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CrtpaHuua 1

COBET EBPA3NACKON 3KOHOMUYECKO KOMUCCUI

PELLEHUE

ot 12 cheBpans 2016 roga N 29

(0]

MpaBunax npoBefeHNA KIIMHUYECKUX U KITMHUKO-1a60paTOPHbIX UCNbITaHUi (MccnieaoBaHMiA)
MeAVLMHCKUX N3genui
(c usmeHeHnsiMn Ha 24 gekabps 2021 roga)

,ﬂ,OKyMeHT C USMEHEHNAMWN, BHECEHHbBIMMW:

peweHvem Coseta EDK o1 24 pekabpa 2021 roga N 146 (OdpmumanbHblli caint EBpasumiickoro
3KOHOMMYECKOro coto3a www.eaeunion.org, 19.01.2022).

B cootBeTcTBUM C

NyHKTOM 2 cTatby 31 JloroBopa 0 EBpa3niickoM 3KOHOMMUYECKOM coto3e oT 29 mas 2014 roaa,

nyHKTamu 4 v

5 ctatbu 4 Cornawenuss 0 eavHbIX NpuHuMnax v npaBuaax O6DaLIJ.eHI/IFI MeaANUNHCKNX I/I3.C|.eI'II/IVI
(I/I3.El.eI'IVII7I MeANLUMNHCKOIO Ha3Ha4vYeHunuda u MQEI.VIL[I/IHCKOVI TeXHI/IKI/I) B pPaMKax EBDE;'BI/IVICKOFO QKOHOMMNYECKOIo
coto3a o1 23 aekabps 2014 roga,

nyHkramu 105 n

106 npunoxeHna N 1 Kk PernameHTy pab6oTbl EBpPAsuinCKOi 3KOHOMWYECKOW KOMUCCUM,
yTBEPXAEHHOMY

PeweHnem Boicliero EBpasuiickoro 3KOHOMMYeCKoro coseta ot 23 aekabps 2014 roga N 98, u

PelieHnem Bbicliero EBpasninckoro sKOHOMMUYECKOro coBeTa oT 23 aekabps 2014 roga N 109 "O
peanusauun CornalleHns 0 euHbIX NpUHUMNax U npaBuaax obpalleHns MeanuumMHCKUX ulaenuii (u3genwnii
MEANLMNHCKOr0 Ha3HaYeHUs N MEAULIMHCKOW TEeXHWKW) B pamMkax EBPa3uiickoro 3KOHOMWYECKOro corosa'
CoBeT EBpa3niickoil 3KOHOMUYECKON KOMUCCUM

pewmn:
1. YTBepanTbL npunaraemole

[paBuna _nNpoBeAEHUS  KAUHWUYECKUX U KNWHUKO-N1abopaTopHbIX —UCMbITaHWK  (nccnenoBaHuin)
MeANLIMHCKUX U3AeNuii.

2. YCTaHOBUTb, YTO AN1S MEeOMLMHCKMX U34eNnii KNaccoB NOTEHLMAsIbHOTO pucka npumeHexns 3, 26 u
UMMIAHTUPYEMbIX MEAULMHCKAX U3LENUA KNUHWYECKNe UCMbITaHnsa (MCCnefoBaHus) B LEensx permcrpauun
[OKHbI MPOBOAUTLCSA B (hOPME MHOTOLLEHTPOBBIX MUCMbITaHWA (MCCNefoBaHniA) 1 COOTBETCTBOBAaTL OAHOMY
13 cneayowmx ycrioBuii:;

a) KAMHWYecKMe ucnbiTaHns (MccnefoBaHUs) NPoBeAeHbl B COOTBETCTBUM C 3akOHOAATE/IbCTBOM
rocygapcTB - 4neHoB EBpa3snincKoro SKOHOMUYECKOTO COt3a 1 Ha MX Tepputopusx Ao 1 sHeaps 2022 roga
(no gate nocnegHero BM3WMTa MNOCNEAHEr0 NauueHTa WaM cybobekTa UChbiTaHus (MccneaoBaHust)) wau
NPOAOo/HKAV BbINOHATLCA NO COCTOAHMIO Ha 1 AHBapsa 2022 roga (npy 3aBepLUeHHOM Habope nauneHToB);

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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O lNpaBwnax NPoBEAEHNS KIIMHUYECKNX U KNMHUKO-NabopaTopHbIX UCMbITaHui (MccnefoBaHunii) MeauUMHCKNX n3gennin (C SMeHeHnsIMn
Ha 24 pekabpsa 2021 roga)
PeweHue Cosema ESK om 12.02.2016 N 29

CrtpaHuua 2

(MoanyHKT B pepakunn, BBeAEHHO B AeicTeue ¢ 18 chespans 2022 roga

pelwleHnem Coseta ESK ot 24 nekabps 2021 roga N 146. - Cwm.

npeabiayulyro peaakiu PO)

6) KIMHMYECKMEe WucMbiTaHMsa (MCCnefoBaHMs) MPOBEAEHbI Ha TEpPpPUTOPUSX rOCydapcTsB, He
ABNAOLWMXCA YneHaMmn EBpa3ninickoro aKOHOMUYECKOoro cok3a, A0 1 aHBaps 2022 roga (No gate nocregHero
BM3MTa MOC/IeLHEr0 naumeHTa uim cybbekTa ncnbiTaHus (MCccnegoBaHns)) Wiam NPOAOMKaUIN BbIMONMHATLCS
Nno COCTOSHMKO Ha 1 aAHBaps 2022 roga (npu 3aBepLIEHHOM Habope nauuMeHToB) B COOTBETCTBUM C
pekomeHgauusammn MexayHapoaHoro doopyma perynatopos megnunHcknx nsaenuii (IMDRF);

(MoanyHKT B pepakunn, BBeAEHHO B AeicTteue ¢ 18 chespansa 2022 roga

pelleHnem Coseta ESK ot 24 nekabps 2021 roga N 146. - Cwm.

npeabiayulyro peaakiu PO)

B) K/IMHMYECKMEe WCNbiTaHust (MccnepoBaHusl), MHULMMPOBaHHble nocne 1 sHBaps 2022 roga,
npoBefAeHbl B COOTBETCTBUM C NpaBOM EBpaswiickoro 3KOHOMMWYECKOTO COK3a, MpU 3TOM Of4HO W3
K/IMHUYECKMX WCMbITaHWIA (UCcnefoBaHWii) NPoOBeAEHO B OLHOM M3 roCyAapcTB - 4iieHoB EBpasuiickoro
3KOHOMMWYECKOTO CoH3a.

(MoanyHKT B peaakunn, BBeAEHHOI B AeincTeue ¢ 18 cheBpansa 2022 roga

pelweHnem Coseta E3JK o1 24 aekabpsa 2021 roga N 146. - Cwm.

npeabiayulyro peaakuu PO)

3. HacTosiwee PelueHne BCTynaeT B culy No uctedeHun 10 kaneHgapHbIX AHeN ¢ AaTbl BCTYNEHNS B
cuny

Mpotokona, nognucaHHoro 2 paekabpa 2015 roga, O npucoeavHenwun Pecny6ivkm ApMmeHus K
CornalweHnio 0 eauHbIX NpuHUMnax W npaBwiax obpalleHus  MeauuMHCKUX —U3Lenvii  (usgenvia
MeAMNLUMHCKOr0 HasHavyeHusa Y MeMLMHCKON TEXHWKM) B pamkax EBpasnMinckoro SkoHOMUYeCKOro cotosa oT1 23
gekabps 2014 roga, HO He paHee uyem NoO wctedyeHun 10 KaneHapHbIX AHERn ¢ gatbl oumumansHOro
ony6/MKoBaHUA HacTosLero PelueHuns.

UneHbl CoBeTa EBpasuiickoii
3KOHOMWYECKOIN KOMUCCUW:

OT Pecny6nukm
ApmeHuns
B.MabpuensH

Ot Pecny6nukn
Benapycb
B.MarTioLueBckuin

OT Pecny6nuku
KazaxctaH
B.CarvHTaeB

OT KbIprbI3cKoli
Pecny6nunku
O.MaHkpaToB

OT Poccuiickoli
depepayum
W.WyBanos

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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O lNpaBwnax NPoBEAEHNS KIIMHUYECKNX U KNMHUKO-NabopaTopHbIX UCMbITaHui (MccnefoBaHunii) MeauUMHCKNX n3gennin (C SMeHeHnsIMn
Ha 24 pekabpsa 2021 roga)
PeweHue Cosema ESK om 12.02.2016 N 29

CrtpaHuua 3

YTBEPXAEHbI

PelweHnem CoBeTa

EBpaswniickoii 3KOHOMUYECKO KOMUCCUK
oT 12 cheBpans 2016 roga N 29

MpaBuna NpoBeAEHUA KITMHUYECKNUX U KTMHUKO-/1a60paTopHbIX UCMbITaHuli (uccneaoBaHuii)
MeAULMHCKUX usgennii
(c nsmeHeHnsiMn Ha 24 gekabps 2021 roga)

I. OGLMe NonoXxKeHus
1. HacToswwe MpaBnna pa3spaboTaHbl B COOTBETCTBUN C

nyHkTOM 2 cTatbu 31 [loroBopa 0 EBpasninckom sKOHOMUYECKOM coto3e oT 29 mas 2014 roga,

nyHKTamu 4 v

5 ctatbu 4 CorfalleHvns 0 eAViHbIX MpUHUMAAxX W npaBuaax o6palleHvs MeAUUMHCKUX WU3Aerunii
(3genvii MegMUMHCKOrO HasHa4YeHus U MegULMHCKON TeXHWKM) B pamMkax EBpasniicKkOro 3KOHOMWUYECKOro
coto3a ot 23 gekabps 2014 roga v ycTaHaB/IMBalT B paMkax EBpasniickoro akOHOMWYECKOro cotosa (fasnee
- Co3) npaBunia MpPOBEAEHMS KAVHMYECKUX W KIVHWMKO-NabopaTopHbIX MWCMbITaHWi  (MccnegoBaHunin)
MeOMLMHCKUX N34eNni.

2. Ansa ueneli HacToAwWwmMX MpaBua NCNOML3YOTCA MOHATUSA, KOTOPbIE 03HAYAOT CleayoLLeE:
"aHannT" - KOMNOHEHT NPOO6bI C M3MEPUMbIM CBONCTBOM;

"aHanMTMYeckast apPEKTUBHOCTb MEAMLIMHCKOTO U3Aenvs ANs AUArHOCTMKM in vitro" - cnoco6HOCTb
MEAULIMHCKOTrO M3fenust AN OMArHoCTWKM in Vitro BbISIBASTb MPUCYTCTBUE WM ONpefensTb CoAepXaHue
KOHKPETHOro aHanuta B 6uonornyeckoii npooe;

"ayauT KIMHUYECKMX WUCNbITaHWiA (UccnepoBaHuin)' - cuctemaTnyeckas M HesaBUCUMMasi MpoBepka
JOKYMeHTaLun, MeponpusaThii, CBA3aHHbIX C MPOBEAEHWEM WUCMbITaHWsA (UCCNefoBaHus), U AeATeNIbHOCTU
CTOPOH, Y4acTBYHOLMX B MPOBEAEHUMN K/IMHWYECKOTrO UCMbITaHus (MccnefoBaHnsl) MegULMHCKOTO U3genus,
KoTopass npoBOAWUTCA ANS NOATBEPXAEHUS BbIMNO/IHEHWS MEPONPUATWIA  OLEHMBAEMOrO UCMbITAHMS
(nccnepoBaHus), hakTa NPoOBEAEHUS KAMHWMYECKOTO WCMbITaHUs (MCCNefoBaHusl), a Takke AN OLEHKU
COOTBETCTBUS Mpoueayp cbopa, aHasm3a fAaHHbIX U OTYETHOCTM TPeboBaHUSIM NPOrpamMMbl K/TMHUYECKOrO
ucnbiTaHmsa (MccnepoBaHnsl), CTaHAAPTHBIX OMEepauMOHHbIX Npoueayp U TpeboBaHUSAM 3akoHoAaTeslbCTBa
rocyaapcTs - uneHos Coto3a;

"6powopa uccnegosaTena’ - CBOAHOE W3/IOKEHWE akTyasSlIbHOM KAVHUYECKOW W HEKMHUYECKO
uHopMaLmm 06 wnccrefyemMoM MEOULMHCKOM W3AEeNUU, OTHOCSILLENCA K K/IMHWYECKOMY WCMbITaHuIo
(nccnepgoBaHuio);

"nBOVHOIM cnenor meTod" - npoueaypa KAVMHWYECKUX WCMbITaHWi (MccneaoBaHuil), B KOTOPOIA
CyObEKTbl UCMbITaHUA (MCCNefoBaHWin) M uccnegoBarTeny, y4vyacTBylLWME B MOMyYeHUM U 06paboTKe
NMEPBUYHBLIX [aHHbIX, He OCBeAOM/IEHbl O (aKTUYEeCKOM MPUMEHEHUM K CyObEKTaM WCMbITaHWUiA
(nccnepoBaHwin) BO3oeNCTBUSA MEAMLNHCKOIO U3AENNS;

"On3aiiH  KNMHWMYECKOTro WCMbITaHus (MccrefoBaHns)" - MEeToA0N0rMs MNpPoBeAEeHUs KANMHUYECKOro
ucnbiTaHua (UccnefoBaHna) C yvyacTMeM YesioBeka B KauyecTBe cybbekTa uccrefoBaHWs, C NOMOLLbIO
KOTOPOro M/jaHupyeTcs NOMyUYnTb CTATUCTUYECKN AOCTOBEPHbIE AOKa3aTe/bCTBa K/IMHUYECKOol 6e30nacHoCTH
N  3dEKTUBHOCTN UCMLITYEMOTO (UCC/IeQyeEMOr0) MEeAMUMHCKOTO W3LEenvs, BKAuawwas B cebs
MCMNOJ/Ib30BaHMEe KOHTPOJIbHBLIX TPYMNMN CyOLEKTOB WCMbITaHUSA (UccregoBaHus), U (unn) pacnpegeneHue
CyObEKTOB WCNbITAHUIA (MCCNedoBaHWA) MO rpynnaM Ccry4yaiHbiM  06pas3om, 1 (MM) MCMNOoMb30BaHMe
OZMHApPHOro WM ABOWHOTO CNENOro METOAA, a Takke BbI6op OCHOBHbIX U AONO/THUTE/bHbLIX KOHEYHbIX TOYEK;

"MONOMHUTENbHAA KOHEeYHas Touka" - nokasaTtefb (MnokasaTtenun), WCMoMb3yemblii ANns NPOBEpKM

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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[ONOSTHUTE/BHO TMNOTE3bl KIIMHWYECKOTo UCTbITaHMs (MCCneaoBaHns);

"3aKOHHbIA NpeacTaBuTeNb"” - (M3nyeckoe WM HPUANYECKOE /L0, KOTOPOE B COOTBETCTBMM C
3aKoHoAaTeNIbCTBOM rocyAapctea - dieHa Coto3a MMeeT npasBo Aasatb WMHADOPMUPOBaAHHOE cornacue Ha
yyactMe B K/AVHUYECKOM MCMbITaHuu (MccnegoBaHuKn) OT MMEHWU MNOTEeHUMasIbHOro cyobekTa WUCNbITaHus
(nccnepoBaHus);

"3afBuTeNb" - opuanyeckoe wan (U3MYECKoe UL0, SABASILWEECS WHMLMATOPOM K/IMHWUYECKOro
ucnbiTaHuA (MccnefoBaHnsa) N Hecylllee OTBETCTBEHHOCTb 3a ero opraHusauuio n (univ) puHaHcMpoBaHue;

"MHOMBMOyaNbHas pPerucTpauMoHHasa Kaprta' - [AOKYMEHT, npefHasHayeHHbI AN BHECEHWSI B HEro
BCE nNpeayCMOTPEHHON MporpaMMolii UcnbiTaHus (MccnepoBaHusl) MHopMauMm O KaxkAom cybbekTe
ncnbiTaHms (MccnegoBaHmns);

"MHCNEKUMA KMHUYECKOrO MCMbITaHust (MccrefoBaHns)" - AelicTBME YNOSIHOMOYEHHbLIX OpraHoB,
3ak/oyatolleecs B oouUpasibHOM NpoBepKe [OKyMeHTauun, 060pyA0BaHNs, UHbIX MaTePUasioB, UMEIOLUX
OTHOLUEHVE K K/IMHUYECKOMY WCMbITAHUID (UCCMEAOBAHMIO) MEAVLMHCKAX W3AENniA, Haxogswmxca B
UCCNEAOBATENLCKOM LEHTPE, MOMELLEHUSIX 3asiBUTENA, a TakkKe B WHbIX OpraHusauusx, WMELmX
OTHOLLEHVE K WUCTbITaHWIO (MCCNEeAoBaHUIo), B NOPsiAKe, YCTAHOB/IEHHOM 3aKOHOAATENLCTBOM FOCYAApPCTB -
uneHoB Cot3a 1 MeXayHapOoAHbIMY Or0BOPaMM U akTamu, COCTaBnaoLWmMm npaso Cot3a;

"MHOPMMPOBAHHOE cornacue” - MUCbMEHHbI [OKYMEHT, B KOTOPOM CyObLEeKT MCnbITaHus
(nccnegoBaHnst) UK €ro 3aKOHHbIV NpeacTaBuTe b NOATBEPXAAET AOOPOBONLHOE COr/lacne Ha yvyactue B
KNUHUYECKMX MCMbITaHWAX (MCCrnefoBaHnsiX) Ha OCHOBaHWUM NPeAcTaB/IEHHON eMy MOoAHOK MHopmaumn o
KMHUYECKOM MCMbITaHUM (MccneaoBaHnin);

"ncnbiTyemoe (Mccnegyemoe) MeauupMHCKoe wusgenue” - MeauuuHCKoe u3fgenve, KoTopoe B Xofe
K/IMHNYECKOTO UCMbITaHWA (MCCNefoBaHnsa) WU KIMHMKO-NabopaTopHbIX UCMbITaHWi (MccrefoBaHunii) ans
MEAVNLUMHCKUX Un3genuii Ana AMarHoCTWKWM in vitro oueHuBaeTcs Ha npeamer 6e3onacHocT U (Maw)
3P hEKTUBHOCTY;

"nccneposaresnb” - (hm3nyeckoe MU0, OTBETCTBEHHOE 3a MPOBEAEHWE K/MHMYECKOrO WCMNbITaHUs
(uccnepoBaHus) B MeQUUMHCKON opraHusaunm iy Apyrom (hakTMY4eckoM MecTe MpOoBeAeHUs UCMbITaHus
(nccnegoBaHMs) B cnyyae MpOBEOEHMS  K/IMHWKO-1ab0paTopHbIX MWCMbITaHWA  (MccnefoBaHuin) — ons
MEAVNLMHCKUX W3LENNIA ONS OWArHOCTWKW in vitro. B criydae ecnu ucnbiTaHue NpoBOAMTCS KOJI/IEKTUBOM
uccnegosartenei, pykoBoguTesb aHHOIO KOJI/IEKTUBA SABMIAETCSA [NaBHbIM UCC/1ef0BaTeNeM;

"KNIMHUKO-N1aBGopaTopHble UCMbITaHUS (UCCNefoBaHus) MeAULMHCKOTO U3LennUs ANs AWArHOCTMKM in
Vitro" - cuUCTEMATMUYECKME WCMbITaHUA aHa/IMTUYECKUX XapakTEPUCTUK W, Tae MNPUMEHUMO, K/IMHUYECKOI
3(pPEKTUBHOCTM, NPOBOAUMbIE C LIENbI0 YCTAHOBMEHWSI UM NMOATBEPXKAEHUSI COOTBETCTBUSI MEANLIMHCKOTO
u3genvs ANs AUarHoCTVKM in Vitro Ha3HaYeHuto, yCTaHOB/IEHHOMY NPOU3BOANTENEM;

"KnuHu4eckast apPeKTBHOCTb MEAULIMHCKOIO M3Aenus Ans AUArHoCTMKM in vitro" - cnoco6HOCTb
MEAULIMHCKOIO U3Aenns [nsi ANarHOCTMKM in Vitro nokasbiBaTb pe3y/ibTaTbl, KOPPEVPYHOLLME C KOHKPETHbIM
KIMHWYECKUM UM (PU3MOMOTMYECKMM  COCTOSIHMEM B LEMEBO NONynAuMuM Npu  ero  npuMeHeHun
npefgHa3Ha4YeHHbIM No/b30BaTENEM;

"KNNHNYECKMEe [AaHHble" - AaHHble no 6e3onacHocTn uU (MAn) 3dEKTUBHOCTU, MNOSyUYEHHbIE NpPU
K/IMHUYECKOM MPUMEHEHUN MEAMULMHCKOTO mM3genusi. KnMHMyeckummn AaHHbIMKU Takke SIBASKOTCS AaHHble No
6esonacHocT © (Man) 3hEKTUBHOCTH, MNOJTYYEHHbIE MPU  KAMHWYECKOM MPUMEHEHUN MELULMHCKMX
N3[ENuii, 3KBUBANIEHTHOCTb KOTOPbIX paccMaTpMBaeMOMy MeANLMHCKOMY U3AEeN0 MOXET ObITb AOKa3aHa,

"K/IMHUYeckne  ucnbiTaHna  (MccnefosaHusl)  MeguuUMHCKOro  msgenusa” - nwoboe  ucnbiTaHue
(ccnepoBaHMe) € ydacTeM YesioBeka B KayecTBe CyObeKTa MCMbITaHus (MCCrefoBaHust), NpoBOAMMOE C
uenbio usydeHus 6esonacHocTv U (Un) adPPeKTUBHOCTM UCMbLITYEMOro (Mccnefyemoro) MeauLMHCKOro
nsgenvsa un (Mnun) MeToga ANarHoCTUKN WU fIeYeHWs, CBA3AaHHOIO C ero NpUMEHeHVeM;

"KNIMHMYECKoe [0Ka3aTenbCTBO 3PMEKTMBHOCTM 1M 6e30MacHOCTN MEAULMHCKOro m3genmsa” - OT4er,
NoATBEPXAAKLIMNA KIMHMYECKYID 3(EKTUBHOCTL M 0GE30MacHOCTb MEAMLMHCKOrO u3genvst npu  ero
NCMNOJ/Ib30BaHNN MO Ha3HAYEeHWI, YCTaHOBIEHHOMY NPOM3BOANTENEM, HA OCHOBE K/TMHUYECKUX AaHHbIX;

