COBET EBPA3UNCKOW 9KOHOMMUYECKOW KOMUCCUU

PELLEHUE
ot 12 cheBpans 2016 . N 29

O NMPABUINAX 3
NMPOBEAEHUA KITMHUWYECKUX U KNTUHUKO-JTABOPATOPHbIX UCTBITAHUA
(MCCNEAOBAHUN) MEOULIMHCKUX N3OENUA

B cootBeTcTBUM € nyHKTOM 2 cTaTthu 31 [oroBopa o EBpasuiickom akoHOMU4eckoM coto3e oT 29 mas 2014 roaa,
nyHkTamu 4 n 5 ctatbn 4 CornalleHms 0 eguHbIX NPUHUMNAX U npaBunax obpalleHns MeauunHCKUX n3genui (M3genun
MEOULMHCKOrO Has3Ha4YeHUs U MeOULUHCKON TEXHWUKM) B pamKkax EBpasnMmnckoro SKOHOMUYECKOro cotosa ot 23 fekabps
2014 roga, nyHktammn 105 n 106 npunoxenns N 1 k PernameHTy paboTbl EBpasnMmnckori 3KOHOMUYECKOW KOMMUCCUM,
yTBepXXaeHHoMy PelleHnem Boiclwero EBpasninckoro skoHommu4veckoro coeta ot 23 aekabpsa 2014 r. N 98, n PelueHnem
Boicwero EBpasunckoro akoHoMuyeckoro coeta oT 23 gekabpsi 2014 r. N 109 "O peanusauumn CornatleHust 0 eauHbIX
npyHUMNax M npaeBunax obpalleHUss MegUUUHCKMX u3genuin (M3genuii MEOMLMHCKOrO HasHa4deHust U MeguLMHCKON
TEXHUKN) B pamkax EBpasmiickoro akoHomu4eckoro cotosa"” CoseT EBpasnincko 3KOHOMUYECKON KOMUCCUM peLunn:

1. YTBepauTb npunaraemble [lpaBuna npoBeAeHUs KINUHUYECKUX W  KIMHUKO-NAabopaToOpHbIX WCMbITaHUM
(nccnegoBaHWin) MEQULIMHCKUX U3OENNUA.

2. YcTaHOBUTb, 4YTO AN MEOULUMHCKUMX MW3OEenUA KnaccoB MOTEHUMANbHOro pucka npumeHeHns 3, 26 wu
UMMNIIAHTUPYEMBIX MEOULVHCKUX U3OENUA KMMHMYECKNE MUCMbITaHus (MCCNedoBaHWs) B LENSX perncrpauumn LOMMKHbI
NpoBoaAuTLCS B hOPME MHOIOLEHTPOBLIX WCMbITAHUA (MCCNedoBaHUA) M COOTBETCTBOBATb OAHOMY U3 CHELYHLMX
YCHOBWIA:

a) KIMHUYECKME UCMbITaHus (UCCnedoBaHUS) NpoBedeHbl B COOTBETCTBUM C 3aKOHOOATENbLCTBOM TOCYAApPCTB -
yneHoB EBpasnnCcKoro aKOHOMUYECKOrO COK3a M Ha X Tepputopusx Ao 1 aHeBapst 2016 r. (no gate nocrnegHero BM3uTa
nocrnegHero nauveHTa unm cybbekTa ucnblTaHus (MccregoBaHns)) Unu NPOLOSKanNM BbIMOMHATLCS MO COCTOSAHMIO Ha 1
sHBapsa 2016 r. (Npu 3aBepLUeHHOM Habope nauneHToB);

6) KNMHUYeckme McnblTaHUst (MCCreaoBaHNs) NPOBeAEHbl Ha TEPPUTOPUSIX rOCYAAPCTB, He ABMSIOLLMXCS YreHaMm
EBpasunickoro akoHoMumyeckoro coto3a, Ao 1 aHeapsa 2016 r. (no gate nocnegHero BM3uTa nocregHero naumeHTta mnm
cybbekta ucnblTaHMsa (MCCNegoBaHus)) WM MPOAOIKanM BbINOMHATECA MO COCTOsHUKO Ha 1 auBaps 2016 r. (npw
3aBeplleHHOM Habope nauMeHToB) B COOTBETCTBMM C pekoMeHdaumamu MexayHapogHoro dopyma perynsaTopos
meanumHckux nagenui (IMDRF);

B) KIMMHMYECKMEe WCMbITaHUA (MccrnedoBaHus), MHUMUMKWPOBaHHble nocre 1 AxBaps 2016 1, npoBedeHbl B
COOTBETCTBUM C MpaBoM EBpasviicKoro 9KOHOMWYECKOro COok3a, MpW 3TOM OAHO W3 KIMHUYECKUX WCMbITaHWUA
(MccnenoBaHWil) NPOBEAEHO B OAHOM M3 rOCYAAPCTB - YreHOB EBpa3miickoro 3koHOMUYECKOro Coto3a.

3. HacTtosiwee PeweHne BcTynaet B cuny no uctedyeHun 10 kaneHOapHbIX OHEW C AaTbl BCTYMMEHUs B cCuny
MpoTtokona, noanucaHHoro 2 aekabpsa 2015 roga, o npucoeanHeHun Pecnybnvkun ApmeHuns k CornawieHuio 0 eauHbIxX
npuvHUMNax v npasunax obpalleHUs MegUUUHCKMX u3genuin (M3genuii MEOMLMHCKOrO HasHa4YeHust U MeguuUMHCKON
TEXHUKN) B paMkax EBpasumnckoro skoHomm4eckoro cotosa ot 23 aekabps 2014 roga, HO He paHee Yem no ucredeHmmn 10
KaneHgapHbIX gHeW ¢ aatbl oduLmnanbHOro onyonmkoBaHns Hactosiwero Pellenns.

UneHbl CoBeTa EBpa3nincko 3KOHOMUYECKON KOMUCCUM:

Ot Pecnybnuku Ot Pecny6bnukm Ot Pecny6nuku Ot Kbiprbizckon Ot Poccuiickon
ApmeHus Benapycb KasaxcTaH Pecny6nuku denepauuu
B.FABPUEJAH B.MATIOLWEBCKWNA B.CATMHTAEB O.MAHKPATOB U.LLYBANOB
YTBEpPXOEHbI

Pewwennem Coseta
EBpasnmnckon 9KoHOMUYECKOM KOMUCCUN
o1 12 dpeBpans 2016 r. N 29
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NMPABUIA
NMPOBEAEHUA KNMUHUYECKUX U KINTMHUKO-NTABOPATOPHbIX UCNbITAHUIA
(uccneaoBAHMN) MEAUMLUMHCKUX U3OENUNA

|. OOLWwmMe nonoxeHus

1. Hactoswume [MpaBuna pa3paboTaHbl B COOTBETCTBUM C MyHKTOM 2 cTtatbn 31 [oroBopa o EBpaswuiickom
3KOHOMMYeckoM cotode oT 29 mad 2014 roga, nyHkTammn 4 1 5 ctaten 4 CornawieHns o eanHbIX NpUHUMNax U npasunax
obpaleHnss MeguUMHCKUX u3genuin (M3genuin MeAMUMHCKOTO HasHauYeHuUst M MEOULMHCKOM TEeXHUKW) B pamkax
EBpasuniickoro skoHomudeckoro corws3a oT 23 paekabps 2014 roga w ycTaHaBnuvBatoT B pamMkax EBpasunickoro
3KOHOMMYECKOro coto3a (ganee - Coro3) npaBuna NPOBEOEHUSt KNMMHWMYECKUX W KIMHUKO-NAabopaTopHbIX MCNbITaHWUA
(nccnepoBaHWin) MEOULIMHCKUX U3OENNUA.

2. [Insa uenewn HacToswmx MpaBun NCNONb3yTCA MOHATUSA, KOTOPbIE 03HAYaloT CrneayloLlee:
"aHanuT" - KOMNOHEHT NPO6bI C N3MEPUMBIM CBOWCTBOM;

"aHanuTnyeckas 3¢pHeKTMBHOCTL MEQMLIMHCKOIO U3aenust Ansa AnarHoCTuKK in vitro" - cnocoBHOCTb MEONLIMHCKOrO
n3genus Anst AMarHOCTMKM in vitro BbISIBASATb NPUCYTCTBME WNW ONPEAEnsTb COAEpPXaHUEe KOHKPETHOro aHanuta B
Guonoruyeckon npobe;

"ayauT KIMUHWYECKUX MUCNbITaHUiA (MccrneqoBaHuin)' - cucteMaTmdeckasl U HesaBUCKMMasi NPOBEPKA AOKYMEHTaUuK,
MEPONPUSATUIA, CBSI3AHHbLIX C MPOBEAEHWEM WCMbITaHWUA (MCCredoBaHUs), U AesATENbHOCTU CTOPOH, y4YacTBYHOLMUX B
npoBeOeHUN KIMHUYECKOro UCMbITaHUS (UccnenoBaHus) MeOUUUHCKOro usgenusi, koTopas NpoBOAUTCS AnNs
NMOATBEPXKOEHNUS BbIMONHEHUS MEpPONPUATUIA OLEHMBAEMOro MUCMbITaHMA (MccrenoBaHus), (akTa npoBeneHus
KNMMHMYECKOrO UCMbITaHMsA (UCCreaoBaHus), a Takke Ans OLUEHKM COOTBETCTBMSA npoueayp cbopa, aHanu3a AaHHbIX U
OTYETHOCTM TpeboBaHMSM NporpamMmbl  KIMHUYECKOrO MWCNbITaHUS (MCCNEQoBaHWs), CTaHAaApPTHLIX OmnepauMOHHbIX
npouenyp v TpeboBaHUsIM 3akoHOAATENbCTBA rocy4apcTs - YneHoB Coto3a;

