coo6maxb 060 Bcex cepbeanbix nenpe^BHjieHHbix no6oHHbix 
3(^(^)eKxax. FjiaBHbiH nccjieAOBaxejib oSaaaH npoHH({)opMHpoBaxb cobcx no sxhkc 060 scex cnynaax 
CHP na aanHbiH npenapax, npoH3omeznuHX b KaKHx-jinSo nccjieAOBaxejibCKHx nenxpax, b xenenHe 
10 paSoHHX ahch nocjie nojiynenHa hm xaKOH Hn^opMannH ox cnoncopa.

8.4. B xeKymeM oxHexe o npoBO^HMOM HCcnenoBannH h 3aKJiK)MHxejibHOM oxhcxc rjiaBHbiH 
nccjienoBaxejib oSaaan HncjjopMHpoBaxb cobcx no 3XHKe 0 npoH3omenmHx nea<ejiaxejibHbix 
HBnennax (H^[) na nannbiH npenapax, h npoKOMMenxHpoBaxb nx. Hocjie oanaKOMnenHa h 
3KcnepxH3bi oxnexa, cobcx no 3xhkc pemaex Bonpoc o neoOxonnMoexH aanpocnxb 
nonojiHHxejibHbie noKyMenxbi w/wjiw HH^opMauHio no nccjienoBanHK), OKonnaxeiibno hjih 
BpeMenno oxoaBaxb Bbinannoe panee onoSpenHe. Pemenne npHHHMaexca xonocoBanHeM. 
Cexpexapb xoxobhx o^HUHajibnoe nncbMO, nonnHcannoe h naxupoBannoe npencenaxeneM cosexa 
no 3xhkc maBHOMy Hccnenosaxemo o xom, KaKne nencxBHa nojiacnbi 6bixb npennpHnaxbi b 
cooxBexcxBHH c pemeHHeM coBexa no sxhkc. Ecjih cobcx no 3xhkc ne npennpnHHMaex HHKaKHe 
neHCXBHa, 3xo (})HKCHpyexca b npoxoKOJie aacenanHa, h HCCJienoBanHe MO>Kex 6bixb nponoiDKeno.

COI1JV® 9. 3aKpbiTne npoxoKOJia
9.1. HpeKpainenHe HCcnenoBanMa no aanjiaKHpoBannoro cpoxa npoHcxonnx no 

peKOMennanHH coBexa no SeaonacnocxH, cnoncopa, pyKOBoncxsa nccjienoBaxejibCKoro nenxpa hjih 
ynojinoMOHennbix na axo opranos. fIpoH3BonHXca 3KcnepxH3a h o6cy>KneHHe noKyMenxoB, 
KacaiouiHXca npeKpainenHa HCCJienoBanHa, npnHHMaexca pemenne, Koxopoe noBonnxca no 
rjiaBHoro HCCJienoBaxejia. B cjiynae npHoexanoBKH hjih npoKneBpeMennoxo npeKpamenna 
HccjicnoBanna nccjienoBaxejno neoOxonHMO oOaaaxejibno HncfiopMHpOBaxb cobcx no 3xhkc 0 
npHHHnax npoM3omenmero; npenocxaBHXb KpaxKHH oSaop peayiibxaxoB, nojiynenHbix k MOMenxy 
npeKpainenHH hjih npHoexanoBKH HCcnenoBanHa.

COD JV® 10. 3KcnepTH3a no OKOHMamno iiccjienoBaiiHH
10.1. 3aKjnoHHxejibHbiH ornex mokcx 6bixb ocjjopMJien b sune cjjopMbi aaKjnoMHxejibnoro 

oxnexa 06 HCCJienoBanHH, xaxace Moacex Hcnojib30Baxbca npyxon bha npencxaBJienna (({)0pMax 
nncbMa, ^opMa, npenocxaBJiennaa cnoncopOM h x.n.) npn ycjiOBHH, mxo HHC^opManna HBJiaexca 
HcnepnbiBaiomeH. Hpencenaxejib cosexa no sxhkc hjih ynojinoMonennoe jihuo npoBonnx 
o6cya<neHHe no MaxepHajiaM oxnexa. Ecjih b nponecce nncKyccHH jik)6oh hjich cosexa no sxhkc 
cxaBHx Bonpoc o neoOxonuMocxH aanpoca nonojinHxejibnoH HncJjopManHH hjih hhmx nencxBHH b



OTHOUieHHH HCCJieAOBaHHH, TO 00 COTJiaCOBaHHK) BbiHOCHTca peaioMe h npHHHMaeTca 
cooTBexcTByiomee peuiCHHe. HcoGxozihmo nsBecxHTb uccjieaoBaTeaa o npHHBTOM pemeHHH. Ecjih 
pemeHO ne npe^npHHHMaxb HHKaKHX apyrHX AonojiHHTeiibHbix ^eHCTBHH, pemeHHe BaHOCHxca b
npoTOKOJi 3ace/iaHHa coBexa 
SaKJHOHHxejibHbiH OTHex apxHBHpyexcH c ocxajibHbiMH ^OKyMeoxaMH no nccne^OBaHHio.

no 3TMKe n nccjie/iOBaHHe CHHxaexca BaKOHHennbiM, a

COn JVb 11. ^OKyMeHxauHH 11 apxnKiipoBaniic
11.1. OSecnenenne npaBHjibHon noAroxoBKH, pacnpocxpanenHa n /leuonponaBO^CTBa bccx 

4)aHJiOB, nx Seaonacnoro xpanenna b xeneHne 15 Jiex nocjie aaBepmenna nccjie/iOBaHHB, KaK 
rapaHTHB K0H{j)HJ3eHUHajlbH0CTH n B03M0>KH0CTH nOBTOpHOFO HCn0Jlb30BaHHH B mo6oe BpeMfl 
BBJiHexcB oGaBannocTbio ceKpexapa coBexa no 3THKe.