"KNMHUYECKOE [10Ka3aTe/lbCTBO 3NMEKTUBHOCTU M 6e30MacHOCTY  MeAWLIMHCKOrO u3denus ans
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ONarHoCTUKK in vitro" - OTYET, cogepXallnin AaHHble, NOATBEPXAAtOLLME HAYHYHY0 0O60CHOBAHHOCTb aHa/IMTa,
aHa/IMTNYECKYH 3OIEKTUBHOCTD U, r4e NPUMEHMMO, KITMHUYECKYI0 3¢hheKTUBHOCTL MEANLMHCKOTO U34enms
[ONS AMarHOCTMKKM in vitro Npu ero Ucnosib30BaHUK Mo Ha3HaAYeHWH, yCTaHOB/IEHHOMY NPOU3BOANTENEM;

"KOMUTET MO 3TUKE" - HEe3aBUCUMbIA 3KCMEPTHbIA OpraH, KOTOpbIi paccmaTpuBaeT BOMPOCHI
ob6ecneyeHuns npas, 6€30NaCHOCTY 1 OXpaHbl 340POBbSA CYObLEKTOB UCMbITaHWA (McCnefoBaHwuit);

"KOHTPO/IbHOE MeAUUMHCKOe u3genue" - usgenve, UCnofib3dyemMoe B KIMHWUYECKOM MWCMNbITaHuu
(nccnepoBaHuK) /19 CpaBHEHUSA C UCTbITYEMbIM (MCCefyeMbIM) MEAULIMHCKUM U3aenuem;

"koopauHaTtop-uccnegosarens" - uccsegosaresib, Ha3HaYEeHHbIN npovssoanTenem (ero
YNOMIHOMOYEHHbLIM NpeAcTaBuTesieM) 1 OTBeYalLMii 3a KoopAauHauuio paboTbl B XO4Ee MHOroLEeHTPOBOro
KMHUYECKOro ncnbiTaHus (MccnegoBaHus);

"MeAMLUMHCKME U3AeNUs ANS AWArHOCTMKM in vitro" - fiobble MHCTPYMEHTbI, annapatbl, Npuéopbl,
o6opyaoBaHue, Matepuasibl, peareHTbl, KanuGpaTopbl, KOHTPO/bHbIE MaTepuanbl U Npouve W3genus,
NMPYMEHSIEMbIE B MEAULUMHCKUX LENSX OTAENbHO WM B COYEeTaHUM mexay coboii, a Takke BMeCTe C
NPUHAAIEXHOCTAMU, HEOGXOAMMBbIMU A1 NPUMEHEHUS! yKasaHHbIX W3A4enuii no HasHadyeHuto (Bktouas
crneunasibHoe nporpamMMHoe o6ecneyeHne), 1 npefHasHauyeHHble NPOU3BOAUTENEM A1 MPUMEHEHUST MpW
UCCNeaoBaHusIX in vitro 06pasLoB GMOMOrMYECKUX MAaTepUasioB YesioBeka AJ1si NoslyyeHust MHhopMauum
OTHOCWTESIbHO  (PM3MOMIOTMYECKOTO WM NATO/IOTMYECKOTO  COCTOSIHWSI,  BPOXAEHHOW  maTtosnorum,
NpeapacnonoXeHHOCTH K ONPEAENEHHOMY KIIMHUYECKOMY COCTOSIHUIO WU 60/1E3HM, COBMECTUMOCTY TKaHel
C NnoTeHuMasibHbIM PeLUnMEHTOM, NPOrHO3MPOBaHNS peakuunii Ha TepaneBTUYeckue BO3AeNcTBUsI, BbiGopa
TepaneBTUYECKUX CPEACTB U (UI1) KOHTPOSA NeUYeHUst;

"MHOrOLEHTPOBOE  K/MHMYEeckoe  (KJMHUKO-labopaTtopHoe)  uchbiTaHwe  (uccnegosaHue)' -
KNUHU4Yeckoe (KNNHMKO-nabopaTtopHoe) UcnbiTaHWe (MccrefoBaHMe), KOTopoe NpoBoauTCcsa B ABYX M 6onee
MeAMLMHCKUX OpraHmn3auusix no eanHon nporpaMme;

"MOHUTOPWHI KJIMHMYECKOTO (K/IMHUKO-NabopaTopHOro) ucneitaHns (MccnefoBaHuns)” - AeATeNbHOCTb,
CBfi3aHHas ¢ HabnogeHnem 3a X040M KITMHUYECKOTO (K/TMHUKO-N1abopaTtopHOro) UCMbITaHns (UccrefoBaHns)
ONs NpoBepKU TOro, YTO AaHHble UCCNEefOBaHWA MPOBOAATCA M 3anuCbiBAKOTCA, @ OTYET O MOHUTOPUHrE
dhopmupyeTca B COOTBETCTBUM C MPOrpammoli  KAMHUYeckux (KIMHMKO-NabopaTopHbIX) WCMbITaHWUIA
(MccnepoBaHuiA), AOKYMEHTMPOBaHHbIMU MpoLedypamMu 1 HacToswmmMmn MNMpasunamu;

"HasHayeHne MeauUMHCKOro wu3genua” - pelleHne npou3BoAUTENA B OTHOLUEHWW LeneBoro
NCMNOJ/Ib30BaHNA MEANLIMHCKOTO U34e/ns, OCHOBaAHHOE Ha ero crneumnduyecknx CBocTBax, 0becnevmsaroLmx
JOCTWXKEHWe ueneii MeauUUHCKOTO MPUMEHEHMS W OTPAXKEHHbIX B TEXHUYECKMX XapaKTepuctmkax |
WHCTPYKUMUAX NO NPUMEHEHWNIO;

"Hay4yHas 0060CHOBAHHOCTL aHa/uTa" - CBA3b aHa/mMTa C KJAUHUYECKMM W/ (1)V|3I/IOJ'IOFI/I'~IECKVIM
COCTOAHMEM OpraHmn3Ma 4enoBekKa,

"ogMHapHbI cnenoil metoa" - nmpouefypa KAMHUYECKUX WCMbITaHWiA (UcCnefoBaHuWii), B KOTOpOI
CyOBLEKTbI NCMbITAHUIA (UCCIe[0BaHNiA) HE OCBEAOM/IEHbI O (PAaKTUYECKOM MPUMEHEHUN K HUM BO3AENCTBUA
MEAULIMHCKOrO N3Aeus;

"OCHOBHasi KOHeyHasi Touka"' - nokasaTenb (nokasartenn), UCMNosib3yeMblil ANs NPOBEPKN OCHOBHOIA
rMnoTesbl KNMHUYECKOTO UCTbITaHWs (MCCnefoBaHus);

"OTYET O K/IAMHUYECKOM (K/IMHMKO-1TabopaTopHOM) WCMbITaHUM (MCCnegoBaHUM)" - MNUCbMEHHOEe
onncaHme KMHMYecKkoro (KMHUKO-nabopaTopHOro) ucnbiTaHms (MccnepoBaHvs) MeauLUMHCKOro M3Oenus c
yyacTMeM 4efioBeka B KavyecTBe CyObekTa, 00befuHsollee KanHuyeckoe (KIUHWKO-nabopaTtopHoe) wu
cTaTUCTMYECKOE ONMUCcaHns, NpeacTaBneHne AaHHbIX U UX aHasn3 Mo yCTaHOB/IEHHOW (DOPME;

"nepBUYHbIE AaHHbIE" - N06as NHOpMaLMa B BUAE OPUTMHA/TbHBIX 3annceli Un 3aBepeHHbIX Konui
OpUTMHaUIbHbIX 3annceli 0 KMHUYECKUX gdakTax, HabMAEHUSX U APYTNX COOLITUSIX BO BPEMS KNMHUYECKMX
UcnbiTaHWii  (UccnepoBaHWil), HeobxoaMMas AN MOHWUTOPUHTA W OLEHKW Pe3y/bTaToB  KMHUYECKMX
ncnbiTaHnii (nccnegoBaHnin;

"nonpaBka K nporpamme WCMbITaHUA (UCcnepoBaHuin)' - NMCbMEHHOE OMMcaHue W3MEHEHWIA unu
hopmasibHOe pa3bsiCHEHME TekCcTa MporpamMMbl, KOTOpble 3aTparMBaldT WM  MOTYT MOBUSATL Ha
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[lOCTOBEPHOCTb MOJTyYaeMmbIxX pe3ysibTaToB U UCXOA, KTMHUYECKOTO UCTbITaHUS (UcC/iefoBaHus);

"npefHasHayeHHblli  Monb3oBaTtens” - ocobas  rpynna  (fpynnbl)  aul, o6Go3HauyeHHas B
COMPOBOAUTENbHOW AOKYMEHTALUMM K MEAMLMHCKOMY W3AENNI0, KOTopas MOXET MPUMEHSTb MeAMLMHCKOE
u3fenvie B COOTBETCTBUM C €r0 HA3HAYEHNEM;

"nporpaMmmaKnMHn4eckoro (KInMHMKO-1abopaTtopHOro) MChbITaHus (uccnefoBaHus)" - OOKYMEHT, B
KOTOPOM YCTaHOB/IEHbI 0B60CHOBaHWUE, UeNu, Au3aiiH KNMHUYECKOTO (KMUHMKO-1abopaTtopHOro) UcnbITaHus
(nccnepoBaHmMs) M Nnpegnonaraemblii aHaM3, METOL0/10TMSA, MOHUTOPWHI, MPOBEAEHNE N BeAEeHNe 3annceil o
KNMHUYECKOM (K/TMHUKO-N1abopaTtopHOM) UcnbiTaHun (MCCnefoBaHnm);

"CyObEKT UCNbITaHUS (MccnegoBaHms)” - U3nyeckoe fmLo, Y4acTBYHOLLEE B KTMHMYECKOM UCTbITaHWM
(nccnepgoBaHnn) B cocTaBe rpynnbl, K KOTOPO NPUMEHSIETCS UCCeayeMoe MeanunHcKoe niagenune, nnbo B
COCTaBe KOHTPOMbLHO rpynnbl;

"TexHuyeckuii paiin” - JOKYMeHTMPOBaHHbIe AaHHble, NOATBEPXAAOLNE COOTBETCTBME MEAULIMHCKOIO
nsaenvs obwym TpeboBaHNAM 6e30MacHOCTU 1 3PEKTUBHOCT MeAULIMHCKMX n3aenuii, Tpe6oBaHUsM K UX
MapKUPOBKE W 3KCMyaTauMOHHON AOKYMEHTALUMM HA HUX, YTBEPXAAEMbIM EBpa3MiiCKOil 3KOHOMUYECKOI
KOMUCCHEN;

"YyNO/ITHOMOYEHHbIA OpraH" - opraH rOCyAapCTBEHHOW BAacTu rocygapcrBa - udneHa Corosa,
YMNO/IHOMOYEHHBIA Ha OcylecTBNeHne u (UM) KOoOpAMHAUMI0 [eATeNnbHOCTM B cdepe obpalleHus
MeANLMHCKNX U3LEeNNii Ha TEPPUTOPMM 3TOTO rocyaapcTea - YieHa Coto3a,;

"yAA3BMMbIe CYObEeKTbl UCMbITaHUS (MCCNedoBaHus)" - vua, Ha XXenaHme KOTOpbIX yvyacTBOBaTb B
KNIMHWYECKOM WCMbITaHuM (MCCnefoBaHMn) MOXET okasaTb BAWsHUE oxugaHue (060CHOBaHHOe Wau
HE0O0CHOBAHHOE) TEX U/ UHbIX NPENMYLLECTB, CBA3AHHbIX C y4acTUeM B UCMNbITaHMK (MccneaoBaHun), unu
BO3MOXHbI€ CaHKUMW BbIWECTOAWMX NUL, B C/lydyae OTKasa OT yyacTus B ucChbiTaHuu (Mccnepgosanum). K
YA3BUMbIM Cy6beKTam UcnbITaHusa (MccnefoBaHus) OTHOCATCS yvalmecs BbICLUMX U CpegHUX MeOULUHCKNX,
papMaLeBTUYECKMX W CTOMATO/IONMYECKUX Y4YeOHbIX 3aBefeHuid, Maagwuii nepcoHasl MegUuLMHCKUX
yupexaeHuin 1 nabopatopuii, BOEHHOCMAYXallye W 3ak/lodeHHble, a Takke O00/bHble, CcTpajawolue
HEN3MIeYUMbIMK  3a00N1EBAHNAMM, JIMLA, HaxogsAwmecs B [omMax Mo yxody, Masioob6ecrneyeHHble W
6e3paboTHbIe, NMua 6e3 rpaxgaHcTBa, NauMeHTbl, HAXOAALWMECS B HEOT/TOXKHOM COCTOSIHUW, NPeacTaBuTeNn
HaUMOHa/IbHbIX MEHbLUMHCTB, 6e340MHble, 6poasari, 6exeHupbl, anatpuibl, HECOBEPLUEHHO/IETHME U fMua,
HaxoZswWwmecs nog Onekon unn NonedynTesnibCTBOM, a Takke simua, He CNOoCOo6HbIe AaTh UH(OPMUPOBAHHOE
cornacwe;

"3()(PEKTUBHOCTb MEAULMHCKOTO U3AENns" - CNoCOBHOCTb MEAULMHCKOTO U3AEeNns COOTBETCTBOBATH
Ha3HaueHuIo, yCTaHOB/IEHHOMY NPOU3BOAUTENIEM.

Il. O6ocHOBaHVe 6e30MacHOCTU U KITMHUYECKOI 3(p(heKTUBHOCTY MeAULUHCKUX U3Lenunid, Kpome
MeAULMHCKUX U3genuii gnsa ANarHocTuKK in vitro
3. [na pgokasatenbcTBa 6E30MacHOCTU U K/IMHWYECKOW 3hdpeKTUBHOCTM MeAMLMHCKOTO W3aenus
NPOV3BOAUTE b AO/MKEH:

a) onpenennTb TpeboBaHMA M3 06LMX TpeboBaHuii 6e3onacHoCT 1 3PHEeKTUBHOCTM MEeQULMNHCKNX
n3genuii, TpeboBaHUn K MX MapPKUPOBKE W 3KCNNyaTaUMOHHOM AOKYMEHTaUMW Ha HUX, YTBepXAaeMblX
EBpasuniickoil 3kKOHOMUYECKO KOMUCCUEN, AoKa3aTebCTBa COOTBETCTBMSA KOTOPbIM AO/MKHbI ObITb OCHOBaHbI
Ha K/IMHUYECKNX OaHHbIX;

6) onpefenuTb KAMHUYECKME [aHHble, OTHOCALMECS K MEAULMHCKOMY U3AENNI0 U ero HasHauYeHwuHo,
KOTOpble MOsyYeHbl MyTeM Moucka B HayuHOlW nuTepaTtype, U3 OfbiTa KAWHWYECKOTO MPUMEHEHVS WU U3
K/TMHUYECKUX UCMbITaHWii (MCCefoBaHnin) MeAULIMHCKOTO N3AENNS;

B) OLEHUTb K/IMHUYECKNE JaHHble Ha NpeaMeT BO3MOXHOCTM UX UCMO/b30BaHWs A5 JoKasaTe/bCTBa
6e30nacHOCTV U 3PHEKTVBHOCTU MEANLMHCKOTO U3AeNNs;

r) NPOBECTVM KAMHMYECKME UCMbiTaHus (MccnegoBaHusl) MO TeM  acnekTam 6e30nacHocTM U
30heKTUBHOCTN MEANLMHCKNX N3AeNniA, ANst KOTOPbIX HEAOCTATOUYHO MMEKLMNXCS KIIMHNYECKUX AaHHbBIX;

) NPOBECTUN aHa/IN3 Kak 6/1aronpusiTHbIX, Tak 1 HEGMAronpUATHLIX KIIMHUYECKUX AaHHbIX, NONYUYEHHbIX
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nyTeM MoWCKa B Hay4HOIi nuTepartype, U3 OnbiTa KIMHUYECKOro NPUMEHEHNS UKW B pesy/bTaTe NpoBefeHus
KIMHWYECKUX UCMbITaHWiA (MccnepoBaHuii), M caenatb OBGOCHOBAHHOE 3ak/ioyeHWe O  KIMHUYECKOM
JokasartesnibcTBe 6e30MacHOCTU U 3PEKTUBHOCTM MEOULMHCKOTO u3genua B dopme oTyeTa. AHanus
NpoBOAWTCA C YYeTOM Kiacca MOTeHUMaslbHOro pucka MpUMEHEHMSl, HasHauyeHus u cneuudrueckmx
0CO6eHHOCTEN NPUMEHEHUA MeAULIMHCKOIO n3aenus.

4. O6OCHOBaHME KINHUYECKOINA 3CbeeKTI/IBHOCTI/I n 6e30nacHoOCTU AO/DKHO OCHOBbIBaTbCA Ha
KNMNMHUYECKNX OaHHbIX, NO/TYYEHHbIX NMpn npoBeaeHnn KNnHN4YeCcknx ncnbiTaHui (I/ICCI'IG,CI,OB&HI/IVI), ana:

a) UMMIaHTUPYEMbIX MEeAVNLMHCKUX U3AENUiA 1 MeANLMHCKUX U3AEeNnii knacca noTeHUMasibHOro pucka
NnpUuMeHeHnst 3, ecnn CneuuasnibHO He [0KasaHo, YTo K/MHMYecKash 3EKTMBHOCTbL U 6e30MacHOCTb
3aABNSIEMOr0 MeAULMHCKOTO U3AENNS MOXET GbIThb foKazaHa UHbIM Croco6oM;

6) MeOVLIMHCKUX W3Aenunii, (PyHKUMOHA/bHBIE XapakTEPUCTUKKU, NPUHLUMN AEACTBUS, HasHadeHue,
noKasaHua K MeAuLMHCKOMY MPUMEHEHWIO UM 0COBEHHOCTM MEANLIMHCKOTO NMPUMEHEHWS KOTOPbIX paHee He
“ccnefoBanch;

B) MoauvKaumii MeauLUHCKUX M3AENWiA, paHee AOMYLUEHHbIX K MeAMUMHCKOMY MPUMEHEHUI0, B
cnyyae, €C/M  MPOM3BEAEHHblE W3MEHEHWUs CBA3aHbl C  MOSIBIEHWEM  HOBbIX  (DYHKLMOHA/BHBIX
XapaKTepUCTUK, W3MEHEHWEM MNPOrPaMMHOIO 06ecneyeHusi, NpUHUMNa AeACTBUS, Ha3HAYeHUs Wam
0COBEHHOCTEN MEAULIMHCKOTO NPUMEHEHUS, KOTOPLIE PAHEE HE NCCNeaoBasInCh;

r) MEAULMHCKUX U3LeNnii, COAepXalLlnX HOBbIe, KOHTAKTUPYIOLLME C OpraHW3MOM YefloBeKa, paHee He
U3y4eHHble B 4ACTW B1ONOrMYECcKOro AeiCTBUS MaTepuanbl UM N3BECTHbIE MaTepuasbl, KOHTaKTUpYHLLMe C
TEMW OpraHamMn WA TKaHAMW YenoBeKa, B OTHOLUEHWM KOTOPbIX OTCYTCTBYET OMbIT WX MEeAMLMHCKOrOo
NPUMEHeHWs, WA B Cny4yae, €Cny Takoli KOHTaKT sBAseTcs 60nee MNpofO/KUTENbHbIM, YeM paHee
N3YYEHHbIA.

5. KnvHuueckre faHHble, NOMy4YeHHbIE NPU MPOBEAEHUN KVHWYECKUX UCTIbITAHWUI (UCCrEen0BaHWIA)
WM Npu MNpUMEHEHWM MEAMLMHCKOrO W3AENUsi B TOCYAapCTBax, He sBAsioWmMXcs udneHamu Coto3a,
NPU3HAOTCH B KAYECTBE UCTOUHMKA KNIMHUYECKUX AAHHBIX O MEAVLMHCKOM U3AE/UW NPV BbINOSHEHUN OAHOTO
U3 cnesyroLmx yCrioBUiA:

a) K/IVHUYEeCKMe f[aHHble MOATBEPXAEHbI MybnmkKauMamMu B Crneuuanin3upoBaHHbIX XypHanax Wim
oTyeTamn BcemupHO oOpraHusaumMm 34paBOOXpPaHEHUss Mo  nporpamme  KOHTPons 6e3onacHocTM U
athchekTnBHOCTM MeanumnHcknx magenunii ("The WHO prequalification project"), pa3melleHHbIMW Ha caiiTe
BcemupHoii  opraHusaumm  34paBOOXpPaHEHUs B MH(OPMaUMOHHON-TENEKOMMYHUKALMOHHON  CETK
"NIHTepHeT";

6) npeacTaBneHbl pe3ynsTaTbl NPOBEAEHUS KITMHUYECKMX UCNbITaHnii (MccnegoBaHunil) B COOTBETCTBUN
C pekoMeHpaumsmMu MexayHapogHoro chopyma  perynsitopoB  MeauuuHckux — usgenuin  (IMDRF).
JlokazatenbcTBa COOTBETCTBUSA MPOBEAEHHbIX KAMHUYECKMX WCMbITaHW (MccnefoBaHnil) MexayHapoaHbIM
TpeboBaHMAM AOMKHBI ObITb BEpUQULMPYEMBI.

