PeweHue CoBeTta EBpa3urickon akoHoMuyeckomn kommccum ot 12 cpeBpans 2016 ropa Ne 29
O MpaBunax npoBeAeHUA KIIMHUYECKUX U KITMHUKO-NTaGopaTOPHbIX UCNbITaHUM (UCcrieaoBaHUN)
MeAULMHCKUX U3[enun
(r. MockBa)

B cooTtBeTcTBUM € nyHKTOM 2 cTaTtbu 31 [loroBopa o EBpasuinckoM akoHoMuyeckom cotose ot 29 masa 2014 roga,
nyHktamn 4 n 5 cratbn 4 CornaweHus o eAuHbIX NpuHUMnax M npasunax obpalleHuss MeaULMHCKUX U3genui
(n3genun mMeguumMHCKOro HasHadyeHus 1 MeOMLUHCKOM TEXHUKN) B pamkax EBpasmMmnckoro akoHOMMYEeCKOro cotosa ot
23 pekabps 2014 roga, nyHktamu 105 n 106 npunoxenus N2 1 k PernameHTy paboTbl EBpasuiickon akoHOMUYeCKon
KoMuccuu, yteepxaeHHoMy PelieHnem Boicliero EBpasniickoro akoHomuyeckoro coseta ot 23 gekabps 2014 r. Ne
98, n Pelwwennem Briclero EBpasuickoro skoHommyeckoro copeta ot 23 gekabps 2014 r. Ne 109 «O peanusaumm
CornalweHmss 0 eguHbIX NpuHUMNaxX M npasBunax obpalleHns MeLVUMHCKMX W3Aenui (M3genvun MeguuMHCKOro
HasHayYeHUss N MeOWLMHCKON TEXHWKU) B pamkax EBpasuiickoro akoHomudeckoro coto3a» CoBeT EBpaswuiickoi
SKOHOMUYECKON KOMUCCUN peLLnn:

1. YTBepauTb npunaraemble [IpaBuna nNpoBeOEHUS KIMHUYECKMX W KIUHMKO-NAbopaTopHbIX MCNbITaHUA
(nccnegoBaHuin) MeOULUHCKUX U3Oenui.

2. YcTaHOBUTb, YTO AN MEAUUMHCKMX W3Aenui KracCoB MOTEHUManbHOro pucka npuMeHeHuss 3, 26 u
UMMNNaHTUPYEMbIX MEAVLNHCKUX U3AENUIA KITMHUYECKNE UCMbITaHWSA (MCCNeaoBaHNus) B LENAX pernctpauum SOmKHbI
npoBoAUTLCA B (POPME MHOMOLEHTPOBBLIX MCMbITAHUI (MCCNefoBaHWiA) U COOTBETCTBOBaTL OOHOMY W3 CreayHoLMX
YCIoBUWIA:

a) KNUHWYECKNe UCMbITaHns (MccrnefoBaHusl) NpoBeAeHbl B COOTBETCTBMU C 3aKOHOAATENbCTBOM rOCYapCTB -
yneHoB EBpasniickoro aKOHOMWYECKOro Cor3a M Ha ux Tepputopusix 0o 1 aHBapsa 2016 r. (no gate nocnegHero
BM3MTa MocrnegHero nauueHta unm cybbekta ucnbliTaHus (MccrieqoBaHuA)) UNM NPOAOIKanuM BbIMOMHATLCA MO
cocTosiHuio Ha 1 aHBaps 2016 r. (npu 3aBepLuieHHOM Habope naumeHToB);

6) KnMMHMYecKne ucnbiTaHusa (MCcneaoBaHus) MpoBefdeHbl Ha TeppuTopusX rOCYAapCTB, He SBMASHOLWMXCH
yneHamun EBpasuinckoro akoHomuueckoro cotosa, Ao 1 aHueapsa 2016 r. (no gate nocnegHero BM3wWTa nocnegHero
naumeHTa unm cybbekTa UCnbITaHusa (MccrefoBaHUs)) UMW NPOAOIKANN BbINOMHATLCS MO COCTOSIHUIO Ha 1 AHBaps
2016 r. (Nnpu 3aBepLUeHHOM Habope MaLMeHTOB) B COOTBETCTBUM C pekomeHpauusammn MexgyHapoaHoro cdopyma
perynaTopoB meauumnHckux nsgenui (IMDRF);

B) KNWHMYECKME WCMbITaHWsA (MCCnepoBaHus), uHMuMmMpoBaHHble nocrie 1 aduBapa 2016 r., npoBefeHbl B
COOTBETCTBUM C npaBoM EBpasnmckoro SKOHOMMYECKOro CO3a, MpU 3TOM OAHO U3 KIMHUYECKUX WCMbITaHUN
(nccnepoBaHWin) NPOBEAEHO B OOHOM M3 rocyaapcTB - YreHoB EBpa3niickoro 3KOHOMMYECKOro cor3a.

3. Hactoswee PelweHne BcTynaet B cuny no ucredeHnn 10 kaneHgapHbiX AHEW C AaTbl BCTYNMNEHUS B CUny
MpoTokona, nognucaHHoro 2 Aekabps 2015 roga, o npucoeamHeHun Pecnybnvkn Apmenust k CornalieHunio o
eOUHbIX MpUHUMNax W npaBunax obpalleHus MeOUUMHCKMX W3Aenuii (U34enuii MeQULMHCKOrO Ha3HavyeHus wu
MeOMLIMHCKON TEXHWKN) B pamkax EBpa3uninckoro akoHoMm4eckoro coto3a oT 23 aekabps 2014 roaa, Ho He paHee YeM
no ncredeHun 10 kaneHaapHbIX AHeN ¢ AaTbl oduumManbHOro onyonmnkoBaHua HacTosiwero Peluerus.
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YTBEP>XXEHbI

Pewennem CoBeTta

EBpasninckon 3KOHOMUYECKOM KOMUCCUMU
oT 12 cpeBpana 2016 r. Ne 29

NMPABUNA
npoBeAeHUA KIIMHUYECKUX U KITMHUKO-NabopaTOpPHbIX UCMbITaHUN
(vccnepoBaHUi) MEQULIMHCKUX M3Oenun

|. O6LKre nonoxeHus

1. Hactosiwume lNpaBuna paspaboTaHbl B COOTBETCTBUM C NyHKTOM 2 cTatbk 31 [oroBopa o EBpasuiickom
3KOHOMMYeckom cotode oT 29 masa 2014 ropa, nyHkTamu 4 n 5 ctatbn 4 CornalieHnst 0 eauHbIX NpUHUMNax u
npasunax obpalleHns MeguUMHCKUX M3genun (M3genvin MeauUMHCKOrO Ha3HavyeHWst U MeOULMHCKON TEeXHWKU) B
pamkax EBpasuiickoro akoHommnyeckoro cotosa ot 23 gekabps 2014 roga u yctaHaBnmBaloT B paMmkax EBpasumnckoro
3KOHOMMYECKOro coto3a (ganee - Coto3) npasBuna NpoBeAEHUS KMMHUYECKUX U KIMHUKO-NabopaTopHbIX UCMbITaHWUA
(nccnepgoBaHWin) MEQUUMHCKUX U3LENUIA.

2. [Inga uenen HacTosWmX [MpaBun NCMONb3YIOTCA NOHSATUS, KOTOPbIE O3HAYaloT crieaytoLuee:

«aHanuT» - KOMMOHEHT Npobbl C N3MEPVMbIM CBOWCTBOM;

«aHanutuyeckass 3(pdEKTUBHOCTb MEAMLMHCKOTO W3Aenusa Ans  AWarHoCTWKM in  vitro» - cnocoBbHocTb
MEeLMLMHCKOro u3genus Ans AMarHocTuKK in vitro BbIBNATE NPUCYTCTBUE UMK ONPeaensTh COAepXKaHNe KOHKPETHOro
aHanuta B Guonoruyeckon npobe;

«ayguT  KNMHUMYECKMX WUCMbITaHWA  (MCCnedoBaHWiA)» - cucTeMaTuyeckass W HesaBucumas npoBepka
OOKYMeHTauun, MeponpusaTUiA, CBA3AHHbLIX C NPOBEAEHMEM UCMbITaHWUS (MCCNeaoBaHnst), U OEATENbHOCTM CTOPOH,
yyacTBYWOLMX B MNPOBEAEHWM KIMHUYECKOTO MCNbiTaHus (MCcrnefoBaHns) MeOMUMHCKOrO U3genus, KoTtopas
NpoBOAUTCS AN NOATBEPXKAEHUSA BbINOMHEHWUS MEPOMPUSTUA OLEHMBAEMOrO MCNbITaHUS (MccnefoBaHus), dakra
NPOBEAEHMSA KIMHMYECKOrO WUCMbITaHWS (MCcrnefoBaHusl), a Takke AN OLEHKM COOTBETCTBMS npoueayp cbopa,
aHanu3a AaHHbIX U 0TYEeTHOCTU TpeboBaHUSAM Mporpammbl KITMHUYECKOrO UCTbITaHUS (MCCnefoBaHust), CTaH4apTHbIX
onepaumMoHHbIX Npoueayp 1 TpeboBaHMAM 3akoHOA4ATENbLCTBA rocynapcTs - UneHoB Coto3a;

«BpoLutopa uccnegosartens» - CBOAHOE U3NOXEHWE akTyanbHOM KIMHUYECKOW U HEKMMHUYECKOW MHdopmaLuum
06 nccnegyemMom MeauUMHCKOM U3aennm, OTHOCALLENCA K KNMMHUYECKOMY UCMbITaHUIO (UCCreqoBaHMIo);

«OBOWHOWN crienon MeToA» - npoueaypa KMMHUYECKUX MCNbITaHUA (MCCNefoBaHui), B KOTOPOW CyObeKTbl
UCMbITaHUIA (MCCreaoBaHUin) U MCCneqoBaTeNK, yYacTBYOLWME B NMOMyYeHUU M 06paboTke NepBUYHbLIX OaHHbIX, HE
OCBEeZIOMIIEHbI O (PaKTUYECKOM NMPUMEHEHUM K CyObekTaM UCMbITaHWi (MccnenoBaHuin) BO3OENCTBUS MEOMLMHCKOTO
nagenus;

«On3aniH KINMHUYECKOTO MCMbITaHust (MCCnefoBaHns)» - METOAOMOrMs NpoBeOEHUS KITMHUYECKOTO UCMbITaHus
(nccnepoBaHMs) C yyacTMeM YeroBeka B KayecTBe CyObekTa MCCrefoBaHWs, C MOMOLLbH KOTOPOro niaHupyeTcs
Nnony4nMTb CTaTUCTMYECKM [OCTOBEPHble [JOKa3aTenbCTBa KIMHUYECKOW 6e3onacHocTM u 3 eKTUBHOCTH
UCNbITYEMOro (UCcrefyemMoro) MeguuUHCKOro M3genus, Brovarolwas B cebs MCnonb3oBaHUE KOHTPOISbHbLIX rpynmn
CcybbeKToB uMCMbITaHns (uccneposanus), u (Mnum) pacnpegeneHne CcyObeKkToB MCMbITaHWA (MCCnegoBaHW) Mo
rpynnam crny4dariHbiMm obpasom, 1 (Mnu) MCNonb3oBaHME OOVMHAPHOIO UM ABOMHONO CNEenoro MeToaa, a Takke Bbloop
OCHOBHBIX U LONOMHUTENbHBIX KOHEYHBIX TOYEK;

«aonorfiHuTeNnbHaa KOHeYHad TOo4YkKa» - NoKasaTellb (I'IOKa3aTeJ'IM), MCI'IOJ'Ib3yeMbII7I ana  npoBepKu
OOMNONHUTENBHOM rMNOTE3bl KITMHUYECKOTO UCMbITaHMS (VICCJ'IenOBaHVIFl);
«3aKOHHbIN NpeacTaBuTenb» - (usmyeckoe wnNu PUONYECKOE §uLO, KOTOpoe B COOTBETCTBUN C

3aKOHOAATENbLCTBOM rocyaapcTea - uneHa Colo3a umeeT npaBo AaBaTb MHOOPMMPOBAHHOE COrflacue Ha yvacTtue B
KNMWHNYECKOM UCMbITaHWUM (MCCregoBaHMmn) OT UMEHN MOTEHUMAarnbHOro CyobekTa ucnbiTaHns (MccrefoBaHus);

«3aABUTENb» - OPUAMYECKOEe Unn MU3M4ecKoe Nuuo, ABMNAILWEECH VMHALUMATOPOM KITMHWUYECKOrO WCMbITaHWA
(nccnepoBaHnst) M Hecylee OTBETCTBEHHOCTbL 3a €ro OpraHmn3auuio n (unu) UHaHCMpPOBaHNE;

«MHOMBUAyanbHas perucTpaumoHHas KapTa» - OOKYMEHT, npefHa3HadeHHbli NS BHECEHUsI B HEro BceW
npenycMOTPEHHOW NpOorpaMMOi  UCMbITaHUst (UCCNefoBaHust) WHGMOPMauUMM O KaXOoM CcyObekTe ucnbiTaHust
(nccnepoBaHus);

UHCMEKUMA  KIMMHWYECKOTO  UCMbITaHUst  (MCCnefoBaHus)» -  [AENCTBUE  YNMOJNTHOMOYEHHbIX  OpraHoB,
3akrniovaroweecs B oduuManbHOW MpoBepke AOKyMeHTauun, obopygoBaHus, WHbIX MaTtepuarnos, MMELNX
OTHOLIEHME K KIMHWYECKOMY WUCMbITaHUIO  (MCCNEeAOBaHM)  MEAWUMHCKUX  W3AENUA, HaxoOsLMXCs B
uccreaoBaTenbCkoM LIEHTPEe, MOMELLEHUAX 3asBUTEenNs, a Takke B WHbIX OpraHu3auusx, MMEeRLMX OTHOLUEHuE K
UCnbITaHNio (MCCNefoBaHMI0), B MOPsSAKe, YCTAHOBMEHHOM 3aKOHOO4ATEeNbCTBOM rocydapcTB - uyneHoB Coto3a u
MeXayHapoaAHbIMM JOrOBOpaMuM U aktTaMu, coctasnsowumm npaso Coo3a;

«MH(POPMUPOBaAHHOE COrnacue» - NMCbMEHHbIN LOKYMEHT, B KOTOPOM CYOBEKT UCMbITaHUS (MCCrieaoBaHUs) unm
€ro 3aKOHHbIN npeAcTaBuUTENb NOATBEPXKAAET [OOPOBONBHOE corfacue Ha yyacTue B KIMHUYECKMX MCMbITaHUSAX
(nccnepgoBaHMsAX) Ha OCHOBaHWMM MpPeACTaBEHHOW €My MOMHOW  MHAOPMauuM O  KIUHWYECKOM  MCMNbITaHUK
(nccnepoBaHun);

«ucnbiTyemoe (1nccnegyemMoe) MeauLuMHCKoe nsgenvey - MeaMUMHCKOE M3fdenve, KOTOpoe B XOA4e KITMHUYECKOro
UCNbITaHNS (MCCNeAoBaHMs) UNN KITMHMKO-NabopaTopHbIX UCMbITAHUIA (MCCNeaoBaHNA) ANt MEAULMHCKUX U3Oenui
ANst QUarHoCTUKM in vitro oueHnBaeTcsa Ha npeameT 6esonacHocTu u (nn) adheKTMBHOCTK;

«uccnegoBaTenby - (pM3NYECKOE NULO, OTBETCTBEHHOE 3a MPOBEAEHME KIUMHWYECKOrO UCMbITaHWSA
(uccnegoBaHvsl) B MEOMUMHCKOW OpraHu3auvu unv  ApyroM akTUHecKOM MecCTe MPOBEAEHUS MCMbITaHWs
(nccnepoBaHus)



B Cllyyae NpoBedeHUs1 KIMHWMKO-NabopaTopHbIX UCMbITaHUIA (MCCneaoBaHuin) AN MeAUUMHCKUX U3genvn ans
AnarHocTuku in vitro. B cnyvae ecnu ucnbiTaHMe NPOBOAMTCA KOMMEKTMBOM MWCCnegoBaTenien, pykoBoauTenb
AaHHOro KOMMEeKTVBa SABNSETCH rMaBHbLIM UccnegoBaTenem;

«KIVHWKO-NabopaTopHble UCNblTaHWUsA (MCCnefoBaHUs) MEAULMHCKOrO M3fenus ANns AWarHoCTUKW in vitroy -
cucTeMatuyeckne UCMbITaHUS aHanNUTUYECKUX XapaKTepUCTUK W, rAe MPUMEHUMO, KIIMHUYECKON 3deKTUBHOCTY,
NPOBOAUMBIE C LIEMbl0 YCTaHOBNEHNSA UNW NOATBEPXKAEHNS COOTBETCTBMA MEAULMHCKOro U3aenus Ans AuarHoCTUKn
in vitro Ha3Ha4YeHuto, yCTaHOBNEHHOMY NPOU3BOAUTENEM;

«KNMHU4eckas 3PAPEKTUBHOCTb MEOULMHCKOTrO u3genuss Ans  OMarHOCTMKWM in vitro» - cnocoBHOCTb
MEeOMLUMHCKOrO M3genus And AuarHOCTUKM in vitro nokasbliBaTb pesynbTaTbl, KOppenupylowmne C KOHKPETHbIM
KIMUHWNYECKUM MNn OU3NONOrMYECKUM COCTOSIHMEM B LIENIeBOW NONyNsaumMn npu ero npyMeHeHUn npegHasHaveHHbIM
none3oBaTenem;

«KIIVMHUYECKMe JaHHble» - AaHHble no 6esonacHocTn u (Mnn) addEKTUBHOCTU, NOMYYEHHbIE NPU KITMHUYECKOM
NPUMEHEHNN MEAUNLMHCKOTO n3genns. KnuHnyecknMmn gaHHbIMK Takke ABNAIOTCA AaHHble no 6e3onacHocTv v (nnw)
3PEeKTUBHOCTU, MONYYEHHbIE NMPU KIMHUYECKOM MPUMEHEHUN MEAULMHCKUX U3LAENUiA, SKBUBANEHTHOCTb KOTOPbIX
paccmatpuBaeMomMy MEAULIMHCKOMY U3AENnio MoXeT BbiTb JokasaHa;

«KIUHUYECKNE UCMbITaHWA (UCCneaoBaHusl) MeQULMHCKOro muagenusa» - noboe ucnbiTaHve (uccnepoBaHue) c
yyacTMem uyenosBeka B kKadecTBe CybbekTa uCnblTaHUs (MccrefoBaHus), NPoOBOAMMOE C  LEenblo  M3yyYeHus
6e3onacHocT 1 (UnNn) adPEKTUBHOCTM UCMBLITYEMOro (MCCreayemoro) MeAMUMHCKOro u3genus v (unu) metoaa
ANArHOCTUKN UMW NEYEHNs, CBA3aHHOIO C ero NPUMeHeHVeM;

«KINIVMHMYEeCKoe [oKasaTenbCTBO  3PdEKTUBHOCTM W 6e30macHOCTM  MeOWMUMHCKOrO U3Aenusa» -  OTYeT,
NOATBEPXKAAIOLLUMI KIMHUYECKYI0 3 dEKTMBHOCTL M 6€30MacHOCTb MEAMLMHCKOrO M3AENns Npu ero UCrnonb3oBaHum
Mo Ha3Ha4YeHUto, YCTAaHOBNEHHOMY NPOU3BOANTENEM, HA OCHOBE KITMHUYECKMX OaHHbIX;

«KIUHMYEeCKoe AoKasaTenbCcTBO 3hdeKTMBHOCTM 1 6e30nacHOCTN MEAULIMHCKOro M3genusa Ans AnarHOCTUKK in
vitro» - oT4yeT, coaepxXalwwmi AaHHble, MOATBEpPXAalrlime HayyHyldo OOOCHOBAHHOCTb aHanuta, aHanuTU4YecKyto
3(PPEKTUBHOCTb U, rAe NPUMEHMUMO, KITMHUYECKYO 3PPEKTMBHOCTb MEQULIMHCKOIO U3AENus AN ANarHoCTUKK in vitro
NPy ero UCMonb30BaHUW MO Ha3HAYEHWIO, YCTAHOBIIEHHOMY NPOU3BOANTENEM;