"OpoLutopa mccnegosaTena” - CBOAHOE U3NOXEHWE aKTyanbHOW KIMHUYECKOW U HEKNMMHMYECKON uHdopmaumm ob
nccneayemMom MeauUMHCKOM U3AENnKn, OTHOCALLENCS K KIMMHUYECKOMY UCMbITaHWIO (MCCNeaoBaHuio);

"NBOWHOW crnenon metoa" - npoueaypa KINMHUYECKUX UCTIbITaHWIA (MCCNeaoBaHWin), B KOTOPOW CyObEKTbI UCTbITAHWIA
(nccnegoBaHuii) M uccnegoBaTenn, ydacTByowmMe B nomnyvyeHun M obpaboTke nepBUYHBLIX AaHHbIX, HE OCBEOOMMEHbl O
aKTU4ECKOM NMPUMEHEHUN K CyObeKTaM MCMbITaHWUI (MCCNEAOBaHN) BO3AENCTBUSA MEOULNHCKOTO N3O Eenns;

"OM3aNH KMMHUYECKOro MUCMbITaHWs (MccnegoBaHusa)' - MeToOoNorus npoBefeHUs KIMHUYECKOro MCMbITaHus
(nccnepoBaHMs) C yyacTmeM 4enoBeka B KadvecTBe CybbekTa MCcCrnegoBaHus, C MOMOLLBI KOTOPOro NiaHupyeTcs
MONy4YnTb CTAaTUCTUYECKN OOCTOBEPHbIE AOKa3aTenbCTBa KrMHWYecKon 6e3onacHOCTM M 3h(EeKTUBHOCTM MCMbITYyeMOro
(nccnegyemoro) MeAouUMHCKOro u3genus, Bknoyawwas B cebs Mcnonb3oBaHWe KOHTPOSMbHbBIX rpynn CyObekToB
ucnelTaHus (MccnegoBanust), U (Mnn) pacnpeneneHne cyObekToB MCNbITaHWIA (MCCregoBaHWMiA) NO rpynnamM criydamHbIM
obpasoM, u (UNKn) UCNOMbL30BaHWE OAMHAPHOIO WNKW OBOWHOIMO CREnoro Metoda, a Tawkke BbIOOp OCHOBHbIX U
OOMOMNHUTENBHbBIX KOHEYHbIX TOYEK;

"nononHuTenbHasi KOHeYHas Tovka" - nokasaTtenb (nokasaTtenu), UCMoNb3yeMbln AN NPOBEPKUM OOMNOMHUTENBHON
rMNoTe3bl KIIMHUYECKOro UCMbITaHUSA (MCCcneaoBaHus);

"3aKOHHbIN npegcTaBuTens” - duandyeckoe unNu pugnyeckoe nuLo, KOTOpPoOe B COOTBETCTBUU C
3aKOHOAATENbLCTBOM rocydapcTea - dneHa Colo3a MMeeT npaBo AasaTb MH(OPMMPOBAHHOE cOrflacMe Ha yyactue B
KMMHWYECKOM MCNbITaHUN (MCCNeaoBaHMM) OT UMEHU NoTeHLManbHOro cybbekTa ncnbitaHns (MccnegoBaHmns);

"zaaBuTens” - opugudeckoe uUnNu uanMyeckoe nuuo, SBMSOLWEeCcsS WHULMATOPOM KIMHUYECKOro WCMbITaHus
(nccnepoBaHuMs) M Hecylliee OTBETCTBEHHOCTb 3a €ro opraHu3auuo 1 (Mnu) pmHaHcpoBaHue;

"MHanBmnayanbHaa peructpaumoHHas kKapta" - [OOKYMEHT, npedHasHavyeHHbli Of9 BHECEHWA B Hero BCEW
npeagycMOTPEHHOW MpPOrpaMMoNn UCMbITaHus (MccredoBaHusa) MHGOpPMaLMM O KaxaoM cyObekTe WcnbiTaHus
(nccneposanug);

"MHCNEKUNSI KNMMHUYECKOrO UCNblTaHUs (MccrnedoBaHus)" - 4eNcTBMUE YNONHOMOYEHHbBIX OpraHoB, 3aktodatoLLeecs
B odouumanbHOM NpoBepke LOKYMEHTauun, o00opyaoBaHMs, UHbIX MatepuarnoB, UMEKLIMX OTHOLLIEHNE K KITMHUYECKOMY
UCnbITaHWIO (MCCNefoBaHUI0) MEAULMHCKUX W3AENUA, HaxogsMXcsi B MCCreqoBaTenibCkOM LIEHTPe, MOMELLEHUsX
3asBUTENs, a TakKe B WHbIX OpraHM3auusX, MMEHLMX OTHOLLUEHWE K MWCMbITaHWO (MCCreqoBaHWMD), B Mopsiake,
YCTaHOBINEHHOM 3aKOHOAATENbCTBOM rOcydapcTB - uneHoB Cow3a U MeXAayHapoAHbIMW [0roBopaMyM W akTamu,
cocTasnsawLLmMMm npaeo Coto3a;

"MHbopMUpPOBaHHOE cornacue” - MMCbMEHHbIV JOKYMEHT, B KOTOPOM CyObEeKT UCMbITaHWsA (MCcriedoBaHusl) Unm ero
3aKOHHbIN NpeacTaBuTeNb MNoATBepXkAaeT AOGPOBOMbHOE CcorflacMe Ha ydyacThe B KIMHUYECKUX WCMbITaHMSAX
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(uccnefoBaHMsX) Ha OCHOBaHMM MpPeACTaBNEHHOW eMy MOSTHOW WHAOpPMaLMM O KITMHUYECKOM UCMbITAHUM
(nccnepoBaHun);

"cneiTyemoe (uccrnegyemoe) MeguumHckoe msgenue” - MeguUUHCKOE U3Aenue, KOTOpPoe B XO4e KIMHUYECKOro
ncnblTaHMs (MCCNeqoBaHUS) UMW KIMMHUKO-NabopaTopHbIX UCNbITaHWUIA (MCcriegoBaHWin) AN MeQUUUHCKMX U3Oenvin aons
AMarHocTuku in vitro oueHnBaeTcs Ha npegMeT 6e30nacHOCTU U (UNK) 3PPEKTUBHOCTY;

"uccneposaTtenb" - hmsmyeckoe NMLIO, OTBETCTBEHHOE 3a NPoBeAeHNe KIMMHMYECKOrO UCNbITaHus (MccneaoBaHus)
B MEOMUMHCKOM OopraHm3auun unm ApyroMm akTM4yeckoM MecCTe MpOoBeAeHUs UCMbITaHMsa (MCCnefoBaHus) B cnyyae
NpoBeAeHNs KNMHNKO-NabopaTopHbIX UCMbITaHWUIA (MCCriegoBaHnin) AN MEOULMHCKUX U3O0EeNUn ANSg OUarHOCTUKK in vitro.
B cnyyae ecnu ucnbiTaHne NpoOBOAMTCH KOMSIEKTUBOM MCcrenoBaTenen, pykoBoauTenb aHHOIMO KOMMEKTUBa ABMSETCS
rMaBHbIM UCCregoBaTenem;

"KNMUHUKO-NabopaTopHble UCMbITaHWUsA (MCcneqoBaHWsl) MEeAMLUMHCKOrO UM3Oenus ans AuarHocTuky in vitro" -
cucTeMaTMyeckne WCMbITaHUSA aHanUTUYECKUX XapakTepucTUK W, rae MNPUMEHUMO, KIMHUYECKON 3dpdEKTUBHOCTH,
npoBoAuMble C LEnblo YCTAHOBMEHUS UM NOATBEPXKOEHNA COOTBETCTBUS MEAMLIMHCKOrO U3denus Ans AUarHoCTUKK in
vitro HasHa4YeHuo, yCTaHOBMNEHHOMY NPOU3BOAUTENEM;

"knnHnyeckasa apeKTMBHOCTb MEANLMHCKOIO M3aennsa Ana OMarHOCTUKK in vitro" - cnocoBHOCTb MeAMLMHCKOro
n3genust ons AMarHocTMKM in vitro nokasbiBaTh pes3ynbraTthl, KOPPENUpYLWMe C KOHKPETHbIM KIAMHUYECKUM Wn
HM3NONOrMYECKMM COCTOSSHUEM B LiENEBOK NONynsaumm Npu ero NpMMeEHeHUN NpeaHasHa4YeHHbIM Nonb3oBaTenemM;