KnuHnyeckne pgaHHble AN MegUUMHCKUX U34ENUIA K1acCoB NOTEHLMANIbHOTO pUcKa NPUMEHEHUS 3 U
26 M VMMIAHTUPYEMbIX MEOUUMHCKUX W3LEeNuiA AO/MKHbl ObiTb MOJyYeHbl B pesysbrate NpoBeAeHus
KMUHUYECKMX WUCMbITaHWA (MccnegoBaHunii). KnuHuyeckme wucnbiTaHua (MccnegoBaHnsl)  MegUUMHCKUX
N34eNnin KNaccoB NOTEHUNASIBHOMO pycKa NPUMEHeHNs 3 1 26 1 MMNAAHTUPYEMbIX MESULMHCKUX U3LeNni,
WHUUMMPOBaHHbIE nocne 1 sanBapa 2022 roga, NpoOBOASATCS Ha OCHOBE MHOrOLEHTPOBbLIX MCMbITAHWIA
(nccnepoBaHuin), B TOM YMC/e B O4HOM U3 rocyaapcTs - uneHoB Coto3a (fasiee - rocyapcTBa-yUseHsbl).
(Ab63ay, B pegakuuv, BBeAEHHO B aeiicTBue ¢ 18 dpeBpania 2022 roga

peweHnem Coseta ESK o1 24 nekabps 2021 roga N 146. - Cwm.

npeablayLiyo pefakLuio)

6. KnuHuyeckne AaHHble, NoslyYeHHble A8 ApYroro MeauUMHCKOTo U3Aennsi, MoryT 6biTb NPUHATBI K
pPaccMOTPEHWI0 TOMbKO NPV MPeACTaBNeHUM [0Ka3aTe/lbCTB  €ro  3KBMBA/IEHTHOCTU  3asiB/IIEMOMY
MEANLIMHCKOMY M3AEeMN0 NPY OAHOBPEMEHHOM BbINOMHEHWUN ClEeAYOLWMUX YCTOBUIA:

a) paccMmaTpuBaeMble MegULMHCKNE N3Aennsa UMEeT 0AMHaKOBOE Ha3HauYeHe;
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6) TexHuMyeckme u OUONOTMYECKNE XapPaKTEPUCTUKM pacCMaTpuBaeMbiX MEeANLMHCKUX W3Oenuii
OAWHaKOBbI B TOW CTEMEHWN, KOTOPAasi rapaHTUPYET OTCYTCTBME pasnynii B UX KITMHUYECKO 3DEKTUBHOCTM
1 6e30MacHOCTU.

7. KnuHuyeckoe [okasarenbCcTBO 3EKTMBHOCTM U 6e30nacHOCTM  MEeAMUMHCKOTO  U3aenus,
BK/IHOUAlOLLLIEE B CeOS1 BCE K/IMHWYECKME faHHble, HA KOTOPbIX OHO OCHOBAaHO, AO/MKHO ObITb OCOOPM/IEHO B
hopme oTUETA, SABNSOLLErOCS YaCTbio AOKYMEHTAaLMW NPOU3BOANTENS.

8. OTYeT 0 KNMHUYECKOM AoKasaTenbcTee 3hPEKTUBHOCTM 1 6€30MaCHOCTM MEANLMHCKOrO U3LEnuns
[OMKEH NoaaepXnBaTbCs B akTya/lbHOM COCTOSIHUW C YYE€TOM [laHHbIX, NMOMYUYEHHbIX B X0Ae MNOCTNPOAaXKHOro

MOHMTOPUHIra 1 (MNK) Npu NOSABMIEHUN HOBOI NOATBEPXAEHHON MHOPMaUMM U3 HayUHbIX NUTEPATYPHbIX
MCTOYHMKOB, KacatoLencs ero 6e3onacHocTu 1 ahthekTUBHOCTMW.

Ill. KomuTeT no aTuke

9. B uenax oxpaHbl XX13HKU, 340pOBbA U Npas CYyObEKTOB MUCNbITaHWSA (MccnefoBaHnsa) Npy NpoBeaeHUN
K/IMHUYECKUX WCNbITaHUA (MCCnefoBaHuii) MegMUMHCKMX W3OenuiA B rocyaapcTBax-ysieHax AeicTByHT
KOMUTETbI MO 3TUKE.

10. B cBoeli paboTte KOMUTET MO 3TUKE PYKOBOACTBYETCHA MpMHUMNAMM XenbCUHCKOWN Aeknapauun
BcemupHoin meguumHckoi accoumaunn 1964 roga "3dTuyeckue NpUHLMNG MESULMHCKUX UCCefoBaHuii ¢
y4yacTUeM YesioBeKa B kayecTBe CyObekTa nccnefoBaHmsa” 1 3akoHogaTe/IbCTBOM rOCyAapCcTB-4Y/1EHOB.

11. OCHOBHbIMW MPUHLMNAMU AEeATENTbHOCTU KOMUTETA MO 3TUKE AB/AIOTCA:

a) ob6ecrnedyeHve npaB, 6e30MacHOCTM U OXpaHbl 3[0POBbsi (PU3UYECKMX JIWL, Y4acTBYHOLIMX B
KTMHUYECKMX UCMbITaHUSIX (MCCNeaoBaHusIX) MeaULMHCKUX U3AeNnid;

6) cobrnogeHne MoOpasTIbHO-3TUYECKMX HOPM 1 HOPM OBLLECTBEHHOI Mopasu;

B) cobntogeHne NpUHLMNOB ryMaHHOCTMW;

I) HE3aBUCMMOCTb CYXAEHWIA;

) cobnoaeHne KoHpmaeHUManbHOCTU NOAYYEHHOR UHhopMaunu;

€) cobnogeHne Hopm NPoeccUoHaIbHOM 3TUKN;

X) HefonyLeHne KOHQIMKTa NHTEPECOB.

12. OCHOBHbIMU (PYHKUMSIMM KOMUTETA MO 3TUKE AB/IAIOTCA:

a) paccMoTpeHre Nporpamm KIMHUYECKNX UCTbITaHWi (MccnefoBaHuin);

6) BbIHECEHME 3aK/OYEHUSA 06 aTUYeCcKo 060CHOBAHHOCTW NMG0 06 3TUYECKOW HEOBOCHOBAHHOCTM
npoBeAeHNs KIMHUYECKNX UCTbITaHnii (MccneaoBaHnin) MeAMLUMHCKMX U3AEeNUii B paMKax npeacTtaBneHHOro

NpoeKTa NporpamMmbl KIMHUYECKNX UCTIbITAHWUIA (MCCnenoBaHuii);

B) OUEeHKa COOTBETCTBMA  KBa/Mdpmkauuu  uccnegoBatens  npegiaraeMomy  UCMbITaHWo
(nccnepoBaHuio).

13. 3agaButennb AO0/DKEeH nNpeacTtaBUTb B KOMUTET NO 3TUKE BCE OOKYMEHTDI, HEO6XO,£I|I/IMbIe onsa nosHol
n TmaTeanoﬁ 3KCNepTn3bl N1IaHUpPyeMOro nccsieaoBaHuA. 1 OOKYMEHTbI A0/TKHbI BK/1KOYaTb B ceobs:

a) 3asB/ieHne Ha PacCMOTPEHME;
6) nporpaMMy M/IaHNPYEMOTO MCMbITaHns (MccnefoBaHmns);

B) MHAMBWAYa/bHble PErMcTpauvoHHble KapTbl, AHEBHWKM W BOMPOCHMKM, KOTOpble NpeacTouT
3anosHATb NccneaoBaTesnsm;
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r) onucaHme gaHHbIX N0 6e30NacHOCT MeAMLMHCKOrO U3aenus, ucnbitaHue (MccreaoBaHne) KOTOporo
3an/aHMpoBaHO, a TaKKe ero TEXHUYECKMEe XapaKTepUCTWKW, AaHHble NPOBEAEHHbIX TOKCUKOIOrMYECKMX
UCMbITaHWIA C OMUCaHWEM CYLIECTBYIOLLENO Ha [AaHHbli MOMEHT K/MHWMYECKOTO OMbiTa MNPUMEHEHMS
MeAMLMHCKOTO U3AeNus;

) 6powtopy uccnegosarens;

€) TeKyLLyl0 pefakumio pestome uccregosartens u (Mnuv) apyrue marepviasbl, NoATBEpXAaroLme ero
KBasMukaumio;

X) MaTepuasibl (BKNKOYAS PeKTaMHbIE), UCMOMNb3yeMble A/151 NPUBNEYEHNSA NOTEHLUMAbHBIX CYObEKTOB
ncnbiTaHms (MccnepgoBaHmns);

3) opMy MH(OPMUPOBAHHOIO coOrflacMsi € OMWCaHWEM TMpoLlecca ero  MoJiyyeHust U
[IOKYMEHTPOBaHUsi, a Takke Apyrme opMbl, cofepxallme UHpopMaLuio Ansi NOTEHUMAbHLIX CyGbEeKTOB
ucnbiTaHus (MccnepoBaHus);

I/I) onncaHmne BcCeX KOMI'IEHCEILWII7I 3a y4dyaCtne B WCNbITaHUN (I/ICC}'Ie,D.OBaHVII/I) Ona  yd4aCTHUKOB
ncnbliTaHnA (VICCJ'Ie,EI,OBaHI/IFl), BK/1l0HasA MOKpbITUE pacxoaoB N MEANLNHCKYHO NMOMOLLb;

K) MHgbopmaLmo 06 yCnoBursaX BbINAAT U KOMNEHcaUuWii cybbekTam ncnbitTaHns (nccnepoBaHms);
1) onucaHue ycsi0BWii CTpaxoBaHUs Y4aCTHUKOB UCCef0BaHuWs;

M) MOJIOXKEHMe O COrflacuu CrefoBaTb STUYECKUM MPUHLMMNAM, U3/IOKEHHBIM B COOTBETCTBYHOLLIMX
PYKOBOACTBAX;

H) npegbigyuine peweHns, NnpuHAaTble opyrmnMm KOMUTETaMUM MO 3TUKE.

14. KomuTeT No 3TUKE AO0/MKEH PACCMOTPETb BOMPOC O NPOBEAEHUW MPesiaraeMoro KAnHUYecKoro
ucnbITaHNsa (MCCefoBaHns) B COOTBETCTBYIOLLIME CPOKU U AaTb 3aK/oUeHre B MMCbMEHHOM BU/E, B KOTOPOM
JIO/XKHO GbITb MAEHTU(ULUPOBAHO UCMbITAHUE (MCCNEAOBaHNE) C yKa3aHeM PacCMOTPEHHBIX JOKYMEHTOB U
[aTbl NPUHATUS PeLLEHUs:

a) 06 ogobpeHun (Bblgaye 3ak/i04eHNs1) Ha NpoBeAeHNe UCnbiTaHNns (MCCeaoBaHNs);

6) O BHECEHUN U3MEHEHWA B NPEACTABMNEHHYIO AOKYMEHTALMIO AN NOAyvYeHns 0406peHns (Bblgaun
3aK/IHYEHNS) Ha NPOBEAEHNE UCTbITaHWs (MccnefoBaHus);

B) 06 OTKa3e B ofo06peHuM (Bblgade 3ak/ioyeHns) Ha NpoBejeHne UcnbITaHus (MccnegosaHuns);

r) o6 oTMeHe (NpVOCTaHOBNEHWUW) CAeNaHHOro paHee 0f06peHus (BblAAHHOrO 3ak/ioyveHus) Ha
NpoBeAEHNE MCMbITaHNUS (MccnepoBaHns).

15. B cocTaB kOMUTETA NO 3TMKE BKKOHAKOTCA Nvua, obnagarowime B COBOKYMHOCTU HEO6XOAMMOiA
KBasIMdomKaumein n onbITOM ANS1 PACCMOTPEHUS U SKCTIEPTHOW OLEHKM HayUHbIX, MEAMLMHCKUX N 3TUYECKMX
acrnekToB NaaHUPYeMoro ncnbiTaHus (MccnegoBaHmns).

16. KOMUTET NO 3TUKE [O/MKEH OCYLUECTBNSATH [AeSTe/IbHOCTb B COOTBETCTBUM C [IOKYMEHTA/IbHO
ohopMIeHHLIMK NpoLeaypami. Ero aesiTenbHOCTb A0/MKHA COOTBETCTBOBATbL HacTosiwym [paBuniam u
3aKOHOAATE/NbCTBY FOCYAAPCTB-UNIEHOB.

17. KoMmnTeT NO 3TKE HECET OTBETCTBEHHOCTb 3a TO, YTO OH AEWCTBYET MO/IHOCTbI B MHTEpecax
NoTeHLMa/bHbIX CyObLEKTOB MCMbITaHUS (MCCNefoBaHnsl) C yYETOM MHTEPECOB M MOTPEOHOCTEN YA3BUMbIX
CyObLEKTOB UCMbITaHMA (MCCnefoBaHns), a TakkKe Ha/Mumsa 3aKOHHbIX MNPeAcTaBuTENein B clyvae Uux
HEeobXoANMOCTH.

IV. Pa3spelwieHue Ha NpoBeAeHne KIIMHUUECKNX UCTIbITaHuii (uccnepoBaHunii)
18. OnA npoBefeHWs KIMHUYECKOro MCNbITaHus (UccrefoBaHns) MeauuMHCKOro uagenvs (kpome
MEAMLMHCKNUX U34eNnin Ans guarHoCTUKK in Vitro) AO/MKHO ObiTb MOSTYYEHO paspeLleHne YyNnosIHOMOYEHHOTro
opraHa rocygapcrBa-ysieHa, Ha TeppuTopuM KOTOPOro MJaHMpyeTcs NpPoBeAeHMEe [aHHbIX WUCMbITaHui
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(nccnepgoBanuii). Ona npoBeAeHMs1 KAMHUKO-NabopaTopHOro UCnbITaHus (UccnenoBaHns) MeguLUHCKOro
n3genns Ans AWarHocTUKM in vitro AO/HKHO ObiTb HanpaBfieHo yBeAoMJsieHWEe B cBO6GOAHON dhopme B
YMNO/THOMOYEHHBI OpraH (3KCNepTHYH opraHM3aLuio) rocygapcTBa-yeHa.

19. [Ona nonydvyeHWs paspelleHusa Ha MpoBefeHVe K/IMHUYECKOro WCMbITaHnsa (MccnefoBaHus)
MEAMLMHCKOrO U34eMs NPOoM3BOAWTENb WU €ero  YNoSIHOMOYEHHbI MpeacTaBuTelb HanpaBnaseT B
YMNO/IHOMOYEHHBI OpraH, Ha TeppuTopuKM KOTOPOro NAaHUpyeTcs NpoBefeHVe KINHWUYECKOTO WUCMbITaHus
(uccnepoBaHUs) MEAMUMHCKOTO M34enusl, 3asBfieHne Ha MoMyvyeHne paspelleHus Ha npoBefjeHue
KNIMHNYECKOro UcnbITaHnA (uccnefoBaHus) no popme cornacHo

npuaoxeHnto N 1 ¢ conpoBoAnTENbHOM AOKYMEHTaUunel, cogepxalleii cnegyowme cBefeHuns:

a) 3asiB/IeHNe NpPOU3BOAUTENS WU €ero YMNoSIHOMOYEHHOrO0 NpeacTaBMTeNss O TOM, 4YTO JaHHOe
MEeAMNLMHCKOE U3fenve yLOB/ETBOPSIET NPUMEHUMbIM TpeboBaHUsAM 6e3onacHoOCT U achbdekTUBHOCTY, 3a
NCK/IIOYEHNEM CBOICTB 1 XapaKTepucTnk 6e3onacHoOCTU 1 adhPEKTMBHOCTU MEANLIMHCKOIO U3ENNsl, KOTopbIe
[OO/MKHbI ObITb UCC/IeA0BaHbl B X04€e KAMHUYECKUX UCMbITAHWUIA (MCCNedoBaHUin), 1 YTO NO OTHOLLUEHWUIO K HUM
OblI NPUHATBI MEPbI NPEAOCTOPOXHOCTU ANS 3alUTbl 340POBbSI U 6€30MaCHOCTM CYyOBLEKTOB WCMbITAHUIA
(nccnepoBaHuin);

6) KOMnA 3ak/ryvYeHnAaA KOMUTeTa Mno 3Tuke, BbliAaHHOIO B COOTBETCTBMX C HACTOALLNMUN I'IpanmaMM,
3aBepeHHas nponssoguTeniem Uam ero ynosIHoMO4YeHHbIM npeactaBuUTeNeM;

B) GpoLuUopa nccnegosarensi, COCTaB/ieHHas B COOTBETCTBUM C TPeBOBaHMSIMU COM/1acHO

npuaoxeHuto N 2;

r) obpaseL, MHAVBUAYa/IbHOW perMcTpaunoHHON KapTbl CybbekTa nccnegoBaHms (Mpy Hannunmy;
[) TexHudeckuii haiin Ha MeguLMHCKOe n3genne, COOTBETCTBYHOLWMI TpeboBaHNAM COrflacHO
npunoxeHntio N 3, 3a WCKIHYEHMEM CBOMCTB M XapakTepucTuk 6e3onacHOCTM U 3pdeKTUBHOCTU

MEAULIMHCKOrO W3AEeNuUsi, KOTOpble [O/MKHbl ObiTb OnNpedenieHbl B X0A4Ee K/IMHWYECKUX MWCMbITaHWiA
(nccnepoBaHuin);

€) nporpaMmma KAnHNUYeCcKoro ucnbitaHms (MccneaoBaHnst) C 060CHOBaHMEM KOMIMYECTBA MeANLMHCKNX
n3genvin, npeactaBNsieMblX A5 KIMHUYECKOro WCMbITaHus (UCCNefoBaHWsl), CPOKM ee MNPOoBeAeHUs B
COOTBETCTBUM C TPEBOBAHNAM U COTAcHO

npuaoxenumo N 4;

X) nepeyeHb HeBNaronpusiTHbIX COBLITUIA (MHUMAEHTOB), B C/ly4ae BO3HUKHOBEHWUA KOTOPbIX
Heo6X0AMMO COO6LLMTL B YNOJTHOMOUYEHHbI OpraH (C ykasaHWeM CPOKOB HamnpaB/iEHUsS COOGLLEHNS);

3) KOMNWsi LJOKYMEHTa 06 YC/I0BUSX CTPAxOBaHWsi UM BO3MELLEHUsT (KOMMNEHCaLUMM) BO3MOXHOIO Bpeaa
npyY BO3HUKHOBEHWU HEBNAronpusiTHbIX COObITUI (MHLMAEHTOB) B COOTBETCTBMM C 3aKOHOAATE/LCTBOM
rocyfapcrBa-ysieHa, Ha TeEpPUTOPKM KOTOPOTro NPOBOAUTCS KIIMHUYECKOE UCTbITaHUE (UCCNef0BaHuE).

20. B cnyyae ecnn opurnHasbl  OOKYMEHTOB COCTaB/IEHbl Ha WHOCTPAHHOM  A3blke, OHU
NPeACTaB/IATCA C NEPEBOLOM Ha PYCCKUA A3bIK, 3aBEPEHHbLIM MPON3BOAUTENEM UN €r0 YNONHOMOYEHHbIM
npeacrasurtenem.

21. YNONHOMOYEHHBI opraH (3KCnepTHas opraHu3aums) NPoBepsieT KOMMIEKTHOCTb NPeACcTaB/IeHHbIX
MaTepuasioB U HanpaBnseT 3asABUTE/0 peLUeHne OTHOCUTENIbHO BO3MOXHOCTW NPOBEAEHUS KANHUYECKMX
ucnbiTaHwii (MccnenosaHuii) He no3gHee 30 pabounx AHEN.

B cnyyae HefoCTaTOYHOCTW MPEeACTaB/IEHHbIX 3asBUTENIEM MaTepPMasioB U CBEAEHWI ANS NPUHATUS
peLleHnsi 0 BO3MOXHOCTU MPOBEAEHNSA K/IMHUYECKMX UCMbITAHUIA (MCCnefoBaHuii) yNoNHOMOYEHHbI opraH
(akcnepTHas opraHu3aumsl) B TeuyeHne 5 paboumx C gHeil Co AHSA NOCTYN/EHWS 3asiBNIEHUS O NOJTyYEHUN
paspelleHnss Ha MpOBeAEeHME  K/IAMHMYECKMX WUCNbITaHWii  (MccnegoBaHWiA) M COMPOBOAUTENbHON
JOKYMEeHTauun HanpaefsieT NpPoU3BOAMTEN0 WAM  ero  YNnosIHOMOYEHHOMY NPeACTaBUTENO 3anpoc O
npeacTaBeHUN HEOBX0AMMbBIX CBEAEHUI (C yKa3aHMEM XapakTepa 3aMmedaHuii u cnocoba ux ycTpaHeHus).