«KOMMWTET MO 3TUKE» - HE3ABMNCUMBIN IKCMEPTHBIV OpraH, KOTOpbIA paccMaTpyBaeT BOMPOCkl obecneyeHns npas,
6e30MacHOCTM 1 OXpaHbl 300POBbsi CYOBLEKTOB UCMBbITAHNI (MCCIe[0BaHNI);

«KOHTPOSIbHOE MeAMNLIMHCKOe U3fenvey» - n3genue, UCnonb3yemMoe B KIMMHNYECKOM MCMbITaHUW (MCCriegoBaHnm)
ANsi CPaBHEHNS C UCTILITYEeMbIM (MCCneayemMbiM) MeAULMHCKUM u3genvem;

«KOOpAMHaTOp-nccnegoBaTenby - UccnegoBaTtenb, Ha3HaAYeHHbIM MPou3BOAMTENEeM (€ro YnoNHOMOYEHHbLIM
npeacTaBuTenem) u OTBEYAOLWM 3a koopauHaumio paboTbl B XO4e MHOrOLEHTPOBOIO KIMHUYECKOrO UCMbITaHWs
(nccnepoBaHus);

«MeAVLUHCKME Wu3denus Ans  AvMarHocTvku in vitro» - nobble  MHCTPYMEHTbl, annapatbl, npubopsl,
obopygoBaHve, MaTepuarnbl, peareHTbl, kKanmbpaTopbl, KOHTPOSbHbIE MaTepuanbl U NPoYne U3fenus, NpUMMeHsemble
B MEAMUMHCKMX Lensx OTAeNnbHO WNM B coveTaHunm Mexay cobon, a Tawkke BMecTe C MPUHAANEXHOCTAMMU,
HeobxoAMMbIMM AN NPUMEHEHUs YKa3aHHbIX WU3Oenui Mo HasHaveHuto (BKMuas cneuuanbHoe nporpaMMHoe
obecneyeHne), N npegHasHayYeHHble NpousBoauTENeM AN MPYMEHeHWs Mpu uccrnegoBaHusax in vitro obpasuos
buonoruyeckmx martepuanoB uYenoseka AnS MONyYeHWs WMHGOPMaLMM OTHOCUTENBHO (DU3MOMNOrMYECKOrO UNn
NaTonorM4yeckoro COCTOSIHWUS, BPOXAEHHOW MNaTonoruu, npegpacnoriokeHHOCTU K OMpeaeneHHOMY KITMHUYECKOMY
COCTOSIHUIO UnNn 6onesHn, COBMECTUMOCTU TKaHeW C NoTeHUUanbHbIM PeuynMeHToM, NPpOrHO3NPOBaHNSA peakuuii Ha
TepaneBTUYECKNE BO3AENCTBYSA, BbIOOpa TepaneBTUYECKMX CPEACTB U (M) KOHTPONSA NevYeHns;

«MHOTOLIEHTPOBOE  KNuHUYeckoe (KNMHWKO-nabopaTtopHoe) uchbiTaHue (MccnedoBaHue)» -  KNMHWYecKoe
(knuHKKo-NabopaTopHoe) wucnbiTaHWe (MccredoBaHWe), KOTOpOe MPOBOAUTCA B ABYyX M 6onee MeAMLIMHCKMUX
opraHusauusx no eaMHon nporpamme;

&MOHWUTOPWHT  KIIMHUYECKOTO  (KMWMHWMKO-NabopaTopHOro) WCnblTaHWs  (MCCnefoBaHns)» - OeATenbHOCTb,
CcBfA3aHHasa C HabniogeHneM 3a XOAOM KIMHUYECKOro (KMMHMKO-nabopaTopHOro) ucnblTaHus (MccnegoBaHns) Ans
NPOBEPKM TOrO, YTO AaHHbIE MCCNeoBaHWUA NPOBOAATCS U 3annCbiBalOTCS, @ OTYET O MOHUTOPUHIe (hopMupyeTcs B
COOTBETCTBMM  C  MPOrPaMMOW  KIMHUYECKMX  (KNWHUKO-NabopaTopHbIX)  WCAbITAHWA  (MCcregoBaHuin),
AOKYMEHTUPOBaHHbLIMW NpoLleaypaMu u HacToswmmu Npasunamu;

«Ha3Ha4yeHWe MeOMLMHCKOrO U3Aenusa» - pelleHne MpOou3BOAUTENS B OTHOLUEHWWU LIeNIeBOr0 UCMOfb30BaHUS
MEeAMLMHCKOrO W3Aenus, OCHOBaHHOE Ha ero creumduuecknx cBorcTBax, obecneyvBalowmx AOCTUMKEHWE Lenen
MEZAMNLMHCKOrO MPUMEHEHNS U OTPaXKeHHbIX B TEXHUYECKUX XapakTepuUCTUKax 1 MHCTPYKUMSAX NO MPUMEHEHNIO;

«Hay4yHasi 060CHOBaHHOCTb aHanuTa» - CBSi3b aHanuTa C KIMHUYECKUM UM pu3MonormyeckMm COCTOSIHUEM
opraHn3ma 4YenoBeka;

«OAMHApPHbBIN Crienon meToay» - npouenypa KIMHUYECKUX WCMbITAaHWA (MCCnefoBaHuin), B KOTOPOW CyObeKTbl
UCMbITaHN (MCCreaoBaHU) He OCBEAOMIEHbl O (PakTU4ECKOM MPUMEHEHUU K HUM BO3AENCTBUSA MEOWLIMHCKOrO
nsgenus;

«OCHOBHasi KOHeYHasi ToYkay» - MokasaTenb (MokasaTenu), UCnonb3yemMbli AN NPOBEPKN OCHOBHOMW MMNoTe3bl
KIMMHWUYECKOro MUCNbITaHWs (MCCrnefoBaHus);

«OTYET O KIMHWYECKOM (KIMWMHMKO-NabopaTopHOM) MCMbITaHUW (MCCriefoBaHMmM)» - MUCbMEHHOEe onucaHue
KMUHWUYECKOro (KNMHMKO-NnabopaTopHOro) ncnbeltTaHus (MccrnegoBaHns) MeAVMLMHCKOTO U3AENWs ¢ y4acTnem YeroBeka
B kayecTBe cyObekTa, oObeauHsiiolwlee KuHMYeckoe (KIMMHUKO-NabopaTopHOE) M CTaTUCTUYECKOE OMUCaHus,
npeacTaBneHne AaHHbIX U UX aHanu3 no yCTaHOBNEHHOW hopme;

«MEepBUYHbIE OaHHble» - nbas WHpoOpMauus B BWAE OPUIMHANbHbIX 3anvMCen WNM 3aBEPEHHbIX KOMuii
OpWIrMHarnbHbIX 3anMcen O KIMHWYEeCKux pakTax, HabniogeHusx u ApYyrnx coObiITUAX BO BpeMS KITMHUYECKUX
ucnbITaHUA (MccnegoBaHuiA), HeobxoanMas AN MOHUTOPUHIA U OLEHKU Ppe3ynbTaToB KIMHWUYECKUX MWCMbITaHUA
(nccneposaHuin);



«nornpaska K nporpaMme UcnbiTaHW (MCCnegoBaHWi)» - MMCbMEHHOE OnNncaHne U3MeHeHWn unu opmarnbsHoe
pasbsACHEeHUe TeKCTa MporpamMmbl, KOTOpble 3aTparvBaloT WM MOTYT MOBNMATbL Ha AOCTOBEPHOCTb MOSyvaeMblX
pe3ynbTaToB U UCXOA KIMHUYECKOro UCMbITaHNS (MccnenoBaHuns);

«npefHa3HayYeHHbI nonb3oBaTenb» - ocobasa rpynna (rpynnbl) nuu, obo3HavyeHHas B COMPOBOAWTENbLHOMN
AOKYMEHTaLUM K MEAULIMHCKOMY M3AEeNnIo, KOTopasi MOXeT NPUMEHSATb MEANLIMHCKOE n3fenve B COOTBETCTBUM C ero
HasHayeHuewm;

«fporpamMmma KriMHUYECKOro (KIMMHMKO-nabopaTtopHOro) UcnbITaHns (MCCneaoBaHus)» - AOKYMEHT, B KOTOPOM
ycTaHoBneHbl 06ocHOBaHWe, Lenn, AM3anH KIMHUYECKOro (KNMHUKO-NabopaTopHOro) UcnbiTaHus (MccnenoBaHns) u
npeanonaraembli aHanua, MeToA40NOorMs, MOHUTOPWHT, NMPOBEAEHNE U BeAeHVe 3anucen O KMMHUYECKOM (KIMHUKO-
nabopaTopHOM) UCMbITaHWUK (MCCreaoBaHun);

«CyOBEKT ucMnbiTaHus (UccrnepoBaHus)» - UsMYeckoe nuUo, y4vacTBylOLlEee B KIMHWYECKOM UCMbITaHUU
(nccnepgosaHun) B cocTaBe rpynnbl, K KOTOPOW MPUMEHSeTCS uccnegyemoe MeauumMHckoe uagenue, nubo B coctase
KOHTPOSbHON rpynnbl;

«TeXHUYEeCKUn pann» - [OKYMEHTUPOBaHHbIE [aHHble, MNOATBEPXKAAKLWME COOTBETCTBME MEeOULIMHCKOro
nsgenusa obwmm TpeboBaHuaM 6Ge3onacHoCTM M 3PDEKTUBHOCTN MEOULMHCKUX u3genun, TpeboBaHusM K KX
MapKUPOBKE W IKCMyaTaLMOHHOW AOKYMEHTaLUN Ha HUX, yTBepxaaeMbiM EBpasniickori S3KOHOMUYECKON KOMUCCHEN;

«YMONMHOMOYEHHbIV OpraH» - opraH rocyfapCcTBEHHOW BnacTu rocygapcTsa - yneHa Coto3a, ynomHOMOYEHHbIN
Ha ocyllecTBNeHne u (MnM) KoopAMHaUMIO AesTenbHOCTM B cdpepe obpalleHns MeaVMUMHCKMX W3Aenuin Ha
TeppuTOopUK 3TOro rocygapcTea - YneHa Cotosa;

«yA3BMMble CYOBbEeKTbl UCMbITaHNSA (MCCrefoBaHns)» - LA, Ha XenaHne KOTopbIX Y4acTBOBaTh B KITMHUYECKOM
ucnbITaHUM (MCCnefoBaHUM) MOXET oKasaTb BnusHWE oxwuaaHue (060CHOBaHHOE MM HeoBOCHOBaHHOE) Tex unu
WHBbIX MPEeNMYyLLEeCTB, CBHA3aHHbIX C Yy4yacTMeM B MWCNbITaHUM (MCCNeAoBaHWM), WM  BO3MOXHbIE  CaHKLMK
BbILLECTOALLMX NUL, B ClyYae OTKa3a OT y4acTus B ucnblTaHum (uccnegosanHumn). K ya3BuMbiM cyGbekTam ncnbiTaHns
(nccnepoBaHMsA) OTHOCATCS YYalUMecs BbICLUMX U CPEAHUX MEANLMHCKUX, (hbapMaLeBTUYeCKMX U CTOMaTONOrm4yeckmx
y4ebHbIX 3aBegeHun, MMafluvin nepcoHan MeAMUMHCKUX YYpexaeHun u nabopaTopuil, BOeHHOCnyxalime u
3akIoYeHHble, a Takke OOMbHble, CTpadalowmne HensneymbiMn 3abonesaHnaMuy, nuua, Haxogswmecs B AoMax no
yxogy, manoobecneyeHHble n 6e3paboTHble, nuua 6e3 rpaxgaHcTBa, NauneHTbl, HaxoAAWMECS B HEOTIOXKHOM
COCTOSIHUM, MPeACcTaBUTENU HaUMOHAasNbHbIX MEHbLUMHCTB, 6e3gomMHble, 6poadrn, 6GexeHubl, anatpuabl,
HecoBepLUEHHOMETHNE W Nnua, HaxoaaLwMecs Noa Onekon 1imn NonevnTenbCTBOM, a Takke nmua, HecnocobHble AaTb
WH(OPMMPOBAHHOE COrnacue;

«3MPEKTUBHOCTL  MEAMLIMHCKOrO  U3Jenusi» - CrnocobHOCTb MEeAWMLMHCKOrO U3fenus COOTBeTCTBOBAaTb
Ha3Ha4YeHuto, yCTaHOBMEHHOMY NPOU3BOAUTENEM.

Il. O6ocHOBaHMe Ge3onNacHOCTM U KNMHUYeckon acpcheKTMBHOCTHU
MeAULMHCKUX U3penui, Kpome MeguLUHCKUX u3genumn
ANs ANarHoCTUKM in vitro

3. [Ons pokasatenbctBa ©6e30MacHOCTU U KIUHMYECKOW 3(PEKTUBHOCTM  MEOMUMHCKOrO  U3aenus
Npou3BoANTENb AOMKEH:

a) onpepenuTb TpeboBaHus 13 obWwmx TpeboBaHMin Ge3onacHOCTU U 3PPEKTUBHOCTU MEOULIMHCKMX M3Oenun,
TpeboBaHU K MX MapKMpOBKE W IKCMIyaTauMOHHOM [OKYMEHTauuMuM Ha HuX, yTBepxaaembix Espasuinckon
3KOHOMMWYECKOW KOMUCCUEN, [0Ka3aTenbCTBa COOTBETCTBUSI KOTOPbIM AOJKHbI ObiTb OCHOBaHbl Ha KMMHUYECKUX
OaHHbIX;

6) onpenenuTb KNMMHWYECKUE AaHHblE, OTHOCSLUMECS K MEAMUMHCKOMY U3LAENUI0 U ero Ha3HauyeHuto, KoTopble
nonyyeHbl MyTEM MOMCKa B Hay4yHOW nuTepaType, U3 OnbiTa KMMHUYECKOTO MPUMEHEHWUS UMW U3 KITUHUYECKUX
UCNbITaHUA (MCCrefoBaHUN) MEOULIMHCKOTO U3aenus;

B) OUEHWTb KIMHWYECKUue [AaHHble Ha npeamMeT BO3MOXHOCTM WX WUCMOMb30oBaHWS [Ans JokasaTenbCTBa
©6e30nacHOCTN U 3PPEKTUBHOCTM MEAULIMHCKOTO U3AENNns;

r) MPOBECTM KIUHWYECKME WCMbiTaHusA (MCcnefoBaHWs) No Tem acnektam 6esonacHOCTM 1 aheKTUBHOCTH
MEeOMLIMHCKMX U30ennuiA, AN KOTOPbIX HEAOCTAaTOYHO UMEILLIMXCS KMMHUYECKUX AaHHbIX;

[) NpoBecTM aHanu3 kak 6naronpuaTHbIX, Tak U HEBNAronpUATHBIX KIMMHUYECKUX OaHHbIX, MOMYYEHHbIX NyTeM
rnovcka B Hay4yHOW nutepartype, U3 onbiTa KNMHUYECKOTO NPUMEHEHWUst UNn B pe3ynbTaTe NPOBEAEHUS KITUHUYECKUX
ucnblTaHui (MccnefoBaHuin), U caenaTe 060CHOBaAHHOE 3aKMYEHNE O KIIMHUYECKOM [oKa3aTenscTee 6e30nacHocTyh
1 9pHEKTNBHOCTU MEANLMHCKOrO ugenus B oopme otyeta. AHann3 NnpoBOAUTCH C YH4ETOM Kracca NoTeHUManbHoro
pucka MPUMEHEHUS, Ha3HaYeHns 1 cneumndnyeckx ocobeHHOCTEN NPUMEHEHNST MEANLIMHCKOTO U3AEnus.

4. OBGOCHOBaHME KINMHMYECKON 3(PEEKTMBHOCTM M GE30MacHOCTU LOMMKHO OCHOBBLIBATbLCA HAa KITMHUYECKUX
AaHHBIX, MONYYEHHbIX NPY NPOBEAEHNN KNMMHUYECKUX UCMbITAHUI (MCcnenoBaHuin), ANs:

a) VMMMaHTUPYEMbIX MEAVMLMHCKUX W3OEenUuiA U MELUUMHCKUX M3OEenuid Knacca MNOTEeHUManbHOro pucka
npuMeHeHnst 3, ecnu crneumanbHO He OoKa3aHo, YTO KruHMYeckast acpekTMBHOCTL M Be3onacHOCTb 3asBNSEMOro
MEeOMLIMHCKOrO M3aenusi MOXeT ObiTb JoKa3aHa MHbIM Cnocobom;

6) MeaMUUHCKUX n3genuii, yHKUMOHarNbHbIE XapaKTePUCTUKKN, NMPUHLMN OEWCTBUS, Ha3Ha4YeHne, nokasaHus K
MeOMNLMHCKOMY NMPUMEHEHWIO UM OCOBEHHOCTN MEOULIMHCKOrO NPYMEHEHUST KOTOPbIX paHee He NCCNeaoBarnuch;

B) MoAMVKaLuii MeQULMHCKUX U30enni, paHee OOMyLLEHHbIX K MeOULMHCKOMY NMPUMEHEHMWIO, B Cryyae, ecnm
npousBedeHHble N3MEHEHUS CBHA3aHbl C MOSABMEHUEM HOBbIX (YHKLMOHANbHBLIX XapaKTepUCTUK, W3MEHEHWeM
nporpaMmMHoro obecnevyeHus, NpuHUMNa AEeNCTBUS, Ha3HaA4YeHUs UM OCOBEHHOCTEN MEAMLMHCKOrO NMPUMEHEHUS,
KOTOpble paHee He NCCrefoBanuch;

r) MEeOWUMHCKUX W3OEenvin, COoAepXalluuMx HOBble, KOHTaKTMPYHLLME C OpraHM3MOM 4YenoBeka, paHee He
M3y4YeHHble B YacTuW OMONOrM4yeckoro AencTBUS Matepuvarnbsl UMW U3BECTHbIE MaTepuarbl, KOHTaKTUPYOLWME C TeMU



opraHamMu Unu TKaHsIMKU YernoBeka, B OTHOLLEHUM KOTOPbIX OTCYTCTBYET OMbIT UX MEOULIMHCKOIrO NPUMEHEHUs], Uin B
crnyyae, ecnm TakoW KOHTaKT siBnsieTcs 6onee NpoaomKUTENbHBIM, YeM paHee U3yYeHHbIN.

5. KnuHuyeckve paHHble, MOMyYeHHbIe NpY NPOBEAEHWUM KIMMHUYECKUX WUCMbITaHWI (MCCrnegoBaHuin) unu npu
NPUMEHEHNN MEeOULMHCKOrO U3LEenusi B rocyaapcTBax, He siBnstolmxcsa vyneHamu Coro3a, NpusHalTCsa B KayecTBe
WCTOYHMKA KMMHNYECKUX AaHHbBIX O MEAULMHCKOM M3AENUU Npy BbINOMHEHUN OQHOTO U3 CNeAyLUMX YCNOBUIA:

a) KNMHUYeckue AaHHble MNOATBEPXAEHbl NyGnukauMsmMu B cneumanuaMpoBaHHbIX XypHanax unv otyeTammu
BcemupHoi opraHusaummM 3O0paBoOOXpaHeHWst Mo  nporpamme  KOHTpons 6e3onacHoCTM U 3PdEeKTUBHOCTU
mMeanumHekmx usgenun («The WHO prequalification project»), pasmelueHHbiMn Ha canTe BcemupHol opraHusaumm
30paBOOXpaHeHUs B MHpOPMaLNOHHON-TENEKOMMYHUKALMOHHON ceTn « IHTepHETY;

6) npencTtaBneHbl pesynbTaTbl NPOBEAEHVS KIMHWUYECKUX WUCTbITaHui (MccnefoBaHvin) B COOTBETCTBUMM C
pekomeHpaumammn MexagyHapoaHoro dopyma perynatopoB MeauumHckux usgenui (IMDRF). Jokasatenbctsa
COOTBETCTBUSA MPOBEAEHHBIX KIMHUYECKUX WCMbITAHUIA (UCCNEAOBaHUA) MeXAyHapoaHbIM TpebGoBaHMAM [OIMKHbI
ObITb Bepumunpyemsi.