"KnuHu4eckne faHHble" - gaHHble no 6esonacHocTn n (MnNn) 3aPPEKTUBHOCTU, NOMYYEHHbIE NPU KIMHUYECKOM
NMPUMEHEHUN MEeAMLMHCKOro usaenus. KnMHMYecKuMn AaHHbIMKW Takke ABNSATCA AaHHble no 6es3onacHocTy u (Mnu)
3 (PEeKTMBHOCTM, MOMyYEHHbIE MPU KIUHWYECKOM MPUMEHEHUM MEAULMHCKUX W3AEenvi, 3KBUBANEHTHOCTb KOTOPbIX
paccMmaTpMBaeMoMy MeaNLIMHCKOMY U3AEenuio MOXET OblTb JOKa3aHa;

"KNMHMYECKNE WCMbITaHUS (MCCNedoBaHusl) MeauuMHcKoro msgenus” - nioboe ucnbiTaHve (MccrnegoBaHue) C
yyacTueM YerioBeka B KadecTBe CyObeKTa UcnbiTaHus (MCCneqoBaHust), MPOBOAUMOE C LiENbo U3ydeHus 6e3onacHoCTy 1
(nnn) adbPEeKTUBHOCTU UCNBLITYEMOrO (MCCregyeMoro) MeguuUHCKOro usgenus v (Mnv) MeToda LUarHOCTUKM UNnn
neYeHns, CBA3aHHOIO C ero MPMMEHEHMNEM;

"KNMHU4Yeckoe pAokasaTenbCTBO 3IMPEKTUBHOCTM U BGE30MacHOCTM MEeAMLMHCKOro usgenuna" - oTyer,
NoATBEPXAAIOLLUMN KIMMHUYECKYI0 3hheKTUBHOCTL U 6e30MacHOCTb MeQULIMHCKOrO U3Aenvs npyu ero UCnonb3oBaHnu no
Ha3Ha4eHuo, yCTaHOBMEHHOMY NMPON3BOAMNTENEM, Ha OCHOBE KITMHUYECKNX AaHHbIX;

"KNUHUYeckoe [okKasaTenbCTBO 3PPEKTUBHOCTU M 6E30NacHOCTM MEOULMHCKOrO U3denust Anst AUarHOCTUMKM in
vitro" - oTyeT, cogepXawun [aHHble, NOATBEPXOAloLWMe HayyHyro OOOCHOBaHHOCTb aHanuTa, aHanUTUYECKyHo
3(PPEKTUBHOCTL U, TAE NMPUMEHUMO, KITMHUYECKYI0 3(EKTUBHOCTL MEAULIMHCKOTO M3genust Ansa OMarHOCTUKM in vitro
npu ero UCNonb30BaHWM NO Ha3HaYeHUIO, YCTaHOBNEHHOMY NPON3BOAUTENEM;

"KOMUTET MO 3TUKE" - HE3AaBUCMMbIN 3KCMEPTHLIN OpraH, KOTOPbIA paccMmaTpyMBaeT BOMpochkl obecrnedyeHust npas,
6e30nNacHOCTN N OXpaHbl 300POBbS CyObEKTOB UCMbITAHUI (MCCneqoBaHUiA);

"KOHTPONbHOE MegUUMHCKOE u3aenue” - nsgenue, NCnonb3yemMoe B KITMHUYECKOM UCMbITaHUK (MCCneqoBaHun) Ans
CpaBHEHUsI C UCNbITYEMbIM (MCCNeayeMbIM) MEAULNHCKAM U3LeNuem;

"KoopAunHaTop-uccrnegoBartenb” - uccregoBaTteflb, HasHauyeHHbI Npou3BoAUTENEM (€ro  YNoSTHOMOYEHHbIM
I'IpeD,CTaBI/ITeJ'IeM) n OTBe‘-IaI-OLIJ,I/IIZ 3a KoopauHauuko paGOTbI B XOoOe MHOroueHTpPpOoBOro KIIMHUYEeCKOro wucnblTaHUA
(nccnegoBanus);

"MeguLUMHCKME M3genusa ans UarHoCTUKM in vitro" - nobble MHCTPYMEHTLI, annapaTtbl, Npubopkl, 06opygoBaHue,
MaTepuarbl, peareHTbl, KanMbpaTopbl, KOHTPOSbHbIE MaTepuanbl U MpoYne U3Lenusi, NPUMEHseMble B MEANLMHCKUX
uenax oTaenbHO MMM B COYETaHMM Mmexay cobow, a Takke BMEecTe C MPUHAANEXHOCTSIMU, HeobxogaumbiMK O1is
NPUMEHEHNST YKa3aHHbIX M3OEeNWA MO HasHadeHuto (BKMoYas cneuuanbHOe MporpamMmHoe obecnedeHue), u
npegHasHa4yeHHble npou3BoaUTENEeM AONS MPUMEHEHUA NpUM UccnedoBaHusxX in vitro obpasuoB 6GMONOrMyeckmx
MaTepuanoB 4enoBeka AnA MNOfydYeHUs WHGOPMaLMM OTHOCUTENBHO (PU3MOMOrMYECKOro MM NaToNorMy4eckoro
COCTOSIHUSI, BPOXAEHHOM MaTONoOrnnM, NpPeApacrnosioKEHHOCTU K ONpeAeneHHOMY KIMHUYECKOMY COCTOSIHUK WK
OGone3Hn, COBMECTUMOCTM TKaHeW C MOTeHUManbHbIM PeLunMeHTOM, NMPOrHO3MPOBaHNUS peakuui Ha TepaneBTU4Yeckue
BO34ENCTBUS, BbiDOpa TepaneBTUYECKNX CPEACTB U (M) KOHTPOIS NIeYEHUS;

"MHOrOLEHTPOBOE KIMHNYeckoe (KNMHWKo-nabopaTopHoe) ucnbiTaHue (nccrnegosaHmne)” - KNMHUYeckoe (KIMHMKO-
nabopaTopHoe) ucnbiTaHWe (UccnegoBaHWe), KOTopoe MPoBOAWUTCH B ABYX M Gornee MeaMLMHCKUX OpraHv3auusx no
eQuHON nporpamme;

"MOHUTOPWHT KITMHNYECKOro (KMMHUKO-NabopaTopHOro) NcnbiTaHus (MccneqoBaHus)” - AeaTenbHOCTb, CBsA3aHHas C
HabniogeHnem 3a Xo4oM KITMHUYECKOro (KNMHMKO-nabopaTopHOro) ncnbiTaHns (MccneqoBaHus) Ans npoBepkn Toro, YTo
OaHHble UCCneaoBaHUs MPOBOASTCS W 3anMMCbIBAlOTCS, @ OTYET O MOHMTOPUHre OPMUPYETCS B COOTBETCTBMM C



MporpaMmMon KIMHUYeCKMX (KIMMHUKO-NabopaTopHbIX) UCTbITaHWiA (MCCcriedoBaHwit), JOKYMEHTMPOBaHHLIMI Npoueaypamm
1 HacToAwmmMmM MpaBunamu;

"HasHayeHne MeAMLUMHCKOro usgenusa" - pelleHWe npousBoauTens B OTHOLLUEHWM LEneBOoro WCMonb3oBaHUs
MEOMLMHCKOIO W3Oenusl, OCHOBaHHOE Ha ero crneuuguuecknx CBOWCTBax, obecrneuynBalolnx OOCTUMXKEHME Leneit
MeOULIMHCKOTO NMPUMEHEHNS U OTPaKEHHBIX B TEXHUYECKMX XapakTepuUcTUKax U MHCTPYKLUAX MO MPUMEHEHMUIO;

“Haquaﬂ 00OCHOBAHHOCTb aHanuTa" - CcBsA3b aHanuMTa C KIWUHUYECKUM Wnn d)VI3I/IOJ'IOFVI‘-IeCKI/IM COCTOAHNEM
OpraHn3mMa 4eroBeka,

"OOMHapHbIN crnenoi MeToa" - npoueaypa KIMHWYECKUX WCNbITaHUA (MCCNefoBaHWi), B KOTOPOW CyObeKThl
ucnblTaHMM (MccnegoBaHuin) He ocBedoMMeHbl O (PAKTUHECKOM MNPUMEHEHUN K HUM BO3AEWCTBUS MELMULUHCKOro
n3pgenus;

"OCHOBHasi KOHeYHas Touka" - MmokasaTenb (MokasaTenu), MCMonb3yembld ANA MPOBEPKM OCHOBHOW rMMoTe3bl
KITMHUYECKOro UCNbITaHUS (MCCcneaoBaHus);

"OTYET O KJIMHMYECKOM (KIMHUKO-NAabopaTopHOM) uCnbITaHuM (MccnegoBaHumn)" - MNUCbMEHHOE OnucaHue
KITMHUYECKOTO (KNMHMKO-NabopaTopHOro) ucnbitTaHus (MCCneaoBaHnsa) MEAULMHCKOIO M3Oenus ¢ y4acTueM 4YeroBeka B
KayecTBe cybbekTa, oObeguHsOLWee KIMHUYeckoe (KNMHWKO-nabopaTopHOE) M CTaTUCTMYECKOE OMUcaHus,
npegcTaBneHne SaHHbIX U UX aHanu3 no ycTaHOBNEHHOW (hOpME;