11.2. Hnenbi coBexa no 3THKe nocne no^nncanna cornameHna KOH^H^eimnajibHOCTH 
HM6K)T ^onycK ko bccm AOKyMeHraM coBexa no 3THKe ((jjanjibi HCCJieAOBannn, MonHxopnpyeMbix 
cobctom no 3THKe, AOKyMenxbi caMoro cosexa no 3THKe, COFIbi, nepenncKa). Bonpocbi 
KoonpoBanna ^oKyMenroB pemaioTca ceKpexape.M, b oxAenbHbix cnynaax nyxeM 
KOHcynbTHpoBanna c npeAceAaxejieM, n ({DHKcnpyioTca b cnennajibHOM acypnajie. Cohcok koohm 
xpaonxca y cexpexapa coBexa no sthkc, xac (j)HKCHpyexca OHO, noAnncb nojiynaTejia Konnn n 
npHMHna ee aanpoca, Aaxa, noAnncb ceKpexapa, nepenenb KonnpoBannbix AOKyMenxoB).

11.3. Koohm AOKyMenxoB, BKmonaa nepHOBHKH, aBJiaioxca KOH^HAenuHajibHbiMH h hx 
pa3MH0>KeHMe aanpemeno, HCKjnonaa cjiynaH, Kor^a ecxb neoSxoAHMoexb b hx OKeAneBHOM 
HCn0Jlb30BaHHH.

11.4. Paapemeno KonHpoBaxb AOKyMenxbi no aanpocy hjichob cosexa no sthkc ceKpexapeM. 
CeKpexapb jihhho Ha6jHOAaex h OTBenaeT aa npouecc KonHpoBaoHa.

11.5. FIpH 3anpoce koohm jiHoaMH, oe aBiiaiooaHMHca HoeoaMH cosexa no sthkc, ohh Moryx 
6bixb BbiAaobi nocne pa3pemeoHa opeAceAaxejia coBexa no axone nocne o6a3axejibHoro 
noAnncaHHa corjiamenHa o Kont^HAennHajibnocxH. Oaxx BbinanH koohm (j)HKCHpyexca b >KypHajie.

ripHjioaceHHa:
1. 06pa3eu saaBnenHa o bbixoac H3 cocxaBa cosexa no sthkc;
2. CornacHe na coGiuoACHHe KOH(J)HAeHUHajibHOCTH;
3. HanpaBHxejibHoe hhcbmo b cobcx no sthkc FEYS «FKE hm. O.H. HnoaeMueBa ^3M».

rJIBBIIklH Bpail A.O.MapKapoB



IIpHJiojKeHHe >Te 1 
k COn coBera no othko 

b FBy3 «FKB hm. O.H. HnoBeMueBa /]|3M»

Ofipaseu sanejieHHH o buxoac H3 cocrasa coBera no 3THKe

npeflcenajejiio coBexa no 3thkc 
FEYS «FKB hm. O.H. HHoaeMnesa ,fl[3M»

npomy
HCKjnoHHTb mchh H3 cocxaBa coBexa no 3thkc FBy3 «FKB hm. O.H. HH03eMneBa ,Z^3M» no 
npHHHHC_______________________________________________________________________

noAnHCb

Aaxa



EpHJiOHceHHe X2 2 
k COn coBexa no othkc 

b rBYB «FKB hm. O.H. HnoseMueBa ^3M»

OSpaseu sanejieHHn na coSjuo/ieHMe KOH(j)H^eHUHajibHOCTH

________________________________________________________________oSjoyiocb
ne paarjiamaTb HH(J)opMauHio h coSjno/iaTb KOH^nzieHUHajibHOCTb b oxHomeHHH npoHCXOAHmwx Ha 
3ace^aHHH ahckycchh, nojiyHCHHbix CBeneHHH H3 aokymchtob, npencxaBJieHHbix nna 3KcnepTH3bi b 
COBCT no 3THK6
HCCJieflOBaHHH H BOnpOCOB, B03HHKaK)LHHX B npOUeCCC o6cyHCaeHH«.

BEYS «FKB hm. O.H. HH03eMueBa J\3M», HH^opMaunn 06 ynacTHHicax

rio^nHCb

^axa



FIpHJiOKeHHe JVo 3 
K COn COBCTa no 3THKe 

b FEYB «FKE hm. O.M. HHoaeMueBa J\3M»

OGpaaen HanpaBHTejibHoro nncbivia b cobct no 3THKC 
FEYS «FKE hm. HnoaeMneBa ^1,3M»

npe^cexiaTejiK) coBexa no sthkc 
FEYS «FKE hm. <t>.n. HnoaeMneBa ,I13M»

YBa)KaeMaB(-biH) i

HpocHM Bac na onepe^HOM aace^anHH coBexa no sxhkc FEY3 «FKE hm. C>.H. HnoaeMneBa J\3M» 
paccMOxpexb 
HaasaHHe

OAOSpHXb jlOKyMenxbiH no npoxoKOJiy « »

OcnoBHaa nejib HCCJietfOBanHH 
OpraHHaaxop nccjiciioBanna 
/^jiHxejibHOCXb HCCJiCAOBanna
Mecxo npoBe/ienHa
FjiaBHbiH HCCJieaoBaxenb 
Chhcok npHJiaraeMbix AOKyMenxoB 
Ynasaxh KonxaKxnbie xene^onbi

C yBaacenHCM,
FjiaBHbiH HCCJie^OBaxejib

no^nncb

^axa