KnuHunyeckne paHHble AN MEOUUMHCKUX U3LAENW KnacCcoB MOTEHUMarnbHOro pucka npumeHeHus 3 n 26 u
UMNNAHTUPYEMbIX MEAULMHCKMX U3OeNuUin AO0MKHbl OblTb MOMy4YeHbl B pes3ynbTaTe MNpoBeAeHUs KIUHUYECKUX
ucnblTaHni  (uccnegoBaHui).  KnuvHuydeckve wucnbiTaHWs  (MCCnefoBaHWs)  MEOUUMHCKMX  M3OEenUM  KnaccoB
NoTeHUManbHOro pncka npumeHeHus 3 1 26 n UMNIaHTUPyeMbIX MEAULMHCKUX U3OEeNUii, NHALMMPOBaHHbIe nocne 1
aHBaps 2016 r., NpoBOAATCA Ha OCHOBE MHOFOLEHTPOBBLIX MCMbITAHWIA (MCCNEAOBaHWI), B TOM 4YUCle B OOHOM W3
rocyaapcTs - uneHoB Coto3a (ganee - rocyqapcrBa-4reHsl).

6. KnuHuuyeckve p[aHHble, MONy4YeHHble AN APYroro MEeAWLMHCKOrO M3denusa, MoryT ObiTb NPUHATHI K
paccMOTPEHUIO TOMbKO MNPV NPEACTaBMEeHWM 00Ka3aTeNnbCTB €ro 3KBMBANEHTHOCTU 3asiBNSEMOMY MeOULMHCKOMY
n3genuio Npu 0AHOBPEMEHHOM BbIMOMHEHUN CNEeAyoLLMX YCNOBUN:

a) paccmaTpvBaeMble MeOULUHCKME U3aenns UMelT OAMHAKOBOE Ha3HayeHue;

0) TexHu4eckme n Gnonornyeckne xapakTepucTuUKM paccMaTpuBaeMbiX MEOULNHCKMX M30ENUn OQNHAKOBbLI B TOW
CTeneHn, KoTopas rapaHTMpyeT OTCYTCTBME Pa3nNNYnin B UX KNMHUYECKON 3PDEKTUBHOCTU U BE30NaCHOCTK.

7. KnuHnyeckoe fokasatenscTBo 3pdekTMBHOCTU M 6e30MacHOCTU MEQMUMHCKOTO U3OEenus, BKMYawLlee B
cebsa BCe KIMHWYECKME [aHHble, Ha KOTOPbIX OHO OCHOBAaHO, [OOMKHO OblITb odopmneHo B dopme oT4yeTa,
ABMAOLLErocs YacTbio LOKYMEHTaLUM NPOM3BOANTENS.

8. OTueT 0 KnMHMYeckoM AokasaTenbcTBe 3hPEKTUBHOCTU U 6E30NACHOCTM MELAULMHCKOTO U3AENUSA OOMKEH
noaaepXkmBaTbCs B akTyanlbHOM COCTOSIHUM C YYETOM AaHHbIX, MOMYyYEHHbIX B X04€e NOCTNPOLAXXHOr0 MOHUTOPUHIA U
(Mnn) Npu NosiBNEHUMN HOBOW NOATBEPXKAEHHOW UHMOPMaLMM N3 HAaYYHbIX NMTepaTypHbIX UCTOYHMKOB, Kacatolencs
ero 6e3onacHocTv 1 3aPDEKTUBHOCTH.

Ill. KomuteT no aTuke

9. B uenax oxpaHbl >XWU3HW, 300POBbS U NpaB CYOBLEKTOB MUCMbITaHUS (UCCneaoBaHUsl) Npu NpoBedeHUn
KNMMHUYECKMX UCMbITAHWUI (UCCNEAOBaHU) MEANLMHCKUX U3OENWIA B rocyaapcTBax-yrieHax AeNCTBYHT KOMUTETbI MO
3TUKE.

10. B cBoer paboTte koMUTET NO 3TMKE PYKOBOACTBYETCSA MPUMHLUMMAMKU XernbCUHCKOM Aeknapauuv BcemmpHon
MeaMLMHCKOM accounaumm

1964 roga «3Tnyeckne NpUHUUMNBI MEOULMHCKUX UCCNEeOOoBaHUM C y4acTUEM YerioBeKka B KayecTBe CyObekTa
uccrneaoBaHus» U 3aKOHO4ATENbCTBOM rOCy4apCTB-USIEHOB.

11. OCHOBHbIMM NPUHUMNAMU AeATENbHOCTN KOMUTETA MO 3TUKE SBNSAIOTCS:

a) obecneyeHne npas, 6€30MacHOCTN M OXpaHbl 340POBbs (PUNYECKUX MWL, YYaCTBYIOLLUX B KITMHUYECKUX
UCMbITaHUSIX (MCCNefoBaHUAX) MEOULIMHCKUX U30EeNni;

6) cobniogeHne MoparnbHO-3TUHECKNX HOPM U HOPM OBLLLECTBEHHOW Mopanu;

B) cobnogeHne NprHUMMNOB r'yMaHHOCTW;

r) HE3aBUCUMOCTb CYXXOEHWN;

) cobnogeHne KOHpMAEHUNANBHOCTU NOTyYEHHON NHGOPMaLInK;

€) cobnogeHne HopM NPOdECCUOHANbHON ITUKN;

) HegonyLeHe KOH(NNKTa UHTEPECOB.

12. OCHOBHbIMY QYHKLMSIMU KOMUTETA MO STUKE SIBNAIOTCS:

a) pacCMOTpEeHWE NPOorpamMm KIMHUYECKUX UCTIbITaHUIA (MCCneqoBaHnin);

6) BblHeceHue 3aknioyeHus o6 3Tuveckon OBOCHOBaHHOCTM NGO 06 3Tuyeckom HeoBOCHOBaHHOCTH
NPOBEAEHNS KITMHNYECKNX UCTIBITAHUIA (MCCNeaoBaHUn) MeaNLMHCKUX U3OeNnin B pamMmKax NpeacTaBfeHHOro npoekTa
NporpamMMbl KITMHUYECKMUX UCTIbITaHNIA (MCCNeaoBaHNN);

B) OLiEHKa COOTBETCTBUSA KBanMduKkaLmMm nccrieqoBartens npegnaraeMomMy UCMbITaHUI0 (MCCNeaoBaHMIo).

13. 3asBuTENDL OOMKEH NpeacTaBUTb B KOMUTET MO 3TMKE BCE OOKYMEHTbl, HeoOGxoauWMble ANs MOSHOW n
TLLATeNbHOW 3KCNepPTM3bl NNaHNPYEMOro UCCNeaoBaHUs. TN AOKYMEHTbI JOMKHbI BKNOYaTh B cebs:

a) 3asBIEHUE Ha PAaCCMOTPEHME;

6) nporpamMmMy nNnaHMpyeMoro ucnbiTaHus (MCCNeLoBaHns);

B) MHAMBUAOYaAlbHble PErMCTPAUMOHHbIE KapTbl, AHEBHMKM M BOMPOCHWKM, KOTOpble MNPeaCcTOUT 3anofHATb
nccneaoBaTensiv;

r) onucaHve [aHHbIX No 6e30MacHOCTM MEAMUMHCKOrO W3Aenvsi, ucnbiTaHue (MccregoBaHue) KOTOpPOoro
3annaHMpoBaHoO, a TaKKe ero TEXHWYECKME XapaKTEPUCTUKN, AaHHbIe NMPOBEAEHHbIX TOKCUKOMOrMYECKUX UCTIbITaHWU
C OMNMCaHNEM CYLLLECTBYIOLLLErO Ha AaHHbIN MOMEHT KIMHUYECKOTO OMbiTa NPUMEHEHNST MEANLMHCKOrO U3enus;

4) 6pouutopy nccneposatens;

€) Tekyllylw peJakuuilo pes3ioMe uccnegosatenss u o (Mnu) Apyrme martepuansl, NOATBEPXAAlOLME €ero
KBanudukaumto;



X) MaTtepuanbl (BKMtoYas peknamHble), UCMomnb3yemble AN NPUBIEYEHUs MNOTEHUManbHbIX CyObekToB
ucnbiTaHns (MccrieqoBaHus);

3) hopMy MHOPMUPOBAHHOTO COrfacusi C ONMCcCaHMEM MpoLiecca ero NoslydeHns U JOKYMEHTUPOBaHMWS, a Takke
apyrve hopMbl, coaepxalime nHpopmaumio Ans noTeHumManbHbIX CyObEKTOB UCMbITaHNS (MCcreoBaHus);

n) onucaHue BCEX KOMMEHCAUMM 3a y4yacTue B WUCMbITaHWM (MCCnefoBaHuW) ANs YYaCTHUKOB WCMbITaHWSA
(nccnepoBaHus), BKIOYAsA NOKPbITUE PACXOA0B M MEOULIMHCKYHO MOMOLLb;

K) MHcpopMaLumio 06 ycrnoBusax BbiNnaTt U KOMAEHcaUuin CybbekTam UcnbiTaHus (MccneaoBaHns);

1) onMcaHue YCroBUii CTPaxoBaHWsi y4acTHUKOB UCCIeL0BaHuS;

M) MONOXEHMWe O corfacuyM crnefoBatb 3TMYECKUM  MPUHUMNAM, W3MOXEHHBIM B COOTBETCTBYHLLMX
pyKOBOACTBAX;

H) NpeabioyLine peLleHns, MPUHATbIE APYTMMU KOMUTETaMM MO 3TUKE.

14. KomuTeT no aTvke AOMKEH pacCMOTPETb BOMPOC O MPOBEAEHUN MpeasiaraeMoro KIMHUYeCKOro UcnbiTaHus
(nccnepoBaHMs) B COOTBETCTBYHOLLME CPOKU M AaTb 3akM4eHWe B NMUCbMEHHOM BuAe, B KOTOPOM [OIMKHO ObiTb
NOEHTUMULMPOBAHO MUCMbITaHNe (MCCedoBaHWE) C yKasaHMEM PacCMOTPEHHbLIX OOKYMEHTOB M faTbl MPUHATUS
peLleHus:

a) 06 opobpeHnn (Bbligave 3aknioveHns) Ha NnpoBeAeHne UCNbITaHnsa (MccrnefoBaHus);

6) O BHECEHVWM W3MEHEeHVWN B NPEeACTaBfEHHYI [AOKYMEHTauulo And nonyydyeHus opobpeHus  (Bblgayn
3aKITIOYEHNs) Ha NPOBEAEHME CMbITaHWSA (MCCNeAoBaHNs);

B) 00 oTka3e B 0400peHUn (Bblgaye 3aKoveHns) Ha NpoBeAeHME UCMbITaHWS (MCCNEAoBaHNS);

r) o6 oTMeHe (NPUOCTaAHOBMNEHUW) COENaHHOrO paHee ofobpeHWs (BblQAHHOrO 3aKMYeHWst) Ha MpoBefAeHune
UCnbITaHns (MccrenoBaHus).

15. B coctaB komMuTeTa MO 3TMKE BKMNIOYAKTCA nuua, obnagawowme B COBOKYMHOCTU Heobxoaumon
KBanugukaumen n onbIToMm Ans pacCMOTPEHUS U SKCNEPTHOW OLEHKN HayYHbIX, MEAULMHCKUX N 3TUHECKUX acreKToB
NNaHMpyeMoro UcnbITaHns (MccnegoBaHuns).

16. KomuteT no 3TMKe [JOMKeH OCYLWEeCTBNsATb [OEesTeNnbHOCTb B COOTBETCTBMM C  [JOKYMEHTasrlbHO
0hOpMNEHHBIMM NpoLeaypamMu.

Ero pesitenbHOCTb JOMMKHA COOTBETCTBOBATL HacTosALW MM NpaBunamM n 3akoHoAaTeNbCTBY roCy1apCTB-4NEeHOB.

17. KomuteT no 3TMKE HeceT OTBETCTBEHHOCTb 3a TO, YTO OH [JeNCTByeT MONIHOCTbIO B WHTepecax
noTeHumanbHbIX CyObEeKTOB UCNbITaHUSA (MCCNEAOBaHNS) C y4eTOM MHTEPECOB N NOTPEOHOCTEN YA3BUMbIX CYOBHEKTOB
ncnbiTaHna (MccrnenoBaHus), a Takke Hanuums 3akoHHbIX NMPeACcTaBUTENEN B Criydae ux Heo6xoaMmMocCTu.

IV. Pa3pelueHue Ha npoBeaeHue
KINUHMYECKUX UCNbITaHWUI (MccrenoBaHUN)

18. [Ina npoBefeHns KINMHUYECKOTO UCMbITaHUs (MCCNeaoBaHUs) MEOULMHCKOIO M3aenus (KpoMe MeguLMHCKNX
W3aenuin Ans AMarHoCTWKK in vitro) JOMKHO ObiTb NOMyYeHO paspeLleHue yNoNIHOMOYEHHOrO opraHa rocyaapcTea-
yrneHa, Ha TEPPUTOPUM KOTOPOro MraHMpyeTcst MpoBeAEeHUe OaHHbIX UCMbITaHWUiA (MccnegoBaHui). [ns npoBeaeHust
KNMUHMKO-NabopaTopHOro MUcnblTaHMs (UCCNedoBaHWS) MEOULMHCKOro M3genusa Ans AUarHOCTUKM in Vitro JOImKHO
OblTb HanpaereHO yBeAOMIeHMEe B CBOOOAHON hopme B YMONMHOMOYEHHbIA OpraH (3KCMEpPTHYH OpraHu3auuio)
rocygapcrsa-uneHa.

19. [ng nonyyeHnsa paspelleHns Ha NpPoBeAEeHME KITMHWYECKOrO MCMbITaHus (MCCnefoBaHvs) MeOuUMHCKOro
U3aenus npov3BOAUTENb UMW €ro YNOSIHOMOYEHHbIN NpeacTaBUTENb HarnpaBnsieT B YMNONHOMOYEHHbIA OpraH, Ha
TEpPpUTOPUN KOTOPOro MNMaHUPyeTCs MNPOBEAEHWE KIMHUYECKOTO MWCMbiTaHUSA (UCCNefoBaHWsl) MeLULMHCKOro
u3genus, 3asiBNeHne Ha MnorfyyYeHue paspelleHnst Ha MpoBEeAEHUE KITMHUYECKOro UCMbITaHWs (MccrnefoBaHusl) no
opMe cornacHo npunoxeHuto Ne 1 ¢ conpoBoAMTENBLHON AOKYMEHTALMEN, coaepXKaLlen cneayolime cBeAeHUs:

a) 3asBrneHne NpousBoauTEnNst UNKN ero YynorHOMOYEHHOrO NPeAcTaBUTENst O TOM, YTO AaHHOE MeAMLMHCKOe
nsgenve yaoBneTBopsieT NpUMeHMbiM TpeboBaHNsiM 6e30nacHOCTU U 3WPEKTUBHOCTH, 3@ UCKITIOYEHNEM CBOWMCTB U
XapakTepucTuk 6e3onacHoCcT 1 3pPEKTMBHOCTM MEAMLIMHCKOIO U3Aenusi, KOTopble AOMKHbI ObiTb MCCrenoBaHbl B
XOA€ KIMUMHWYECKMX WUCMbITaHWA (MCCNedoBaHui), M YTO MO OTHOLIEHWO K HUM ObiMM  NPUHATHI  Mepbl
NpenoCcTOPOXHOCTM ANS 3alnThbl 340pOBbs 1 6€30MacCHOCTM CYOBEKTOB MUCMbITaHUA (MCCNefoBaHNI);

6) KOMKMs 3aKMYEeHNs KOMUTETA NO 3TUKE, BbIAAHHOTO B COOTBETCTBMM C HAacTosAwwmMuy MpaBunamu, 3aBepeHHas
Npou3BOANUTENEM UMM €r0 YNONHOMOYEHHBIM NPeACTaBUTENEM;

B) BpoLutopa uccnepoBaTens, CoCTaBlneHHas B COOTBETCTBUM C TPeBOBaHMAMM cornacHo npunoxexuto Ne 2;

r) obpaseL, MHANBMAYaNbHOW PETMCTPALMOHHON KapTbl CybbekTa uccneaoBaHus (Npu Hanmumm);

) TexHnyeckn dann Ha MeauumnHCKoe n3genve, CoOOTBETCTBYHLMA TPeOOBaHNSIM COrMacHO NpUoXXeHmno No
3, 33 UCKIIOYEHNEM CBOWCTB U XapakTepucTuk 6e3onacHocTy 1 3pEKTUBHOCTU MEOMUUHCKOrO U3aenusi, Kotopble
OOJMKHBI ObITb OnpeAeneHbl B XoAe KNMHUYECKMX UCTIbITAaHUIA (MCCNeaoBaHUn);

€) nporpamma KIMHUYeCKoro NcnbiTaHus (uccnegoBaHust) ¢ 060CHOBaHWEM KONMMYeCcTBa MEAMLMHCKUX U3OENNNA,
npeacTaBnsieMbIX ANs KMUHWYECKOro MCMblTaHust (UCCNedoBaHuMsl), CPOKM ee MNPOBEAEHWs B COOTBETCTBUU C
TpeboBaHUsIM 1 cornacHo npunoxexuto Ne 4;

X) nepedeHb HeGNAronpuSTHLIX COObLITUA (MHUMAEHTOB), B Cry4ae BO3HUKHOBEHMWSI KOTOPbIX Heobxooumo
COOOWUTE B YMOSTHOMOYEHHBIN OpraH (C ykasaHMeM CPOKOB HanpaBrneHus coooLeHns);

3) KOnNusi AOKyMeHTa 00 yCnoBMSX CTPaxOBaHWS WM BO3MELLEHUS (KOMMeHcauuu) BO3MOXHOIO Bpeda npu
BO3HVMKHOBEHNM HEBNaronpuATHbIX COObITUIA (MHUMOEHTOB) B COOTBETCTBMM C 3aKOHOAATeNbCTBOM rocyaapcTBa-
yrieHa, Ha TeppUTOPUN KOTOPOrO NPOBOAMTCH KIMHUYECKOE MCMbITaHWe (UccreaoBaHue).

20. B cnyyae ecnv opurMHanbl OOKYMEHTOB COCTaBfieHbl HA WMHOCTPAHHOM $13blke, OHW MNPEACTaBnsTCSA C
nepeBoJOM Ha PYCCKUIA A3bIK, 3aBEPEHHBIM NPOM3BOAUTENEM UMW EM0 YNONTHOMOYEHHbLIM NPEeACTaBUTENEM.




21. YNONHOMOYEHHbIN opraH (dKcnepTHas opraHuM3auus) npoBepsieT KOMMMEKTHOCTb npeacTaBeHHbIX
mMaTepuanoB W HanpasnseT 3asBUTENIO peLUeHWe OTHOCUTENIbHO BO3MOXHOCTWM MNPOBEAEHUS  KITUHUYECKUX
ncnbiTaHui (uccnegoBaHuin) He nosgHee 30 pabounx gHEN.

B cnyyae HegocTaToOMHOCTY NpeACTaBneHHbIX 3asBUTENEeM MaTepuanos 1 CBeASHUI ANa NPUHATUA PELLUEeHUs O
BO3MOXHOCTW MPOBEAEHUS KIMHUYECKUX UCMbITaHWA (MCCnefoBaHUii)  YNOMHOMOYEHHbIV opraH  (3KcrnepTHas
opraHusaums) B TedeHue 5 paboumx C AHEN CO [HSA MOCTYNNEHWs 3asBEeHUs O MOMyYeHun paspelleHus Ha
NpoBeAEeHNEe KINMHUYECKMX WCNbITAHWM (MCCNefoBaHWn) UM COMPOBOAUTENBHON  AOKYMEHTauuu Hanpasnset
Npou3BOANTENIO UMK ero YNorHOMOYEeHHOMY NPeACTaBMTENIO 3anpoc O NpeacTaBneHnM HeobxoaMmbIX cBeaeHun (C
yKa3aHneM xapakrepa 3ameyaHui u cnocoba nx yctpaHeHus).

YKasaHHbI  3anpoc HampaBnsieTcd OJHOKpaTHO W MOXeT ObiTb nepejaH MpoOwM3BOAMTENIO WK ero
YNOMTHOMOYEHHOMY MPEACTaBUTENO NIMYHO MOA PACNMCKy, HanpaBsfieH Mo NoyTe 3akasHbIM MMCbMOM WK NepeaaH B
3MEKTPOHHOW (hOpMe MNOCPEACTBOM WCMOMb30BAHUS TENEKOMMYHUKALMOHHBIX KaHanos cBA3M nnbo B dopme
3MEKTPOHHOTO AOKYMEHTA, NOAMUCAHHOIO 3fIEKTPOHHON NOANMCHIO.