"NnepBUYHbIE AaHHbIE" - niobas MHPoOpMauUs B BUOE OPUrMHAamNbHbIX 3anucern UNU 3aBEPEeHHbIX KOMUIA
OpPUIrMHarbHbIX 3anucen O KNMHUYECKMX haktax, HabnioaeHnax n gpyrmx cobblTUAX BO BPeMsl KIMHUYECKMX UCMbITaHWUN
(nccneposaHuin), Heobxoaumas ANt MOHUTOPUHIA U OLEHKN PE3YNbTaToOB KITMHUYECKUX UCMbITaHUI (MccrnegoBaHui);

"nonpaeka K nporpamme WCNbITaHUN (MCCNedoBaHWA)" - MUCbMEHHOE ONUcaHue M3MEHEeHUN unn dopmarnbHoe
pasbsCHEHWE TeKCTa MporpamMMbl, KOTOpble 3aTparvBaloT WMAM MOryT MOBMAWUSATb Ha LOCTOBEPHOCTb MNOfyYaeMbixX
pe3ynbTaToB Y UCXOA KITMHUYECKOrO UCMbITaHns (MccnegoBaHuns);

"NpegHasHavYeHHbI nonb3oBatens” - ocobas rpynna (rpynnbl) nuvuy, oBO3Ha4YeHHas B CONPOBOAWUTENBHON
AOKYMEHTaLUMN K MeOMLIMHCKOMY W3AEnunio, KOTopas MOXET MPUMEHATb MeOWMLMHCKOe u3denne B COOTBETCTBMU C ero
Ha3HayeHuewMm;

"nporpamMma  KnmMHUYeckoro (KIMHUKO-1TabopaTopHOro) ucnbITaHus (MccriegoBaHus)" - OOKYMEHT, B KOTOPOM
yCTaHOBIEHbl ODOCHOBaHWE, LENW, Au3aviH KIMHUYecKoro (KMMHUKO-nabopaTopHOro) McnbiTaHus (MccneqoBaHus) u
npegnonaraeMbin aHanua, MeTodOorNorms, MOHUTOPUHI, NPOBEAEHUE W BedeHMEe 3anucell O KIMHUYECKOM (KIMHUKO-
nabopatopHOM) UCMbITaHUK (MCCnegoBaHUN);

"cyObekT ucnbiTaHns (MccnepoBaHus)" - du3Mdeckoe nULOo, Yy4YacTBylWeEe B KIAMHUYECKOM WCMbITAHUK
(nccnegoBaHnM) B cocTaBe rpynnbl, K KOTOPOW NPUMEHSIETCA MccnegyeMmoe MeauumHcKoe msgenue, nubo B cocTaee
KOHTPOIbHOW Fpynnbl;

"TexHnyeckun camn” - JOKYMEHTUPOBAHHbIE AaHHble, MOATBEPXAAKOLWME COOTBETCTBUE MEAULMHCKOrO U3genus
obwmm TpeboBaHMsaM 6e3onacHOCTU U 3PAEKTUBHOCTU MELULMHCKMX M3Oenun, TpeboBaHUSM K UX MapKUPOBKE U
3KcnnyaTauMoHHON JOKYMEHTaUUN Ha HUX, yTBepXaaeMbiM EBpasninckon aKOHOMUYECKON KOMUCCUEN;

"YNONTHOMOYEHHbIV OpraH" - opraH rocyaapCTBEHHOW BNacTu rocydapctBa - yneHa Coto3a, YNOorHOMOYEHHLIN Ha
OCYLLECTBIEHNE U (MNW) KOOPAMHAUMIO AEATENBHOCTU B cdhepe obpalLeHnss MeaULIMHCKUX U3AENUA Ha TEPPUTOPUN 3TOTO
rocygapcTea - uneHa Coto3a;

"yA3BMMble CYyObeKTbl UCMbITaHUA (MCCreaoBaHnsa)" - nuua, Ha XenaHue KOTOpbIX y4acTBOBaTb B KIIMHUYECKOM
UCMbITaHWUKN (MCCreOBaHNM) MOXET OKa3aTb BMMAHUE oxuaaHne (060CHOBaHHOE MM HEOBOCHOBaHHOE) TeX UMW UHbIX
NpPenMyLLECTB, CBA3aHHbLIX C Y4acTMEM B UCMbITAHUU (UCCNEAOBAHNUM), WU BO3MOXHbIE CaHKLUWN BbILUECTOSILUMX N1, B
cryyae OTKasa OT yyacTus B ucnbiTaHum (uccriegoBaHun). K ya3BMMbIM CyGbekTam ucnbiTaHus (McCrnegoBaHus)
OTHOCATCH y4alluMecs BbICWIMX W CPeAHMX MeOUUMHCKUX, dapMaueBTUYeCKUX M CTOMAaTONOrnyeckmx Yy4yebHbIX
3aBefeHun, MNaglun nepcoHan MeAMUMHCKUX ydpexaeHui n nabopatopui, BOEHHOCNyXaliue W 3akriyeHHble, a
Takke OonbHble, cTpagawolime HeusnedyumbiMM 3aboneBaHusMM, nuua, HaxoAswwmecs B AOMax MO yXOAay,
mManoobecneveHHble 1 6e3paboTHble, Nuua 6e3 rpaxaaHcTBa, MauMeHTbl, Haxo4sAWMeCs B HEOTNOXHOM COCTOSIHUW,
npegcraBuMTenn HauMOHamnbHbIX MeEHbLIWHCTB, 6e3gomHble, 6poasarn, GexeHubl, anatpuibl, HECOBEPLUEHHOMNETHME U
nvua, Haxogdwmecs noA OMEeKOW WM NOMeyYnTenbCTBOM, a TakkKe nuua, HecrnocobHble AaTb MHAOPMMPOBAHHOE
cornacue;

"Sq)cpeKTVIBHOCTb MeLMLMHCKOro n3genus” - cnocobHOCTb MEOULIMHCKOIO M3Oenns COOTBETCTBOBATb HA3HAYEHMIO,
YyCTaHOBJITIEHHOMY NMpoun3soauTenem.

Il. O6ocHoBaHMe 6e30MacHOCTU U KINUHUYECKON
3PPEKTUBHOCTUN MEANLIMHCKMUX N3OENUIN, KPOME MEOUNLIMHCKNX
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n3genun gnsa AnarHocTUKM in vitro

3. [Ina gokasatenbcTsa ©e30MacHOCTM U KITMHUYECKOM Sq)q)EKTI/IBHOCTVI MeaNLUNHCKOro naaenuna npon3sogunTerb
OOJDKEeH:

a) onpegenutb TpeboBaHust M3 oOLWMX TpeGoBaHW Ge3onacHOCTU U 3DEKTUBHOCTM MEAMLMHCKUX U3Oeniui,
TpeboBaHWUii K UX MapKMpPOBKE W IKCMyaTaUWMOHHOW [OOKyMEHTauuu Ha Hux, yTBepxaaeMbix EBpasuiickoit
SKOHOMMYECKOW KOMUCCHE, AoKasaTenbCTBa COOTBETCTBUA KOTOPbIM AOMKHbI ObITb OCHOBaHbI Ha KMUHUYECKUX AaHHbIX;

0) onpenennTb KNUHWYECKME OaHHble, OTHOCSALMECSH K MEOULMHCKOMY M3OENUI0 U ero HasHadeHuio, KoTopble
nony4yeHbl NnyTemMm noncka B Haquoﬁ nnTepartype, U3 onbiTa KINMHNYECKOro npuMmeHeHna nnm U3 KInnHN4YeCKnx ucnbITaHUn
(nccnegoBaHMin) MEQULIMHCKOTO N3LENus;

B) OLEHWTb KMWHUYECKME [aHHble Ha npeaMeT BO3MOXHOCTM WX WCMOMb30BaHUS AN OoKasaTenbCcTsa
GesonacHOCTN U 3PDEKTUBHOCTU MEANLIMHCKOTO U3OEnus;

r) NPOBECTU KIMHWYECKME WUCMbITaHMSA (UCCnegoBaHWs) MO TeM acnektam 6e3onacHocT M ahHEeKTMBHOCTU
MEANLMHCKNX N3JeNui, AN KOTOPbIX HEAOCTAaTOYMHO MMEIOLLNXCH KIMHNYECKNX OaHHbIX;

,EI,) npoBeCTn aHalnm3 Kak 6J'IaFOI'IpI/IF|THbIX, Tak U He6J'IaFOI'IpI/IF|THbIX KIMNMHUYECKUX OaHHbIX, MOJTy4YEeHHbIX NyTeM
noncka B Haquon nnTepartype, U3 onbiTa KIMHUYECKOIro MNnpuMeHeHua unn B pesynbrate nposeaeHnA KIMHUYeCcKux
ncnbiTaHUN (Mccnep,osanZ), N caenatb 060CHOBaHHOE 3akfYeHMEe O KMMHMYECKOM [oKasaTernbcTBe 6e30nmacHoOCTU U
Sd)(beKTI/IBHOCTVI MeanUNHCKOro mn3genna B q)opme otyeta. AHanua npoBOANTCA C Yy4YE€TOM KrliacCa noTteHuunaribHoro
puncka npuMeHeHna, HasHa4eHna n cneumcpmqecmx ocobeHHocTen npuMmeHeHna meguunHCKoOro nagenua.