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT


kodeks://link/d?nd=456005160&point=mark=000000000000000000000000000000000000000000000000008PA0LR%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%D0%B0%D1%85%20%D0%BF%D1%80%D0%BE%D0%B2%D0%B5%D0%B4%D0%B5%D0%BD%D0%B8%D1%8F%20%D0%BA%D0%BB%D0%B8%D0%BD%D0%B8%D1%87%D0%B5%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%20%D0%BA%D0%BB%D0%B8%D0%BD%D0%B8%D0%BA%D0%BE-%D0%BB%D0%B0%D0%B1%D0%BE%D1%80%D0%B0%D1%82%D0%BE%D1%80%D0%BD%D1%8B%D1%85%20%D0%B8%D1%81%D0%BF%D1%8B%D1%82%D0%B0%D0%BD%D0%B8%D0%B9%20(%D0%B8%D1%81%D1%81%D0%BB%D0%B5%D0%B4%D0%BE%D0%B2%D0%B0%D0%BD%D0%B8%D0%B9)%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D0%B9%20(%D1%81%20%D0%B8%D0%B7%D0%BC%D0%B5%D0%BD%D0%B5%D0%BD%D0%B8%D1%8F%D0%BC%D0%B8%20%D0%BD%D0%B0%2024%20%D0%B4%D0%B5%D0%BA%D0%B0%D0%B1%D1%80%D1%8F%202021%20%D0%B3%D0%BE%D0%B4%D0%B0)%E2%80%99%E2%80%99%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%A1%D0%BE%D0%B2%D0%B5%D1%82%D0%B0%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2012.02.2016%20N%2029%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B0%D1%8F%20%D1%80%D0%B5%D0%B4%D0%B0%D0%BA%D1%86%D0%B8%D1%8F%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%B0%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2018.02.2022)
kodeks://link/d?nd=456005160&point=mark=000000000000000000000000000000000000000000000000008PC0LS%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%D0%B0%D1%85%20%D0%BF%D1%80%D0%BE%D0%B2%D0%B5%D0%B4%D0%B5%D0%BD%D0%B8%D1%8F%20%D0%BA%D0%BB%D0%B8%D0%BD%D0%B8%D1%87%D0%B5%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%20%D0%BA%D0%BB%D0%B8%D0%BD%D0%B8%D0%BA%D0%BE-%D0%BB%D0%B0%D0%B1%D0%BE%D1%80%D0%B0%D1%82%D0%BE%D1%80%D0%BD%D1%8B%D1%85%20%D0%B8%D1%81%D0%BF%D1%8B%D1%82%D0%B0%D0%BD%D0%B8%D0%B9%20(%D0%B8%D1%81%D1%81%D0%BB%D0%B5%D0%B4%D0%BE%D0%B2%D0%B0%D0%BD%D0%B8%D0%B9)%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D0%B9%20(%D1%81%20%D0%B8%D0%B7%D0%BC%D0%B5%D0%BD%D0%B5%D0%BD%D0%B8%D1%8F%D0%BC%D0%B8%20%D0%BD%D0%B0%2024%20%D0%B4%D0%B5%D0%BA%D0%B0%D0%B1%D1%80%D1%8F%202021%20%D0%B3%D0%BE%D0%B4%D0%B0)%E2%80%99%E2%80%99%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%A1%D0%BE%D0%B2%D0%B5%D1%82%D0%B0%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2012.02.2016%20N%2029%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B0%D1%8F%20%D1%80%D0%B5%D0%B4%D0%B0%D0%BA%D1%86%D0%B8%D1%8F%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%B0%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2018.02.2022)
kodeks://link/d?nd=456005160&point=mark=000000000000000000000000000000000000000000000000008Q20M5%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%D0%B0%D1%85%20%D0%BF%D1%80%D0%BE%D0%B2%D0%B5%D0%B4%D0%B5%D0%BD%D0%B8%D1%8F%20%D0%BA%D0%BB%D0%B8%D0%BD%D0%B8%D1%87%D0%B5%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%20%D0%BA%D0%BB%D0%B8%D0%BD%D0%B8%D0%BA%D0%BE-%D0%BB%D0%B0%D0%B1%D0%BE%D1%80%D0%B0%D1%82%D0%BE%D1%80%D0%BD%D1%8B%D1%85%20%D0%B8%D1%81%D0%BF%D1%8B%D1%82%D0%B0%D0%BD%D0%B8%D0%B9%20(%D0%B8%D1%81%D1%81%D0%BB%D0%B5%D0%B4%D0%BE%D0%B2%D0%B0%D0%BD%D0%B8%D0%B9)%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D0%B9%20(%D1%81%20%D0%B8%D0%B7%D0%BC%D0%B5%D0%BD%D0%B5%D0%BD%D0%B8%D1%8F%D0%BC%D0%B8%20%D0%BD%D0%B0%2024%20%D0%B4%D0%B5%D0%BA%D0%B0%D0%B1%D1%80%D1%8F%202021%20%D0%B3%D0%BE%D0%B4%D0%B0)%E2%80%99%E2%80%99%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%A1%D0%BE%D0%B2%D0%B5%D1%82%D0%B0%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2012.02.2016%20N%2029%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B0%D1%8F%20%D1%80%D0%B5%D0%B4%D0%B0%D0%BA%D1%86%D0%B8%D1%8F%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%B0%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2018.02.2022)
kodeks://link/d?nd=456005160&point=mark=000000000000000000000000000000000000000000000000008QG0M8%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%D0%B0%D1%85%20%D0%BF%D1%80%D0%BE%D0%B2%D0%B5%D0%B4%D0%B5%D0%BD%D0%B8%D1%8F%20%D0%BA%D0%BB%D0%B8%D0%BD%D0%B8%D1%87%D0%B5%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%20%D0%BA%D0%BB%D0%B8%D0%BD%D0%B8%D0%BA%D0%BE-%D0%BB%D0%B0%D0%B1%D0%BE%D1%80%D0%B0%D1%82%D0%BE%D1%80%D0%BD%D1%8B%D1%85%20%D0%B8%D1%81%D0%BF%D1%8B%D1%82%D0%B0%D0%BD%D0%B8%D0%B9%20(%D0%B8%D1%81%D1%81%D0%BB%D0%B5%D0%B4%D0%BE%D0%B2%D0%B0%D0%BD%D0%B8%D0%B9)%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D0%B9%20(%D1%81%20%D0%B8%D0%B7%D0%BC%D0%B5%D0%BD%D0%B5%D0%BD%D0%B8%D1%8F%D0%BC%D0%B8%20%D0%BD%D0%B0%2024%20%D0%B4%D0%B5%D0%BA%D0%B0%D0%B1%D1%80%D1%8F%202021%20%D0%B3%D0%BE%D0%B4%D0%B0)%E2%80%99%E2%80%99%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%A1%D0%BE%D0%B2%D0%B5%D1%82%D0%B0%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2012.02.2016%20N%2029%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B0%D1%8F%20%D1%80%D0%B5%D0%B4%D0%B0%D0%BA%D1%86%D0%B8%D1%8F%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%B0%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2018.02.2022)

O lNpaBwnax NPoBEAEHNS KIIMHUYECKNX U KNMHUKO-NabopaTopHbIX UCMbITaHui (MccnefoBaHunii) MeauUMHCKNX n3gennin (C SMeHeHnsIMn
Ha 24 pekabpsa 2021 roga)
PeweHue Cosema ESK om 12.02.2016 N 29

CrtpaHuua 11

YKazaHHbI/i 3anpoc Hanpas/isieTcsl O4HOKPATHO M MOXET OblTb nepegaH MPOW3BOAUTENHD WK ero
YMNO/IHOMOYEHHOMY MPEACTaBUTENKD JIMYHO MOA Pacnucky, Hanpas/eH MO Mo4YTe 3aKa3HbIM MUCbMOM WK
nepefaH B 3MEKTPOHHOI hopmMe MOCPEeACTBOM WUCMO/b30BaHUS TENEKOMMYHUKALMOHHbIX KaHasloB CBSA3WU
nn6o B hopme 3/IEKTPOHHOTO AOKYMEHTA, MOANMCAHHOIO 3M1EKTPOHHOM NOAMNNCHIO.

Mpou3BoauTESb WU €ro YNO/THOMOYEHHbI NpeAcTaBuTeNb 06513aHbl MPeACcTaBUTL OTBET Ha 3anpoc
YNOSIHOMOYEHHOTO opraHa (3KCNepTHOW opraHu3auun) B CPOK, He NpeBbillarwumii 60 pabounx AHel co gHA
nosly4YeHus 3Toro 3anpoca. B cnyyae HenpeacrasneHusi no ucteyeHun 60 paboumx AHel 3asBuUTeIemM OTBeTa
Ha 3anpoc ynosIHOMOYEHHOIO opraHa (3KCMepTHO opraHn3auun) peLleHne NPUHUMAETCS YNOSTHOMOYEHHbLIM
opraHom (3KCMepTHOI opraHn3aumeli) Ha OCHOBAHUU JOKYMEHTOB, UMEILLMXCS B €10 PACMOPSHKEHNM.

Bpems co AHA HanpaBneHns ynosHOMOYEHHbIM OpraHoM (3KCNepPTHOR opraHm3auueit) 3anpoca Ao AHs
nony4yeHnst oTBeTa Ha 3anpoc UAM yBeAOM/IEHMS O HeNpeAcTaB/eHMM OTBETA Ha 3anpoc He y4uTbiBaeTCs
MpW WCYMCMIEHMN CPOKa MPUHATMSA YMNONHOMOYEHHbLIM OpraHoM (SKCMNEPTHOWN opraHu3auuneli) peLleHns
OTHOCUTE/TbHO BO3MOXHOCTM NPOBEAEHUS KITMHUYECKUX UCTbITAHWIA (MCcneaoBaHuit).

B cnyyae MpuHATUSA OTPMLATENIbHOTO pPELUEHMS OTHOCUTE/IbHO BO3MOXHOCTM  MPOBEAEHNS
KNIMHWYECKNX UCMbITAHWI (MCCNefoBaHUin) MeAMUMHCKOTO W34eNUs YNOSIHOMOYEHHbI opraH yBeAoMSieT
NpOW3BOAUTENS U €70 YNO/THOMOYEHHOTO NPeACTaBUTENSA B MMCbMEHHO (DOpMe UAnM Hanpas/sseT MMCbMO
3aKasHbIM MOYTOBbIM OTNPAB/EHNEM C YBEAOM/IEHMEM O BpYyYeHUM MG0 B (QOPME 3/IEKTPOHHOIO
[OKYMEHTa, MOAMNWCAHHOTO 3/IEKTPOHHONM  MOAMNWCLIO, WAW B 3MEKTPOHHOI hopmMe nocpeacTBOM
MCMNONb30BaHNSI TENEKOMMYHUKALMOHHbIX KAaHaU10B CBSI3W. K MCbMY npuiaraetcsi 3KCnepTHOe 3ak/oyeHne ¢
060CHOBaHMEM MPUYMH OTKa3a B paspelleHur Ha NpoBeAeHne KMHUYECKMX UCMbITaHuiA (nccnegoBaHunin)
MeANLMHCKOro N3aenus.

V. Tpe6oBaHUA K MEAULMHCKMM OpPraHU3auusam, NPoBOAALMM K/IMHUYECKUE U KNTUHUKO-
naGopatopHble UCMbITaHUA (UCccrief0BaHNs) MEAULMHCKUX U3genunii
22. YrNo/fIHOMOYEHHbIE OpraHbl OMPeAensioT nepeyeHb opraHusauuid, MMELWMX MpPaBo MPOBOAUTb
UCMbITaHUA (UCCNEAOBAHNS) MEOUUMHCKUX W3Lenuii B Lensx WUx peructpauun (fasee - nepevyeHb
opraHusaumii), B KOTOpbIA BK/IOYAKOTCH MEAMLMHCKME OpraHu3auuv A NPOBEeAEHVSI K/IMHUYECKUX U
K/TMHUKO-1a60paTopHbIX UCTbITaHWA (MCCNefoBaHunii) MeaULMHCKUX U3AENUIA.

23. B nepeyeHb opraHm3alnii BK/IYaTC MegULMHCKME OpraHn3aummn ans NPOBeAEHNS KITMHUYECKNX
ncnbiTaHnii (nccnegoBaHniin) MeauLMHCKUX N3Aennia, COOTBETCTBYHOLLME CrieayowmmM TpeboBaHMsM:

a) HaNn4yMe NNLEH3MN Ha OCYLLECTB/IEHNE MEANLMHCKON AeATeNbHOCTU (C yKazaHMeM nepeyHs pabot
(ycnyr), COCTaBASIOWMX MEAULMHCKY0 [esiTEe/IbHOCTb), COOTBETCTBYHLLEN Ha3Ha4YeHn un o6nacTtu
NPUMEHEHNA MEeANLIMHCKUX N3A4eNniA, B OTHOLLEHMN KOTOPbIX MPOBOAATCS UCTIbITAHWSA (MCCNefoBaHUS);

6) Ha/sMuMe MOSIOXEHUI (CTaHAAPTHBIX OMEPALMOHHBLIX NPOoLEeayp), pernameHTUpYLWUX NpoBeaeHe
K/TMHUYECKMX UCMbITaHWi (MCCefoBaHnin) MeAULIMHCKUX N3AENWIA, OXBATbIBAIOLLMX B TOM YKC/E!

KBa/IM(pmKaLMOHHbIE TPEBOBaHNS 1 06yYeHMEe NepcoHana;
B3aVMMO/ENCTBME C KOMUTETOM MO 3TUKE;

nony4veHve NHHOPMUPOBAHHOTO COr/Iacus;

NopsiloK NPOBEAEHNS KITMHNYECKUX NCMbITAHUIA (MCCnefoBaHunii);

peructpaumMsa un HanpasfieHWe CcOooOLWeHnA O HebnaronpusaATHbIX COObITUAX (MHUMAEHTax) B
YMOSTHOMOYEHHBIA OpraH;

BEAEHME U yYeT AOKYMEHTaLMN KIMHUYECKOrO UCMbITaHMs (UCC/IefoBaHns);
obecneyeHne 3almTbl KOHPMAEHUNATbHOM HhOPMaLNK;

B) HanMume yYCNOBWIA AONs1 MpPOBEAEeHMs 3asiBNSeMOro npodnnst  KAMHUYECKUX  UCMNbITaHWiA
(nccnepgoBaHuii) MeAUUNHCKUX U3OENNIA;

r) Ha/MuMe yCnoBWiA ANa NPOBEAEHNSI UHTEHCUBHO Tepanin 1 peaHumaLmu;
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) HanMuve nepcoHasna, VMMeKLero MeAuuMHCKoe obpasoBaHvWe W AOKYMEHT, MOATBEPXAAOLLNIA
NpoxXoxaeHve o6yuyeHus npaBuiaM MNPOBEAEHUS KAWHUYECKMX WCMbITaHWA (Hagnexallei KIMHUYecKoi
npakTuKn).

24. B nepeveHb OpraHM3aLuvii BKIOYAOTCA MeAMLMHCKME OpraHu3aumm gns npoBefeHus KANHUKO-
NnabopaTopHbIX UCMbITaHWiA  (MCCnefoBaHnii) MEeAVMUUHCKUX — u13genuii  Ans  AWarHoCTWKM  in vitro,
COOTBETCTBYIOLLME CNeayoWmMM TpeboBaHNAaM:

a) Ha/IMuMe JIMLEH3MN Ha OCYLLEeCTBIEHME MEOULMHCKON [esTeNlbHOCTM B 06n1actv nabopartopHoii
ANarHoCcTukK (KnMHMYeckasa nabopaTopHasi AMarHocTuka);

6) HaNuuMe NOMOXEeHUn (CTaHAAPTHLIX ONepauMOHHbIX Npoueayp), pernaMeHTMpyLWmuX nposBeaeHmne
KNIMHUKO-N1ab0paTopHbIX UCMbITAHUA (MCCNefoBaHUin) MeAUMUMHCKUX M3aenuii ans AMarHocTUKM in vitro,
oXBaTbIBaOLLMX B TOM YUC/IE:

KBanMhuKaLMOoHHble TpeboBaHNA U 06yyeHue nepcoHana;

NOPSA0K NOBEPKM U KaNnbpoBK/M 060pyA0BaHNS;

NopsA0K NPOBEAEHNS KITMHMKO-/1ab0paTOPHbIX UCMbITaHUA (CCIefoBaHuin);

BeAEeHNe N yYeT AOKYMEHTALUN KIIMHNKO-NabopaTopHbIX UCTIbITAHWUIA (MCcCrieqoBaHuif);

obecneyeHne 3alWmTbl KOHPUAEHUMANBHOW MHA)OPMaLU.

25. YNOo/IHOMOUYEHHbIe opraHbl paccMaTpuBaloT 3asiBKM MEAWMLUHCKUX OpraHusauuii 0 BK/OYEHUM B

nepevyeHb OpFaHI/I3aLI,I/II7I N KOMNNEKT [OOKYMEHTOB, MnoATBepXaalwmnx COOTBETCTBME Me,qMLLMHCKOﬁ
opraHmsauum Tpe6OBaHI/IFIM, YCTaHOBJIEHHbLIM

nyHkTamu 23 n

24 HacTtoawwx Mpasus, U NPUHUMAET PeLLEHNe O COOTBETCTBUM WM HECOOTBETCTBUU MELULIMHCKOW
opraHvsaumy Tpe6oBaHUsAM HacToswmx MNpasun B TeyeHne 20 paGouux AHeli Co AHA nojayun ykasaHHbIX
[LOKYMEHTOB.

B crnyyae NpuHATUSI pelleHnst 0 COOTBETCTBUM MEAULMHCKOW OpraHu3alum Tpe6oBaHnsaM HACTOSILIMX
MpaBun yNno/THOMOUYEHHbIIT OpraH B TedeHre 3 pabounx AHet ¢ AaTbl NPUHATAA Takoro pelleHust yseaomaseT
MeAMLMHCKYIO OpraHn3aLmio 0 NPUHATOM peLleH B MMCbMEHHOI dhopMe.

B cnyyae npuHATMA peLUeHWs O HEeCOOTBETCTBMM MEAMUMHCKOW oOpraHu3aumMm TpeboBaHusM
HacTosALumx MNpaBna yNoSIHOMOYEHHBI OpraH B TedeHne 3 pabounx AHeR ¢ AaTbl MPUHATUA Takoro peLueHns
yBeAOMNSAET MEAMLMHCKYHO OpraHv3auunio 0 NPUHATOM peLleHuy B MUCbMEHHON dopme (C 060CHOBaHMEM
NPUYKH).

26. OO6xanoBaHMe peLleHNs YMNOITHOMOYEHHOTO OpraHa OCYLLEeCTBSETCA B COOTBETCTBUM C
3aKoHoAaTesIbCTBOM 3TOr0 rocyAapcTsa.

27. YNOfHOMOYEHHble oOpraHbl O6GecneqYnBaloT XpaHeHWe, CUCTEMATM3aLMio, akTyamsauuio U
M3MeHeHne WHopMaLUMK 06 OopraHu3aumMsix, UMelLLMX NpaBo NPOBOAWTbL WCNbITaHUA (MCc/iefoBaHKs)
MEAMUMHCKUX M3AeNWiAi B UEeNsX WX  peructpauun, a Takke 3aWuTy 9Toil  MHJopMauun ot
HeCaHKLMOHNPOBaHHOTO JOCTYyna.

MepeyeHb opraHu3auuii pasmeLlaeTcs Ha calitTax YNO/THOMOYEHHbIX OpraHoB B WMH)OPMaLMOHHO-
TeneKOMMYHUKaLNOHHO ceTun "VIHTepHeT" 1 B OTKPbITON YacTy MHGOPMaLUmoHHOR cuctembl Coto3a B cdepe
obpalleHns MeaULMHCKUX n3genuii.

KoHTponb cobniogeHns MeaUUMHCKMMKM  OpraHM3aumsiMi, WMELWMMU NpaBO Ha MpoBefeHue
KNUHUYECKMX NN KITMHUKO-1ab0paTopHbIX UCMbITaHWA (MCCrieqoBaHnii) MeanLMHCKUX N34ennii, TpeboBaHwi
HacTosimx [MpaBua  OCYLECTBNSIETCA  YNO/IHOMOYEHHbIM  OpraHoM B MNOpsigke, YCTAHOBMEHHOM
3aKOHO4ATENbCTBOM 3TOrO rocyapcTBa.
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28. WcknouyeHMe MEeAMLMHCKOW opraHM3auum M3  MepeuyHs opraHusaumii - ocyllecTBasieTcsl
YNOSIHOMOYEHHbIM OpraHoOM rocyapcTBa-usieHa B CAeaytoLux caydasx:

a) nocTynsieHne 3asiBNeHnss 06 UCKIYEHNN MEAULMHCKOM OpraHuM3aumn U3 nepeyHs opraHusauuii,
NoANMCaHHOMO PYKOBOAMTENEM MEAVLMHCKOI OpraHn3aumu;

6) no pesy/nbTatam KOHTPOMSA 3a CO6AAeHWEM MEAMUMHCKUMW OpraHusaumsammn  TpeboBaHuii
HacTosiLmx MpaBun, OCYLWECTBASEMOIO YNOTHOMOYEHHbIM OpPraHoM.

29. YNo/IHOMOYEHHbIE OpraHbl B TedeHne 3 pabounx gHel ¢ Aatbl BHECEHUSA U3MEHEHUIA B CBEAEHUS,
cofepxXaumecsi B nepeyHe opraHusauuii, obecneunBaroT pasMmeLleHne COOTBETCTBYIOLWEN MHopMaLum Ha
CBOMX OohuUMasibHbIX calTax B MHAOPMAaLVNOHHO-TEIEKOMMYHUKALMOHHOW ceTn "VMIHTEpHET", a Takke ee
npeacrtasnieHve B EBpasmiickyto 3KOHOMUYECKY0 KOMUCCUMIO C UCNOSIb30BaHUEM CPeACTB UHTErpupoBaHHoOM
MHpopMaLMoHHOl cuctembl Cotosa.

30. MMpepocTaBneHne 3aMHTEPecoBaHHbLIM NULAM CBefAeHWin 06 opraHu3auusix, BK/HOUYEHHbIX B
repedyeHb  OpraHM3aLWii, OCYLIECTBASIETCS  YNO/IHOMOYEHHbIMM  OpraHamMu B COOTBETCTBUM  C
3aKOHOAATENLCTBOM FOCYAapCTB-Y/IEHOB.

VI. TpeGoBaHNA K NPOBEAEHNIO KITMHNYECKNX UCNbITaHUI (UCcCcriea0BaHunii) MeAULIMHCKNX U3aenuvii
31. KnauHuuyeckne wucnbiTaHus (UCCefoBaHns) MeSUUMHCKUX W34enuidi AO/DKHbI MPOBOAUTLCSA B
COOTBETCTBUN C NpUHUMNaMK XenNbCUHCKOWN Aeknapaumm BcemmnpHoi MeamumHcKoli accounaumm 1964 roga
"DTMyeckue MpUHLMNbLI MEAWLMHCKMX WCCNEeAOBaHWn C yyacTMeM 4YesioBeka B KadvecTBe CybObekTa
nccnegosaHuna".

KnuHuyeckne vcnbiTaHus (MCCneaoBaHunsl) MeAMLMHCKMX U3AeNniA A0/MKHbI NPOBOAUTLCS HA OCHOBE
nporpaMMbl K/IMHUYECKOrO0 MCMbITaHust (MCCNeaoBaHusl) Takum 06pa3om, YToObl pesynbTaTbl UCMbITaHWi
(MccnefoBaHWin) MOIM MOATBEPAMTL WM OMPOBEPrHYTb 3asiB/IEHHbIE MPOU3BOAUTENEM  K/IMHUYECKYHO
6e30MacHOCTb 1 3WHEKTUBHOCTL. KOMMUYECTBO NPOBEAEHHLIX HAGMOAEHWI [O/MKHO BbITh A4OCTATOUYHLIM A5
TOr0, YTO6bl OGECTEeUYNTb CTATUCTUYECKYHD [OCTOBEPHOCTb, BOCMPOM3BOAMMOCTb PE3Y/ILTATOB W HayuHYH
060CHOBaHHOCTL BbIBOZOB.

32. KnvHuueckme wucnbiTaHua (MccnepoBaHnsl) MeauMUMHCKUX W3OEeNUiA O0/MKHbI NPOBOAUTLCS B
YC/IOBUSAX, YCTAHOB/IEHHbIX NPOU3BOAMTENEM ANA NMPUMEHEHUS MELUUMHCKOTO U3AEeNusl, U AO/MKHbI ObiTb
npeaycMoTPeHbI NPOrPaMMOi KNIMHNYECKOrO UCMbITaHUS (MCCeaoBaHns).