MpounssoanTens WU ero yYnoNHOMOYEHHbIM npeacTaButTens o06s3aHbl NpeacTaBuTb OTBET Ha  3anpoc
YNOMHOMOYEHHOrO oOpraHa (dKCMepTHOM oOpraHv3auum) B CPOK, He npesBblwawowuin 60 paboumx gHen co OHA
nonyyeHus aToro 3anpoca. B cnyvae HenpeactaeneHus no uctedeHun 60 pabounx AHew 3asBuTenem oTBeTa Ha
3anpoc YNorHOMOYEHHOro opraHa (3KCMepTHOW opraHu3auuu) pelleHve NPUHUMAaeTCs YNONHOMOYEHHbLIM OpraHoM
(akcnepTHOM opraHm3aumein) Ha OCHOBaHNUN OKYMEHTOB, UMEIOLLMXCS B €0 PacropsiKeHnN.

Bpemsi co OHA HanpaBrneHus YMOMIHOMOYEHHbIM OpPraHoM (3JKCMEPTHOM oOpraHusaumen) sanpoca [0 AHSA
nonyYyeHuss oTBeTa Ha 3anpoc WUNM yBedOMISIEHWS O HeMnpeacTaBlieHNM OTBETa Ha 3anpoc He yyuTblBaeTcs Mpwu
MCYNCMEHNN CPOKa MPUHATAA YMOSTHOMOYEHHbIM OpPraHoM (3KCMEPTHON OpraHusaunen) peLleHUs OTHOCUTENbHO
BO3MOXHOCTW NPOBEAEHMUS KITMHNYECKMX UCTIbITaHUA (MCCRefoBaHni).

B cnyyae npuHATMA OTPULATENBLHOTO pELUEeHNA OTHOCUTENBHO BO3MOXHOCTUM MNPOBEAEHUS  KITUHUYECKUX
ucnblTaHni (MccrneaoBaHUn) MeAULIMHCKOTO M3Aenus YyNOHOMOYEHHbIV opraH yBegoMseT Npon3BoavTens Unu ero
YMONHOMOYEHHOrO MpeAcTaBuTenss B MNUCbMEHHOW OopMe WNW HanpasnsieT MNUCbMO 3aka3HbIM  MOYTOBbLIM
OTnpaBfeHneM C yBeAOMIIEHMEM O BPyYeHuUn Nnbo B popMe 3MeKTPOHHOro AOKYMEHTa, NOANUCAHHOTO SrIEKTPOHHON
MOAMWCBIO, UMM B 3NEKTPOHHON hOpMe NOCPEeACTBOM UCMOMb30BaHUS TENIEKOMMYHUKaLMOHHBIX KaHanos cBssn. K
NMMCbMY NpunaraeTcsi 3KCMepTHOe 3aknioyeHne ¢ 0B6OCHOBaHWEM MPUYMH OTKasa B paspeLleHMn Ha nposedeHve
KIMMHWYECKNX UCTbITaHUI (MCCnefoBaHnin) MegUUMHCKOTO M3enus.

V. Tpe6oBaHUA K MEOQULMHCKMM OpraHu3auuam,
NPOBOAALLMUM KITMHUYECKUE U KITMHUKO-NabopaTopHbIe
ucnbiTaHUA (MccrnefoBaHUs) MeAULIMHCKUX U3aenumn

22. YNONHOMOYEHHbIE OpraHbl ONPeaensatT nepedeHb opraHu3auuin, MMeLnX NpaBo NPOBOAUTL UCMbITAHMSA
(nccnepgoBaHWA) MEOULMHCKMX M3OENUIA B LENSX UX peructpauuun (ganee - nepeyeHb opraHusauuii), B KOTOPbIA
BKIMOYAKOTCA MeaUUMHCKME opraHu3aummM Ansi NPOBEAEeHUS KIMMHUYECKUMX WU KITMHWUKO-NabopaTopHbLIX WCMbITaHWUN
(nccnepoBaHuin) MeOULUHCKUX U3Oenuii.

23. B nepeyeHb OpraHMsauuii BKIKOYAKTCA MEOUUMHCKUE OpraHmsauun Ans NpoOBEAEHUS  KITMHUYECKUX
UCNbITaHUA (MCCNefOBaHUN) MEAMLIMHCKNX U3OENUI, COOTBETCTBYHOLLME CneayoLwwmmMm TpeboBaHnsm:

a) HannyMe NUUEH3MN Ha OCYLLECTBIEHNE MEAULMHCKON OeATenbHOCTH (C yka3aHneM nepeyHsi pabot (ycnyr),
COCTaBMSALWNX MEONLMHCKY OeATenbHOCTb), COOTBETCTBYHOLLEN Ha3Ha4YeHuo U obractu nNpUMeEHEeHUs
MEeOMLIMHCKMX U30eNniA, B OTHOLLEHMN KOTOPbIX NMPOBOAATCS UCMbITAHNSA (MCCreaoBaHus);

6) Hanuuue nNONoOXeHW (CTaHOAPTHLIX OMNEPaUMOHHbIX MPOLeayp), PernaMmeHTUpyoLWnX npoBeaeHne
KINMMHUYECKMX UCMbITAHWIA (MCCreoBaHnin) MEAULIMHCKUX U3OENNIA, OXBATbIBaOLLUX B TOM YuCrie:

KBanndukaunoHHble TpeboBaHusa 1 obyyeHne nepcoHana;

B3aUMOLENCTBME C KOMUTETOM MO 3TUKE;

nony4yeHne NHHOPMMPOBAHHOIO COrnacus;

nopsiaoK NPOBeAEHNST KITMHUYECKUX UCTIbITaHUIA (MCCNeaoBaHun);

perucTpaumus U HanpasneHue coobLleHu 0 HeGnaronpuATHBIX COOLITUSIX (MHUMAEHTaXx) B YNOMHOMOYEHHbIN
opraH;

BeLEeHVE U YYeT JOKYMEHTaLMW KMMHUYECKOTO UCTIbITaHNS (MccreoBaHus);

obecneyveHune 3aLnUTbl KOHPMAEHUMANBHON NHOPMaLINK;

B) Hanuyue YCroBUW ANA NPOBEAEHMS 3asBNsSemMoro npoduns KIVHUYECKUX WCMbITaHWM (MCcneaoBaHui)
MeONLMNHCKUX N3aenui;

r) HaNU4Me ycrnoBuii Ansi NPOBEAEHNS UHTEHCMBHON Tepanun 1 peaHMaLmu;

) Hann4yue nepcoHana, MMeLEero MeauuuHckoe 0Opa3oBaHne U AOKYMEHT, NOATBEPXAAKLWNIA NPOXOXaeHMe
06y4eHus npaBunam NPoBeAEHNs KIMHUYECKUX UCMbITAHWI (Haanexallen KNMHUYECKON NPaKkTuKu).

24. B nepeuveHb oOpraHusauMii BKOYAKTCA MEOMUMHCKME OpraHu3auuu Ans npoBeAEHUst  KIMHMKO-
nabopaTopHbIX UCMbITaHUA (MCCNEeAOBaHUA) MEAULMHCKUX W3LAENUiA ANns OUarHoCTUKM in vitro, cOOTBETCTBYHOLLME
cnepyowmm TpeboBaHusaM:

a) HanMuue NUUEH3MN Ha OCYLLECTBIEHNE MEOULMHCKON AeATENbHOCTM B 06riacTn nabopaTopHOM AMarHOCTUKU
(knMHUYeckas nabopaTopHasi AMarHocTrKa);

0) HanM4Me NONOXEHUN (CTaHOAPTHLIX OMEePaUMOHHbIX MPOoLUEeayp), PernameHTUPYOLLMX NPOBEAEHNE KITUHUKO-
nabopaTopHbIX UCNIbITAHUI (MCCNEOOBAHNUA) MEAULMHCKUX U3AeNUiA ONS ANarHoCTUKM in vitro, oxBaTbIBalOLWMX B TOM
yucne:

KBanndukaunoHHble TpeboBaHWs 1 0byyeHne nepcoHana;

NopsiA0K NOBEPKU 1 KannmbpoBku 060pyoBaHUS;

NopsiAoK NPOBEAEHNS KIMMHUKO-NabopaTopHbIX UCNbITAHUIA (MCCReaoBaHuin);



BEOEHME U YYeT JOKYMEHTaLMM KNMHUKO-NabopaTopHLIX UCMbITAHWIA (MccreaoBaHuii);

obecneyveHne 3aWnTbl KOHUAEHUMANBHON NHAOPMALIMN.

25. YNONHOMOYEHHbIE OpraHbl pacCMaTpMBaloOT 3asiBKM MEAMLIMHCKMX OpraHM3aumi O BKITHOYEHUN B NeEpeYeHb
opraHusaumi 1 KOMNMeKT JOKYMEHTOB, MOATBEPXKAaLLMX COOTBETCTBUE MEANLIMHCKOWN OopraHv3aumn TpeboBaHunsm,
YCTAHOBMNEHHbIM NyHKTamMu 23 1 24 Hactoawmx [lpaBun, 1 npuHMMaeT peLlleHne O COOTBETCTBUM WK
HECOOTBETCTBUU MEAMLUHCKON opraHm3auumn TpeboBaHmsam HacToswmx MNpasun B TeueHne 20 paboyumx gHen co aHA
noJayun ykasaHHbIX JOKYMEHTOB.

B cnyyae npuvHATUS pelueHns 0 COOTBETCTBUM MeOULMHCKON opraHu3aumm TpeboBaHusam Hactoswmx MNpasun
YNOMHOMOYEHHBIV OopraH B TedeHne 3 pabounx AHen ¢ AaTtbl NPUHSATUSA TAKOro peLueHus yBeaoMnseT MeguLmMHCKYo
opraHvsaumio 0 NPUHATOM peLleHMN B MMCbMEHHON hopme.

B cnyyae npuHATUA pelueHns 0 HECOOTBETCTBUM MEeQULIMHCKON opraHu3aumu TpeboBaHusamM HacTtoswmx MNpasun
YMONTHOMOYEHHbIV OpraH B Te4yeHne 3 paboumx AHEeW C AaTbl NPUHSATUS TaKOro peLleHust yBeaoMNseT MeanLIMHCKYH0
OopraHunsaumio 0 NPUHATOM PELLEHNM B NMCbMEHHOW chopme (C 060CHOBaHNEM NPUYMH).

26. OG6xanoBaHune pelleHUs  YMNONHOMOYEHHOrO oOpraHa  OCyLecTBnseTcd B  COOTBETCTBUM C
3aKoHO4aTeNnbCTBOM 3TOro rocygapcTaa.

27. YNONHOMOYEHHbIe OpraHbl obecrneymBalOT XpaHeHWe, cucTtemaTM3auuio, akTyanusauumi U U3MeHeHue
UHpopMaLumn 06 opraHu3aumsax, UMeLWnX NpaBo NPOBOAUTL UCMbITaHWA (MCCNeaoBaHWs) MEOMLUHCKUX U3genuin B
Lensix ux perncrpaumm, a Takke 3awmuTy 3To MHpopmaLmMm OT HECaHKLUMOHNPOBAHHOMO AOCTYnNa.

MepeyeHb oOpraHuzauui pasmellaeTcd Ha calTax YNOMHOMOYEHHbIX OpraHoB B MHGOPMAaLMOHHO-
TENEKOMMYHUKALMOHHOM ceTu «VIHTepHET» M B OTKPbLITOM 4YacTu MHopMauuoHHon cucteMbl Coto3a B cdepe
obpalleHns MeaNUMHCKUX U3AEeNnA.

KoHTponb cobniogeHs MeguumHCKUMM OpraHu3aumsamMmmn, UMeL MMM NpaBo Ha NpoBeAeHNEe KITMHUYECKUX Unn
KMYHWKO-TabopaTopHbIX WCMbITAHW (MCCNegoBaHWn) MeaWUMHCKMX usgenun, TpeboBaHui HactoAwwmx [Npasun
OCYLLIECTBNAETCS YNONMHOMOYEHHBIM OPraHoM B nopsigke, yCTaHOBMNEHHOM 3aKOHO4aTeNbCTBOM 3TOro rocyaapcTaa.

28. VicknioyeHve MeOuuUMHCKOM OpraHv3auMn M3 nepeyvHs opraHusauui ocyLecTBRAETCA YNONHOMOYEHHbIM
OpraHoM rocygapcTtBa-yrieHa B criefyrLwmx cnyvyasax:

a) nocTynneHue 3asiBNeHnst 06 WCKIIOYEHUN MEOUUMHCKOM OpraHusaummM W3 MepedHs opraHusauuin,
NOANUCaHHOIO PyKOBOAWUTENEM MEOMLIMHCKON OpraHu3auuu;

6) no pesynbTatam KOHTPONs 3a COONIOAEHNEM MEAMLMHCKUMW OpraHm3aumsamy TpeboBaHUi HacToAWMX
MpaBun, ocyLecTBNAEMOro ynorHOMOYEHHbIM OPraHoM.

29. YNOnMHOMOYEHHble opraHbl B TeyeHne 3 paboumx OHeENW C AaTbl BHECEHWUS U3MEHEHWA B CBEAEHMS,
cogepxalumecsl B nepedHe opraHmsauun, obecnevmBaroT pasMelleHMe COOTBETCTBYHOLEN MHGPOPMaLMM Ha CBOUX
omumanbHbIX canTax B MHHOPMAaLMOHHO-TENEKOMMYHUKaLMOHHON ceTn «HTepHeT», a Takke ee npedcTaBneHune B
EBpasuiickylo 3KOHOMMYECKYID KOMWUCCWMIO C WCMONb30BaHWEM CPEACTB MHTErpMpoOBaHHOW WHMOPMaLMOHHON
cuctembl Cotosa.

30. lMpepocTaBneHne 3anMHTEPECOBaHHbLIM NMUaM cBedeHuid 06 opraHu3auusiX, BKITHOYEHHbIX B MNepeYeHb
OopraHunsauui, OCyLLEeCTBMSETCS YNONHOMOYEHHBIMM OpraHamMy B COOTBETCTBMM C 3aKOHOAATENbLCTBOM roCyaapcTB-
YNEHOB.

VI. Tpe6oBaHUsA K NPOBEAEHNIO KITMHUYECKUX UCTNbITaHUN (MCCreaoBaHUN) MeOULIMHCKUX U3Oenumn

31. KnuHuyeckne vcnbiTaHus (MccnefoBaHusl) MEAVMUMHCKUX U3AENUA OOIKHBbI NPOBOAUTLCSA B COOTBETCTBUM C
npuvHUMnammn XenbCUHCKOWM Aeknapauun BcemmpHon mMeauumHckoln accoumaummn 1964 roga «OTuyeckue NpuHUMnbI
MeOMLIMHCKMX UCCNEAOBaHUIA C y4acTUEM YenoBeKa B Ka4eCTBE CyObeKTa UCCNeaoBaHUSI».

KnuHunyeckne wvcnbiTaHusa (MCCNedoBaHWs!) MEOUUMHCKUX U3OENUiA  OOMMKHbI MPOBOAUTLCA HA OCHOBE
nporpamMMbl  KMMHUYECKOTO  WCMbITAHWUSA (MCCNefoBaHWsA) TakuM  obpasom, 4YTOObl  pe3ynbTaTtbl  UCMbITAHWUA
(nccnepoBaHuin) MOrnM NOATBEPAUTE UMM ONPOBEPTrHYTbL 3asiBNIEHHbIE MPOM3BOAMTENEM KIMHMYECKY 6€30MacHOCTb
n addeKkTMBHOCTL. KOnMyecTBO NpOBEAEHHbIX HaOMOAEHUA [OMKHO OblTb AOCTATOYHBIM ANS TOro, 4ToObI
obecneynTb CTaTUCTMYECKYD [OCTOBEPHOCTb, BOCMPOW3BOAMMOCTb pPe3ynbTaToB U HayyHyldo OOGOCHOBAHHOCTb
BbIBOJOB.

32. KnuHuyeckve ucnbiTaHust (MCCNefoBaHWsl) MEAWULMHCKUX W3LAENUiA OOSMKHbI MPOBOAUTLCA B YCIOBUSIX,
YCTa@HOBIEHHbIX MPOU3BOAMTENEM AMNS NPUMEHEHUS MEAMUMHCKOrO W3Aenus, U OOMKHbl ObiTb NpeaycMOTpeEHbI
NporpaMMoNn KIMHUYECKOrO MUCMbITaHUs (MCcnegoBaHuns).

33. WccnepoBatenb HeceT OTBETCTBEHHOCTb 3a MPOBEAEHWE KITMHWMYECKOrO UCMbITaHns (uccnepoBaHus)
MeLMLUMHCKOro nagenus. ViccnegoBatenb LOMKEH UMETb AOCTYN KO BCEM UMEIOLLMMCS TEXHUYECKUM U KITMHUYECKAM
AaHHbIM 06 nccnegyeMom MeguUMHCKOM M3genuu.

34. Ona obecnevyeHns wuccnegoBaTenen HeoOXoAMMbIM OOBLEMOM MHOPMaUUMM O MEAULMHCKOM uK3genun
Npou3BoAnTENb UMW YNONMHOMOYEHHBIN NpeacTaBUTENb NPOM3BOAUTENS NpeacTaBnseT Opolluopy uccnegoeartens B
COOTBETCTBUM C TpebOBaHUSMM, NPeayCMOTPEHHbIMU NpunoxeHvem Ne 2 k HacToswmm Mpasunam.

35. Tlporpamma KMMHWYECKOrO WCNbITaHUS (MccrefoBaHUsl) [OMKHa BkMYaTb B cebs  cBefeHus B
COOTBETCTBUM C TPeBOBaHUAMU, NPEAYCMOTPEHHbIMU NpunoxeHneM Ne 4 k HacToswmm MNpasunam.

36. OnncaHne gusariHa KIMHUYECKOro UCNbITaHus (MccregoBaHUS) OSMKHO BKoYaTh B ce0s:

a) cTpatermio obecrneyeHus KIMMHUYECKOM 3HAYMMOCTM M HAy4YHOM OOBOCHOBAHHOCTM pe3yrnbTaToB C
obocHoBaHueM ee BbIOOPa;

6) OCHOBHbIE 1 JOMOMHUTENbHbIE KOHEYHbIE TOYKU C 0GOCHOBaHNEM UX BbIGOPa U N3MEPEHNSI.

37. MNporpaMmmMa KNMHUYECKOro UCMbITaHNS (MCCreoBaHuWsl) COrMacoBbIBAETCA C MEAMLUHCKUMY OpraHn3aumusamm
M KoopAuMHATOpOM-UccrefoBaTeneM nNpu  MPOBEAEHUN  MHOTOLEHTPOBbLIX WCMbITAHWA  (MCCNEefoBaHUA) U
yTBEpPXAAEeTCs NPOM3BOAUTENEM UIN €TO YNONTHOMOYEHHBIM NPEeACTaBUTENEM.