4. ObocHoBaHMe KNMHUYECKON ahPEKTUBHOCTU U 6E30NaCHOCTM AOMMKHO OCHOBbLIBATLCA Ha KIIMHUYECKMX AAHHbIX,
NonyYeHHbIX NPU NPOBEAEHUN KITMHUYECKUX UCNbITaHWA (MccnegoBaHvin), Ans:

a) UMMNMaHTUPYEMbIX MEAULIMHCKUX N30enuii U MeQULMHCKUX U3AENUIA Knacca NoTeHUManbHOro pucka NpuMeHeHus
3, ecnu cneumanbHO He AOKa3aHo, YTO KIMHMYeckast 3pdeKTUBHOCTL M 6e30nacHOCTL 3asiBNSEMOro MeaULMHCKOro
n3genusa MoXeT ObITb JokasaHa UHbIM cnocoboMm;

0) MeOgMUUWHCKMX M3denuin, yHKUMOHarbHbIe XapakTepUCTUKX, MPUHLUMMN OEeNCTBUS, Ha3HavyeHue, nokasaHus K
MEeOULIMHCKOMY NMPUMEHEHMIO UM 0COBEHHOCTN MEANLMHCKOIO NPUMEHEHUS! KOTOPbLIX paHee He 1ccrnenoBaninch;

B) mMoauduKauuii MeauLUMHCKUX U3OEenuini, paHee AOMNYLEHHbIX K MeOULUMHCKOMY MPUMEHEHWIo, B criyyae, ecrnu
Npou3BedeHHbIE M3MEHEHUs CBSA3aHbl C MOSABMNEHWEM HOBbIX (YHKLWOHAMNbHLIX XapakTepUCTUK, WU3MEHEeHUeM
nporpammHoro obecrnevyeHus, NpUHUMNEG [OEACTBUSA, HasHavyeHUs UNU 0CoBeHHOCTEel MeOMLIMHCKOTO MpUMEHEHUs,
KOTOpble paHee He UccneaoBanichb;

F) MEANLNHCKUX U34enni, cogepxawunx HoBble, KOHTaKTUpyrwme ¢ opraHM3MomM 4eroBeka, paHee He U3yYeHHble
B YacTu Bmonorn4yeckoro gencTens MaTtepuarnbl Unn N3BeCTHble MaTepuanbl, KOHTakTUpywume ¢ TeMn opraHamun mnnm
TKaHAMU 4YenoBeKa, B OTHOLWEHUN KOTOPbIX OTCYTCTBYET OMNbIT UX MEOANLMHCKOIo NpUMeHeHusd, nnm B crnyyae, ecinm Takomn
KOHTaKT saABnsieTcsi bonee npoaoIKNUTerbHbIM, Y4eM paHee VI3y'-IeHHbIl7I.

5. KnuHuyeckve paHHble, MOMyYeHHble MpU MPOBEAEHUM KIMMHUYECKMX WCMbITaHUA (MCCNedoBaHWA) WM npu
NMPYMEHEeHUN MeOMUMHCKOTO M3Jenusl B rocyaapcTBax, He sBhsiolmxcs dneHamy Coro3a, NMpusHalTcs B KayecTBe
MCTOYHUKA KITMHUYECKUX OAHHBIX O MEOULIMHCKOM U3OEennn Npy BbIMOMHEHUW OQHOTO U3 CriedyoLLMX YCIIOBUIA:

a) KIMHUYECKne [OaHHble NOATBEPXAEHbl MybrnmkauMsamMu B CneuManua3npoBaHHbIX XKypHanax WM oTyeTamu
BcemMupHOI opraHusaumm 3gpaBoOXpaHeHust Mo nporpamme KOHTpons 6e3onacHoCTN U aP(EKTUBHOCTY MEANLIMHCKNX
nspenun ("The WHO prequalification project"), pasmeLleHHbIMU Ha canTe BcemnpHoM opraHusaumm 3gpaBooXpaHeHns B
NHOPMALMOHHO-TENEKOMMYHUKaLMOHHON ceTun "UHTepHeT";

6) npencrtaBneHbl pesynbTaTbl NPOBEAEHWUS KIMHUYECKUX MWCNbITaHUMM (MCCredoBaHMn) B COOTBETCTBUMM C
pekomeHgaumamn MexgyHapogHoro dopyma perynatopos MeauumHckux usgenun (IMDRF). [okasatenbctsa
COOTBETCTBMSA NPOBEAEHHbLIX KMMHUYECKUX UCMbITaHUN (MCCNeAoBaHUN) MeXAyHapoaHbIM TpeboBaHUsAM AOMKHbI ObiTb
BepMduLMpyembl.

KnuHnyeckne pgaHHble ONA MeOUUMHCKUX W3OEnui KnaccoB MOTEHUMAanbHOIO pucka npuMeHeHus 3 u 26 wu
UMMNAaHTUPYEMBIX MEAULIMHCKNX U3OENWUINA OOMKHbI ObITb MOMyYeHbl B pesyrnbraTe NPOBEAEHUS KIMHUYECKUX UCTbITaHUN
(nccnepoBaHuin). KnuHudeckue ucnbiTaHus (UCcneaoBaHUs) MeOULMHCKUX U3Oenuid KraccoB MOTEHLMarnbHOro pucka
npuMeHeHns 3 1 26 n nMNNaHTUPyeMbiX MEOULMHCKUX U3enuin, nHnummnpoBaHHble nocne 1 aHeaps 2016 r., npoBoadaTca
Ha OCHOBE MHOrOLIEHTPOBbLIX UCMbITaHWI (MCCriegoBaHuii), B TOM Y1cne B OAHOM M3 rocygapcTs - YneHoB Cotosa (ganee
- rocygapcTBa-yneHbi).

6. KnuHundeckne paHHble, nonyyeHHble Ana agpyroro MeguunHCKoro wusagenuna, Moryt ObITb NPUHATBI K
pacCcMOTpeHUIO TONbKO Mpu npeactaBlieHUMU AoKa3aTesribCTB €ro 3KBMBAJIEHTHOCTU 3adaBndeMoMy MeauLuUHCKOMY
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n3genno npun ogHOBpEMEHHOM BbINOJTHEHNNX CleyoWnx ycnoavu7|:
a) paccmaTtpunBaemble MeAUUMHCKNUE n3gennua nMerT ogunHakoBoe HasHa4vyeHue,

6) TexHu4eckne 1 GUONMOrNYEcKMe XapakTepUCTUKN pacCcMaTpuUBaeMbIX MEOULMHCKUX U3Oenvii OAVMHaKoBbl B TOW
CTerneHu, KoTopasi rapaHTUPYEeT OTCYTCTBUE PasnuuniA B UX KIMHUYECKON 3hpeKTUBHOCTM 1 GE30MacHOCT!.

7. KnuHunyeckoe gokasaTtensCcTBO 3ppekTUBHOCTM U 6€30NacHOCTN MEANLIMHCKOTO N3fenus, BkovarLlee B cebs
BCE KITMHMYECKME [OaHHble, Ha KOTOPbIX OHO OCHOBaHO, AOMMKHO ObiTb odopMiieHO B dhopme OT4YeTa, ABMSOLErocs
YacTbl JOKYMEHTaLMM NPOM3BOAUTENS.

8. OTYeT 0 KNMHWYECKOM AoKkasaTernbcTBe 3(P(EKTUBHOCTM M OE30MacHOCTM MEANUMHCKOrO N3Oenust OOIMKEH
NoAAEepPXKNBATLCA B akTyanlbHOM COCTOSIHUM C YY4ETOM [AaHHbIX, MOMYyYEHHbIX B XO4€ MOCTNPOLAXKHOI0 MOHUTOPUHIA U
(vnn) npn NosABNEHUM HOBOW NOATBEPXKAEHHON MHGOPMAaLIMM U3 Hay4YHbIX NUTEpaTypPHbIX UCTOYHUKOB, KacaloLlencsa ero
6e30nacHOCTM U 3PHEKTUBHOCTML.

I1l. KomuteT no atuke

9. B uensaAx oxpaHbl XW3HW, 300pOBbA M NpaB CyObEKTOB WCMbITaHUA (MCCredoBaHus) nNpu nNpoBedeHuu
KITMHUYECKUX MCMbITaHUA (MCCneaoBaHUN) MEeOaMUMHCKUX U3OenuiA B rocygapcTBax-yrieHax AEeWCTBYHOT KOMUTETbI MO
3TUKe.

10. B cBoen paboTe KOMWUTET MO 3TUKE PYKOBOACTBYETCS MPUHLUMNAMKU XenbCUHCKOW Aekrapauun BcemupHom
MeauuMHCKon accoumnaumm 1964 roga "OTuYeckue NPUHUMMNLI MEOULMHCKUX MCCNEOOBAHUM C y4acTUEM 4YerioBeKka B
KayecTBe cybObekTa uccrnenoBaHus" 1 3aKoHO4ATENbCTBOM roCyapCTB-4I1EHOB.