33. WccnepoBaTeslb HeceT OTBETCTBEHHOCTb 3a MNPOBEAEHME  K/IMHWYECKOTO  WCMbITaHWs
(ccnepoBaHnsa) MeauUMHCKOTO u3aenust. Wccnegosatenb [A0/KEH WMETb AO0CTYN KO BCEM VMELLMMCS
TEXHUUYECKAM U KIMHUYECKUM [aHHbIM 06 UccrielyeMoM MeaULMHCKOM U3AEeNnn.

34. [na obecneuyeHus uccnegoBaTeneli HeO6x0AVMbIM 06LEMOM WHGOPMAUMM O MELULMHCKOM
n3genMu npov3BoAuTE b MU YNOMHOMOYEHHbI NpeacTaBuTe/lb NPOM3BOAMTENSA NpeacTaBnseT 6poLuopy
uccnefosartesns B COOTBETCTBUM C TpeboBaHNAMU, NPesyCMOTPEHHLIMU

npunoxeHnem N 2 K HacTosLwum MNpaBuiam.

35. lMporpamma KMHUYECKOro UChbITaHua (MccriefoBaHusl) Ao/mKHA BKIYaTb B cebs cBefeHus B
COOTBETCTBUM C TPEOOBaHMSAMM, NPeAYyCMOTPEHHbIMM

npuaoxennem N 4 K Hactodawmm MNpaBuiam.

36. OnucaHve au3aiiHa KIIMHUYECKOTo UCTbITaHWs (MccefoBaHus) [O/MKHO BKOYaTh B ce6s:

a) cTparernmo 06ecnevyeHnst KIMHUYECKO 3HA4YMMOCTU U Hayl-IHOVI 060CHOBaHHOCTYU pe3ynbratoB C
ob6ocHoBaHneM ee Bbl60pa;

6) OCHOBHbIE U JOMNO/THATE/bHbIE KOHEYHbIE TOUKM C 0GOCHOBAHNEM KX BblIGOpa 1 USMEPEHUSI.
37. MMporpaMma K/IMHWMYECKOro WCMbITaHWsA (MCCNefoBaHKsl) COM/1acoBbLIBAETCA C  MeAMLMHCKUMU

OpraHM3auMsiMyu 1 KOOpAMHATOPOM-UCC/efoBaTeNieM npu MPOBEAEHUN MHOMOLEHTPOBLIX  WCMbITaAHWIA
(MccnefoBaHwWin) 1 yTBEPXKAAETCA NPOV3BOANTENIEM UM €70 YNOMHOMOUYEHHbLIM NPeacTaBUTENEM.
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38. [na npoBedeHUs  KJMHWYECKOTO WUCNbITaHUsA  (MCCNefoBaHusl)  MeAMLUMHCKOTO  U3Aenus
Npou3BOAUTENb UK €ro YNOMHOMOYEHHbIN NpeacTaBuTeNb NPEeACTaBASET B MEAMUMHCKYH OpraHu3auuio
cnegyowme fOKYMeHTbI (B Ciyvae ec/nv opurmHasibl JOKYMEHTOB COCTaB/IEHbl HA UHOCTPAHHOM A3bIKE, OHM
NpeacTaB/iAloTCA C NePeBOAOM Ha PYCCKUIA A3blK, 3aBEPEHHbIM MPOM3BOAUTENEM UAW €ro YNONHOMOYEHHbIM
npeacTaBuTenem):

a) paspeLleHne yrnoiHOMOYEHHOrO opraHa Ha NpoBeAeHUE KIMHUYECKOTo UCTbITaHUs (MccnegoBaHns)
MEANLIMHCKOIO MN3ae/us;

0) 3asiBNeHne Ha NpoBeAeHNe KNMHUYECKOTO UCMbITaHus (MccneaoBaHnsl) MeQULNHCKOTO N3enns;

B) 3asiBNieHMe C MOATBEPXAEHMEM TOro, YTO JaHHOE MeAULMHCKOe u3fenve yaoBeTBOPSIET BCEM
NPUMEHMMbIM TpeboBaHMAM 6e30MacHOCTU N 3hGEKTUBHOCTU, NCK/HOHYAs Te CBOWCTBA U XapaKTEPUCTUKW,
KOTOpble [0/MKHbI ObiTb MCCNEAoBaHbl B XO0A4€ KAMHWYECKMX WCMbITAHUA (MCCNeaoBaHWin) MeanLMHCKNX
n3aenui;

r) 6powutopa nccrefosarens;
[) NPOEKT NporpaMMbl KITIMHUYECKOTO MUCTbITaHNUS (MCCrefoBaHns);

e) o6pasupl (06pasel) MeauLUMHCKOIO U3AeNvs BMECTE C NPUHAAIEXHOCTAMM, HEOGXOAUMbBIMU OS]
NpUMeHeHNs1 MeNLMHCKOro U3eNns No HasHauYeHuto (MPY HaTMUYMK NPUHAAEXHOCTENR);

X) CBeAeHuss O COOTBETCTBMM MEAMUMHCKOro wusgenvsi obwum TpeboBaHMAM 6e30macHOCTN
3Q(hEeKTMBHOCTM  MEAVNLUMHCKUX  U3OENWA, TpeboBaHMSAM K WX MapKApPOBKE W  3KCM/yaTauMOHHON
[OOKYMEHTaLUMN Ha HUX;

3) VHCTPYKUMS MO MPUMEHEHMWIo (3KCnyaTalyoHHash AOKYMEHTaUMs) Ha MeAuUUHCKoe wv3genue c
NPUHAANIEXHOCTAMU, HEOOXOAUMbIMU A1 MPUMEHEHWUS MEAULMHCKOTO W3AENNUS MO HasHauyeHuo (mpw
Ha/IMYnK NMPYHALIEXHOCTEN);

n) AOKYMEHTbl (MaTtepuasibl), cogepxaiwime pesynbtarbl COOCTBEHHbIX WCMbITAHUIA (MCCnesoBaHuii)
npou3BOaUTENs, B TOM YMC/e aHasIM3 AaHHbIX MPUMEHEHWSA MEeAMLIMHCKOrO uaenms (Mpu Hannuumy;

K) pesynbTarbl UCMbITAHUA B LENsX YTBEPXAEHMS Tuna CPeacts usMepeHuin (on1s MeanUMHCKUX
N3AEeNnii, BKIOYEHHBIX B MEpPeYeHb MeAMUMHCKMX W34ennii, OTHOCSLLMXCA K CPeAcTBamM W3MEpEeHWin, B
OTHOLLEHMN KOTOPbIX MPOBOAATCA UCMbITAHMSA B LeSX YTBEPXAEHNSA TUNa CPeACTB U3MEPEHUI);

N) ofobpeHMe KomuTeTa Mo 3TUKE Ha NPOBEeAeHMEe KIMHUMYECKOro WCMbITaHus (MccrieqoBaHust)
MEAULIMHCKOIO M3Ae/us;

M) KOMMUS AOKYMeHTa 06 YC/10BMAX CTPaxoBaHWs 1av BO3MeLLeHUs (KOMMNeHcalm) BO3MOXHOTO Bpeaa
npv BO3HWKHOBEHWM HEGMAronpusTHbIX COObITWMIA (MHUWAEHTOB), OCYLLECTB/ISIEMbIX B COOTBETCTBUM C
3aKoHOAATE/IbCTBOM TOCYLApPCTBa-yY/IeHa, Ha TEPPUTOPUU KOTOPOro MPOBOAMTCH K/MHMYECKOE UCMbITaHWe
(nccnepoBaHve) MEOULVHCKOTO U3LENNs;

H) doopmMa MHPOPMNPOBAHHOIO COr1acus;

0) thopMa MHAMBUAYATbHOW PerncTpaLoHHON KapTbl;

n) hopMbl 0TYETA O HEGNArONPUATHBLIX COBLITUAX (MHUMAEHTAX);

p) POPMbI OTHETA O HeAocTaTKaxX MeAULMHCKOTO U3Aenis;

C) hOpMbl OTYETOB O K/IMHWUYECKOM MCMbITaHUM (MCCNEA0BaHUM) MEAMLMHCKOTO U3Aenus, BKYas
NPOMEXYTOUHbI OTYET.

39. TlpoBegeHVe KAMHUMYECKOTO WCMbITaHus (MCCefoBaHusl) MeAMUMHCKOrO M3denus  knacca
NoTEHUMaNbHOMO pucka NpPUMEHeHWs 3 unan 26, a Takke WMNAAHTUPYEMOro MELMLUMHCKOrO W34enuns
OCYLLIECTB/ISIETCS B 06513aT€/IbHOM NOPsiAKe B (POPME MHOMOLEHTPOBLIX UCMbITaHWIA (MCCNeaoBaHnii), B TOM
yncsie B O4HOM M3 rocyAapCTB-4/1EHOB.
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40. OTYET O KAMHMYECKOM WUCMbITaHUK (UccnegoBaHuK) (C NpuaokeHnem obobwarwmx Tabnuy,
(rpachmkoB) pe3ynbTaToB UCMbITAHWI (UCCefoBaHMiA) C COOTBETCTBYIOLLEN CTATUCTMYECKON 06paboTKol U
KOMMEHTapMEB K HUM) [AO/HKEH codepXaTb KPUTMYECKYK OLEHKY BCEX [AaHHbIX, MOMYYEHHbIX B X0A4e
ucnbiTaHuii (MccnepoBaHunii), B TOM YNC/lEe HEraTMBHbLIX AaHHbIX. Takoi OTYeT A0/HKEH ObiTb COCTaB/IEH MO
¢hopme corniacHo

npunoxeHnio N 5, noanucaH UCCNefoBaTenssMu W YTBEPXKAEH PYKOBOAMTENEM MELULMHCKON
opraHmsauuu.

Mpy NpoBeeHN MHOTOLEHTPOBbLIX KAVHUYECKUX UCMbITaHUA (MCCneaoBaHuiz) cocTaBnsieTcs 06w
OTYET, KOTOPbI fO/MKEH ObITb NOANMCAH UCCNEL0BATENAMY N PYKOBOAMTENSAMWN MEANLMHCKNX OpraHu3aumi u
YTBEPXAEH KOOPAMHATOPOM-UCCef0BaTENEM.

41. 3aaBuTesib UMeEeT npaBoO KOHTpOJ/IMpoBaThb npoBegeHne KJIMHNMYECKOro ncnbiTaHnA (I/ICCI'Ie,EI'OBaHI/IFI)
MeaNUNHCKOIo ns3aenna Ha Bcex aranax nocpegcrtsomMm HasHadyeHua nny COOTBETCTByIOLLI,eI\/JI KBaJ'II/I(*)I/IKaLI'I/II/I n
npoeegeHna npouegyp MOHUTOPUHIa Wnun He3aBUCKMMO OLEHKN COOTBETCTBUA C LUEJIbIO NOJIy4YeHNA
00CTOBEPHbLIX AaHHbIX.

VIl. O6ocHOBaHMe KITMHNYECKOW 3(hp(heKTUBHOCTU N 6e30MacHOCTN MEeAULMHCKUX U3aenuii gna
[NArHOCTUKMN in vitro
42. [loka3aTenbCTBO COOTBETCTBMS MEAULMHCKUX W3Aenuini ans AMarHoCTUKM in vitro o6wum
TpeboBaHusiM 6e30NacHOCTM U 3AEKTUBHOCTN MEAULMHCKMX U3Aenuii, TpeboBaHNsM K UX MapKUpOBKE ©
3KCNAyaTauMOHHON AOKYMEHTaUMM Ha HUX BK/IOYAET B 651 060CHOBaHME KAMHUYECKON 3DCPEKTUBHOCTA U
6€e30MacHOCT MeANLUMHCKNX U3AENUIA AN ANarHOCTUKK in vitro.

O60CHOBaHVE KMHUYECKOol 3PdIEKTUBHOCTY 1 6E30MacHOCTM OCHOBBLIBAETCA Ha onpeaeneHvun win
NOATBEPXKAEHNN Hay4HOV 060CHOBAHHOCTY aHasIMTa, aHaNIMTUYECKON 3PheKTUBHOCTM U, Tae MPUMEHKMO,
KTMHUYECKOoW adhheKTUBHOCTY MEAULMHCKONO U3AENNSA AIS AMArHOCTUKM in Vitro NpW ero Ucrnosib30BaHnmM Mo
Ha3HaYeHNI0, YCTaHOB/IEHHOMY NPOV3BOANTESNIEM.

43. OnpegeneHne unn MNOATBEPXKAEHME HAyyHO OOOCHOBAHHOCTM aHa/MTa He SBAseTcs
Heo6xoouMbIM B C/lydae, ecny CBA3b aHauta C KIMHWYECKUM WM (OU3MOM0rMYECKUM COCTOSIHUEM
opraHv3ma YenoBeka XOpPOLLO M3BECTHA 1 OCHOBbLIBAETCS Ha AOCTYNHON MHopmaLmn.

44, [ns HOBOro aHa/MTa WM HOBOrO Ha3Ha4YeHWUs MeAMULMHCKOro M3Aenust Ansi ANarHocTuKKM in vitro
Hay4yHasi 060CHOBAHHOCTb aHa/MTa MOXET OblTb YCTAHOB/IEHA OJHUM WM HECKOMbKAMW Cneaytommm
cnocob6amu:

a) Ha OCHOBE K/IMHWYECKOro onbiTa NpuUMeHeHunAa mMmeguunHCKUX VI3,D|EJ'II/II7I Ona onarH0CTUKn in vitro,
onpenendarwmnx ToT XXe aHa/TUT U C TEM Xe Ha3sHa4YeHUeM;

6) HAa OCHOBE [laHHbIX HAYYHOW NUTEPATYPSI;

B) B XO4e K/IMHMKO-NabopaTopHbIX WCMbITaHWIA (MCcnefoBaHWil) MeaVMUMHCKOro u3genus ans
ONarHoCTUKK in vitro.

45. AHanuTnyeckas aYheKTUBHOCTb A0/MKHA ObiTb YCTaHOB/IEHA UM NOATBEPXAEHA pe3ysbratamu
KNIMHUKO-N1ab0paTopHbIX UCNbITaAHUA (MCccnefoBaHnii) MeAUUMHCKOro n3aenusa s guarHoCTuKKM in vitro ans
3asBN1SIEMOr0 MeANLMHCKOrO 3aenns Ass AnarHocTuky in vitro.

B cnydae HenpMMEHMMOCTM MNokKasaTeneli aHaNUTUYecKol W K/MHWYECKON 3hdeKTUBHOCTU K
MEAULIMHCKOMY W3Aenuio M AUAarHOCTMKM in Vitro KIMHMKO-a6opaTopHble UCMbITaHUA (MCCrefoBaHus)
MEAVLIMHCKOIO M3aenusi Asl AMarHoCTUKK in Vitro He NpoBoasATCS.

46. OnpegeneHve WM MNOLATBEPXKAEHME  KUHWYECKON 3(PPEKTMBHOCTM B XO4E€  K/IMHUKO-
NabopaTopHbIX UCMbITaHW (MCCNefoBaHNn) MEANLMHCKOTO U34eNns A5 AUArHOCTUKK in Vitro He siBNsieTcs
HeobXxoaMMbIM AN MEAUUMHCKUX W3genuii Anas  OUarHocTMkM in  vitro, ANns KOTOpbIX  KAMHM4Yeckas
3(hhekTUBHOCTb LIE/IMKOM ONpeaensieTcsl aHaIMTUYecKon sdppekTMBHOCTLIO 1 3TOT (dakT XOpPOLIO M3BECTEH
1N OCHOBbIBAETCS Ha AOCTYMHON MHhopMaumn.

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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47. KnuHuyeckasi appeKTMBHOCTb MEOULMHCKOTO U3Aenust A1 AUNArHOCTMKU in Vitro MOXET ObITb
yCTaHOB/IEHA OAHUM W/IM HECKOJIbKUMIW CreayoLwumy cnocobamu:

a) B Xofe KNHMKO-TabopaTopHbIX WCMbITaHUA (MCCnegoBaHWMiA)  MeauUMHCKOro usgenns Ans
ANarHoCTUKM in Vitro;

6) Ha OCHOBe [aHHbIX HAaY4YHOI NUTEpaTypbl;

B) HA OCHOBE K/IMHWYECKOTO OMbITa NPUMEHEHUS MEAULMHCKOIO M3Aenust Ais AUarHoCTUKK in vitro B
rocyfapcrBax-usieHax.

VIIl. Tpe6oBaHUA K NPOBEeAEHNIO K/IMHMKO-/1a00paTOpPHbIX UCNbITaHUI (MccneaoBaHunii)
MeAVLMHCKUX n3aenuii onsa ANarHocTUKK in vitro
48. KnuHuyeckne wucnbiTaHUs (MCCeA0BaHUS) MeAULMHCKUX W3Aenuid oNs QUarHocTuKM in vitro
npoBoAsaTcs B (OpMe K/IMHWMKO-N1abopaTopHbIX MCMbITaHuii (MCCnefoBaHuin) MeAUUMHCKAX u3genuii gns
ANarHoCTUKK in vitro.

KNuHrko-nabopaTtopHble UCMbITaHns (MCcriefoBaHns) MeANUUHCKMX U3OENWA A1 QUArHOCTUKK in Vitro
LO/MKHbI MPOBOAMTBLCA HA OCHOBE MPOrpamMmbl K/IMHUKO-NabopaTopHbIX UCMbITaHUA (MccnefoBaHnii) Takum
0o6pasoM, u4TOObl pe3ynbraTbl WCMbITAHUA (MCCNefoBaHWn) MOMIM  MOATBEPAWTL WAW  OMPOBEPrHYThb
3asB/IEHHbIE MPOU3BOAWNTENIEM XapakTEPUCTUKM aHaIMTUYECKOn 3MAEKTUBHOCTN U, T4e NPUMEHMMO,
KNUHUYECKo 3h(PEKTUBHOCTK, KO/IMYECTBO MPOBEAEHHbLIX /labopaTOpHbIX TECTOB [O/MKHO ObiTb
[OCTaToOuHbIM A1 TOro, 4YT06bl 06ecneyntb CTAaTUCTUYECKYH [AOCTOBEPHOCTb Pe3y/bTaToB UCMbITaHui
(nccnepgoBaHuin).

49. MNporpaMma KMHWUKO-NabopaTopHbIX WUCMbITaHWA (MCccneaoBaHuid) Ao/mkHa 6biTb COCTaB/eHa B
COOTBETCTBUM C TPEGOBAHUAMU COTNIACHO

npunoxenuo N 6.

50. VcnbiTaHna (MccrefoBaHusl) MeaULIMHCKUX U3AEeNWiA Ans AUarHOCTUKK in vitro, npeaHa3HaueHHbIX
NSl UCMOMIb30BAHUS NMLAMKM, HEe WMEeKLWVMU MeAMLMHCKOTO 06pasoBaHusi B 06G/1acTV  KITMHUYECKON
NabopaTopHOW ANArHOCTVKM, A0/MKHbI MPOBOAUTLCS B YC/IOBUSIX, MOAE/MPYIOWMUX YC/TIOBUSI UCMO/Ib30BaHNS
3TUX MEANLIMHCKUX M3AENUIA MO HAa3HAYEHWIO.

51. KnuHuKo-nabopatopHble UcnbiTaHns (MccnegoBaHns) MEANUMHCKAX U3AENNIA ANs ANarHOCTUKK in
vitro, npegHasHauyeHHbIX 419 NPUMEHEHMUS B COMETaHUM ApYr C APYrOM B BUAE aHA/IMTUYECKUX CUCTEM, MOTYT
NPOBOAMTLCS B pamMKax OfIHOTO UCMbITaHUS (UccriefoBaHnst) (BMECTE C NPUHAANEXHOCTAMN, HEOOXOAMMbIMU
A5 UICNOJ1b30BaHWSA MEANLMHCKOIO U34enns no HasHauyeHuto).

52. Mpo6bl, UCMOb3yEMbIE B KIMHMKO-1A60PATOPHbLIX UCMbITAHWSX (UCC/EA0BAHMSIX) MEAULMHCKAX
n3genuii Ans AMarHoCTUKK in vitro, MOryT 6bITb COGpPaHbl N3 HECKOIBKMX UCTOYHMKOB, BK/IKOYAs OCTaTOUHblE
06pasLibl, apxMBHbIe 06pasLibl MW LesieHanpaBieHHo 0To6paHHble 06pasLbl.

OcTartoyHbIMM  06pasuyamMm cuMTaloTca OcTaTkm 06pas3uyoB, COOpaHHbIX B X04e  JleyebHo-
[narHocTnyeckoro npowecca.

K apxvBHbIM 06pa3uam 1M npobam OTHOCATCS OXxapakTepu3oBaHHbIe 06pasLbl AN NPobbl, KOTOPblE
6bl/IM 0TOBpaHbl paHee ¥ NoslyyYeHbl U3 Peno3nTopueB (B TOM uYnciie GaHKM TKaHel, cTaH4apTHbIe NaHenw,
MYy3€iHble TECT-LUTaMMbl U UHbIE KONNEKLMN).

Moa ueneHanpasB/ieHHO OTOBpaHHbIMKM 06pasLaMu MOHMMAlOT 06paslpbl, KOTOpble 6bIIN B3ATbl Y
NaLUueHToB creuuanbHO AN UCMOSIb30BaHUSI MX B KOHKPETHOM MCMbITaHUKM (MccriedoBaHuun). B AaHHOM
C/lyyae oT nauMeHTa AO/MKHO 6bITh MOJTyYEHO NOANMCAHHOE UM MH(DOPMMPOBAHHOE Cor/lacue.