38. [Inst NnpoBeAeHNs KIMHUYECKOro UCMbITaHNsA (MCCnegoBaHns) MeaMUMHCKOrO U3genust NpoussoanTenb unu
€ro YNornHOMOYEHHbIN MpeAcTaBuTeNb NpeacTaBnseT B MeAVLMHCKYIO OpraHusauuio criepyiowme AOKYMeHTbl (B
cryyae ecnv opurimHasbl JOKYMEHTOB COCTaBIEeHbl HA MHOCTPaHHOM fA3bIKe, OHW MPEeACTaBASIOTCA C NepeBoAoM Ha
PYCCKUWA A3bIK, 3aBEPEHHbIM NPOV3BOAMNTENEM UMW €ro YNONHOMOYEHHbIM NpeAcTaBuTenem):

a) paspelleHVe YNOfTHOMOYEHHOTO OpraHa Ha MpOoBeAeHUe KIMHWUYECKOro MUCMbITaHus  (MccregoBaHns)
MeOMLIMHCKOrO N3aenus;

0) 3asBneHne Ha npoBeaeHNe KIMHUYECKOrO UCTbITaHWsA (MCCneaoBaHnsl) MEAULIMHCKOTO U3aenus;

B) 3asiBreHne C NoATBEPXAEHMEM TOro, YTO AaHHOE MeAMLIMHCKOE U3fenve yaoBneTBopseT BCEM NPUMEHUMbIM
TpeboBaHusam 6e3onacHOCTM U aPHEKTUBHOCTU, UCKMOHAsA Te CBOMCTBA WU XapaKTEPUCTUKN, KOTOpble OOMKHbI BbiTh
nccneaoBaHbl B XOA4e KINMHUYECKUX UCMbITaHUI (MCCRIeA0BaHNIN) MEANLIMHCKUX N3Aenui;

r) 6poLutopa nccriegoBartens;

A) NPOEKT NPOorpamMbl KIIMHNYECKOTO UCMbITAHNS (MCCneaoBaHuns);

e) obpasubl (06pasel) MeOMUMHCKOrO W34enuss BMEecTe C MPUHAAMNEXHOCTAMKU, HeobxogumbiMK  Ans
NPUMEHEHNS MEANLIMHCKOTO U3AENNS NO Ha3HaYeHUo (MPY HaNMYMn NPUHaANeXHOCTEN);

X) cBeOEeHMs O COOTBETCTBUM MEAULIMHCKOrO m3genusa obwmm tpeboBaHnsam 6e30nacHOCTU U 3pPEKTUBHOCTM
MeOMLIMHCKMX U3aenni, TpeboBaHMAM K X MapKMpoBKe 1 3KCNNyaTaLuMOHHON AOKYMEHTaLMK

Ha HUX;

3) VHCTPYKUMSE NO MPUMEHEHMI0 (SKChyaTauuMoHHas [OKYMeHTauus) Ha MeAduUMHCKOoe u3fgenue ¢
NPUHAANEXHOCTAMU, HEOoBXOAMMBbIMU AN MPUMEHEHUS MEAMLMHCKOrO M3Lenus Mo HasHayeHuto (Mpu Hanmuymm
NPUHaANEXHOCTEWN);

W) [OOKYMeHTbl (MmaTtepuanel), cogepxalime pesynbTaTbl COOCTBEHHbIX WCMbITAHWA  (MCCnegoBaHWN)
npoussBoanTens, B TOM Y/CNe aHann3 AaHHbIX NPUMEHEHNS MeQNLIMHCKOrO n3genus (Mpu Hanuyinm);

K) pesynbTaTbl UCMbITAHUA B LENAX YTBEPXAEHUS Tuna cpeacTtB M3MepeHun (Ans MeauuMHCKUX U3Lenvn,
BKITIOYEHHbIX B NepeYeHb MEeANLMHCKUX U3LENWI, OTHOCSLLMXCA K CpeacTBaM U3MepeHun,

B OTHOLLEHWWN KOTOPbIX NPOBOAATCS UCMbITAHWA B LENsX yTBEPXKAEHNUS TUna cpeacTs N3MepeHnii);

n) ogobpeHve komuTeTa MO 3TUKE Ha NpoBedeHWe KMMHWYECKOro WCMblTaHWs (MCCnefoBaHns) MeaULIMHCKOro
n3genuvs;

M) Konus OoKymeHTa o6 yCcrnoBusIX CTpaxoBaHWS UM BO3MELLEHWs (KOMMeHcauun) BO3MOXHOro Bpeda npu
BO3HMKHOBEHWN  HebnaronpuaTHbIX  COObITUA  (MHUMAEHTOB),  OCYLUECTBNSIEMbIX B COOTBETCTBUM  C
3aKOHOAATENbLCTBOM rOCyAapcTBa-yneHa, Ha TeppuTopuyM KOTOPOro MPOBOAMTCH  KIMHWYECKOE WUCMbITaHue
(nccnepoBaHve) MeQUUMHCKOrO M3aenus;

H) dhopma MHPOPMMPOBAHHOIO Cornacus;

0) hopMa MHAMBMAYaNbHON PErMcTpaLmMoHHON KapThl;

n) hopmbl 0OTHETA O HEGNArONPUATHBLIX COBLITUAX (MHUMOEHTaX);

p) dopMmbl OTHETa O HEAOCTaTKax MeAULIMHCKOro N3genus;

C) @opMbl OTYETOB O KIMHWYECKOM MCMbITAHUM (MCCMEAOBaHNM) MEAULMHCKOrO U3Aenus, BKIo4Yas
NPOMEXYTOYHBIA OTYET.

39. lNpoBeaeHne KNMHNYECKOTO MCMbITaHUS (MCCreaoBaHWs) MEAULIMHCKOTO U34enns Krnacca noTeHumansHoro
pucka npumeHeHus 3 unu 26, a Takke UMMIaHTUPYEMOro MeaULIMHCKOro n3genus ocyLwecTensaeTca B oba3atensHoOM
nopsigke B hopmMe MHOrOLEHTPOBBIX UCMbITAHWI (MCCreoBaHuin), B TOM YiCHe B OOHOM U3 rocyAapCTB-YIEHOB.

40. OTYyeT O KIMHMYECKOM WCMbITaHnM (MccnegoBaHum) (C npunoxeHnem obobwarowmx Tabnuy, (rpadukos)
pe3ynbTaToB UCMbITAHWUIA (MCCrefOBaHUM) C COOTBETCTBYIOLLIEN CTAaTUCTUYECKON 06paboTKOM U KOMMEHTaPUEB K HUM)
AOIKEH codepxXaTb KPUTUYECKYIO OLIEHKY BCEX AaHHbIX, MOSyYeHHbIX B XO4e WUCMbITaHUA (MCCnefoBaHuii), B TOM
yucre HeraTMBHbIX AaHHbIX. TakoW OT4YeT AomkeH ObiTb cocTaBreH No dopme cornacHo npunoxeHuto Ne 5,
noanvcaH nccnegoBaTensMmn U yTBEPXAeH pykoBogMTeneM MeamuMHCKOW opraHnsaumm.

Mpy npoBegeHUM MHOTOLEHTPOBBIX KIMHWYECKMX WCMbITaHWM (MCCredoBaHuin) cocTaBnsieTcs obLmin oTyer,
KOTOpbIA AOMmKeH ObITb MognMcaH nccnegoBaTensaMn 1 pyKOBOAUTENSAMU MEOULMHCKMX OpraHn3aumin u yTBepXaeH
KOOpAMHaATOPOM-UccneaoBaTenem.

41. 3agBuTenb MMeeT MpaBO KOHTPONMPOBaTb MNPOBEAEHME KIMHUYECKOrO WCMbITaHWSA (MccrnegoBaHus)
MEOMLUMHCKOTO M3Jenusa Ha BCex 3dTanax MOoCPeACTBOM HasHayYeHus nul, COOTBETCTBYHOLLEN KBanuduvkaumn u
npoBefeHVs npoueayp MOHWUTOPMHIA MW HE3aBUCUMOW OLEHKW COOTBETCTBMA C LeNblo NOMy4eHUs JOCTOBEPHbIX
AaHHbIX.

VII. O6ocHOBaHuMe KnNuHN4Yeckom 3PPeKTUBHOCTU U 6e30nacHOCTH
MeAULIMHCKUX u3genum ansi AMarHocTuKm in vitro

42. [loka3aTenbCTBO COOTBETCTBMS MEOMLMHCKUX U3OENWA ONs OMAarHoCTUKM in vitro obwmm TpeboBaHuam
6e3onacHocT U 3hPEKTUBHOCTM MELUUMHCKUX U3Oenuid, TpeboBaHUSIM K MX MapKMPOBKE W 3KCMMyaTauUMOHHOW
OOKYMEHTALMM Ha HUX BKINtoYaeT B cebsi 060CHOBaHME KNMHNYECKON 3hdEKTUBHOCTU 1 6E30MACHOCTU MEOULIMHCKUX
n3genui onsa AnarHocTukuy in vitro.

ObGocHoBaHMEe KINUHMYECKOW 3ddEKTMBHOCTM U 6e30MacHOCTM OCHOBLIBAETCS Ha onpedeneHun unm
noaTBEPXAEHWM HaydyHOM OOOCHOBAHHOCTWM aHamnuTa, aHanuMTU4eckon 3SPGEKTUBHOCTU W, rAe MNPUMEHUMO,
KITMHUYECKON 3P(PEKTMBHOCTU MEAULMHCKOrO M3genus And OuarHOCTMKU in vitro npu ero ucnosb3oBaHuMM Mo
Ha3Ha4YeHWI, YCTaHOBIEHHOMY NPOU3BOAUTENEM.

43. OnpepeneHve unu NOATBEPXKAEHME HaydHOM OOOCHOBAHHOCTW aHanuta He sBNsSeTcs HeobxoaumbiM B
cny4ae, ecrnu CBfA3b aHanuTa C KNMHUYECKUM unv OU3NONOrM4yeckum COCTOSIHMEM OpraHu3ma 4YeroBeka XOpOLUo
M3BECTHa N OCHOBbIBAETCS Ha AOCTYMHOW MHAOPMALMK.

44. [1ns HOBOro aHanuTta WM HOBOrO Ha3Ha4YeHUs MeaUUMHCKOro usgenusi Ans AMarHoCTUKK in vitro Hay4Has
060CHOBaHHOCTb aHanuTa MOXeT BbITb YCTaHOBMEHa OAHWUM UMM HECKOMNBKMMM CriedyoLmmMm crnocobamu:



a) Ha OCHOBE KIMHWYECKOrO OnbiTa MPUMEHEHUSI MEOUUMHCKMX W34enuii Ans  AvarHoCTUKM in  vitro,
onpeaensitoLnX TOT XKe aHanuT U C TEM XXe Ha3HAYEeHUEM;

0) Ha OCHOBE [AaHHbLIX HAy4YHOW NUTEpaTypbl;

B) B XOA€e KMWHWKO-rabopaTopHbIX UCNbITaHUIA (MCCNeAoBaHW) MEeQULMHCKOrO M3genus Anst AUMarHOCTUKK in
vitro.

45. AHanutnyeckasn apdeKkTUBHOCTb OOMMKHA OblTb YCTAHOBMEHa UNW NOATBEPXAEHa pe3ynbTatamMu KIMHUKO-
nabopaTopHbIX UCMbITaHWA (UCCNeaoBaHWA) MeOULUHCKOro M3genus Anst AMarHOCTMKK in vitro ona 3assnsiemoro
MeOMLMHCKOro n3aenusa anst AMarHocTukuy in vitro.

B cnyyae HenpumeHUMMOCTM nokasaTenen aHanMTUYeCKoW U KIMHUYECKOW 3(EeKTUBHOCTM K MeAULMHCKOMY
W3AEenuio Ans AnarHOCTUKK in vitro KnuHWKo-nabopaTopHbIe UCTIbITaHNUS (MCCnefoBaHns) MEAVMLMHCKOTO U3aenus ang
ONarHocTuKM in vitro He npoBogATCS.

46. Onpepenenve wnu NOATBEPXKAEHNE KIMMHMYECKON 3(EEKTUBHOCTU B XOA4E KITMHUKO-NabopaTopHbLIX
UCMbITaHUi (UCCnefoBaHUn) MeOUUMHCKOTO M3genus Ans OUarHoCTUKM in vitro He ABngeTca HeobxoaumbIM Anst
MEOMLMHCKMX u3genui Ansa  AnarHocTMkM in  vitro, Ansg KOTOpbIX KNMHMYecKask 3(PEKTUBHOCTb LIEMNUKOM
onpefensieTcs aHanuTUYeckon aEKTUBHOCTLIO N 3TOT (PakT XOPOLLO M3BECTEH U OCHOBLIBAETCS Ha LAOCTYMHOW
UHOpMaLuK.

47. KnnHnyeckasn apHeKTUBHOCTb MEOULMHCKOro M3genusa ans AMarHoCTMKM in vitro MoxeT ObiTb YCTaHOBMeHa
OOHVM MIN HECKOMNbKUMUW criegyowmumm cnocobamum:

a) B Xo4e KIMHMKO-NabopaTopHbIX UCMbITaHUWA (MCccneqoBaHWin) MeQULMHCKOTO M3denusa Ans AMarHoCTUKM in
vitro;

6) Ha OCHOBE AaHHbIX Hay4YHOW nMTepaTypbl;

B) Ha OCHOBE KIMHWYECKOrO OnbiTa MPUMEHEHUST MEeOUUMHCKOro u3genusa Anst OUarHocTukM in vitro B
rocygapcreax-4neHax.

VIIl. Tpe6oBaHMA K NpoBeAeHUIO KITMHUKO-NTabopaToOpHbIX
ucnbiTaHUM (MccrnegoBaHWU) MeAULIMHCKUX U3genum
ANs ANarHoCTUKM in vitro

48. KnuHuyeckune ncnblTaHus (MCCnepoBaHnsl) MeQULMHCKUX U3Oenuii Ana AnarHocTuKKM in vitro npoBogATcst B
dopme KNMHUKO-NabopaTopHbIX UCMbITAHWI (MCCregoBaHUNn) MEOULUHCKMX M3enuin ansa AMarHoCTMKY in vitro.

KnuHunko-nabopaTopHble ucnbiTaHusa (MCCrneqoBaHns) MEAULMHCKUX U3OENUA ANs AUArHOCTMKM in Vitro AOMKHbI
NPOBOAUTLCH Ha OCHOBE MpPOrpammbl KIMHUKO-NabopaTopHbIX UCMbITAHWI (MCCnegoBaHWin) Takum obpasom, 4Tobbl
pesynbTaTbl MUCNbITAHUIA (MCCNEeLoBaHWIA) MOMMM NOATBEPAUTL WM ONPOBEPrHYTb 3asiBIEHHbIE MPOU3BOAUTENEM
XapaKTePUCTUKN aHannTU4eckon apeKkTUBHOCTN U, rae NPUMEHMUMO, KIMHUYECKON 3(PEKTUBHOCTN, KONNYECTBO
NpoBeAeHHbIX NTabopaTopHbIX TECTOB AOMKHO ObITb AOCTATOMHBIM AfS TOro, YToObl 06ecneynTb CTaTUCTUYECKYIO
[OCTOBEPHOCTb pPe3ynbTaToB UCTbITaHUA (MCCNefoBaHUN).

49. Tlporpamma KnMHKKO-rabopaTopHbIX MWCNbITAHUA  (MCCnefoBaHWA) [omkHa ObiTb  cocTaBneHa B
COOTBETCTBUM C TPEOOBaHUSAMM COrMacHO NpunoxeHuno Ne 6.

50. UcnbiTaHusa (uccnepoBaHus) MEOVMLMHCKUX WM3OENWN ONis OUarHOCTUKM in vitro, mpegHasHayeHHbIX Ansd
MCNONb30BaHUA NLaMMU,

He MMEKLLMMM MeANLMHCKOrO obpa3oBaHUs B 0OMNacTy KIMHWYECKoW nabopaTopHOM AMArHOCTMKW, OOJDKHbI
NpoBOAUTLCS B YCNOBUAX, MOAENUPYIOLUX YCIOBUS UCMONb30BaHUSA 3TUX MEOULMHCKMUX U3OENUA N0 Ha3HaYeHMIo.

51. KnuHuko-nabopaTtopHble McnbITaHus (MccnefoBaHWs) MEAVMLUHCKUX U3AEnuin Ans AMarHoCTWKW in vitro,
npefHasHa4eHHbIX Ansa NpuUMeHeHua B co4yeTaHun Apyr C¢ ApyroMm B BUAe aHanuTu4eckux cuctem, Moryt
NpoOBOAUTLCSA B paMKax OAHOr0 WMCMbITaHWsi (MccrefoBaHusl) (BMecTe € NPUHALNEXHOCTAMMU, HeobxoaumbiMu Ans
MCNONb30BaHUSA MEANLIMHCKOrO U34EeNnNs No HasHaAYeHuo).

52. Mpo6bl, ncnonb3yemble B KIMHWKO-TAabopaToOpHbIX MCNbITAHMAX (MCCNEAOBaHUSX) MEAULMHCKUX M3aenun
ONS OUArHOCTMKM in vitro, mMoryT ObiTb COOpaHbl M3 HECKOMNMbKMX WMCTOYHWMKOB, BKITHOYas OCTaTOuYHble 0Opasupl,
apxvBHble 06pasupbl UNu LieneHanpasneHHo oTobpaHHbIe obpa3subl.

OcTtaToyHbIMM 0bBpasuamy cuymMTaroTcs ocTaTkM obpasuoB, cobpaHHbIX B Xode reyvebHO-AMarHoCTUYecKoro
npouecca.

K apxumBHbIM 0Opasuam unm npobam OTHOCATCS oxapakTepu3oBaHHble 0bpasubl MnuM nNpobbl, KoTopble Gbinn
oTOOpaHbl paHee 1 Nory4YeHbl U3 peno3nTopues (B TOM Yucrne 6aHku TKaHeN, CTaHAapTHbIE NAaHENKU, My3enHble TecT-
LITAaMMbl U MHbIE KOJIEKLMM).

Mo ueneHanpaBneHHO oTOOpaHHbIMM Obpasuamu MOoHMMalT 0b6pa3subl, KOTopble ObiNMM B3ATbI Y MNaAUMEHTOB
crneumanbHO AN UCMONb30BaHUSA UX B KOHKPETHOM WCMbITaHUMU (MccnepoBaHuu). B gaHHOM cnydae oT nayueHTa
OOJMKHO ObITb MOMYYEeHO NognncaHHoe MM MHAOPMUPOBAHHOE Cornacue.

53. PesynbTatbl TecTMpoBaHus Npob6 B X0o4e  KIMHMKO-NabopaTopHbIX WCMbITAHWA  (MCCregoBaHWN)
MeAMLMHCKOro usaenust Ans guarHoCcTuKK in vitro He JOMKHbI LCNONb30BaTLCA ANs APYruxX Lenen, Kpome oueHKN ero
aHanuMTU4Yeckon u (Mnn) KNMHUYECKoON 3MPEKTUBHOCTM, €CNN ITUYECKME COODpaXKeHUsl, MONMHOCTLIO pasaensieMble
BCEMMW MCCNeaoBaTeNsiMU, y4acTBYOLMMY B UCMbITaHUU (MCCNedoBaHWM), He npeanonaraT obpaTHoe (Bkhovas
Heo6XoaAMMOCTb MHPOPMNPOBaHNSA CyOBLEKTOB UCMbITAHUIA (MCCreaoBaHUin) O pe3ynbTatax TecTupoBaHus). B Takom
cny4ae uccrnefgoBartenb MpUHMMAaeT Ha cebsi MOMHyl OTBETCTBEHHOCTb 3a MOCMEACTBUS MHOMO MCMOSb30BaHMWS
NMONYYEHHbIX AaHHbIX.

54. KnuHnko-nabopaTopHble uCMbITaHUs (MCCnegoBaHWs) MEOWUMHCKUX U3Oenui Ans AMarHOCTWMKM in vitro
HOBbIX UM 0CO60 OnacHbIX MHAPEKLMOHHbIX 3aboneBaHuin MO0 peako BCTpevatowmxcsi 3abonesaHunii, B TOM Yncne
NPUPOAHO-04aroBbiX MHEKLNOHHBIX 3ab0neBaHnin, MOryT NPOBOAUTLCSA B NabopaTopHbIX YCNOBUAX C NPUMEHEHNEM
apxvBHbIX 00pa3uoB M (MnM) obpasuoB, MOMYYEHHbIX FEHHO-UHXEHEPHbIM crnocoboM. B ykasaHHbIX crydasx
npovsBoauMTENb  NO  COrMAacoBaHWIO € YMNOSIHOMOYEHHbIM  OpraHoM  rocygapcTBa-yunieHa  npoBOAUT




NOCTPErMCTPALMOHHBIA  KIMHUYECKUA MOHUTOPUHI Ge3onacHoCTM M 3PAEKTUBHOCTU MEAMLMHCKUX W3AEnuin B
COOTBETCTBMM C MpaBuriamMy NpoBeAeHUs MOHUTOpUHra 6e3onacHocTW, kavecTBa M 3MEKTUBHOCTM MELANLMHCKNX
nsgenun, yteepxgaembiMy EBpasviNCcKOn 3KOHOMUYECKOW KOMWCCUER, C Lernbilo MOSyYeHus CTaTUCTUYeCKU
[OCTOBEPHbIX XapakTEPUCTUK X aHaNMTUYECKOW U (MNN) KNMHMYECKOW 3deKTUBHOCTMU.