11. OCHOBHbIMM NPUHLMNAMW OEATENBHOCTN KOMUTETA MO 3TUKE ABMAKOTCA:

a) obGecneyeHne npaB, 6e30MaCHOCTM U OXpaHbl 300POBbSA (PU3MYECKMX NUL, YYaCTBYIOLUMX B KITMHWYECKUX
UCNbITaHUAX (MCCNEAoBaHUSX) MEANLMHCKUX U3AENWA;

©) cobritogeHe MopanbHO-3TUYECKNX HOPM U HOPM OBLLIECTBEHHOW MOpanu;

B) cobnogeHne NpuHLUMNOB ryMaHHOCTWY;

) HE3aBMCUMOCTb CYXXOEHWIA;

n) cobntogeHne KoHpMAEHUNANbHOCTM NOMy4YEHHON HpopMaLnK;

€) cobntogeHne HopM NPodeCCMOHANbHOM 3TUKM;

) HegonyLeHNe KOHPNMKTa MHTEPECOB.

12. OCHOBHbIMU QYHKLUSIMU KOMUTETA MO 3TUKE SABNSAIOTCS:

a) paccMOTpPeHME NPOrpPaMm KIMHUYECKUX NCMbITaHUIA (MCCneqoBaHnin);

0) BbiHECEHUE 3aKknioyeHns 06 aTnyeckor obocHoBaHHOCTU NGO 06 3TUYECKOoN HEOBOCHOBAHHOCTU MPOBEOEHNS
KNMHWUYECKUX WUCMbITAHWUI (MCCNeqoBaHUN) MEeOUUMHCKUX U3Oenuid B paMKax MNpencTaBfieHHOro npoekTa nporpamMmbl
KIMUHUYECKUX UCMbITaHW (MCCneaoBaHunin;

B) OLeHKa COOTBETCTBUA KBaJ'IVI(bI/IKaLI,VII/I ncecnenosarend npegnaraeMomMy UcnblTaHUKO (I/ICCJ'IeLI,OBaHl/IlO).

13. 3agaBuTenb OOMmKeH npeacrtaBuTb B KOMUTET MO 3TUKE BCE [OOKYMEHThI, HeobxoauMmble AN MOMHOW U
TwaTenbLHon 9KCNepTn3bl NaHNpyemMoro nccrieqoBaHuA. on OOKYMEeHTbI 4OJIXHbI BKIMKOYaTb B cebs:

a) 3asiBNeHWe Ha PacCMOTPEHNE;
©) nporpaMmy NnaHMpyemoro UcnbITaHus (MccrnenoBaHus);

B) nHameBngyarnbHble perncTpaunoHHble KapTbl, AHEBHUKM W BOMPOCHWUKW, KOTOpPble MNpeacTounT 3anoJiHATb
ncecnengoBartenam,

F) onucaHue pJdaHHbIX Mo 6e3onacHOCTU MEAWMUMHCKOTO W3genuvsi, UCnbiITaHue (Mccnep,oaaHme) KOTOpOro
3annaHnMpoBaHO, a TakKXe ero TeXHU4YeCkKne XapakTepUCTUKU, AaHHble NMpoBeAEHHbIX TOKCUKONOIrM4eCcKnx ncnblTaHUn ¢
onucaHnem cyllecTByroulero Ha OaHHbIN MOMEHT KITMHUYECKOro onbiTa npUMeHeHna MeanLUnHCKOro n3genmnd;

1) 6poLuopy uccnegoeartens;



€) TeKywyl pefakuuio peslome uccriegosatens v (Mnum) Apyrve matepuansl, NOATBepXAatolue ero
KBanudukauyuio;

X) matepuansbl (BKMYas peknamHble), MCNofb3yemble AN NPUBIEYEHNS NMOTEHUMANbHbIX CyOBbEKTOB MCNbITAHNS
(nccneposanng);

3) (bopMy MHCbOpMVIpOBaHHOFO cornacua ¢ onnmcaHmemM npouecca ero nony4vyeHua n AOKyMeHTUpOoBaHUA, a Takke
apyrune d)OprI, coaepxawme Mchopmau,mo ana noteHumnanbHbIX Cy6'beKTOB ncnblTaHnA (I/ICCJ'Ieﬂ,OBaHVIH);

VI) onucaHwe BCEX KOMMEHcauui 3a yvyactne B WUCNbITaHUA (I/ICCJ'Ie,D,OBaHMI/I) ona y4acCTHUKOB UCNbITaHUA
(I/ICCJ'Ie,EI,OBaHI/Iﬂ), BKI1HOHaA NOKpbITME pacxoaos N MegUUNHCKYH MOMOLLb;

K) MHpopMaLmto 06 YCIOBMSIX BbINMAT M KOMMEHCaLMi cyGbekTam UCTbITaHus (MccnefoBaHust);

) oN1caHne yCrnoBwUiA CTPaxoBaHUsi y4aCTHUKOB UCCNENOBaHUS;

M) MOMOXEHWE O COrMacuu CriegoBaTh STUHECKMM NPUHLMMNAM, USTNOXKEHHBIM B COOTBETCTBYHOLLMX PYKOBOACTBAX;
H) NpeablayLwye peLleHus], NPUHATLIE APYTMMU KOMUTETAMU MO STUKE.

14. KOMUTET MO 3TUKE OOMKEeH pacCMOTPETb BOMPOC O MPOBEAEHWMM MpeanaraemMoro KmMHUYECKOro WUCMbITaHus
(uccnegoBaHusl) B COOTBETCTBYHOLLME CPOKM WM OaTb 3aKMioYeHue B MUCBMEHHOM BUAe, B KOTOPOM [OMKHO ObITb
NOEHTUDULMPOBAHO WUCMbITaHWe (MCCredoBaHWE) C YyKasaHWEM PacCMOTPEHHbIX AOKYMEHTOB W JaTbl MPUHATUS
peLleHus:

a) 06 ogobpeHun (Bblgade 3aknioyYeHns) Ha NPoBEeAEHNE UCTIbITAHWSA (MCCneqoBaHus);

6) O BHECEHUN U3MEHEHUN B npencraBneHHyr JOKyMeHTauu Ond nojlyyvyeHud OD,OGpGHVIFI (Bblﬂ,a'-ll/l 3a|<moquM$|)
Ha npoBegeHne ncnbiTaHnA (MCCﬂe,CI,OBaHI/IFl);

B) 06 oTkase B ogobpeHun (Bblgade 3akmioyeHns) Ha NpoBeAeHNE UCNbITaHWS (MccnenoBaHus);

r) o6 oTMeHe (NPMOCTAHOBMNEHWMW) COENaHHOro paHee oOo00peHus (BblOAHHOMO 3aKr4YeHWs!) Ha NpoBedeHue
ncnblTaHMsA (MCCNegoBaHus).

15. B coctaB komuTeTa No 3TVKE BKOYaOTCA nuua, obnagaroLime B COBOKYMHOCTM Heobxoaumon keanvdumkaumen
M OMbITOM ONS PacCMOTPEHMS N 9KCMEPTHOM OLEHKM HayuHblX, MEeOMLMHCKUX WU 3TUYECKUX acrekToB MraHMpyemoro
ncnblTaHMs (UCCrnegoBaHus).

16. KoMuTET NO 3TMKE AOMKEH OCyLLEeCTBNATb OeATESNIbHOCTb B COOTBETCTBUM C OOKYMEHTarlbHO O(bOpMﬂeHHbIMI/I
npouenypamu. Ero pesatenbHOCTb AOMKHA COOTBETCTBOBaTb HACTOALLMM I'IpanmaM M 3aKoHOoOaTenbCTBY rocygapcrte-
YreHoB.

17. KomuTeT No aTMKe HeceT OTBETCTBEHHOCTb 3a TO, YTO OH AEeWCTBYET NOMHOCTLI0 B UHTEpecax NoTeHumManbHbIX
CybbeKTOB MCMbITaHUSA (UCCMegoBaHUs) C y4EeTOM MHTEpPecoB U MNoTpebHOCTEN YA3BUMbIX CYyOBLEKTOB MCNbITaHWS
(nccnegoBaHus), a Takke HanMuns 3aKOHHbIX NPeAcTaBUTENen B Criyvae ux Heo6XxoaumocTu.

IV. PaspelueHne Ha npoBeaeHne KINMHUYECKNX
ncnblTaHWN (MCCneqoBaHUi)

18. [na nNpoBefeHUst KIMHWYECKOTO UCMbITaHUS (MCCNefoBaHUSA) MEeOUUMHCKOTO m3genus (KpoMe MeLMLUHCKMX
N3genuin ans aMarHocTuKK in vitro) 4OMKHO ObITb NONMYYEHO paspeLleHne YNomHOMOYEHHOMO opraHa rocyaapcrea-yreHa,
Ha TeppUTOpMM KOTOPOro NIaHUpyeTcs NpoBefeHue AaHHbIX UCMbITaHWK (MccreqoBaHui). [Ana npoBedeHust KIMHUKO-
nabopaTopHOro wucnbITaHNSA (UCCNEAoBaHWs) MEOULMHCKOro u3genus AnAs AMarHoCTUKM in vitro JormkHO 6biTb
HanpaeneHo yBegomIieHne B cBOOOAHON hOpMe B YMONTHOMOYEHHbIV OpraH (3KCMepTHYI OpraHu3auuio) rocygapcrsa-
yneHa.