53. PesynbraTel TECTMPOBaHUS NPOO B XOA4E KIAVMHUKO-NabopaTopHbIX UCMbITaHWi (MccnefoBaHuin)
MEAMLMHCKOrO M3genus Ans AUarHoCTUKM in Vitro He [0/KHbI UCNOMb30BaTbCs ANS APYTUX Ueneid, kpome
OLEHKN €ro aHa/mTuyeckoin u (Unm) KANMHUYecKoin 3EKTUBHOCTU, €C/IM 3TUYECKME COOGpadKeHus,
MOMHOCTbLIO pasfensiemMble BCEMW WCCMeAOoBaTeNsIMM, YYaCTBYHOLWMMA B UCMbITaHUW (MCCEA0BaHUM), He
npegnonaratoT  obpatHoe  (BKAWYas  HEo6XoAMMOCTb  MHMOPMUPOBaHWST  CYyOBLEKTOB  MCMbITAHWI
(uccnepoBaHuiA) 0 pesynbTaTax TecTupoBaHus). B Takom cnydae wccnegoBartesib MpUHMMaET Ha cebsi
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NOJIHYKO OTBETCTBEHHOCTb 3a NocaeacTBnAa NHONO NCNOJIb30BaHMNA NMOJSTyYEeHHbIX AaHHbIX.

54. KnnHuko-nabopatopHble nchbiTaHus (MCCnefoBaHus) MeAULMHCKUX U3aenuii oNs AnarHoCTUKK in
Vitro HOBbIX UM 0CO60 ONacHbIX MHPEKLMOHHbIX 3aboeBaHuii IM60 peaKo BCTpevatoLwmxes 3aboneBaHuii, B
TOM 4MC/ie NPUPOLHO-04AroBbIX WHMEKUMOHHbLIX 3aboneBaHuii, MOryT NpOBOAUTLCA B 1abopaTopHbIX
YyCNOBMAX C NPYMEHEHMEM apxvBHbIX 06pasuoB W (M) 06pasuoB, MOMYYEHHbIX TFEHHO-UHXEHEPHbIM
cnocobom. B ykasaHHbIX Cflyyasx NpoOM3BOAMTE/Nlb MO COM/1ACOBaHWIO C  YMNO/IHOMOYEHHbIM OpraHoMm
rocygapctea-yfieHa nNPOBOAUT  MOCTPErucTPauMOHHbIA  KJMHUYECKUA  MOHWUTOPUHT  6e30nacHocTM  ”
3(PeKTMBHOCTM MEeAWLMHCKUX Un34enuii B COOTBETCTBMM C NpaBwWliamy MpoBeAeHNs MOHUTOPUHra
6e30nacHOCTN, kayecTBa M 3PEKTUBHOCTM MEAUUMHCKUX W3LeNuid, yTBepXgaembiMi EBpasniickoii
SKOHOMWYECKON KOMUCCUE, C ULefblo MOMyYeHUs CTaTUCTUYECKM [OCTOBEPHBbIX XapakTepucTuk KX
aHasIMTUYecKol n (Mnn) KNMHMYeckoi achhekTMBHOCTMW.

55. [1s npoBeAeHusl KIMHUKO-N1a6opaTopHOro UcnbiTaHua (MccnefoBaHns) MeAMLMHCKOTO M3aenust
0N AUarHoCTUKM in Vitro MpousBOAUTENlb WM €ro YMNOSIHOMOYEHHbI NpeacTaBuTeNls NpeAcTasiseT B
MeAMLVHCKYIO OpraHu3auuio cneaytolime AoKYMEHTbI (B c/lyyae ec/in OpuUriHasibl JOKYMEHTOB COCTAB/IEHbI
Ha MHOCTPaAHHOM £3blke, OHW MNPEACTaBNSAIOTCA C NEePeBOAOM Ha PYCCKU  A3bIK, 3aBEPEHHbIM
NPOM3BOAMTENEM UL €r0 YNOSIHOMOYEHHBLIM NpeacTaBuTesniem):

a) 3asBfIEHME O NPOBEAEHUN K/IMHWUKO-1abopaTopHOro McnbiTaHns (MccnefoBaHnsl) MeauLUMHCKOro
n3genus Ansa guarHoCTUKKM in vitro;

0) 3asB/eHME C NOATBEPXKAEHNEM TOrO, YUTO AaHHOE MeAMUMHCKOe ulgenve Ansi guarHoCTuKKM in vitro
YAOB/ETBOPSIET BCEM NPUMEHNMbIM TPEOOBaHNSAM 6€30MacHOCTU U 3PEKTUBHOCTI, UCK/THOUas Te CBOCTBa
N XapakTepuCTUKX, KOTOpble [O/DKHbI ObiTb MCCMEAOBaHbl B XOA4E K/MHUKO-1ab0paTopHbIX UCMbITaHWiA
(nccnepgoBaHuii) MEQUUUHCKOTO U3aennsa ans AnarHoCTUKK in Vitro;

B) NPOEKT nporpamMmmsl KﬂI/IHI/IKO-]'Ia60paTOpHOFO ncnblTaHnA (I/ICC}'Ie,U'OBaHMFI);

r) obpasubl (obpaseu) MeaMUMHCKOrO Wu3genusa And  AMarHocTUKM in vitro BMecTe C
NPUHAAEXHOCTAMU, HEOOXOAVMbIMW ANS NPUMEHEHUS MEeAMUUHCKOro W3Aenus Mo HasHaveHuto (npwu
Ha/IMuMn NPYHAANEXHOCTENR);

) CBeAeHusi 0 COOTBETCTBUWM MEeAMLMHCKOrO u3genmst o6LmM TpeboBaHUsIM 6Ge30nacHoOCTU 1
3(pheKTUBHOCTM MEOULMHCKMX U3AENuil, TpeboBaHMSIM K WX MapPKMPOBKE U  3KCM/yaTaluMOHHOIA
[OKYMEHTaLUN Ha HUX;

€) VHCTPYKUMSI Mo NMPUMEHEHMIO (KCN/yaTalyoHHasA JOKyMeHTalysl) Ha MeauLUMHCKoe usaenve ans
[MArHoCTUKK in Vitro ¢ NPUHaANEXHOCTAMU, HEOBXOAUMbBIMU AN NPUMEHEHUSI MEAMLIMHCKOTO M3Aenus no
HasHauYeHuo (NpU HaIMUKMU NPUHAANEXHOCTEN);

X) OOKYMeHTbl (Matepuasibl), cofepxallve pesynbTarbl COOCTBEHHbLIX WCMbITaHWIA (MCCnegoBaHuii)
Npou3BOANTENSA, B TOM YWUC/E aHaNN3 AaHHbIX NPUMEHEHUS MeUUMHCKOIO M3Aenvsa AN AMarHOCTUMKW in
vitro (npu Hannuuu);

3) pe3ynbratbl MUCMbITaHWA B LENAX YTBEPXAEHWS Tuna CpPeacTB W3MepeHuid (B OTHOLUEHWUU
MEAVNUMHCKUX W34eNniA ONa  AWMArHOCTMKM in Vitro, BK/IIOYEHHbIX B MNEpevYeHb MeAUUMHCKMX W3Oenuid,
OTHOCSILUMXCA K CPeAcTBamM M3MEPEHWd, B OTHOLIEHWM KOTOPbIX MPOBOAATCA WCNbITAHUS B LENsX
YTBEPXAEHMA TUNAa CPEACTB M3MEPEHUIA).

56. MporpaMma KAMHUKO-Ta6opaTopHbIX UCMbITaHuid (MCcnefoBaHuii) MeAvUMHCKOTO M3aenvst Ans
[MarHoCTUKM in Vitro COrNacoBbIBAETCA C MeAMLMHCKMU OpraH13aLmsvMn 1 yTBEPXAAETCS NPOU3BOANTENEM
WSIN €ro YNosIHOMOYEHHbIM NpeacTaBUTENIEM.

57. MNpu NpoBeAeHUN K/IMHMKO-1ab60paTopHbIX UCMbITaHUA (MCCneaoBaHnii) MeAULMHCKOrO W3aenusi
[N ANArHoCTVKM in Vitro ocyLecTBASIIOTCS:

a) npoueaypbl B COOTBETCTBUN C MPOrPaMMOn KNIMHMKO-/1ab0paTopHbIX NCMbITaHUA (MCCIe[oBaHuin);

0) BeAeHne oAHO3HAYHO NAEHTUMLMPYEMbIX 3anncei No oueHkKe (OYHKLMOHaNbHbIX XapakTepUCTUK,
copepXalmx Bce pesysnbratbl U3MepeHuii;
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B) OLEHKA M aHa/In3 MoJIyYeHHbIX JaHHbIX C Lefblo NoATBEPXKAEHUSI UX COOTBETCTBUSI 3asiB/IEHHbIM
XapakTepucTukam;

r) popaboTka 3KcrnsyaTauyoHHON [AOKYMeHTauuy Mpou3BOAWTENA Ha MeAMUMHCKOe wu3genue ans
ANarHocTvku in vitro No pesynsratam ucnbiTaHuii (MccrefoBaHuii) (Mpy HeobxoaAMMOCTH).

58. PesynbraTtbl UCMbITaHWi (MCCefOBaHWUii) MeAULMHCKOTO M3Zenns Ans8 AWarHoCTWKWM in vitro
CUMTaOTCs  OTpuuaTtesibHbIMM B C/lyvasix, €CNU  pesynbTaTbl  K/IMHUKO-1abopaTopHbIX — UCTbITaHWiA
(nccnepoBaHWil) MEQUUUHCKOTO W3LENVs A1 OUArHOCTUKM in vitro CBMAETENbCTBYKT O TOM, 4TO
aHanMTuyeckas u  (MNKM)  KIMHUYecKas 3(PEMEKTUBHOCTb YKA3aHHOr0O MEeOULUHCKOTO U3LeNnus Huxe
3asB/IEHHOIN NPON3BOANTENEM.

59. OTYET 0 K/MHMKO-NAaBGoPaTOPHbIX WCMbITAHWSX (MCCNefoBaHNsAX) MEAULMHCKOrO u3aenust ans
[INArHOCTUKM in Vitro O/MKeH cofiepXaTb KPUTUUYECKYHO OLIEHKY BCEX AaHHbIX, NMOTYUYEHHbIX B X0Ae UCMbITaHWi
(MccnefoBaHWi), B TOM YWCNE HEraTVBHbIX AaHHbIX. Takoi OTYeT Ao/KeH GbiTb OdiopMsieH no chopme
cornacHo

npunoxeHnio N 7, noanucaH uUccnefoBaTtensamMi U YTBEPXKAEH PYKOBOAMTENEM MEANLIMHCKON
opraHusaumu.

B cnyyae npoBegeHMs MHOTOLEHTPOBLIX K/IMHUKO-1a60paTopHbIX WCNbITAHWIA  (UCCnenoBaHuii)
MEOMLUMHCKOTO M34enmsa NS AMarHOCTMKM in Vitro COCTaBAseTcs O6LMii OTYET, KOTOPbIA OO/MKEH ObITb
nognucaH nuccnegoBarensiMn U PyKoBOAUTENAMN MEANLMHCKAX OpraHnsaunii n yTBepXaeH KoopanHaTOpOM-
nuccnegosartesiem.

MpunoxeHne N 1

K MpaBunam npoBeAeHns KITMHUYECKMX 1
KIMHWNKO-/1a60paTopHbIX UCMbITaHNI
(vccnepoBaHuii) MegULMHCKNX U3Lenia

(cdpopma)

3asABneHne Ha paspelleHne NPoBeAeHUs KITMHUYECKUX UCNbITaHWii (MccnegoBaHuii) MeaULMHCKOro
usgenus

(monHoe HanmeHoBaHMe MeANLMHCKOTO n3aenmns)

(kpaTkoe HaMMeHoBaHNe MegULUUHCKOro n3genus (Mpu Haamunm))

N or"_ " 20T

1. HameHoBaHMWe 1 apec NPOM3BOANTESS

2. Agpec mecTa Npon3BoACTBa MEANLMHCKOrO n3aenus (MponM3BOACTBEHHON NOLLLAAKM)
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3. HaumMeHoBaHMe M agpec YNo/HOMOYEHHOro MNpeacTasuTens npoussoauTens (B Ciydae Npou3BOACTBA HE Ha
TEpPUTOPUSAX rOCYAAPCTB - Y1IeHOB EBPa3niicKoro 3KOHOMMUYECKOIO COH3a)

4. damunma nms, 0T4ecTBO (NpU HanuuuK), agpec, Homepa TenedoHa 1 dakca, agpec 3/1EKTPOHHON NoYTbl (Npu
Ha/IM4KM) KOHTAKTHOrO /ML NO AaHHOMY 3asiB/IEHNIO

5. Mpwv NoBTOPHOIH Nogaye 3asiB/IeHUst N0 AaHHOMY MeAMLMHCKOMY U3Aenuio aata v Homep

npeabIayLero 3asBneHns

6. MosiHOMOuUVS HA MPOBEAEHME KIIMHUYECKMX UCTbITaHWii (MccefoBaHuit)

7. MNepvoa BpemMeH NPoBeAeHUs KITMHUYECKMX UCTIbITaHWi

8. [laHHble 06 nccnegoBarensix, KOopamHaTope-ucciegosatesne (MPU HaIMuMn)

(9.1N.0. (npy HanMumm), mecto paboTbl, AO/MKHOCTb, HAYYHas cTeneHb (Npy HaNn4nK))

9. WNaeHTudmKauuss 1 onucaHue WCCMeayemMoro MeAULMHCKOTO W3Aenus, BK/oyasl nepeyveHb WCTMOSIHEeHUA,
KOHDUIypaumii v NPUHaAIeXHOCTEN, Ha KOTOpble PAcMPOCTPAHATCA pe3ysibTarbl

ncnbITaHnin

10. HasHaueHVe MeANLNHCKOTO U3aenus

11. Knacc noTeHumasibHoOro pucka npumMmeHeHns

12. Kop BUAa B COOTBETCTBUM C HOMEHKNATYPOI MEAMLMHCKUX WU3Aenuii, NpuMeHsiemMoil B pamkax EBpasuiickoro
3KOHOMMYECKOTO COoto3a

13. Llenu n runoTesbl KNIMHUYECKOTo UCMbITaHNA
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14. KonnyecTBO Cy6bEKTOB UCNbITaHWi (MCCefoBaHuiA)

15. KonnyecTtso 3K3eMmn/IspoB nccrefyemMoro meguumnHcKoro nsgenmns

16. MeguumHcKass opraHusaums NPoOBeAEeHMsT MCNbITaHUA (MCcnefoBaHuil) € yKasaHMeM agpeca, HOMepoB
TenechoHa 1 gpakca, a Takke agpeca 3/1eKTPOHHON NoYTbl (MPY HaNNYMK)

Moanucb pyKoBOAMTENS OpraHu3auuy NPon3BOACTBA MW YNOTHOMOYEHHOTO NPeACTaBUTESS:

(9.1N.0. (npy HanMumm), MecTo paboTbl, AO/MKHOCTb)

MNoanuce 3aasutens:

(9.1.0. (npn HanIMumKM), MecTo pabOoTbl, AO/MKHOCTb)

MepeyeHb npunaraeMbiX JOKYMEHTOB:

1) nporpammMa KIMHAYECKUX UCTIbITaHU (MCCeaoBaHuii);

2) ...

Mpunoxexne N 2

K MNpaBunam npoBeAeHWs KITMHNYECKMX 1
KNIMHMKO-N1ab0paTOPHbIX UCMbITAHWIA
(nccnepoBaHunin) MegUUMHCKUX U34enuia

TpeGoBaHUs K coAepXaHUIO OpOoLLOPbI UCcriegoBaTesnia 0 MeAULMHCKOM nsgenuu (Kpome
MeAVLMHCKUX U3genuii Ans ANarHocTUKK in vitro)

l. O6wee onucaHue MeAULMHCKOIO U3aenus
1. Bpouwtopa wuccnepoBaTens A0/MKHA COAEPXaTb Creaylowyl VMHGOPMaUMilo C  onucaHuem
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MeANLMHCKOro U3aenuns:

a) HaMmeHOoBaHue MeAULMHCKOro U3aenus;

6) o6Llee onvcaHne 1 Ha3HavYeHne MegULMHCKOTO U3Lenus;

B) MHdopMaLus, no3BonAwwas MaeHTUPUUMPOBaTL MeAVLUMHCKOe u3fdenue, B TOM 4YuCne HoMmep
MOZE/NV, BK/oHasi HOMEP UCNosHeHNs (Mogndmkaumm) (MPY HaIMYMK) U CCbITKY Ha MAEHTUULNPYOLLNI

HOMeEp mMoaenu;

r BWA MEOUUMHCKOrO W3AEeNnMs B COOTBETCTBMM C HOMEHKIATYPOi MeaMLMHCKUX n3denwii,
NpPUMeEHSIEMOI B paMkax EBpa3ninicKoro 3KkOHOMMUYECKOr0 CO3a;

) nHdhopmaums 0 NnpeaHa3HauYeHHbIX NONb30BaTESNSAX;

€) NPUHLMNbI AeCTBMSA MeANLMHCKOTO U3LENNS;

X) KIacc pucka M npuYMeHVMble KnaccudvKauMoHHble MnpaBuia B COOTBETCTBMM C MpaBuiamu
Knaccugmkaumn MeguUMHCKMX W3LeIMA B 3aBUCUMMOCTM  OT MOTEHUMasIbHOTO  pucka MpUMEHEHUS,
yTBEPXAaeMbiMn EBpasninickoii 3KOHOMNYECKO KOMUCCUEN;

3) onMcaHne HOBbIX CBOWCTB 1 XapakTepUCTUK MEANLMNHCKOrO N3AEeNus;

N) onucaHue MpUHAAMEXHOCTER, APYrMX MEeOUUMHCKUX W3AeNUid U WU3Oennin, He SBMASHLLMUXCS
MEANLUMHCKUMU, HO MPEedyCMOTPEHHbIX A1 NCNO/b30BaHMs B KOMOMHALMN C UcCNenyemMbiM MeguLMHCKUM

n3gennem;

K) onuMcaHume un (UNK) nepeyeHb BO3MOXHbIX WCMOMHEHM (KOHMUrypauuii) mnccnegyemoro
MeAMLMHCKOro n3genus;

n) obliee onncaHne OCHOBHBIX (PYHKLMOHA/IbHBIX 3/IEMEHTOB, BK/tOUas Avarpammbl, dootorpacmm un
PVICYHKM, [EMOHCTPUPYHOLLME OCHOBHbIE YacTU (KOMMOHEHTLI) MEAULMHCKOrO W3AENNs U BKYawwye B
cebsi NOSICHUTENbHbIE HAANWCK, AOCTATOUHbIE A8 NOHMMAaHWs guarpamm, poTorpacguii U puCyHKOB;

M) onvcaHue MaTepuasioB, BCTyNnawWyx B HENOCPEACTBEHHLIN WM ONOCPefoBaHHbI KOHTaKT C
TEe/IoM YesioBeka.

Il. MpyumeHeHne meANLMHCKOIoO Usaenus

2. bpowtopa wvccneposatens p[o/hkHa cofepXaTb Crefylowylo MHopMauuio O NpUMeHeHUU
MeAMLMHCKOro n3genus:

a) HasHayeHne MegULMHCKOTO U3Le/nus;

6) MHCTPYKLUMM MO MOHTaXy (BBOAY B 3KCMyaTaLlmio);

B) MHCTPYKLMS MO NPUMEHEHMIO, BK/IOYas YC/I0BUS TPAHCNOPTUPOBKM U XPaHEHNS.

lll. CBegeHuA 06 UcnbITaHUAX MeOULNHCKOro nspenus

3. Bpouwopa uccnepoBatens AO/MKHA coAepxaTb C/eayoLwyo NHopMaLmio 0 NPoBEeAEHHbIX paHee
UCNbITAHMAX MeAULMHCKOIo N3aenusa:

a) pesy/nbTaTbl AOKNHUYECKMX NCCEA0BaHUIA 1 UCTIbITAHWIA;

6) nMerwneca KIMHnN4YeCckne gaHHble, B TOM Yncne:

[JaHHble Hay4yHOW NuTepaTypbl OTHOCWTENIbHO KOHCTPYKUMM, 6e3onacHocTu, 3hheKTUBHOCTY U
Ha3HaAYEeHNs1 aHaIOTNYHBIX UM KBUBANEHTHBIX MEAULMHCKUX U3AENNIA;

OaHHble Hay4yHOI NuTepaTtypbl OTHOCUTENIbHO KOHCTPYKUMK, 6Ge3onacHocTh, 3dEKTMBHOCTN U
HasHauyeHNs1 aHa/TIOTMYHbIX MW 3KBUBAIEHTHbLIX MEAULMHCKUX M34enuii TOro e Npou3BoAMTeNs, BK4Yas
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[laHHble O BpPEMEHU UX 06pallleHUsl Ha pbiHKEe, a Takke CBeAeHusi 060 BCEX BbISIBMEHHLIX NPoGreMax ¢
6e30MacHOCTbI0 1 3PEKTUBHOCTLIO W NPEANPUHSTLIX KOPPEKTUPYIOLLMX AeACTBUSIX;

B) pesy/ibTaThl aHaM3a pUCKOB, CBEAEHUS 0 MOBOYHbIX 3dIEKTAX U NMPOTUBOMNOKA3AHUSIX;

r) nepeyeHb BO3MOXHbIX HEGMAronpUATHbLIX COBLITUIA (MHLMAEHTOB) N HEGNAroNnpPUATHbLIX BO34ENCTBUI
MeOMLUMHCKOTO U3aenus;

[) nepeyeHb CTaHAapTOB, MPUMEHSIEMbIX B NMO/THOM 06bLEME UM YACTUYHO.
MpunoxeHne N 3
K MpaBunam npoBefeHNs KIMHUYECKNX 1

KNIMHUKO-N1a60paToOpHbIX UCTMbITaHW
(nccnepgoBaHuii) MeQUUMHCKUX M30ennii

Tpe6oBaHUS K COAEPXKAHUIO TEXHUYECKOTOo chaiinia Ha MeaULMHCKoe n3genuve (Kpome MegULMHCKNUX
vu3penuii aAnsa QUarHOCTUKM in vitro)

I. OGLee onucaHne MegULMHCKOro nsgenus
1. TexHnyecknii oaitn QO/MKEH codepXaTb CreaylLwy MHopMauuio ¢ onMcaHmeM MeaMLMHCKOro
n3genus:
a) HaMMeHOoBaHWe MeANLMHCKOro N3aenus;

6) o6Llee onvucaHne 1 Ha3HavYeHne MegULMHCKOTO U3Lenus;

B) VMH(OpMaLMsi, NMO3BOMSOWAA UAEHTU(ULMPOBATL MeAVLMHCKOe U3AeNve, B TOM YWCNE HOMEp
MOZE/NV, BK/oUasi HOMEpP UCMOSTHEHWS (MPU HANMYMK) U CCbIIKY Ha UAEHTMULMPYIOLWLUI HOMEP MOAENU;

r BWA MEOUUMHCKOTO W3A4EeNnMs B COOTBETCTBMM C HOMEHKIATYpOi MeaMLMHCKUX n3aenwii,
NpPUMEHSIEMO B paMkax EBpa3nincKoro 3kOHOMMUYECKOr0 CO3a;

[) NpefHa3Ha4YeHHble NO/Ib30BaTENM;

€) NPUHUMNbI AeNCTBMSA MEANLIMHCKOTrO N3aenus;

X) Kfacc MOTEHUMA/IbHOTO pucka MPUMEHEHUS M MPUMEHMMbIE KnaccudmkaunoHHble npasuna B
COOTBETCTBUM C MpaBwWiaMu Knaccudmkauum MeauuMHCKUX U34eNnii B 3aBMCMMOCTU OT MOTEHLMasIbHOIOo
puycKa NPUMEHEHNS, YTBEPXAAEMbIMU EBpa3niickoii 3KOHOMMYECKOR KOMUCCHEIR;

3) 0O6BSICHEHME CBOWCTB M XapaKTePUCTUK MEANLMHCKOTO U3AENUS;

n) onucaHue MpUHAAMIEXHOCTENR, APYrMX MEeOUUMHCKUX W3AeNnii u W3Oenunin, He SBMASHOLMUXCS
MEAVNUMHCKUMU, HO MNPeAyCMOTPEHHbIX A1 UCMOMb30BaHUSI B KOMOMHAUMM C paccmaTpuvBaeMbiM

MEAULMHCKUM U3aennem;

K) onucaHue U (WM) MepeyeHb BO3MOXHbIX WCNOAHEHWU (KOHQMrypauuin) paccmaTpyvBaemoro
MeAMLMHCKOro n3genus;

n) obliee onucaHne OCHOBHbIX (PYHKLIMOHA/bHBIX 3/IEMEHTOB (Avarpammbl, hoTorpacmm U prucyHku,
[LEMOHCTPUPYIOLLME OCHOBHbIE 4YacTU (KOMMOHEHTbI) MEAMLMHCKOTO UW3Aenvs, Bkvawwye B cebs
NOSICHALLME HAANVCY K auarpaMmmam, hoTtorpadpusiv u pucyHkam);

M) onvcaHue MaTepuasioB, BCTyNawWyX B HENOCPEACTBEHHLIN WM ONOCPEeAOBaHHbIA KOHTaKT C
TEesIoM YesioBeka.