55. [Ina npoBegeHust KIMHWKO-NabopaToOpHOro MCnbliTaHust (UCCneaoBaHusl) MEeOWLMHCKOro u3genus ans
AVarHOCTUKK in Vitro npou3sBoauTenb MNU ero YNnonHOMOYEHHbIN NpeacTaBuTenb NpeacTaBnseT B MEeAULMHCKYHO
opraHusaumio criegyowne JOKYMEeHThI (B Criydae ecnv opurmHansl JOKYMEHTOB COCTaBMeHbl Ha MHOCTPaHHOM A3bIKe,
OHW MNPEACTaBNATCA C NepeBoAOM Ha PYCCKUM A3bIK, 3aBEPEHHBLIM MPOU3BOAUTENEM WU €ro YNoNHOMOYEHHbIM
npeacTasutenem):

a) 3asABrneHne 0 NPOBEAEHNMN KIMMHNKO-NabopaTopHOro UcnbiTaHust (MccneqoBaHns) MeQULMHCKOTO U3genus ans
JMNarHoCTUKM in Vitro;

6) 3adBneHvMe C MNoATBEpXAEHWeM TOro, YTO [AaHHOe MeOMUMHCKOe W3fenue Ans OUarHoCTUKM in vitro
yOOBNETBOPSET BCEM MPUMEHUMBbIM TpeboBaHuaM 6e3onacHoCTU U 3dEKTMBHOCTM, MCKMOYas Te CBOMCTBA U
XapakTepUCTUKKN, KOTOPbIE AOMKHbI BbITb NCCneaoBaHbl B Xo4e KIUMHWUKO-NabopaTopHbIX UCMbITAaHWUI (MCCnefoBaHum)
MeOMLIMHCKOro M3genus Ans AMarHoCTUKM in vitro;

B) MPOEKT NPOrpaMMbl KIMHWKO-NabopaTopHOro NCMbITaHWS (MCCrneaoBaHns);

r) obpasubl (06paseu) MEQULMHCKOrO U34enus Ans AMarHoCTUKK

in vitro BMecTe C NpUMHAANEeXHOCTAMW, HEOOXOOUMbIMU ONA MPUMEHEHUS MEOWLMHCKOrO u3genus no
HasHayeHuto (MpU HaNUYUKU NPUHaANEXHOCTEN);

[) CBeLleHNs O COOTBETCTBMU MEAMLMHCKOro nsgenusi obwmm tpeboBaHmnam 6esonacHocTn 1 3 EKTUBHOCTH
MeOMLMHCKMX N3genui, TpeboBaHMAM K X MapKMPOBKE 1 AKCMIyaTaLMOHHON AOKYMEHTALMU Ha HUX;

€) WHCTPYKUMS MO MPUMEHEHWIO (3KCnnyaTaumoHHas [OOKYMEeHTauus) Ha MeauuMHCKoe wsgenve Ans
AVarHOCTUKN in  vitro ¢ MpUHagNEeXHOCTAMKU, HeobXoAMMbIMKM ANS MNPUMEHEHWS MEeOMUMHCKOro W3genus no
HasHayYeHuto (MpU HaNNYUKM NPUHAANEXHOCTEN);

X) OOKyMeHTbl (MaTepuwanbl), coAepxawme pesynbTatbl COOGCTBEHHbIX WUCMbITaHUWA  (MCCnefoBaHWN)
npou3BoanTenNsi, B TOM YuCME aHanu3 AaHHbIX NPUMEHEHUSA MEeQULMHCKOro U3nenvs Anst UarHoCTUKM in vitro (npu
HanmMumm);

3) pe3ynbTaTbl UCMbITAHUA B LENSAX YTBEPXKOEHUA TUMA CPEACTB M3MEPEHUMN (B OTHOLUEHWM MEOULIMHCKUX
V3enuin Ans AMarHOCTWKK in Vitro, BKIMIOYEHHBbIX B MepeyeHb MeOWMUMHCKMX U3OEenui, OTHOCSILLUMXCA K CpeacTBaM
N3MepPEHUN, B OTHOLLEHNM KOTOPbIX NPOBOASTCA UCMbITAHUS B LIENsAX YTBEPXKOAEHUSA TUMNa CPeACTB U3MEPEHUN).

56. Mporpamma KnnHMKO-rnabopaTopHbIX UCMbITaHUI (MCCNeaoBaHNn) MEAMLMHCKOTO U3aenust Anst AMarHoCTUKK
in vitro cormacoBbiBaeTCcA C MEOMLUMHCKUMM OpraHu3auusMui 1 yTBepxgaeTcs npoussoguTeneMm wnmm  ero
YMONHOMOY€EHHbLIM NMpeacTaBUTENEM.

57. TMpu npoBeaeHWM KIMHMKO-NAbopaTopHbIX WUCMbITAHUA (MCCreoBaHWi) MEAMLMHCKOrO u3genus ans
AVarHoCTUKM in vitro ocyLLecTBNSIOTCS:

a) npouenypbl B COOTBETCTBMU C NPOrpaMMON KIMMHKKO-rabopaTopHbIX UCNbITaHWIA (MCCrieaoBaHuin);

6) BedeHMe OfHO3HAYHO WAEHTUMPUUUPYEMBbIX 3anncerl Mo OUeHKe (PYHKLMOHANBHBIX XapaKTepPUCTHK,
cofepKallumx Bce pe3ynbTaTbl U3MEPEHU;

B) OUEHKa W aHanu3 MONyYeHHbIX OaHHbIX C LUEenbl MNOATBEPXOAEHUA WX COOTBETCTBUA 3asiBMEHHbIM
XapakTepucTukam;

r) gopaboTka aKcnnyaTauMoHHOW 4OKYMEHTaLun NpoM3BoanTENS Ha MEAULIMHCKOE n3aenve Ans ANarHoCTUKK in
vitro no pesynbTatam ncnbITaHW (MCcriegoBaHnin) (NpyM HEOGXOAMMOCTH).

58. PesynbTaTbl MCnbiTaHUA (MCCneqoBaHWn) MEAWMLMHCKOrO M3denvs Ans AMarHocTuky in vitro cuuTaroTcs
oTpuuaTenbHbIMU B Criydasx, ecnv pesyrnbTaThl KINUHMKO-NabopaTopHbIX NCMbITaHWA (MCCNefoBaHWin) MeAULNHCKOrO
u3genus Ans  AMarHocTMKWM in vitro CBMAETENbCTBYOT O TOM, YTO aHanutuyeckass v (Mnu) KnvHuYeckasi
3(phEeKTUBHOCTL YKa3aHHOro MEAMLMHCKOTO U3LENNSt HUKE 3asiBNEHHOW NPOU3BOAUTENEM.

59. OTyeT 0 KNUHMKO-NAabopPaTOPHbBIX UCMbLITAHUAX (MCCNEOOBAHNSIX) MEOULMHCKOIO U34enusa Ana AUarHoCTUKU
in vitro gomkeH cogepxaTb KPUTUYECKYHO OLIEHKY BCEX AaHHbIX, MOMyYeHHbIX B XO4€ MCMbITaHui (MccnefoBaHvn), B
TOM YuCrne HeraTuMBHbIX AaHHbIX. Takon oT4yeT JormkeH ObiTb odopmneH no opme cornmacHo npunoxexuto Ne 7,
noanucaH nccnegoBaTensiMu U YTBEpXKAEH pykoBoaUTENeM MeQULMHCKON OpraHu3auun.

B cnyyae npoBegeHUss MHOTOLLEHTPOBLIX KIMHUKO-NabopaTopHbIX UCMbITAHWA (UCCneaoBaHUA) MeguLMHCKOro
n3aenus Ans QuarHoCTUKM in vitro coctaBnsieTcs o6LWmMI OTYET, KOTOPbLIV JOIMKEH ObITh NOANUCAH UCCefoBaTENAMN
W PYKOBOAUTENSIMU MEAULMHCKUX OpPraHn3aunii u yTBepXXaeH KoopanHaTopoM-muccrneoBaTenem.

MpunoxeHne Ne 1

k [paBunam npoBeaeHUs KNMHNYECKNX
N KIMMHWKO-NabopaTopHbIX MCNbITaHUIA
(nccnepoBaHuin) MEOULNHCKUX M3aenui

(dpopma)

3AABIEHUE
Ha pa3pelleHne NpoBeAeHUsi KIIMHMYECKUX UCNbITaHUI (MccnegoBaHUiM) MeAULIMHCKOro usaenus

(nonHoe HanMmeHoBaHne MmeguunHCKoOro |/|3,qenm|)

(kpaTKoe HaumeHOBaHNe MeAVLMHCKOrO u3genust (Mpy Hanmymu))
Ne oT«__ » 20T



1. HaumeHoBaHue 1 agpec nponssoauTens
2. Agpec mecTa NpousBoACTBa MEAULIMHCKOro Uaaenusa (Mpov3BoACTBEHHOM MoLwaakm)

3. HanmeHoBaHWe 1 agpec ynosrIHOMOYEHHOIO NpeAcTaBUTENS NMPOM3BOAMTENS (B Cllyyae Npou3BoACTBa He Ha
Tepputopusax
rocygapcTB - 4UneHoB EBpasnmnckoro akoHOMMYEeCKOro cotosa)

4. ®amunua ums, oTYECTBO (NpW Hanuuuu), agpec, Homepa TenedoHa n dakca, agpec 3NEKTPOHHON NOoYThI
(Npv HanNMYMKn) KOHTAKTHOrO NMLa NO AaHHOMY 3asBIEHMNIO

5. Mpu noBTOpHOV MNofaye 3asiBIieHWsl Mo AaHHOMY MeAMUMHCKOMY M3fenuio JaTa M HoMep npeabiayLiero
3asaBneHus

6. MNonHoMo4MA Ha NpoBeAeHNe KNMHNYECKUX UCMbITAHWUIA (MCCrefoBaHUin)

7. Mepuog BpeMeHU NpoBeaeHnst KNMMHUYECKUX UCTIbITaHWUM
8. [aHHble 06 uccnegoBaTensx, KoopavHaTope-uccrnegoBatene (Npy HanUyum)

(P. U. O. (npn Hann4uun), mecto paboTbl, AOMMKHOCTb, HAY4YHasA CTeNeHb (Npy HanM4MK))

9. NpeHTudpmkaumsa v onucaHve wnccnegyeMoro MeAULMHCKOrO WM3OEenusi, BKIoYasi nepeyeHb WCMOSHEHWN,
KOHUrypaumn " NpYHaONEXHOCTEN, Ha KoTOpble pacrnpocTpaHsaTCcA pesynbTaTbl
MCnbITaHUA

10. HasHa4eHne meguumMHCKOro nagenusi

11. Knacc noteHumansHOro pycka npuMeHeHns

12. Kog B1aa B COOTBETCTBMU C HOMEHKNATYPO MEAULIMHCKUX U3Oenuin, NpuMeHsieMon B pamkax EBpasmmnckoro
3KOHOMMYECKOro COo3a

13. Llenu n runoTesbl KNMHUYECKOro UCMbITaHus
14. KonnyecTtBO CyOBbEKTOB UCTbITaHN (MCCRefoBaHui)
15. Konn4yecTBo 3K3eMnnisipoB nccrnegyeMoro MeauumHCKoro u3genus

16. MeguuuHcKas opraHuMsauMs NpoOBEAEHMSI UCMbITAHUA (MCCNedoBaHWA) C yKasaHMem agpeca, HOMepoB
TenedoHa u dakca, a Takke agpeca MeKTPOHHOM NoYThl (MpU HaNU4uum)

Mognucy pykoBOAUTENA OpraHm3aumm npon3soacTBa UM ynoriHOMO4YEeHHOro npeacrasuTend:

(®. U. O. (npn Hanu4yun), mecTo paboTbl, AOMMKHOCTb)
Moanuck 3aaBuTens:

(. U. O. (npu Hanuuum), mecto paboTbl, JOMKHOCTb)

MepeyeHb Npunaraembix JOKYMEHTOB:
1) NnporpamMma KnuHWUYECKUX UCMbITaHUI (MCCneaoBaHnin;
2)...

MpunoxeHne Ne 2

k [paBunam npoBeAeHUs KINMHNYECKNX
N KIMHWKO-NabopaTopHbIX NCNbITaHUIA
(nccnepoBaHuin) MEOULNHCKUX M3aenui

TPEBOBAHUA
K coaepXaHuo 6poLuopbl uccriegosaTtens 0 MeOULMHCKOM Usaenum
(KpoMe MeaAULMHCKUX U3Oenuin Ans ANarHocTuKM in vitro)

|. O6Liee onucaHme MeaMLMHCKOro usaenus

1. Bpowtopa uccrnegoBatens AO/MKHA coaepXaTb Creaylwy UHOpMauui C OonMcaHMeM MeLULMHCKOro
n3genus:

a) HaMMeHOBaHWEe MeANLIMHCKOTO U3nenus;

6) o6LLee onncaHne U HasHavYeHNe MeEANLIMHCKOTO U3Aenus;

B) MH(OpMaLusi, NO3BOMSOWAA UAEHTUDULMPOBATbL MEAULUHCKOE U3fenue, B TOM 4YWCNe HOMep MOoAenwu,
BKMOYasi HOMepP UCMONHEHUs (MoandukaLmmn) (Mpy HaNMUYUM) UNKU CCbINKY Ha MOEHTUMULMPYIOLNIA HOMEpP Moaenu;

r) BUO MEOMUMHCKOrO U3Aenusi B COOTBETCTBMU C HOMEHKMATYPON MEAWLMHCKUX WU3OEenui, NpUMEHSIEMON B
pamkax EBpasninckoro SkOHOMMYECKOro CoH3a;

) HbopMaLms 0 npeaHasHaYeHHbIX NOMb30BaTENSX;

€) NPMHUMNbI AENCTBUSA MEOULMHCKOTO M3Oenus;



X) Krnacc pucka U npuMeHuMble KrnaccudurKaumoHHble NpasBuna B COOTBETCTBMM C NpaBunamu Krnaccudmkaumm
MEANLMHCKUX W3AenuMin B 3aBUCMMOCTW OT MOTEHLManbHOro pucka MPUMEHEeHUs, yTBepxaaembiMu EBpasniickon
3KOHOMMWYECKON KOMUCCUEN;

3) OMUCaHNEe HOBbIX CBOWCTB U XapaKTePUCTUK MEANLIMHCKOrO U34enus;

1) onucaHve NpUHaANEeXHOCTeN, APYIMX MEeQULMHCKUX U3AENUA U U3LEenui, He SBMSIOLMXCH MeOULUHCKAMMU,
HO NPeAyCMOTPEHHbBIX ANs UCNONb30BaHWA B KOMOUHaUMK € uccrnegyeMbiM MeAULMHCKUM n3aenvem;

K) onucaHve u (Mnn) nepedeHb BO3MOXHbIX WCMONHEHWA (KOHdUrypauui) wuccnegyemoro MeauLMHCKOro
nsgenus;

n) obLee onvcaHne OCHOBHBLIX (MYHKLMOHAMNBHbLIX 3NEMEHTOB, BKMOYasa auarpammbl, hotorpadumn n pucyHku,
AEMOHCTPUPYIOLLME OCHOBHbIE YacTh (KOMMNOHEHTbI) MEAMLIMHCKOIO U3Aenna 1 BKNioyatoLwme B cebs NossCHUTENbHbIE
Hagnvcy, 4OCTaTOYHbIE AN MOHUMaHWUA guarpaMmm, doTorpadumin U pUCYHKOB;

M) OMuCaHWe MmaTepuarnos, BCTYNawLWMX B HENOCPEACTBEHHbIN UMW ONOCPeAOBaHHbIA KOHTaKT C Tenom
Yyenoseka.

Il. MpumeHeHe MegULMHCKOrO U3pnenus

2. bpolutopa vccnepoBaTens OOSHKHA COAepXaTb CreaytoLlylo MHopmaumio 0 NpPUMEHEHUN MEAULIMHCKOrO
nsgenus:

a) Ha3HaveHne MeJWLMHCKOro U3aenus;

6) MHCTPYKLMM MO MOHTaXy (BBOAY B 3KCMIyaTaLuio);

B) MHCTPYKLMS MO NPUMEHEHUIO, BKIOYAs YCNOBUSI TPAHCTIOPTUPOBKM U XpaHEHUSI.

lll. CBeaeHnsa 06 ucnbiTaHUAX MeAULMHCKOro nsgenus

3. bpowtopa wvccnegoBaTens [OMMKHA coAepxaTb Crefylllylo MHdopMauuio O MNPOBEAEHHbIX paHee
MCMbITAHUSAX MEAULIMHCKOrO U3 enns:

a) pe3ynbTaThl JOKITMHUYECKNX UCCIEe0BaHUN N UCTIbITAHWUI;

0) nmetoLmecs KNMHNYECKNE AaHHbIE, B TOM YuChe:

AaHHble Hay4yHOW nuTepaTypbl OTHOCUTENbLHO KOHCTPYKUMM, BesonacHoCT, 3PEPEKTUBHOCTM U Ha3HaYeHWs
aHanornyHbiX U SKBMBANEHTHbIX MEAULIMHCKUX U3AENUiA;

AaHHble Hay4yHOW nuTepaTypbl OTHOCUTENbLHO KOHCTPYKUMM, Be3onacHoCT, 3PPEKTUBHOCTM U Ha3HaYeHWs
aHanornyHbIX UM 3KBUBANEHTHbLIX MEANLMHCKUX M3OENNA TOro XXe Npou3BoauTens, BKYyas AaHHble O BpeMeHN nx
obpalleHns Ha pbIHKE, a Takke cBeeHUs 060 Bcex BbIsiIBNEHHbIX NpobrnemMax ¢ 6e30nacHOCTb0 U 3EKTUBHOCTBIO
W NPeanpUHATBLIX KOPPEKTUPYIOLLIMX OEWCTBUSAX;

B) pe3ynbTaTbl aHanM3a pUckoB, CBeAeHMs 0 NoBoYHbIX adhdeKTax 1 NPOTUBOMOKa3aHUSIX;

r) nepevyeHb BO3MOXHbIX HEONAronpuATHbIX COObLITMIA (MHUMAEHTOB) M HeGNaronpuATHBIX BO34ENCTBUIA
MEANLMNHCKOrO N3Aenus;

[) NepeyeHb CTaHAapTOB, NPUMEHSIEMbIX B NMOSTHOM 06BbEME Wi YaCTUYHO.

MpunoxenHne Ne 3

k [paBunam NnpoBeaeHUst KMUHUYECKUX
W KIMHUKO-NabopaTopHbIX UCMbITaHWUA
(MccnepoBaHNin) MeOQULMHCKUX U38enui

TPEBOBAHUA
K copiepXaHUIo TeXHUYecKoro danna Ha MeAuLMHCKOe usgenve
(kpomMe MeauLMHCKNX U3aenun ans AMarHocTuKM in vitro)

l. O6Lwee onMcaHMe MeaAULIMHCKOro u3aenus

1. TexHnyeckuni chann JomKeH coaepxaTb creayoLyo MHopMaumio ¢ onucaHneM MeauLMHCKOro N3genus:

a) HaMMeHOBaHUe MeANLMHCKOrO M3nenus;

0) obLee onucaHne 1 Ha3Ha4YeHne MeULIMHCKOTO U3nenus;

B) MHdopMauMs, No3BonsawlWan MaoeHTMMUMpOBaTh MeANUMHCKOE M3genue, B TOM YUCIie HOMEep MOAENMW,
BKITOYasi HOMEP MUCMOSTHEHMS (NP HanMYMM) UK CCbINKY Ha NAEHTUULMPYIOWNIA HOMEP MOAEeNw;

r) BUO MeAULMHCKOrO U3Aenus B COOTBETCTBUM C HOMEHKNaTypoW MEeOULMHCKUX U3Oernun, NpuMeHsIemMon B
pamkax EBpa3sninckoro 3kOHOMMYECKOro coto3a;

[) npegHa3HayeHHble Nonb30BaTeEnNy;

€) NPMHUUNbI AENCTBUSA MEANLMHCKOTO U3Oenus;

X) KIflacc NOTEHLManbHOro pycka NpMMeEHEeHNst U NPUMEHUMbIE KITacCUUKALMOHHbIE MpaBuia B COOTBETCTBUM C
npaeBunamun Knaccudmkaumm MeamuMHCKUX M3OEeNuii B 3aBUCUMOCTU OT MOTEHUMANbHOMO pucka MpPUMEHEHMS,
yTBEpXaaeMbiMy EBPa3sMnNCcKon SKOHOMMYECKON KOMUCCUEN;

3) 0ObSACHEHME CBOWCTB N XapaKTepPUCTUK MEANLIMHCKOrO U3aenus;

n) onucaHve NpuHagnexHocTen, Apyrmx MeaNUMHCKUX U3OeNUn U U3genuin, He ABNSIWLUXCA MEeAULMHCKUMN,
HO NPeayCMOTPEHHbBIX Arsi UCNONb30BaHMSA B KOMOUHaUUK ¢ paccMaTpuBaeMbIM MEANLMHCKUM U3OENVEM;



K) onncaHve n (Mnu) nepeveHb BO3MOXHbIX MCMONHEHWIN (KOHdUrypauuii) paccmaTpMBaeMoro MeauumHCKoro
n3genus;

n) obuwee onucaHne OCHOBHBLIX (YHKLMOHAMbHBIX 3M1EMEHTOB (Anarpammbl, doTtorpadmm 1 PUCYHKM,
AEMOHCTPUPYIOLLME OCHOBHbIE YacTy (KOMMOHEHTbl) MeAMLUMHCKOro U3fenus, Bovawwme B ceba noscHsaowme
Hagnucy K gnarpammam, potorpadmsm n pucyHkam);

M) onucaHue MaTtepuarnos, BCTYNawLWMX B HENOCPEACTBEHHbIM UMM ONOCPEAOBaHHbIA KOHTaKT C Tenom
Yyenoseka.