19. Ons nonyyeHusi paspelleHust Ha MNPOBEAEHUE KIMMHMYECKOro WCMbITaHUA (UCCregoBaHusl) MeOULMHCKOro
n3genus NpousBoAWTENb WM €ro YMNoNHOMOYEHHLIN MNpeacTaBuTENb HaMpaBrisieT B YMOMHOMOYEHHbIA OpraH, Ha
TeppPUTOpPUM KOTOPOro MraHMpyeTcsa npoBedeHne KIMHUYECKOro WUCMbITaHus (MccrieqoBaHusl) MeOMLIMHCKOrO U3aenus,
3adBrieHne Ha nony4veHune paspelleHnda Ha nposeaeHune KrnmHn4eckoro ncnbitaHuaA (I/ICCJ'Ie,CI,OBaHI/IFl) no (bOpMG cornacHo
npunoxeHnto N 1 ¢ CONpoBOANTENBHOM AOKYMEHTALMEN, COAEPXAaLLEn crieayLwme CBeaeHus:

a) 3agdBreHne npou3BoAUTENS MMM ero YNONTHOMOYEHHOro MNPEeACcTaBMTENSA O TOM, YTO AaHHOE MEAMLMHCKOEe
n3genve yaoBreTBOPSAET NpUMEHUMbIM TpeboBaHuAM Ge3onacHOCTM U 3P(PEKTUBHOCTM, 3@ MCKIIOMEHNEM CBOWCTB U
XapakTepucTuk 6esonacHoctn N 3dEKTUBHOCTU MEANLMHCKOIO U3Oenusl, KOTopble AOMKHbI OblTb UCCIEAOBaHbl B XoOe
KNMHUYECKUX MCNbITAHWIA (MCCregoBaHWUA), U YTO MO OTHOLLEHWKO K HUM ObINM NPUHATLI Mepbl NPEAOCTOPOXHOCTU AN
3aWuThl 300pOoBbs U 6e30NacHOCTU CyOBLEKTOB UCNbITaHWI (MCCrneqoBaHui);
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6) KOMnuA 3akimto4eHnAa KOMUTeTa No 3TUKe, BbiAaHHOINO B COOTBETCTBUN C HACTOALLMMU I'Ipanu'laMM, 3aBepeHHad
npounssogutenem unn ero ynoJIHoMo4eHHbIM npeactaBUTeNeMm;

B) BGpoLutopa nccnegosaTens, COCTaBneHHasi B COOTBETCTBUM € TpeboBaHUsiMU cornacHo npunoxenuto N 2;
r) obpasey MHONBMAYaANbHOW PErMCTPaALNOHHON KapTbl CyObekTa UccrneaoBanns (Npy Hannyun);

) TeXHMYecKn han Ha MeaNLMHCKOe n3genue, CoOoTBETCTBYIOLWMI TpeboBaHMAM cornacHo npunoxeHuto N 3, 3a
WCKITIOYEHMEM CBOWCTB U XapaKTepUCTUK GeaonacHocTu 1 3pdekTMBHOCTM MEOULNHCKOTO U3Aenusi, KOTopble OOMMKHbI
ObITb OnpeaerneHbl B Xo4e KNMHUYECKUX UCTIbITaHWI (MCCneqoBaHun);

€) nporpamma KIMHUYECKOro UCMbITaHus (MccrneqoBaHusa) ¢ 060CHOBAHMEM KONMYECTBa MEOUUMHCKUX U3OEnun,
npeacTaBnsieMblX ANS  KIUHUYECKOrO MUCMbITaHUs (UccnefoBaHus), CPOKM ee MNpoBedeHUs B COOTBETCTBUM C
TpeboBaHMsM 1 cornacHo npunoxenuio N 4;

X) nepeyveHb HebnaronpuATHbIX COObLITUA (MHUMAEHTOB), B Cry4Yae BO3HMKHOBEHMSI KOTOPbIX Heobxoanmo
COOBLWNTL B YNOMHOMOYEHHbIN opraH (C ykazaHneM CpOKOB HanpaBneHns coobLueHuns);

3) KOMMA [OOKyMeHTa 00 YCroBWUsIX CTpaxoBaHWs UMM BO3MELLEHMSI (KOMMeHcaumm) BO3MOXHOrO Bpega npu
BO3HUKHOBEHUN HEBNaronpusiTHbIX COObLITUIA (MHUWOEHTOB) B COOTBETCTBUM C 3aKOHOOATENbLCTBOM rocygapcTea-yneHa,
Ha TEPPUTOPUN KOTOPOIO NPOBOAUTCS KITMHUYECKOE UCTbITaHne (MccreqoBaHme).

20. B cnyyae ecnu opurMHanbl AOKYMEHTOB COCTaBMeHbl Ha MHOCTPaAHHOM A3blke, OHW MPeacTaBnsalTCs C
NepeBOdOM Ha PYCCKUiA A3bIK, 3aBEPEHHbLIM NMPOVU3BOAUTENEM WUIN €70 YNOMTHOMOYEHHbLIM NPeacTaBUTENEM.

21. YNONHOMOYEHHbIV OpraH (3KcnepTHas opraHM3auus) NpoBepsieT KOMMNIEKTHOCTb NpeacTaBneHHbIX MaTepunanos
1 HanpaBnsAeT 3asBUTENIO PeLUEHNEe OTHOCUTENBHO BO3MOXKHOCTW MPOBEAEHUS KITMHUYECKNX UCNBbITAHUIA (MCCNEaoBaHNN)
He no3gHee 30 pabounx gHen.

B cnyyae HegocTaTOMHOCTU MpencTaBMEHHbIX 3asiBUTENEM MaTepuarioB M CBEOEHUN ANS NPUHATUS PELUeHnus o
BO3MOXHOCTW MPOBEAEHUS KITMHUYECKUX WCMbITAHWMIA (MCCnefoBaHMA) YMNONMHOMOYEHHbBIA OpraH (akcnepTHas
opraHusaums) B Te4eHne 5 paboumx ¢ HeW co AHSA NOCTYNMEeHUs 3asiBNEHUs O NoMyYeHUn paspeLleHnst Ha NpoBeaeHne
KIUHUYECKUX UCMbITaHWUI (MCCneqoBaHniA) U COMPOBOAUTENBHOW AOKYMEHTaLUMWM HanpasnsieT Npou3BOAUTEND UMW €ro
YNOTHOMOYEHHOMY MPEeACTaBUTENIO 3anpoc O MpeacTaBneHnn HeOoOXOAMMbIX CBeAeHW (C yKasaHMeM Xapakrepa
3amMe4daHuii 1 cnocoba Ux yCcTpaHeHust).

YKkasaHHbIi 3anpoc HanpaBnseTcs OAHOKpPaTHO M MOXeT ObiTb nepenaH MNpoOW3BOAWUTENIO WU ero
YNONTHOMOYEHHOMY MPeACTaBUTENI0 NIMYHO MOA PacruvcKy, HanpasreH Mo Mno4yTe 3akasHbIM NMUCbMOM WM nepefaH B
3MEeKTPOHHOW (hopMe NoCpeacTBOM WCMONb30BaHUA TENEKOMMYHUKALMOHHBLIX KaHanoB CBSsM nvM6Go B dopme
3MEeKTPOHHOIO AOKYMEHTa, NOAMNMCAHHOIO 3NEKTPOHHON MOAMNUCHIO.

MpousBoauTenb UM €ero ynorHOMOYEHHbLIN NpeacTaBuTenb 0083aHbl NPeACcTaBUTb OTBET Ha 3anpoc
YNOMHOMOYEHHOIO opraHa (dKCnepTHOW opraHM3aLmmn) B CPOK, He npesbilatomnin 60 pabounx gHen co AHS NonydeHus
aToro 3anpoca. B cnyyae HenpeactaBneHus no wuctedeHun 60 paboumx gHew 3asBATENEeM OTBETa Ha 3anpoc
YMONTHOMOYEHHOIO OpraHa (3KCNepTHOW OpraHn3auun) peleHne NpUHUMAaETCS YNOMHOMOYEHHbBIM OpraHoM (3KCNepTHOMN
opraHu3aumen) Ha OCHOBaHMUN JOKYMEHTOB, UMEIOLLUXCS B €0 PacropsiKeHu.

Bpems co gHs HanpasneHnst ynonHOMOYEHHbIM OpraHoM (3KCNepTHOW opraHusaumen) sanpoca A0 AHA NOonyveHus
OTBETa Ha 3anpoc WUnu yBedOMIEeHNs O HenpeaCcTaBMneHWM OTBEeTa Ha 3anpoc He yuuTbiBAeTCH NPU UCYUCIEHWM CpOKa
NMPUHATUS YNOSTHOMOYEHHbLIM OPraHOM (9KCNEPTHOW OpraHu3aumen) pelleHns OTHOCUTENBbHO BO3MOXHOCTU NpoBeaeHus
KNMHWUYECKUX UCTbITAHWUI (MCCNEeaoBaHUn).