Il. OnucaHne meaULUNHCKOro usgenus
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2. TexHn4yeckunin dhann go/mKeH cogepxatb NepeyeHb OCHOBHbIX XapakTePUCTUK, pasMepoB 1 yKasaHui
no aKcnayatauuy MeauLMHCKOTO W34Eennsl, ero UCMOMIHEHWIA N NPUHAANEXHOCTEN, KOTopble MMEeHTCs B
TEXHUYECKOW [AOKyMeHTauMnm MeguLMHCKOTO W3genus v Apyrux marepuasnax, [AO0CTYMHbIX KOHEYHOMY
no/sib30BaTesito, a Takke NepevyeHb NPUMEHSIEMbIX NPOM3BOAMTENEM CTaHAapPTOB.

lll. Ccbinika Ha Nofo6GHbIEe U Npeablaywme MoguduKaLunm MegULMHCKOTO U3genus
3. B cnyvae wucnonb3oBaHus MHgOpMaUMM O MOAOGHBLIX WAN  NPeablaywmux  Moamdmkaumsax
MEAMUMHCKOrO M3denua [Ana [gokKasaTenibCTBa COOTBETCTBUSI 0OWMM TpeboBaHMsM 6e30macHoCTM U
30(hEeKTMBHOCTM  MEAMUMHCKUX  U3OENWNA, TpebGoBaHMSM K WX MapKApPOBKE W  3KCM/yaTalMOHHO
OOKYMEHTaUMM Ha HUX, YyTBepXxaaembiM EBpasmiickoil 3KOHOMWYECKOR komuccuen (ganee - obuipe
TpeboBaHusl), TEXHUYECKUIA thaiin AO0/MKEH coaepXaTb KpaTkoe onncaHue:;

a) NpeablayLyx MoaudUKaLmii paccMaTpUBaeMoro MeauLMHCKOTO U3aenvs (Npy Hanuuum);

6) NoAOO6HLIX MOAMMMKALMA MEONLUUHCKUX U34eNnii, HaxogsaWwmMxcs B o6paweHun B pamKax
EBpasniickoro 3KOHOMMYECKOro COK3a U Ha MeXAyHapOAHbIX PbIHKaX.

IV. ConpoBoguTtenbHas uHpopmauus
4. TexHnyeckuin chainn JO/MKEH coaepxaTb:

a) AaHHble 0 MaPKMPOBKE MEAMLIMHCKOrO N3e/nsi U ero YnakoBKM (NMPOeKTbl MapKUPOBKN);

6) NHCTPYKUMIO MO NPUMEHEHWNIO (3KCM/TyaTauMOHHYI0 AOKYMEHTaLNI0) MeANLMHCKOro n3aenus.

V. MpoeKkTupoBaHue 1 pa3padéoTka MegULMHCKOTro usgenus
5. TexHuueckuii paiin [o/mKEH codepxaTb WMHAOPMaLUMIo, MO3BOJISLWYI0 MNONyYnTb 06Lee
npeacTaB/ieHne 06 OCHOBHbIX CTafusxX MPOEKTUPOBAHMSA pPacCMaTpUBaEMOro MEAMLMHCKOrO W3Oenus.
[JaHHas nHhopmauusi MOXeT ObITb NpeAcTaB/ieHa B BUAE 6/10K-CXeMbl MPOLLECCOB.

VI. NpousBogCTBEHHbIE NMpPoLecchl
6. TexHu4yeckuin paiin [o/mKeH cogepkatb WHGOpMaLMio, MNO3BOMSAOLWYI0 MNOMy4YnMTb 06uee
npeAcTas/ieHne 0 NPON3BOACTBEHHbIX Npoueccax. [JaHHas uHdopmauns MOXeT ObiTb NpeacTaB/eHa B BUae
6N10K-CXeMbl MpPOLECCOB, Aarwlleii oblee npeacTaBneHne O MNPOM3BOACTBE, COOPKE, 3aKMHUMTENbHbIX
UCMbITAHUAX MEAMLIMHCKOTO U3ENUSA U OKOHYaTesIbHOM yNakoBKe roTOBOro MeANLIMHCKOro U3aenus.

VII. NMpon3BoAcCcTBeHHbIe NOLWaaKN
7. B TexHunyeckoM dpaiinie fosmkHbl ObiTb UAEHTUMLMPOBaHbI MPOU3BOACTBEHHbLIE M/IOWAAKN, Ha
KOTOPbIX OCYLLEeCTB/AeTcA MNPOU3BOACTBEHHAA [AeATeNbHOCTbL MO paccMmaTpMBaemMoMy MeaUuLUHCKOMY
nsgenno. Ecnn gna gaHHbIX NOWAanoK UMEKTCS cepTudprkaTbl CUCTEMbl MEHEeMKMEHTa KavecTBa Wan
PaBHOLIEHHbIE AOKYMEHTbI, TO NX KOMUW AOMKHbI ObITb MPUMIOXKEHbLI K TEXHUYECKOMY dhaliny.

VIIl. CBegeHus 0 COOTBETCTBUM OGLMM TPeGOBaHUAM
8. TexHn4yeckuin dhain Ao/HKEH BK/IKOUaTb B Ce05 CBEAEHMS O COOTBETCTBMM OOLUMM TPEOGOBaAHUSM.

IX. Pe3ynbrartbl aHa/iM3a 1 ynpaB/ieHUA PUCKOM
9. TexHumueckuii haitn OO/MKEH coaepXaTb KpaTKUil NepevyeHb PUCKOB, WAEHTUAULMPOBAHHBLIX B
npowecce aHanmMsa pucka, U onucaHue cnocoboB yNpaBfeHUs 3TUMW PUCKaMU B LENSAX CHUXEHMA UX 00
[0MYyCTYMOrO YPOBHS.

X. fleATenbHOCTb MO Bepudukaumm n Banmgauum
10. TexHnyecknii haiin OMKEH codepXaTb Crieayolme CBeAeHNs U AOKYMEHTbI N0 Bepudmkaumm un
Ba/MaaLnm, KOTOpble UCMOb30Ba/IUCH A1 foKa3aTe/bCTBa COOTBETCTBMSA MEAMULMHCKOTO U3aenms o6Lwmm
TpeboBaHWsiM (B TOM YMC/IEe NO NPUMEHNMOCTIN 06LLIMX TPeboBaHU):
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a) pe3ynbTaTbl UCMbITAHUI B UCMbITaTENbHbLIX NabopaTopusix (LeHTpax);

6) pe3ynbraTbl NabopaTopHbIX U (M1K) 3aBOACKNX UCNbITaHWIA, B TOM Y1C/ie pe3ysbTaTbl UCNbITaHuii B
YCNOBUAX, UMUTUPYHOLLIMX SKCM/TyaTalMOHHbIE;

B) pe3ynbTathl /1a60paToOpHLIX WCMbITAHUA HA >KMBOTHLIX A/1S MOATBEPXAEHWUS NPaBU/ILHOCTY
KOHLEMNLUM rOTOBOr0 MEAULMHCKOIO U3AeNus;

r Aeknapauum COOTBETCTBUS CTaHAapTam W3 MNepedvHs CTaH4apToB, B pesysibrate NpUMEHeHus
KOTOpbIX Ha AO6GPOBOJILHOV OCHOBE MOIHOCTLIO WM/IM YACTUYHO OGecrnedvnBaeTcs CObNAeHNe COOTBETCTBUS
MeAMLMHCKOro n3aenus oMM TpeboBaHnsM;

0) Aexknapauum COOTBETCTBUSA CTaHAapTaMm, KOTOpble HE BK/YEHbl B yKasaHHbI B nognyHkTe "r"
HaCTOSALLEro NyHKTa nepeyeHs, ¢ 060CHOBaHNEM NX MPUMEHEHUS;

€) 0630p ONy6/IMKOBAHHbIX IMTEPATYPHbIX MCTOUYHUKOB KacaTeslbHO paccMaTpuBaeMoro MeauLMHCKOro
U3Aenust Un NoA0GHLIX MEANLMHCKNX N3AENNIA.

11. TexHuueckunin doaiin [O/MKEH COAePXaTb:
a) cBeeHus 0 6UOI0rMYECKOn COBMECTUMOCTH;

6) cBefleHMs1 O NeKapCTBEHHbIX CPEACTBAaX, BXOASLIMX B COCTAB paccMaTpyBaemMoro mMeauLvMHCKOro
nsgenus;

B) CBeAeHMa 0 Buonornyeckoin 6e3onacHOCTU MeAUUMHCKMX U3AenuiA, BKAUatoWmMX B cebsi KNeTku,
TKaHW WM UX NPOU3BOAHbIE, B3SITbIE Y YE/TOBEKA NN XXMBOTHbIX;

r) CBEAEHUS 0 MeToflax CTEPUN3aLIMK;

,q) cBeageHnAa o Bepl/l(]bI/IKaLl,I/II/I n Baimgaumm nporpamMmmHOro obecneyeHus npn npoeKkTnposaHnmn
MEeANLNHCKOIo n3gennsa;

€) oT4eT 06 060CHOBAHUN KITMHNYECKOW 3DEKTUBHOCTA 1 6E30NACHOCTN MEANLIMHCKOTO U34ENus.

12. V3noxeHue pe3ynbTaTtoB MNPOBEAEHHbIX KAUHUYECKUX WCMblTaHWiA (UCCneaoBaHuin), Kpome
BbIBOAOB, A0/MKHbI BK/1lOYATb B CEGSI NPOTOKO/bI UCMbITaHWIA (MCCNeaoBaHnil) B NOIHOM 06beme.

13. TexHuueckuii pailn [go/mKeH cofepXaTb MepeyeHb BCEX MaTepuasioB, HaxoAsLMXcs B
HenocpeacTBEHHOM WM OMOCPEAOBAHHOM KOHTaKTe C OpraHW3MOM nauveHTa, ecivm Afis Toro, YTo6bl
oxapakTepu3oBaTb (U3NYECKME, XUMUYECKUE, TOKCUKOMOTUYECKME W GUOSOTMYECKME XapaKTepPUCTUKU
maTtepuana, HeobxoA¥MO B COOTBETCTBMM C pe3y/ibTaTtamy aHasv3a PUCKOB MPOBECTM  UCMbITAHUA
GVI0/TOrMYECKOi COBMECTUMOCTU. B TexHuyeckuii (paiin cnepyeT BKIOUUTL MOAPOGHYI MHopMauuio o
MPOBEAEHHBIX WCMbITAHWSX, MPUMEHEHHbIX CTaHZapTax, NPOTOKOMAaX WCMbITAHWA, aHa/n3 MoJsTyYeHHbIX
[aHHBIX U KPaTKOE U3MI0XKEHUE Pe3y/ibTaToB UCTbITaHUIA.

14. Ecnn meguuUMHCKOE M3aenne BKIKOYAET B Ce6S IeKapCTBEHHbIE CPeAcTBa, TO TEXHUYECKUIA daiin
JO/MKEH cofepXaTb NoApob6HYH MHpopMauuio O MNPUMEHSIEMbIX NIEKAPCTBEHHbLIX CpeAcTBax, WX
npoussogutene (NPov3BOAUTENSX), MPUUMHE BK/IKYEHMS B MeAWUMHCKOEe un3genune, 6e30nmacHoCTU
NPUMEHEHNA U MEXaHn3Me AEeCTBMA B COCTaBe U3Aenvs npu npeaycMOTPEHHOM NPUMEHEHUU, JOKYMEHT,
NnoATBEPXAAOLWNIA PErncTpaLmnio f1eKkapCTBEHHOTO CPeACTBa B CTpaHe - Npou3BoAMTeNne f1ekapCTBEHHOIO
cpeacTea.

15. TexHuueckuin dpaiin [O/MKEH cofepxaTb MepevyeHb BCEX MaTepuasioB >KMBOTHOTO WA
4efIoBeYeCcKOro NPOUCXOXAEHWS, UCMOMNb30BaHHbIX B MEAMLUMHCKOM u3genuu. TexHuueckuin dpaiin gosmkeH
cofiepxarb NoApobHy0 MHOPMaLUIo 06 aTUX Matepuanax, OTHOCALLYIOCS K BbIGOPY UCTOYHUKOB (4OHOPOB),
B3ATUIO NP06, 06paboTKe, XpaHEHWUIO, UCCMIEA0BaHNI0 U 06paLLEeHN0 C TKaHAMU, KeTKaMu 1 BellecTBaMm
XXMBOTHOTO /1M 4E/10BEYECKOro NPOUCXOXAEHNS.

B TexHuueckuii haitn cnefyeT Takke BKIYaTb pesynbTaThl BaiMgaumm npouecca, NogTeepxaatowme
Ha/iMume npPOM3BOACTBEHHbLIX NPOLEAYP, MWUHUMU3MPYIOLMX 6GUMOMOrMYeckMe puCckM, B 4YaCTHOCTU B
OTHOLLIEHUWN BUPYCOB 1 ApYrux Bo3dyauteneii 60nesHe.
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Takke cnepyeT BK/OYaTb ONUCaHWE CUCTEMbI XpaHeHus 3anucei, I'IOSBOI'IFIIOLLI,GVI OCYyLLEeCTBNATb
npocnexmBaemMocCTb OT ICTOYHUKOB MaTtepuasioB A0 rotoBoro MmegmunHCKOro n3gesnns.

16. B cnyyae ecnv MeAMUMHCKOE WU3[eNve NMOCTaBMSeTCA B CTEPWILHOM BUAE, TEXHUUECKUIA chaiin
[JO/MKEH coAepXaTb CBEAEHVWS O Ba/mjauuy npouecca cTepunmusauun (BKIYas WCMbITaHWS  Ha
GVO/TIOTMYECKYID  HarpysKy, Ha/iMuMe TMWPOreHHbIX BELUECTB, Ha/MuME OCTATOYHOrO  KO/IMYecTBa
CTEpUIN3YIOLLET0 BELLECTBA) U 0 BasiMAaLmm NpoLecca ynakoBblBaHWs. VIH(opMaLmsi 0 Bannaauum gomkHa
BK/IlOUATb B Ce6Sl NPUMEHEHHbI METOZ, AOCTUMHYTHLIN YPOBEHb 06ECNeUeHNs CTEPUSIBHOCTU, NPUMEHEHHbIE
CTaHZapTbl, NPOTOKOM CTepun3aumu, paspaboTaHHblli B COOTBETCTBUM C 3TUMK CTaHZapTamu, U KpaTkoe
N3/I0KEHWE NOJYYEHHBIX PE3Y/LTaToB.

17. TexHunyeckuin thaiin A0MKEH coaepXaTb CBEAEeHUs O Mpouecce MPOeKTUPOBaHUSA U pa3pabdboTku
nporpaMmMHOro obecneyeHnss M BaMgauunm MpPorpaMMHOro ob6ecneyeHnsi, MCMosib3yeMoro B TOTOBOM
MeAULUMHCKOM U3aenun. YkasaHHash WHopmauus BK/IOYAeT B Cebs KpaTKoe W3NOXeHMEe pe3ys/ibTaTtoB
OeATeNbHOCTM N0 Bepudmkauun, Banugaumm 1 pesynstatoB UCMbITaHWi, BbINOIHEHHBIX B OpraHv3auuu-
npov3BoguTene, a TakkKe CBEAEHMS O BCEX MWMEWLNXCA KOHGUrypaumsix annapaTtHbiX CpeacTtB WU
OnepaunoHHbIX CUCTEMAX, MAEHTUULMPOBAHHbIX B CONPOBOAMTE/bHOM AOKYMEHTALNN.

18. TexHuyeckuidi cpaiin [o/mKeH cogepxaTb WHOPMaUMI0 O MNPOBEAEHHbIX MCCeA0BaHUsAX Ha
XUBOTHBIX 4/151 NOATBEPXAEHNS COOTBETCTBUSA 06LWMM TpeboBaHusM (Npu Hanmuum). B TexHuyeckoMm chaiine
LO/MKHbI BbITh ONMCaHbl LENN YKa3aHHbIX UCCef0BaHNi, METOLO/OMMSI, PE3Y/IbTaTbl, aHA/IN3 U 3aK/THOUEHUS.

MpunoxeHne N 4

K Mpasunam npoBeaeHns KIMHNYECKMX 1
K/IMHUKO-N1a60paTOPHbIX UCTbITaHNI
(ccnepoBaHuii) MegULMHCKNX U3LEenia

Tp66OBaHVIﬂ K cogepXaHuio nporpamMmmMbl KIIMHUYECKOro ucnbitaHusa (I/ICCHEAOB&HI/IH) MeaAULUUNHCKOro
mn3genva

I. OGLee onucaHne MegULMHCKOro nsgenus
1. TMporpamMmma K/VHWUYECKOTO WCMbITaHUs (MCCnefoBaHus) [O/MKHA codepxarb  Chefyowyto
WHhopMaLMIO C ONncaHMeM MeAULIMHCKOro U3Lenns:

a) HanMeHOoBaHne MeauLMHCKOro N3aenuna,

6) npon3BoAMTEsb U YOTHOMOYEHHbIV NpeAcTaBUTE b MEeAMLMHCKOTO U3AENUs C yKazaHUeM afpeca,
HoMmepa TenedgioHa, 3MEeKTPOHHON NOYThI 1 KOHTAKTHOTO NIMLA;

B) 06LLiee onncaHne n HasHa4eHne MeanLMHCKOro N3aenus;
I vHdopmaumsl, no3BonsWas UAEHTUPULMPOBATL MeAULMHCKOe WM3genve, B TOM 4YMC/Ie HOMep
MoAenu, BKNYas HoMmep ncnonHeHmsa (mogudomkaumm) (Npyv HaNM4YMM) UAK CCbINIKY Ha AEHTUOULMPYIOLLWIA

HOMep MoAaenu;

4) BUA4 MeOMUMHCKOTO MW34enns B COOTBETCTBMU C HOMEHKIATYPOA MEeAULMHCKAX U3LEeNUi,
npuMeHsIeMoi B paMkax EBpa3niickoro SkoHOMUYECKOro coH3a,;

E) rpynna nayneHToB M MeguuunHCKMe nokasaHud, AOJ714 KOTOPbIX npeaHasHa4eHO MeauunHCKoe
n3genune;

) Ha3HaYeHne MeaULIMHCKOTO N3aenusi;
3) K/lacc pucka 1 NprMeHUMble KnaccuduKalMoHHbIE NpaBu/ia CorflacHo npaBuiamM Kiaccudmkaumum

MEAVNUMHCKUX W3OENUA B 3aBUCMMOCTM OT MOTEHUMa/IbHOTO puUCKa MPUMEHEHUS, YTBEPXAaeMbIM
EBpasuninckoin 3koHOMUYECKO KOMUCCUEN;
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1) 06BbSICHEHME HOBbIX CBOMCTB U XapaKTepuUCTMK MegULUHCKOTO U3aenus;

K) onvMcaHue TOro, Kak A0CTUraeTcsl NPOCNeXmnBaeMocTb BO BPEMS U NOC/1e NPOBEAEHNS KTMHUYECKOTO
ucnbiTaHusa (MccnegoBaHUsl) MeauMUMHCKOro m3gennst (C MOMOLLbI MPUCBOEHUSI HOMepa cepun, Homepa
napTun, 3aBOACKNX CEPUINHBIX HOMEPOB N/ MHBIM CMOCOGOM);

N) CBeAEeHNs1 0 maTepuasnax, KOHTaKTMPYHLLMX C OPraHM3MOM YE/I0BEKa,;

M) CBEAEHMS O KOHTPO/IbHbIX MEANLIMHCKMX N3aennsX.