Il. OnucaHne MeaULIMHCKOro nsaenus

2. TexHudecknn banmn OOSMKEH coaepaTb NnepedeHb OCHOBHbIX XapaKTEPUCTUK, pa3MepoB M yKa3aHWi Mo
aKcnnyaTauum MeOUUMHCKOTO M3AEnus, ero UCMONHEHUA U MPUHALANEXHOCTEN, KOTOpPblE UMEKTCA B TEXHWYECKOMN
OOKYMeHTauun MeAWLMHCKOrO u3genust u Opyrmx marepuanax, AOCTYMHbIX KOHEYHOMY MONb30BaTenio, a Takke
nepeyeHb NPUMEHSAEMbIX NPOU3BOAMUTENEM CTaHAAPTOB.

lll. Ccbinka Ha nogo6GHbIe U Npeabiaywmne moaudrKauumn
MeOULUHCKOro usgenus

3. B cnyyae wvcnonb3oBaHust uHdoOpMauumM o nofobHbIX MM Npeabiaymnx MOAMUKaLUaX MeOuLMHCKOro
nsgenus ona gokasaTtenbcTBa COOTBETCTBMSA obwum TpeboBaHuaM 6e30nacHOCTM U 3P(PEKTUBHOCTM MEONLNHCKMX
nsaenuin, TpeboBaHMAM K X MapKMpPOBKe 1 9KCMyaTaLunMoHHOW JOKYMEHTaumMn Ha HuX, yTBepxaaemblm EBpasuiickon
3KOHOMUYECKOW KoMuccueln (ganee - obwue TpeboBaHWsA), TexHUdeckun bann [OOMKeH coaepxaTb KpaTkoe
onucaHue:

a) npeabiayLLmx moandrKaumin paccMaTpMBaeMoro MeAMLUHCKOro N3genust (Npy Hanmumm);

6) nNogob6HbIX MoaudmKauuin MeOULMHCKUX M3OENWIA, HaxoAsilumMxcs B obpalieHun B pamkax EBpaswuiickoro
3KOHOMMWYECKOr0 COH3a U Ha MEXAYHAPOAHbIX PbIHKAX.

IV. ConpoBoauTtenbHas nHcdopmauus
4. TexHu4eckuii dann AOMKeH coaepxaTb:
a) AaHHble O MapKMPOBKE MeOMLMHCKOIO U3AENWS 1 ero YNakoBKW (MPOeKTbl MapKUpPOBKK);
6) MHCTPYKLMIO NO NMPUMEHEHWMIO (IKCNIyaTaLuMOHHYI0 AOKYMEHTaLUMI0) MEANLIMHCKOTO N3aenus.
V. MNpoekTupoBaHune 1 paspaboTka MeaULIMHCKOTro usaenus
5. TexHnyeckun cann JormkeH cogepatb UHGOPMaLMio, NO3BONSAIOLWYH0 Nonyuntb obuee npeacrasneHne o6
OCHOBHbIX CTagusAX MPOEKTMPOBAaHMSA pacCMaTpMBaemMoro MeavuuHCKOro msgenus. [aHHas wvHdopmaums MoxeT
ObITb NpeacTaBneHa B BMAe Gr1oK-CXxeMbl NPOLIECCOB.
VI. NMpoussoacTBeHHbIe NpoLuecchl
6. TexHnyeckun avn OOIMKEH CoaepXaTb MHOPMaLUo, NO3BONSALLYI0 NOMy4YMTh obLiee npeacTaBneHne o
Npou3BOACTBEHHbIX Mpoueccax. [laHHas nHdopmauma moxeT ObiTe NpeacTaBneHa B Buge 6nok-cxembl NpoLEeccos,
Aatollen obee npeacrtaBneHne 0 NPon3BoACTBe, COOPKe, 3aKMIOYUTENBHBIX UCMbITAHUAX MEOULIMHCKOrO N3enus u
OKOHYaTernbHOW ynakoBKe roTOBOro MeAULIMHCKOrO n3nenvs.
VII. MpoussoacTBeHHbIe NnowaaKku
7. B TexHuyeckom dparine [ormkHbl ObiTb MOEHTUUUMPOBAHbI MPOM3BOACTBEHHbIE MIOLWAAKM, Ha KOTOPbIX
OCYLLECTBNSETCS NPOM3BOACTBEHHAs AEATENbHOCTb MO paccMaTpvMBaemMoMy MeauUMHCKOMY uagenuvio. Ecnu ans
AaHHBIX NIOWA[0K MMETCA cepTudmKaThl CUCTEMbI MEHEXXMEHTa KayeCcTBa UN paBHOLEHHbIE AOKYMEHTbI, TO MX
KONuUW JOIMKHBI ObITb NPUMOXEHbI K TEXHUYECKOoMY channy.

VIIl. CBegeHus 0 cOOTBETCTBMU OOLLUM TpeGoBaHNAM

8. TexHuuyeckuin cbann JOIMKEH BKMoYaTh B cebs cBeAeHMS O COOTBETCTBUM 06LMM TpeboBaHUAM.

IX. Pe3ynbTaTbl aHanu3a v ynpasfieHUs pUCKOM

9. TexHun4yeckmin cann OOSMKEH coaepXaTb KPaTKMl MepedeHb PUCKOB, MOEHTUMUUMPOBAHHLIX B npouecce
aHanu3a pucka, 1 onvcaHvue cnocoboB yrnpaBreHns 3TUMK pUCKaMu B LIENSIX CHKEHWUS UX 40 JOMYCTUMOIO YPOBHSI.



X. JesatenbHOCTb No BepudmKauum u Banmaauum

10. TexHuuyeckuin chann [OOMKEH copepXaTb crnegyloliMe CcBedeHUs U OOKYMEeHTbl Mo Bepudukaumm u
Banugaumu, KOTOpble WCMNONb30BanMCb ANsl [oKasaTenbCTBa COOTBETCTBUS MELMLUMHCKOro u3genusi obmm
TpeboBaHusaM (B TOM Ymcne nNo NpUMEHUMOCTM obLmnx TpebosaHui):

a) pesynbTaThl UCMbITAHUIA B UCNbITATENbHLIX NabopaTtopusx (LeHTpax);

0) pesynbTaTthl NabopaTopHbIX U (UNN) 3aBOACKMX UCMbITAHUNA,

B TOM 4ncne pe3ynbTaTbl UCMbITAHUA B YCNOBUSAX, UMUTUPYIOLLMX SKCMNYyaTauUoHHbIE;

B) pe3ynbTaTbl NabopaTopHbIX WUCMbITAHWA Ha XMBOTHbLIX AN MNOATBEPXAEHWUS MPaBUIbHOCTU KOHLEMUUN
rOTOBOrO MEAWLIMHCKOro U3aenus;

r) Aeknapauum COOTBETCTBMSA CTaHAapTaM U3 NepeyvHs cTaH4apToB.,

B pesynbTate NMPUMEHEHNS KOTOpbIX Ha AOOPOBOMLHOM OCHOBE MOMHOCTBIO MMM YacTMYHO obecneynBaeTcs
cobnoaeHne cooTBETCTBUSA MEANLIMHCKOrO n3genusa obwmm tpeboBaHusaMm;

[) Oeknapaumm cooTBETCTBMSA CTaHAapTaM, KOTOpble He BKMYEHbI

B YKa3aHHbIV B NMOAMYHKTE «» HAaCTOSLLEro NyHKTa nepeyeHb, ¢ 060CHOBaHNEM UX NPUMEHEHUS;

€) 0630p ony6nuKoBaHHbIX NUTEPaTYPHbIX MCTOYHMKOB KacaTerbHO paccMaTpMBaeMoro MeauLMHCKOro usgenms
U NOAOOHBIX MEANLMHCKUX U3OENNNA.

11. TexHnyeckun dann gOrmKeH coaepxaTb:

a) ceBegeHust o BMonorMyeckon COBMECTUMOCTY;

6) cBeeHNst 0 NeKapCTBEHHbIX CpeacTBax, BXOASALMX B COCTaB paccMaTpuBaeMoro MeauLMHCKOro n3nenvs;

B) cBeadeHusa o Guonoruyeckon 6€30nacHOCTM MEAULMHCKUX U3AENUI, BKIIOYAOWMX B CeOs1 KNeTKW, TKaHW nnm
MX NPOM3BOAHbIE, B3ATbIE Y YENOBEKA UMW XXMBOTHBIX;

r) cBegeHnst 0 MeTodax cTepunusaumy,

) cBedeHnst 0 Bepudmkaumm 1 Banuaaumm nporpammMHoro obecneyvyeHns Npy NPOEKTUPOBAHUM MELULNHCKOro
n3genus;

€) ot4yeT 06 060CHOBaHUN KNMHUYECKON 3hEKTUBHOCTU 1 6E30MACHOCTU MEANLIMHCKOIO U3LENUSI.

12. N3noxeHne pesynbTaToB MNPOBEAEHHbIX KMMHUYECKUX WCTbITaHUMA (MccrnenoBaHui), KpOMe BbIBOAOB,
[OOIMKHbI BKINOYaTb B ce0s MPOTOKOIbI UCMbITaHUA (MCCneqoBaHuin) B MONTHOM obbeme.

13. TexHuyeckuin cann JOMKEH coaepxXaTb nepeyeHb BCeX MaTepuanos, HaXOOAWMNXCH B HEMNOCPEACTBEHHOM
UNn OnocpeaoBaHHOM KOHTAKTe C OpraHM3MOM naumeHTa, ecnu Ansi Toro, YTobbl oxapakTepu3oBaTb U3MYeckme,
XUMUYECKME, TOKCMKOMOrMyeckne n OMonornyeckne xapaktepucTvku maTtepuana, Heobxogumo B COOTBETCTBUM C
pes3ynbTaTtamMmyn aHanusa pMCcKoB NPOBECTU UCMbITaHMSA BMONorM4yeckon COBMECTMMOCTH.

B TexHumyeckun cpann cnegyeT BKNOYUTL NOAPOGHYH MHMOPMaLMIO O MNPOBEAEHHBIX WCMbITAHUSAX,
NPUMEHEHHbIX CTaHgapTax, MpOTOKONax WCMbITaHWA, aHanu3 MONyYEeHHbIX [aHHbIX W KpaTKoe W3roXeHue
pesynbTaToB UCMbITAHWNA.

14. Ecnn MeauUMHCKOe M3genue BkNtoYaeT B cebs nekapcTBeHHble cpeacTBa, TO TEXHUYECKUIA aiin LOMmKeH
cogepxaTb noapobHyt MHopMauMio 0 MPUMEHSIEMbIX FIEKAPCTBEHHBLIX CPEACTBaX, WX nNpoussBoauTene
(npousBoguTeEnsix), NPUYMHE BKIOYEHUS B MeOuuMHCKoe wusgenue, 0e30MacHOCTU MPUMEHEHUST U MeXaHusme
OENCTBUSA B COCTaBe U3denus npu npegycMOTPEHHOM MPUMEHEHWM, OOKYMEHT, NOATBEpXOaloLWwMn pernctpaumio
NEeKapCTBEHHOroO CpeacTBa B CTpaHe -NMpou3BoamnTene NekapCTBEHHOro cpeacTaa.

15. TexHuueckun dann [OMKEH cogepxaTb MNepeyvyeHb BCEX MaTepuarioB >XMBOTHOMO MIN 4ENOBEYECKOro
NPOUCXOXAEHNS, UCTIONb30BaHHbLIX B MEAMLMHCKOM u3aenun. TexHudeckuin dain AOMmKEH coaepXaTb noapobHyto
UHGopMauuo 06 3TUX MaTepuanax, OTHOCSILLYHCHA K BblIOOpY MCTOYHUKOB (OOHOPOB), B3siTUO Mpob, obpaboTke,
XPaHeHWto, UCCredoBaHN0 N 0bpalleHNo C TKaHSIMU, KNeTKaMu U BeLLecTBaMM >XWMBOTHOFO WM 4YerioBEeYeCcKOro
NPOUCXOXAEHUS.

B TexHuyeckuin hanin cnegyeT Takke BKMoYaTh pesynbTaThl Banuaaumm npouecca, noareepxaarLme Hanmuame
NPOV3BOACTBEHHBLIX Mpouenyp, MUHUMUIUPYIOLWMX BUonormyeckme pucku, B YACTHOCTM B OTHOLLUEHUW BUPYCOB WU
apyrux Bo3byautenen 6GonesHen.

Takke crnegyeT BKMKYaTb OMUCAHWE CUCTEMbI XPAHEHUS  3anucen, MNO3BOMSAOWEN OCYLLEeCTBNATb
NPOCNEXNBAEMOCTb OT MCTOYHMKOB MaTepuarnoB 40 roTOBOrO MEAULIMHCKOrO U3aenus.

16. B cnyyae ecnn MeauuUMHCKOE MU3[enue MNOCTaBMsieTCs B CTEPUNbHOM BUAE, TEXHUYECKUN dann OOMKeH
cofepxaTb CBeAeHMs O Banuaauum npouecca crtepunusauun (Bkrvas UcnbliTaHUs Ha GUOMOrMYeckyro Harpysky,
Hanu4Me NMUPOreHHbIX BELLECTB, HANM4YMe OCTaTOYHOro KONMMYEecTBa CTEPUNM3YHOLLEro BeLLecTBa) M O Banuaauum
npotecca ynakoBbiBaHus. MHdopmaumst 0 Banuaaumm OOIKHA BKINOYaTh B ce05 NPUMEHEHHbIA MeToa, OOCTUTHYTHIN
ypOBeHb 0b6ecneyeHnsi CTepUIibHOCTM, MPUMEHEHHblE CTaHOapThl, MPOTOKON CTepunu3auun, pas3paboTaHHbIA B
COOTBETCTBUM C 3TUMU CTaHOAPTaMU, U KPaTKOe U3NOXEHME NOMyYeHHbIX Pe3yrnbTaToB.

17. TexHunyeckun hann [OMMKEH cogepXaTb CBeAEHMs O MpoLecce NPOEeKTMPOBaHUs M pa3paboTku
nporpaMmMHoro obecneyeHus 1 BanuaaumMn nNporpammMHoOro obecneyeHns, NCNonb3yemMoro B rotToBOM MeOULIMHCKOM
usgenun. YkasaHHasi MHcopmauus BkrodaeT B cebs KpaTkoe MW3NOoXeHWe pe3ynbTaToB AesATEeNnbHOCTU Mo
Bepudukauum, BanuaauMm M pesynbTaToB MCMNbITAHUNA, BINOMHEHHLIX B OpraHu3auuu-npousBoauTene, a Takke
CBeeHUss O BCEX MWMEeWLWnUXCcss KOHUrypauusix annapaTHbIX CpeacTB U ONepauMoHHbIX — cucTeMax,
NOEHTUULMPOBAHHBIX B CONPOBOAUTENBHOWM AOKYMEHTALMM.

18. TexHudeckun charn JOImKeH coaepXaTb MHpOpMaLMIo O NPOBEAEHHBIX UCCNEAOBAHMAX HA XXMBOTHbIX AN
NOATBEPXOEHNS COOTBETCTBMA 06LWMM TpeboBaHuAM (Npu Hanu4uun). B TexHudeckom davine JomkHbl 6bITb onncaHbl
LLeNn yKasaHHbIX UCCeaoBaHui, METOAONOIMS, Pe3ynbTaThl, aHanu3 1 3akmniyeHns.

Mpunoxenne Ne 4
k [paBunam npoBeaeHust KINMHUYECKMX
N KIMUHMKO-NabopaTopHbIX UCMbITAHWUIA



(nccnepgoBaHuin) MEOULUHCKUX M3genui

TPEBEOBAHUA
K copepXaHUIo NporpaMmmbl KIIMHMYECKOro UCMbITaHUA (MccneaoBaHUA) MeAULMHCKOro ngenus

|. Obwee onucaHue MegQULMHCKOro nsgenus

1. MporpamMmMa KIMHUYECKOrO MCMbITaHMSA (MCCrefoBaHUsA) OOMKHA codepaTb CreaytoLlyo MHgopmaumio ¢
onucaHneM MeAULMHCKOro u3aenus:

a) HaMeHoBaHVe MeQULUMHCKOTO U3nenwvs;

6) Nnpou3BoauTENb M YNOMHOMOYEHHBIN NPeACcTaBUTENb MEONLIMHCKOTO U3JEeNus C yka3aHMeM agpeca, Homepa
TenedoHa, 3NeKTPOHHOW NOYTbI U KOHTAKTHOrO NMua;

B) obLLee onucaHue 1 Ha3HayeHe MeQMUUHCKOro nsaenus;

r) uHcdopmauus, nossondwwas MaoeHTUPUUMPOBaTb MeaUUMHCKOE MU3fenue, B TOM 4Yucne HoMep modenu,
BKIIOYasi HOMeP UCMOMNHeHUs (Moandukaumm) (MPY HaNMYMM) NN CCbINKy Ha MASHTUULNPYIOLLMIA HOMEP MOAENW;

) BAO MeOMUMHCKOro M3genusi B COOTBETCTBMM C HOMEHKNATYypol MEAVUMHCKUX U3OENWIN, NMPUMEHSEMON B
pamkax EBpa3niickoro 3kOHOMMYECKOro COH3a;

€) rpynna naumeHToB U MeANLIMHCKNE NOKa3aHWs, ANst KOTOPbIX NpefHa3HaYeHo MeAULIMHCKOE U3aenve;

X) HasHa4YeHne MeanLMHCKOro N3Aenus;

3) KMacc pucka M MNpPUMEHMMbIE KrnaccudumKkauMoHHbIE npaBuna CcorfnacHo mnpaBunaM  Kraccugukaumm
MELMLMHCKMX W3AenuiA B 3aBUCUMOCTU OT MOTEHUMANbHOrO pucka MNpUMEHeHWs, yTBepxaaembiM EBpaswuiickon
3KOHOMWYECKOM KOMUCCUEN;

1) 06BSACHEHNE HOBbIX CBOWCTB U XapakTEPUCTUK MEOULIMHCKOIO U3Lenus;

K) onucaHue TOro, kak [OCTMraeTcs MNpOCMEXUBAaeMOCTb BO BpPEMS U MOCMe MNpOBeAEHUS KITMHWUYECKOro
UcnblTaHnst (UCCNefoBaHNsl) MEAULIMHCKOrO M3genus (C NMoMOLLb0 MPUCBOEHUSA HOMEpa Cepun, Homepa napTuw,
3aBOJCKMX CEPUIAHBIX HOMEPOB UMK UHBLIM crocobom);

) CBefeHVs 0 MaTepunanax, KOHTaKTUPYHLLMX C OPraH3MOM YENOBEKa;

M) CBELAEHUSA O KOHTPOSbHbIX MEANLMHCKUX U3AENUAX.

Il. JaHHbIe 0 KNMHNYECKOM UCNbITaHUM (MCcnegoBaHUMN)
MeAMLMHCKOro usaenus

2. TlporpaMMa KNMHUYECKOTO WCMbITaHWSA (MCcrefoBaHWs) MeOUUMHCKOrO W3Lenust OSbKHa copepXaTb
cnepytoLlyto nHcopmMaumio o npoueaype KNMHUYECKOrO UCTbITaHNS (MccreoBaHus):

a) HaMeHoBaHWe U MOEHTUMUKALMOHHbIE fAaHHbIE KIMMHUYECKOTO MUCTbITaHust (MccrnenoBaHus);

0) agpec ¥ HauMeHOBaHWe MEOVUMHCKOM opraHusauuu, npoBOAALEN  KMMHUYECKME  UCMbITaHus
(nccnepoBaHus);

B) HOaHHble 00 wccneposaTensix, KoopAuHaTope-uccrnegoBatene (NpyM  HanmuMuMM) U UCTbITATENbHOWM
opraHusauuu;

r) onucaHue cneumanbHbIX XMPYPrUYecKnX 1 Opyrux MeAVLMHCKUX npoueayp, CBA3aHHbIX C UCMONb30BaHMEM
MeLMLMHCKOro n3aenus;

4) TpeboBaHus K onbITY 1 06Y4EeHNI0 MEANLIMHCKMX CNELNAnUCTOB;

€) onncaHne au3anHa KNMHNYECKOro UCTbITaHust (MccrenoBaHus);

X) OMUCaHWe pPUCKOB W MOMb3bl MPUMEHEHMS MEAMLMHCKOrO M3Oenus npu NpoBEeAEeHUU  KITMHUYECKOro
UcnbITaHns (MccrnegoBaHus);

3) onucaHve YyCroBuA AN NPOBEAEHUS KITMHUYECKOrO UCMbiTaHusa  (MCccrieqoBaHus),  OnpeaeneHHbIX
Npon3BOANTENEM;

1) onvucaHve NpPUHaANEXHOCTEW, APYrMX MEAULVHCKUX U3AENUA U N30enuii, He SBNSIIOWMXCA MeOULUHCKUMM,
HO NPeaYyCMOTPEHHbBIX Arsi UCNONb30BaHMSA B KOMOUHaAUUM ¢ MEOULIMHCKUM U3LENNeM;

K) LENu 1 runoTesbl KIMMHUYECKOro UCNbITaHusl (MCCnefoBaHus);

1) BbIGOP CyOBEKTOB KMMHNYECKUX UCMbITAHWI (MCCreaoBaHuii), B TOM YMCHE UX KONMUYECTBO;

M) KONTMYECTBO UCMOSIb3yEMbIX UCCIeayeMbIX MEAULMHCKUX n3genuii (c o6ocHoBaHeM);

H) onucaHme npouenyp KIMMHUYECKUX UCTbITaHni (MCCnegoBaHun);

0) nnaH MOHWUTOPWHIa B XO4€ KIMHWYECKUX MCMbITaHMIM (MCCreaoBaHui) C yKasaHueM 4acToTbl MOCELLEeHWHN,
KOnmMyecTBa MOHUTOPOB U UX KOHTAKTOB;

n) CTaTUCTUYECKNE METOAbI aHann3a OaHHbIX;

p) Nnpouecc nony4YeHust MHPOPMUPOBAHHOTO COrMNacusi CyOLEKTOB KIMUHUYECKUX UCTIbITaHUIA (MCCNeaoBaHN);

C) onmMcaHue 3TUYECKMX aCMeKTOB KIMMHUYECKOrO UCMbITaHUS (MCcrnenoBaHusl), BKMYas MHTEPECH! YS3BUMbIX
CyOBHEKTOB KIMMHUYECKOrO UCMbITaHWS (MccreaoBaHus).

MpunoxeHne Ne 5

K [paBunam NpoBeAeHNs KIMHUYECKMX
N KINMHWKO-1abopaTopHbIX UCMbITAHWUI
(nccnepgoBaHuin) MEOUUUHCKUX M3genui



DOPMA
oTyeTa O KIIMHUYECKOM UCMbITaHUK (MccnenoBaHum)
MeAMLMHCKOro nsgenus

YTBEP>XXOAO

(pykoBOAUTENb MEAULMHCKON opraHM3aumm, dhaMunusi, UMsi, OT4eCTBO, NOAMUCH
(koopamHaTOp-UccnenoBaTesb, (PaMUNUs, UMsi, OTYECTBO,
NoAnuChb - B CIly4ae MHOMOLIEHTPOBBIX UCTMbITaHWUIA))

OTYET
O KIMTMHU4YeCKOM UCnbITaHNU (VICCHeAOBaHVIVI) MeaULUUHCKOro nsgenus

(HanmeHoBaHMEe MeQULIMHCKOro U3nenus)
Ne oT«__ » 20_ .
1. CocTaBneH

(HanmeHoBaHWe 1 agpec MegULMHCKON opraHusauunm)
2. MNonHOMOo4MA Ha NpPoBEeAEHNE KNMMHNYECKOTO UCTIbITaHNS (MccrefoBaHns)

3. PaspelueHne Ha npoBeaeHne KINMHNYECKOro UCNbITaHNS (VICCJ'Ie,CI,OBaHVIﬂ)

. Mepvioa npoBeAeHNst KMMHUYECKOTO UCTbITaHWst (MccrenoBaHns )
. HaumeHoBaHwue v agpec npoussoguTens
. Agpec mecTa npomnsBoacTBa MEOULMHCKOro nsaenuvs (NpovM3BoACTBEHHOW MITOLLAAKN)

oo

7. HanmeHoBaHWe n agpec ynonHOMOYEHHOrO NPeACcTaBMTENs NPOM3BOAMTENS (ON51 NPOU3BOAUTENEN TPETbUX
cTpaH)

8. [aHHble 06 uccnepoBaTensx

(dbamunus, nms, oT4ecTBO (MPW HaNMYMK), MecTo paboTbl, JOMKHOCTb, HAy4Has CTeneHb (MpU Hanuuum))

9. VgeHTudmkauusa n onucaHne uccrnegyemMoro MeguumHCKOro usgenvsi, BKM4Yas nepeyveHb MCMOSTHEHWHN,
KOHUrypaumMim n NpuUHAONEXHOCTEN, Ha KOTOpble PacnpOCTPaHATCA pe3ynbTaTbl KMMHWUYECKOrO WCMbITaHUS
(nccnepoBaHus)

10. HasHayeHne MeguLMHCKOro n3genus

11. Knacc B 3aBMCMMOCTM OT NOTEHLMANBHOIO pyUcka NpMMeHeHUs

12. Kog B1aa B COOTBETCTBMU C HOMEHKNATYPO MEAULIMHCKUX M3Oenuin, npumMmeHseMon B pamkax EBpasuniickoro
3KOHOMWYECKOro Co3a

13. Lenu n runoTesbl KMMHUYECKOTO UCTbITaHNS (MccrefoBaHus)

14. Cxema KNMHUYECKOro UcnbiTaHus (MCCNefoBaHns), BKIOYAS OMUCAHNE KOHEYHbIX TOYEK

15. KonuyecTBo CyGBHEKTOB KMMHWUYECKOTO UCTbITaHUs (MCcrefoBaHust)
(B criyyae MHOTOLEHTPOBbIX MCMbITAHWIA (MCCNefoBaHU) KONUYECTBO CYOBEKTOB KIMHUYECKOTO MCMbITaHWUS
(uccnepoBaHWs) B KaXa0W MEAULIMHCKON OpraHn3aLmm)

16. Konn4yecTBo 3K3eMnnisipoB nccrnegyeMoro MeauumHCKoro n3genus

17. MeguumHCcKne opraHmsaumv, B KOTOPbIX MPOBOAMIIOCH KIMHUYECKOE uchbiTaHue (nccnepoBaHue) (ans
MHOIOLEHTPOBLIX UCMbITAHWI (MCCreaoBaHUi))

18. Ctatuctmyecku O6pa6OTaHHbIe AaHHble KIMMHNYEeCKOro ncnbitaHna (MCCJ'IeD,OBaHMﬂ)

19. OueHka pe3ynbTaToB KIMHUYECKOrO UCMbITaHUS (MCCnefoBaHus)

20. BeiBOAbI NO pesynbTataM KNMHUYECKOTO UCTbITaHNs (MccrefoBaHns)

Moanucy pykoBoauTenen MeguUMHCKUX OpraHn3auunii
(B cny4yae MHOroLEeHTPOBbIX UCMbITaHUI (MICCNeaoBaHWN)):

(dbamunus, nmsa, oT4ecTBO (MPU HaNM4UN), MecTo paboTbl, JOMMKHOCTD)



(bamunus, nms, oT4ecTBO (MPU HANMYUK), MECTO PaboTbl, JOIMKHOCTD)
[Nognucu nccneposatenen:

(dbamunusa, umsa, oT4ECTBO (MPU HANU4YUM), MecTo paboThbl, JOIMKHOCTD)

(dbamunnusa, nmsa, 0T4ECTBO (MPU HaNU4YUK), MecTo paboThbl, AOMKHOCTD)

MepeyeHb Npunaraembix JOKYMEHTOB:
1) NnporpamMma Kn1HWUYECKOro UCMbITaHNs (MCCneaoBaHust);
2) NepBWYHbIE AaHHbIE KITMHUYECKOTO UCTIbITaHUS! (MCCeoBaHus).

MpunoxeHne Ne 6

k [paBrunam npoBeaeHNst KNMHUYECKNX
N KIMMHWKO-NabopaTopHbIX NCNbITaHUIA
(nccnepgoBaHuin) MEOULNHCKUX M3genui

TPEBOBAHUA
K cofiepXXaHuUIo NporpamMMbl KINTMHMKO-NabopaTopHOro UcnbITaHUA (MCcrie4oBaHUs) MeAULIMHCKOTO usgenus
ANS ONarHoCTUKM in vitro

|. O6Lee onucaHme MegULIMHCKOro usgenus Ansi AQMarHocTuKM in vitro

1. TlporpamMmma KNMUHWMKO-NAbopaTopHOro UWCNbITaHMA (MCCrefoBaHWs) [OMMKHa coAepXaTb  CneaytoLuyto
MHOPMaLMIO C ONMMCAHNEM MEeAMNLIMHCKOro N3aennsa Ans AMarHOCTWKM in vitro:

a) HaMMeHOoBaHVe MeaNLMHCKOro N3Aenusa Ans ANarHOCTMKM in vitro;

6) npousBoAMTENb M YMOMIHOMOYEHHbIN NPeACcTaBUTENb MEAULMHCKOrO M3genus ANs AnarHoCTUKM in vitro ¢
ykasaHueM agpeca, TenedoHa, 3MeKTPOHHOW NMOYTbl ¥ KOHTaKTHOrO Nnua;

B) obLLlee onucaHne 1 HasHaYeHne MeaULMHCKOro U3genus ans QUarHoCTUKK in vitro;

r) nHdopmaums, No3BonsoLas naeHTuUMpoBaTb MeOUUUHCKOE M3genve ang AMarHOCTMKM in vitro, B TOM
yucrne Homep MoAenu, BKMNoYas HOMep WCMonHeHus (moaudmkaumun) (MpW  HanNWuuM) WNU - CCbINKy  Ha
NAEHTUOULMPYIOLWUIA HOMEpP MoAenu;

4) BUA MeauumMHCKOro n3genus ans AnarHocTuky in vitro

B COOTBETCTBUM C HOMEHKNaTypoh MEeAMLMHCKUX W34enuin, npuMmeHsiemMon B pamkax EBpasuickoro
3KOHOMMWYECKOrO COH3a;

€) xapakTepuctuka obpasLos U Npob, NCMoNb3yemblX B KNMMHUKO-abopaTopHOM MCMbITaHUK (MCCriegoBaHum);

X) Krnacc pucka W MpUMeHUMble KnaccudMKauMoHHbIe npaBufia COrnacHoO npasunaM  Krnaccudukaumm
MEeONLMHCKMX N3AENNA B 3aBMCUMOCTU

OT MNOTEHUMarnbLHOro pUcka NPUMEHEHUS, YTBepXXaaemMbiM EBPa3nMnckon 3KOHOMMYECKON KOMUCCUEN;

3) 06 bACHEHME HOBbIX CBOWCTB U XapaKTePUCTUK MEAMLIMHCKOrO U3aenust 4nst uarHoCTuKK in vitro.

Il. JaHHbIe O KNUHMKO-NabopaTOPHOM UCNbITaHUK (UCCnefoBaHUM) MeQULIMHCKOro usgenus ons
AWNarHoCTUKM in vitro

2. MNporpamma KNUHMKO-NabopaTopHOro ncnbiTaHns (MccnegoBaHns) MEAMLMHCKOTO U3genvs Ans AMarHoCTUKY
in vitro gomkHa cogepxaTb cregyloLwyto MHpopmaumio 0 Nnpoueaype UCMbITaHWs (MCCneaoBaHus):

a) uenb 1 3a4ayn KIMHUKO-NnabopaTopHOro NCNbITaHWS (MCCNeaoBaHns);

6) HanveHoBaHVe MEOVLMHCKOW OpraHnsaunv, NpUHUMatoWen yyacTve B KIMHUKO-NabopaTopHOM WUCMbITaHWM
(nccnepoBaHun);

B) MecTa NpoBeAeHUst U3MePEHUIA (aHanmn3a) (ecrnv HaxoasTcs He

B YKa3aHHbIX MEAMLMHCKUX OpraHn3aumsx);

r) MeToAbl aHanu3a AaHHbIX;

[) CTaTUCTNYeckne ypoBHM 3HaYMMOCTW;

€) pasmep BbIOOPKM OIS OLIEHKM MokasaTenemn KnHnyeckom soeKTUBHOCTY;

X) uenesas Nonynauns HaceneHus;

3) KPUTEPUU MPUrOAHOCTU NPOO, 06beM 06Pa3LOB N KPUTEPUM UCKIIOYEHMSA 0OPa3LOB;

1) AeTanu npeaHanMTU4eCKoro aTana;

K) npoueaypbl cnenbix Npob;

n) ydveT BO3AEWCTBUSI (DAKTOPOB WHTEpPdepeHUMn, BbI3BaHHbLIX YCNOBUSMM B3ATMSA 06pasuoB, unu
naTonormyecknum (Prn3nonormyecknM) CocTossHMeM AoHopa Npobbl UnNn neyveHnem;

M) BbIGOp 1 060CHOBaHME MeToAa CPaBHEHNS;

H) Npoueaypbl KanMbPOBKM, BKMOYas AaHHbIE MO NPOCNEXNBAEMOCTH kKanMbpaTopos;

0) KpUTEPUM ANs NPOBEeAEHNSA NOBTOPHOIO TeCTa U UCKITHYEHNS OaHHbIX;

M) COOTBETCTBYIOLLME MePbl ANA NPEAYNPEXAEHNSA pUcka NMHAMLMPOBAHUS Nonb3oBaTens.

Mpunoxenne Ne 7
k [paBunam npoBeaeHust KINMHUYECKMX
N KIMUHMKO-NabopaTopHbIX UCMbITAHWUIA



(nccnepgoBaHuin) MEOULUHCKUX M3genui

®OPMA
oT4yeTa O KIMHUKO-NabopaTopHOM MCNbITaHUM (UccriefoBaHUN)
MeAMLUMUHCKOro usgenus ansi AMarHocTukm in vitro

YTBEP>XXOAHO

(pykoBoOAUTENb MEAULMHCKON opraHM3aumn, haMunusi, UMsi, OT4eCTBO, NOAMUCH
(koopavHaTop-mccnefoBaTtenb, aMUnus, UMsi, 0TYECTBO,
noanuchb - B Crly4yae MHOMOLIEHTPOBBIX UCTMbITaHWIA))

OTYET
O KIMHUKO-nabopaTopHOM UCNbITaHUM (MccneaoBaHUM)
MeAMLUMUHCKOro usgenus ansi AMarHocTukm in vitro

(HaMmMeHoBaHMe MeAMLIMHCKOro U3genus s AMarHoCTUKM in vitro)
Ne OT«__ » 20 .

1. CocTaBneH

(HauMeHoBaHWe 1 agpec MeauUUMHCKON opraHM3aLmn)
2. MonHoMouuMsl Ha NpoBeAeHNe KIIMHUKO-NaBGopaTopHOro UCNbITaHUSA (MCCneaoBaHus)

3. YBegomneHne 0 NnpoBeAeHUN KINMHMKO-NabopaTopHOro UcnbITaHns (MccrnegoBaHmns)

4. MNepwvoa BpeMeHU NPoBeAEHNS KIMHUKO-TabopaTopHOro ncnbitaHus (MCcnefoBaHns)

5. HanmeHoBaHue 1 agpec npomssoguTens

6. Agpec MecTa Npov3BOACTBA MEAMLMHCKOTO W3Aenus ANns AMarHoCcTWKM in vitro (npou3BoACTBEHHOM
nnoLiagku)

7. HanmeHoBaHue n agpec ynonHOMOYEHHOro NpeacTaBuTens Nnpon3soanTens (4ns npoussoguTenemn TpeTbnx
CTpaH)

8. [aHHble 06 uccnepoBaTensx

(dbamunus, ums, oT4ecTBO (MPU HaNM4MK), MecTo paboTbl, JOMKHOCTb, HAy4Hasi CTeNeHb (MPU HanUuum))

9. VigpeHTudmkauuss n onucaHne MCcneayemoro MeauvuMHCKOrO M3Lenus Ans QuarHOCTUKM in vitro, Bkno4vasa
nepeyveHb WCMONHEHWNN, KOHUrypaumi u MNPUHAANEXHOCTENW, Ha KOTOpble pacrnpoOCTPaHATCA pesynbTaThl
ucnblTaHuns (MccrneposaHns) (Mpy HanM4MK)

10. HasHayeHne MeaguLMHCKOro n3genusa ans AnardocTuku in vitro

11. Knacc B 3aBUCMMOCTI OT NOTEHLUMANBLHOIO pycka NPUMEHEHMS

12. Ko B1aa B COOTBETCTBMU C HOMEHKITATYpO MEAMLIMHCKMX M3Oenuin, NpuMeHaeMon B paMmkax EBpaauiickoro
9KOHOMUYECKOrO COoH3a

13. Lenu knnHmko-nabopaTopHOro UcnbiTaHWs (MCCneaoBaHns)

14. Bbibop 1 060CHOBaHMEe MeToda CpaBHEHMS

15. Pasmep BbIOOpKM [ONs OLEHKM MNokasaTenen aHanuTM4eckon W, rae NPUMEHUMO, KIUHUYECKOW
a(pdeKkTMBHOCTH

16. Konn4yecTBo 3K3eMMNIsipoOB NCCreayeMoro MeanUMHCKOro n3nenusa anst AMarHoCThKM in vitro

17. MeguumHCcKne opraHusaumm, B KOTOPbIX NPOBOAMITIOCE KIMHUKO-NabopaTopHOe UcnbiTaHue (uccrnegoBaHue),
n (Mnn) MecTa npoBeaeHNst U3MepeHUn

18. Ctatuctmyeckn O6p360TaHHbIe AaHHble K.FIMHI/IKO-J'Ia60paT0pHOFO ncnbiTaHnA (MCCﬂe,D,OBaHVIFl)

19. OueHka pe3ynbTaToB KNMHUKO-NabopaTopHOro NCMbITaHWs (MCCneaoBaHns)



20. BbiBoAb! MO pesynbTaTam KMMHUKO-1abopaToOPHOro UCMbITaHWs (MccrefoBaHNs)

Moanucu pykoBoautenen MeguULMHCKMX opraHm3aumi
(B criy4ae MHOroLeHTPOBbIX UCMbITaHUIA (MCCNefoBaHnin)):

(dbamunms, nms, oT4ecTBo (MPKU HaNU4MK), MecTo paboTbl, OMKHOCTb)

(dbamunusa, umsa, oT4eCTBO (MPU HANUuuK), MecTo paboTbl, JOIMKHOCTb)
Noanucu nccnepoBaTenen:

(dbamunus, nms, oT4ecTBO (MPKU HaNU4MK), MecTo paboTbl, AOMKHOCTb)

(dbamunus, nms, otT4ecTBo (MNP HanNU4MK), Mecto paboTbl, JOMKHOCTb)

MepeyeHb Npunaraembix 4OKYMEHTOB:
1) nporpamma KnnHuko-nabopaTopHOro UcnbiTaHus (MccnegoBaHns);
2) NepBUYHbIE AaHHbIE KMUHUKO-NaBopaTOPHOro UCMbITaHWs (MCCrefoBaHUs).