Il. LaHHbIEe O K/IMHUYECKOM UCTbITaHUU (MCcnefoBaHNN) MEAULIMHCKOTO u3aenus

2. MporpaMMa K/IMHUYECKOro UcnbiTaHns (MccnegoBaHnsl) MeAULIMHCKOTO U34enns Ao/MKHA CoAepXaTb

cnepyoLyro nHhopmaLmio 0 Npoueaype KAMHUYECKOrO UCTbITaHns (MccnegoBaHmns):

a) HanmeHoBaHNe n I/IAEHTI/I(*)I/IKB.LI'MOHHI:IG OaHHbIE KJTMHNYECKOTo UCNbITaHUA (I/ICCI'Ie,CI.OBaHI/Iﬂ);

6) agpec ¥ HavMeHOBaHWe MeOMLMHCKON opraHusauuv, NpoBOASALLEN KAMHWYECKUE WCNbITaHUs
(nccneposanus);

B) AaHHble 06 uvccrepoBatensx, KoopauHatope-uccrnegosarene (MpU HaMuMKU) M UCMbITATENBHOM
opraHmsauuu;

) onucaHue creunasibHbIX XUPYPruYecknx W Apyrux MeaMLMHCKUX nNpouedyp, CBsi3aHHbIX C
MCMo/Ib30BaHNEM MeANLMHCKOro n3aenus;

,CI') Tpe6OBaHI/IFI K OnbITy N 06y'~|eH|/no MEeANUNHCKMX cneunasinCToB;
E) onucaHmne p,|/|3a|7|Ha KJTMHNYECKOIro ncnbltTaHna (I/ICCI'Ie,qOBaHI/IFI);

X) onmcaHne pUCKOB W NOJb3bl MPUMEHEHUA MEAULMHCKOrO U3fenus npu npoBefeHnn KNMHUYEeCcKoro
ucnbiTaHua (MccnenoBaHus);

3) onucaHue YCoBWiA AN1s NPOBEAEHMSI K/IMHUYECKOrO UCTbITaHUA (MccnefoBaHus), onpeseneHHbIX
NpPOU3BOAMUTENEM,;

N) onucaHue MpUHAAIEXHOCTEN, APYrMX MEeOQUUMHCKUX W3AeNUiA U WU3OeNnil, He SBMSHLMUXCS
MEeANLMHCKUMU, HO NPeAyCMOTPEHHBIX A4J151 UCMOSIb30BaHNs B KOMOUHaLUK C MEANLUHCKUM U34EeNNEM;

K) Liesin 1 runoTesbl KIMHUYECKOro UCTbITaHns (UCC/iefoBaHns);

) BbI6OP CYyOBLEKTOB KNIMHNYECKMX UCTIbITAHW (MCCnefoBaHuii), B TOM YAC/E UX KOIMYECTBO;
M) KO/IMYECTBO MCMOMb3yeMbIX NCCeayeMbiX MEANLUHCKUX n3gennii (C 060CHOBaHEM);

H) onMcaHue npoueayp KIMHUYECKUX UCTIbITaHWIA (MccnefoBaHuin;

0) MAaH MOHMTOPWHIA B XOAE K/AMHMYECKUX WCMbITAaHUA (MCccnefoBaHUin) € yKasaHMeM 4acToThbl
noceLeHunii, KonmyecTsa MOHUTOPOB U UX KOHTAKTOB;

I'I) CTaTUCTUYECKNE METOAbl aHauTn3a AaHHbIX;

p) npouecc MoNyyYeHuss WH(OPMUPOBAHHOIO COMlacusi CyObEKTOB K/IMHUYECKUX UCMbITaHWIA
(nccnepoBaHuin);

C) OnucaHne 3TUYECKMX ACMEKTOB K/IMHUYECKOTO MUCMbITaHUs (MCCnefoBaHNs), BK/KUAs WHTEPECHI
YS3BUMbIX CyGbEKTOB K/TMHUYECKOTO UCMbITaHUS (MCCNeoBaHusl).

MpunoxeHne N 5

K MpaBunam npoBefeHNs KNIMHUYECKUX U
KNIMHUKO-11a60paToOpPHbIX UCTbITaHW
(nccnepgoBaHnin) MeQUUMHCKUX M30ennii
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POPMA
oTyeTa O KJINHN4YeCKOM ucnbiTaHnn (I/ICCH&AOB&HI/IM) MeaAuLUMNHCKOro nsaennsa

YTBEPXOAKO

(pykoBogmnTeib MEANLMHCKOW OpraHn3aumm, hamnans, ums,
0T4YecTBO, NoAnuch (koopanHaTop-uccnefoBarens, aMmunns,
UMS1, OTYECTBO, NOAMUCH - B C/ly4ae MHOMOLEHTPOBbIX
UCMbITaHWi))

OTUET
0 KMMHUYECKOM UCMbITaHU (MCccrefoBaHnmn) MeauLMHCKOro n3aenust

(HaMmeHoBaHVe MEAULMHCKOTO U3aenus)

N or" " 20 r

1. CocTtaBneH

(HameHoBaHWe 1 aapec MeaULHCKOW opraHmsauum)

2. MosHoMouUMs HA NPOBEAEHME KIIMHUYECKOTO MCTbITaHus (MCCnefoBaHust)

3. Pa3pelueHne Ha nNpoBefeHre KMHNYECKOTO UCTIbITaHNA (UCCnefoBaHns)

4. MNepviog, NPOBEAEHUS KIIMHUYECKOTO UCMbITaHUs (MCCnefoBaHust)

5. HaumeHoBaHve 1 agpec npovssogutens

6. Agpec MecTa NpoV3BOACTBA MEAULIMHCKOIO n3aenus (MpoM3BOACTBEHHO NioLaakm)

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT



O lNpaBwnax NPoBEAEHNS KIIMHUYECKNX U KNMHUKO-NabopaTopHbIX UCMbITaHui (MccnefoBaHunii) MeauUMHCKNX n3gennin (C SMeHeHnsIMn
Ha 24 pekabpsa 2021 roga)
PeweHue Cosema ESK om 12.02.2016 N 29

CrtpaHuua 28

7. HaumeHoBaHve W agpec YmnoSHOMOYEHHOTO MpefcTaBuTeNst npov3BoguTens (478 nNpousBoavTenein TpeTbux
CTpaH)

8. [laHHble 06 nccnegoBarensix

(chamunus, nms, oT4ecTBO (NPU HaNU4YMK), MecTo paboTbl, LOMKHOCTb, HayYHast CTeneHb (Npy HaMuun))

9. WNpeHTudmKauuss 1 onucaHue WCCMeayemMoro MeAULMHCKOTO W3Aenusl, BK/ovasl nepeyveHb WUCTMOSTHEeHUH,
KOHCDUrypaumii v NpUHaA/IeXHOCTEN, Ha KOTopble PacnpPOCTPaHATCS pesysibTarbl

KITMHNYECKOro UCnbITaHnA (MCCﬂe,qOBaHMﬂ)

10. Ha3HayeHVe MeANLNHCKOTO U3aenus

11. Knacc B 3aBMCUMOCTM OT NMOTEHLMasIbHOTO pUcCKa NpuMeHeHns

12. Kog, B1AA B COOTBETCTBUM C HOMEHK/TATYPOI MEANLIMHCKUX U3AENWIA, NPUMEHSIEMON B paMKax

EBpa3VII7ICKOFO 9KOHOMMYECKOro cor3a

13. Lienn v runotesbl KNMHUYECKOro UCMbITaHus! (McCefoBaHus)

14. Cxema K/IMHWUYECKOTO UCMbITaHNA (I/ICC]'IEAOB&HI/IH), BK/1lO4aA onncaHmne KOHeYHbIX TOYeK

15. KonmuectBo CyOGLEKTOB K/MHUYECKOTO WCMbITaHWs (UccnegoBaHusl) (B Clyvyae MHOTOLEHTPOBbLIX WCMbITaHWIA
(MccnepoBaHuii) KONMYECTBO CYOBHEKTOB KIMHUYECKOTO UCMbITAHNA (UCCNefoBaHns) B

Kaxkaoi MeMLMHCKO opraHu3auum)

16. Ko/iMuecTBo 3K3eMMN/ISIPOB UCC/IEAYEMOro MeANLMHCKOTO n3aenus
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17. MeguumHcKme opraHusaunn, B KOTOPbIX MPOBOAUIOCH K/IMHUYECKOE MCTblITaHne (MccnegoBaHune)

(&4Ns MHOTOLEHTPOBLIX UCMbITaHWI (MCC/IeA0BaHNA))

18. Cratuctnyeckn o6paboTaHHbIe faHHbIe KIMHUYECKOTO UCMbITaHWSA (MCCnefoBaHuns)

19. OueHKa pe3ynsTaTtoB KAMHUYECKOTO UCTbITaHNA (MCCNnefoBaHms)

20. BbIBObl N0 pe3y/nbraTtaM KIMHUYECKOrO UCMbITaHUS (MCCiefoBaHus)

Moanucy pykoBoauTeneli MeAULMHCKMX opraHu3auuii (B c/lydae MHOTOLEHTPOBBIX UCTIbITaHU (MCCeaoBaHNIA)):

(chamunus, ums, oT4ecTBO (NPY HaNNMUMK), MecTo paboTbl, AO/MKHOCTb)

(chamunus, ums, oT4ecTBO (NPY HaNNMYMK), MecTo paboTbl, AO/MKHOCTb)

Mognvcu uccnegoBateneii:

(dhamunusa, ums, oTYECTBO (NPU HAIMYMK), MECTO PaboTbl, LO/HKHOCTb)

(dhamunusa, ums, oTYECTBO (NPU HA/IMYMK), MECTO PaboTbl, JO/HKHOCTb)

MepeyeHb npunaraeMbiX JOKYMEHTOB:

1) nporpammMa K/IMHAYECKOTO UCTIbITaHUs (MCCre0BaHus);

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT



O lNpaBwnax NPoBEAEHNS KIIMHUYECKNX U KNMHUKO-NabopaTopHbIX UCMbITaHui (MccnefoBaHunii) MeauUMHCKNX n3gennin (C SMeHeHnsIMn
Ha 24 pekabpsa 2021 roga)
PeweHue Cosema ESK om 12.02.2016 N 29

CrtpaHuua 30

2) NnepBUYHbIE AaHHbIE KTMHUYECKOTO UCMbITaHUS (MCCNefoBaHus).

MpunoxeHne N 6

K MNpaBnnam npoBeAeHWs KITMHNYECKMX 1
KNIMHMKO-N1ab0paTOPHbIX UCMbITAHWIA
(nccnepoBaHunin) MegUUMHCKUX U34eNuia

Tpe6GoBaHUA K coaepXaHUIo NPOrpaMmmMbl K/IMHUMKO-/1A60paTOPHOro UcnbiTaHus (MccnefoBaHnsA)
MeAULMHCKOro u3genua ans guarHocTukm in vitro

I. OGLLee onncaHne MeAULMHCKOro nsaenus AnAa AUarHoCcTuKN in vitro
1. MporpamMma K/IMHUKO-N1abopaTopHOro UcnblTaHMA (MCCNefoBaHuA) AO/MKHA CoAepXaTb CeayoLLyo
WHpopmMaumo ¢ onncaHnem MeguuUHCKOro n3gennsa Ansa AMarHoCTrKy in vitro:

a) HaMMeHoBaHne MeAULMHCKOro u3genus Ansa AarHocTuky in vitro;

6) NpPoM3BOAMTENb M YNOSTHOMOYEHHbIA NpeacTaBUTe/lb MEANLMHCKOIO U3A4envs oasi AMarHocTuky in
Vitro ¢ ykasaHnem agpeca, TefiedpoHa, 3NeKTPOHHON NOUTbl U KOHTAKTHOTO /INLA;

B) 06LLee onMcaHne N HazHauYeHne MeAMLIMHCKOTO N3Aenus ANsi AMarHoCTMKM in Vitro;

r) HOpMaUmsi, NO3BO/IAWAS UAEHTUDMULMPOBATL MEAULMHCKOE U3Aenve Anst ANarHoCTUKK in vitro,
B TOM 4MC/ie HOMEP MOAENM, BK/KOYAs HOMEP MCMonHeHus (Moavdpukauum) (Mpy HaMMumm) UM CCbINIKY Ha
NOEHTUOULMPYIOLLMI A HOMEP MOAENH;

4) BMA MEeOMUMHCKOrO W3Aenus [ OWarHoCTUKM in vitro B COOTBETCTBMM C HOMEHKIATYpOii
MEeOULMHCKUX U34eNniA, NPUMEHSEMON B paMkax EBpa3niiCkoro SKOHOMUYECKOro CoH3a;

€) XapakTepucTvka 06pasuoB WM NpPo6, WUCNOAb3YEMbIX B K/MHUKO-1A60paTOPHOM UCMNbITAHWK
(nccnepoBaHun);

X) Kflacc purcka 1 npUuMeHMMble KnaccudrkalmoHHble NpaBuia Cor/lacHo npasuiaM Knaccudmkaumm
MeOUUMHCKUX U3OeNWiA B 3aBUCMMOCTM OT MOTEHUMANIBHOTO puUCKa MPUMEHEHWS, YTBEPXAAEMbIM
EBpasuniickoil 3KOHOMUYECKOW KOMUCCUEN;

3) 0OBACHEHNE HOBbIX CBOCTB M XapaKTEPUCTMK MEANLUHCKOIO N3aenns s AUarHocTyKy in vitro.
Il. JlaHHbIE O KJIMHUKO-/1ab0pPaTOPHOM MUCNbITaHUM (UCCNeA0BaHNM) MeAULMHCKOTO usaenua gns
[NArHOCTUKMN in vitro
2. lMporpamMmma K/IMHUKO-NabopaTopHOro ucnbiTaHusa (MccnefoBaHns) MegUUUHCKOTO M3genns ans
OVarHocTvkn in vitro [o/mkHa cofepxatb CAefylwyl  MHopMauvio 0  npouenype  MCnbiTaHus
(nccnepgoBaHus):

a) uesb 1 3a4a4n KIMHUKO-N1abopaTopHOro UcnbiTaHus (MccrnefoBaHus);

6) HaMMeHOBaHVWE MeAMUMHCKON opraHusauuu, NpUHUMAtOLEl yyacTue B K/IUHWUKO-1a6opaTopHOM
ucnbITaHUM (MCCNeoBaHUN);

B) MecTa MpoBefeHVs u3MepeHuii (aHanm3a) (ecnnm HaxogAaTCs He B yKasaHHbIX MeAULMHCKUX
opraHusauusx);

r) MeToibl aHaNM3a AaHHbIX;
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[) cTatucTuyeckne ypoBHM 3HAUMMOCTH;

€) pa3mep BbIGOPKM A1 OLIEHKM NokasaTtenei KNMHMYeckon adppeKTUBHOCTMY;

X) Lenesas nonynsumsa HaceneHus;

3) KpUTEpPUN NPUrogHOCTN NPood, 06BLEM 06Pa3LIOB 1 KPUTEPUN NCKTIOHEHUSA 06Pas3LoB;
1) geTann npeaHaIMTUYeCcKoro atana,;

K) npoueaypbl CAenbIX Npoob;

N) y4yeT BO3AENCTBMA (PaKTOPOB MHTephepeHumnn, Bbi3BaHHbIX YC/O0BUSMU B3SITUS 06pasLoB, WK
natonornyecknm (onsnonornyeckmm) COCTOSIHMEM A0HOpa NPO6bI NN NeYeHNEM;

M) Bbl6Op 1 060CHOBaHWE MeTofa CpaBHEHNS;
H) Nnpoueaypbl KaTMOPOBKY, BKNOYAA faHHbIe N0 NPOCNeXNBaeMoCTU KaimbpaTopos;
0) KpUTEPUX 4115 NPOBEAEHNS MOBTOPHOIO TECTA U UCK/THYEHUS JaHHbIX;
M) COOTBETCTBYHOLLME MEPbI AN15 NPEeAYNPEXAEHUS pucka MHULMPOBaHNS NO/Ib30BaTeNs.
MpunoxeHne N 7
K MpaBunam npoBefeHNs KNMHNYECKUX U

K/TMHWKO-1ab0paToPHbIX UCMbITaHWiA
(ccnepoBaHuii) MegULMHCKNX U3LEenia

POPMA
oT4yeTa O KJIMHUKO-/1abopaTopHOM MUCNbITaHUN (UCCNeA0BaHUM) MeAULMHCKOTO U3[enusa ans
[WNArHOCTUKMN in vitro

YTBEPXOAKO

(pyKoBoAMTENb MEANLMHCKOW OpraHu3aummn, amuams, ums,
0TYeCTBO, NoAnNnchb (KOopAMHaTOp-UccnefoBartenb, aMuns,
MMS1, OTYECTBO, MOAMUCH - B C/Iy4ae MHOMOLEHTPOBbIX
NCNbITaHWiA))

Otyer
0 K/TMHUKO-/1ab0opaTopHOM MCMbITaHUM (MccneaoBaHnmn) MeAULMHCKOro U3aenvs Ansi AMarHoCcTukM in vitro

(HaMmeHoBaHVe MegULUHCKOro n3aennst Ans gUarHoCTUKK in vitro)

1. CocTtaBneH
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(HaMMmeHoBaHVe 1 agpec MeaNLMHCKON opraHm3aunm)

2. MNonHomouwsi Ha NPOBEAEHUE KIIMHUKO-1260paTOPHOTO UCTbITaHUs (MCCrlef0BaHust)

3. YBefijoM/ieHMe 0 NPOBEAEHNN KITMHUKO-1a60PaTOPHOTO UCMbITaHWS (MCCefoBaHus)

4. MNepviog BpeMeH NPoBEAEHUS KIIMHUKO-1260paTOPHOTO UCTbITaHUs! (MCCIEf0BaHNS)

5. HavmeHoBaHWe 1 agpec Npov3BoANTENS

6. Apec mecTa Npov3BOACTBA MEANLMHCKOTO U3AeNUs A1 AUArHOCTMKM in Vitro (Mpon3BOACTBEHHO

naowazgkm)

7. HavmeHoBaHvne u agpec ynonHOMOYEHHOro NpeAcTaBuTens npoussoauTens (418 npou3BoauTeneli TPeTbux
CTpaH)

8. [laHHble 06 uccnegoBarensax

(chamunusa, ums, oTYECTBO (NPU HA/IMYMK), MECTO PaboTbl, OMKHOCTb, HayYHasn cTeneHb (Npy Hamymm))

9. VigeHTndmkaumsa n onucaHue Wccnefyemoro MefuUMHCKOro M3genusa A1 AWMarHOCTMKW in vitro, BKIOYas
nepeyvyeHb WCMOSIHEHWI, KOHUIypauuin u nNpvHaOIeXHOCTEN, Ha KOTOpble pPacnpoCTPaHATCS pes3y/bTaTbl
ucnblTaHusa (Mccnegosanus) (Mpu HaNUUUN)

10. HasHaueHve MeaULMHCKOro M3aenvst Ans AMarHocTykm in vitro

11. Knacc B 3aBUCUMOCTM OT NOTEHLMaILHOIO pUcKa NpUMeHeHUs
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12. Koz, BUAA B COOTBETCTBUM C HOMEHK/IATYPOI MEAVLIMHCKUX W3AENUiA, NprMeHsieMoli B pamkax EBpasuiickoro
3KOHOMUYECKOTO COH3a

13. Llenw KnMHUKO-1abopaTopHOro UCTbITaHus (MccriefoBaHust)

14. Bbi6bop 1 060CHOBaHME MeTOAa CPpaBHEHMS

15. Pa3mep BbIGOPKY [1/151 OLLEHKM NOKas3aTesnieil aHaIMTMYeckoii 1, rae NPUMEHNMO, KITMHAYECKOW 3(DHEKTMBHOCTY

16. KonnyecTtso 3K3eMMNIApoOB UccnesyeMoro MeamumHCKoro n3genns ans guarHoCTuKm in vitro

17. MeMLMHCK/E OpraHM3aLyu, B KOTOPbIX NMPOBOAMIOCH KIMHUKO-1a6opaTopHOE WCMbITaHue (UCCnefoBaHue), 1
(unun) mecTa NpoBeAEeHUst N3MepeHui

18. CtatncTuyecky 06paboTaHHble AaHHbIE KTMHMKO-N1abopaTopHOro UCMbITaHWs (MCCnefoBaHus)

19. OueHka pe3ynbTaToB KIMHUKO-1a60paToOPHOro UCTbITaHus (MUCCE0BaHNS)

20. BbIBoZbI MO pe3y/bTaTtam K/IMHUKO-N1a6opaTopHOro UCMbITaHWs (MCCefoBaHus))

Mognucu pykoBoagmTenein MeauUMHCKUX OpraHn3aumii (B criydae MHOTOLLEHTPOBbLIX UCMbITaHU (MCccnefoBaHuin)):
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Ha 24 pekabpsa 2021 roga)
PeweHue Cosema ESK om 12.02.2016 N 29

CrtpaHuua 34

(chamunusa, ums, oTYECTBO (NPU HA/IMYMK), MECTO PaboTbl, JOKHOCTb)

(chamunus, nms, oT4ecTBO (NPY HaNMYMK), MecTo paboTbl, 4O/MKHOCTb)

Moanucy nccneposateneii:

(dhamunusa, ums, oTYECTBO (NPU HASIMYMK), MECTO PaboTbl, JOKHOCTb)

(chamunus, nms, oT4ecTBO (NPY HaNMYMK), MecTo PaboTbl, 4O/MKHOCTb)

[NepeyeHb npunaraemMblxX LOKYMEHTOB:

1) nporpamMma KMHMKO-1abopaTopHOro ncnbiTaHus (MccnegoBaHus);

2) NnepBUYHbIE AaHHbIE K/TMHMKO-N1a60paTOPHOTO UCMbITAHWS (UCCNef0BaHus).

Pepakumsa gOKyMeHTa C y4eToM
WN3MEHEHWIA N AOMOSTHEHWNIA MOArOTOBNEHA
AO "Kopgekc"

O MpaBunax NnpoBeaeHUsa KIMHUYECKUX U KITMHUKO-/1ab0paTOpPHbLIX UCTbITAHUNA
(uccnenoBaHuii) MeaMLUMHCKNX U3aenuii (C usmeHeHnamMmu Ha 24 nekabpsa 2021 roga)
(UcTto4uHuk: NCC "TEX3KCMEPT"

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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