B cniyyae npuHATUS OTpMLATENBHOMO peLleHNst OTHOCUTENBbHO BO3MOXHOCTU NPOBEAEHUS KITUHUYECKUX UCTbITaHUI
(uccnepoBaHuin) MeAWLMHCKOrO M3genuss ynonHOMOYEHHbLIN OpraH yBedoMNseT Mpou3BoAUTENS WNKU ero
YMONTHOMOYEHHOIO NPeAcTaBUTENs B MMCbMEHHOW (hbopMe Mnu HanpaenseT MMCbMO 3aKa3HbIM NOYTOBLIM OTNPaBIIEHNEM
C yBeOMMeHnemM O BpydYeHun nnbo B hopme 3NEeKTPOHHOIO JOKYMEHTA, NOANWCaHHOIO 3NEKTPOHHOW NOANUCHI0, UNN B
3MeKTPOHHOW hopme MOoCpeacTBOM WCMOfb30BaHUS TENEKOMMYHMKALUMOHHbBIX KaHanoB cBAsu. K nucbMy npunaraertcs
9KCNepTHOE 3aknodeHne ¢ 0OOCHOBaHMEM MPWYMH OTKasa B paspelleHny Ha MNpoBedeHUe KIUHUYECKUX WCMbITaHWN
(nccnegoBaHWin) MEQULIMHCKOTO N3Aenus.

V. TpeboBaHus K MEOULMHCKMM OpraHM3auusam, NpoBogsALLINM
KITMHUYECKME U KITMHUKO-NTabopaTopHble NUCNbITaHus (MccnegoBaHus)
MEOULMHCKUX U3Aenui

22. YNONHOMOYEHHbIE OpraHbl OMpedensoT NepeyeHb OpraHm3auui, MMELMX NpaBO MPOBOAUTb MCMbITAHUS
(nccnepoBaHMsa) MeOMUMHCKUX M3OenuiA B LENsX WX peructpauun (Oanee - nepeveHb OpraHmsauun), B KOTOPbIN
BKMOYalOTCA MeAMLMHCKME oOpraHusauun Ans NpoBeAeHUst KIMHUYECKUX W KITMHUKO-NabopaTopHbIX WUCNbITaHUM
(nccnegoBaHWin) MEQULMHCKUX U3OENUiA.
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23. B nepeyeHb opraH13aLmii BKINOYaTCA MEAVLNHCKME OpraHu3aumn Ans npoBeaeHns KNMHUYECKUX UCTIbITaHNiA
(vccnegoBaHuin) MEAULMHCKUX M3AENWiA, COOTBETCTBYHOLLME CrieayoLlmM TpeGoBaHUaM:

a) HanmuuMe NMUUEH3WU Ha OCYLLECTBIIEHWE MEOULMHCKOW OeATENbHOCTU (C ykazaHMeM nepevHst pabot (ycnyr),
COCTaBMSALNX MEOMLMHCKYIO OesTeNbHOCTb), COOTBETCTBYIOLLEN Ha3HaYeHUo U 0bnacTu NPUMEHEHUS MeAMLUHCKUX
N30€enuiA, B OTHOLLEHWM KOTOPbIX NMPOBOAATCSA UCTLITAHUSA (MCCrenoBaHus);

6) Hanuune NONOXeHWN (CTaHAAPTHbLIX ONepaLMOHHbIX MpoLleayp), pernaMeHTUpPYIOLKUX NpoBeAeHNEe KITMHUYECKNX
UcnbITaHMN (MCCNefoBaHUn) MEQNULMHCKUX U3AENUA, OXBaTbIBAKOLWUX B TOM YMCHE:

KBanudukaLMoHHble TpeboBaHus 1 obydyeHne nepcoHana;
B3aMmopaencTBMe C KOMUTETOM MO 3TUKE;

nosny4yeHne MHpOPMUPOBAHHOIO COrnacus;

nopsA0K NPOBEAEHMUS KIIMHUYECKUX UCTIbITaHWI (MCCreqoBaHUiA);

pernctpauns u HarpaereHue cooObLWeHnn o HebnaronpuaTHbIX COBbITMAX (MHUMAEHTaX) B YMNOMHOMOYEHHbIN
opraH;

BEAEHME U yYeT JOKYMEHTALMM KITMHUYECKOIO UCMbITaHUS (MCCneaoBaHus);
obecnevyeHune 3awmTbl KOHPUAEHUMATTbHOW MHGOPpMaLW;

B) Hanuuue ycrnoBuWW AMs NpoBedeHMs 3asBnsemMoro npoduns KAMHUYECKUX WUCMbITaHWi (MccrnegoBaHui)
MEANLMHCKNX U3OEeNnii;

r) HanmM4ume ycrnoBui oNs NPOBEeAEHUS MHTEHCMBHOW Tepanuu 1 peaHumauuu;

[4) Hanuume nepcoHana, UmerLwero MeguumnHckoe obpasoBaHWe U AOKYMEHT, NoATBEPXAaloWnA NPoXoxaeHue
06ByyeHuns npasunam NPoBeAEHNs KMMHUYECKUX NCNbITAHUI (Haanexaluen KNnMHUYECKOW NPakTUKm).

24. B nepeyveHb opraHusauni BKNKOYAKTCA MEOULMHCKME OpraHvM3aLmm Ans npoBedeHns KITMHUKO-nabopaTopHbIX
UCNbITaHUA (MCCrEeQOBaHNA) MEOUUMHCKUX W3OEenuiA Onst AWarHOCTMKM in  Vitro, COOTBETCTBYHOLME CReaylwmm
TpeboBaHMAM:

a) Hanuyne NUUEH3UN Ha OCYLLECTBNEHNE MeOULMHCKON OesATenbHOCTU B o6rnactu nabopaTopHOi AMarHoCTUKK
(knMHUYeckas nabopaTopHas ANarHoOCTMKa);

6) Hanuune nonoXeHwi (CTaHOAPTHBLIX OMNepaLMOHHbIX Mpoleayp), PernaMmeHTUPYLWNX NpoBedeHUe KIMHUKO-
nabopaTopHbIX UCMbITAHUIA (MCCNegoBaHNin) MEOVUMHCKUX M3OEenuii Ons OMarHOCTUKM in vitro, oXBaTbiBalOWWX B TOM
yucne:

KBanudmkaunoHHble TpeboBaHUs 1 0byyeHne nepcoHana;

NnopsiAoK NOBEPKU 1 KannMbpoBKM 060pyaoBaHuS;

NopsiAOK NPOBeAEHNS KNMMHMKO-NabopaTopHbIX NCMbITaHUA (MCccnegoBaHun);

BeOEeHVE N y4eT AOKYMEHTaUMMN KNMHMKO-NabopaTopHbIX UCMbITaHUIA (MccregoBaHnin);

obecneveHune 3aWmnTbl KOHPMAEHUMANbHOW MHOPMaLNK.

25. YNONHOMOY€EHHbIE opraHbl paccMatpumBardT 3adABKU MeOUUMHCKUX opraHmsau,mVl O BKIllOMEHUN B MNepeyveHb
opraHuMsaumMi M KOMMMEKT OOKYMEHTOB, MOATBEPXKAANLMX COOTBETCTBME MEAMLMHCKOW OopraHu3auum TpeboBaHusM,
YCTAHOBMNEHHbIM MyHKTamMun 23 n 24 Hactodwmx NpaBun, n NpUHUMAaET peLleHne O COOTBETCTBUU UM HECOOTBETCTBUMU

MeOULIMHCKON opraHu3aummn TpeboBaHuaM HacToawmx Mpaeun B TedeHne 20 pabounx OHei co AHS Mofayn yKasaHHbIX
[I0KYMEHTOB.

B cnyyae npuHATUS pelueHuMs O COOTBETCTBMM MeAWMLMHCKOW opraHusauum tpeboBaHusam Hactoswmx [Mpasun
YMNOMHOMOYEHHbBIA OpraH B TeveHue 3 pabouvx AHeW C AaTbl MPUHATMS TaKoro peLleHus YBeooMINsieT MeOULMHCKYH0
OpraHn3aumio o MPUHSATOM peLleHMn B MMCbMEHHOW hopMe.

B cnyyae npuHATUA pelleHns 0 HECOOTBETCTBUM MEAULMHCKOW opraHu3aumm TpeboBaHnsM HacToawmx MNpasun
yI'IOJ'IHOMO‘-IeHHbII7I opraH B Te4yeHue 3 pa60qv|x LI,HeI7I C OaTtbl NMPUHATUA TaKoro pelleHuna yseaomndaetr MeguunHCKYH
OpraHn3aumio 0 NPUHATOM pPeLLeHNN B MMCbMEHHOM hopMe (C 060CHOBAHMEM MPUYNH).

26. OBxanoBaHve peLlueHnst YNONMHOMOYEHHOIO OpraHa OCYLLECTBIISIETCS B COOTBETCTBUM C 3aKOHOAATENbCTBOM
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3TOro rocygapcrea.

27. YNONMHOMOYEHHblE oOpraHbl 006ecrnevyMBaloT XpaHeHWe, CUCTEMAaTM3auMio, akTyanusauuio U WU3MEHeHue
nHcpopMaummn o6 opraHusauusx, MMEKLIMX NpaBo MPOBOAWUTL WCTbITAHUS (MCcCnedoBaHWsl) MEOUUMHCKUX WU3denvin B
Lensax ux pernctpauum, a Takke saluTy 3Toi MHGOoPMaLMmM OT HECaHKLIMOHMPOBAHHOIO AOCTYNa.

MepeyeHb opraHM3auuMn pasMellaeTcd Ha canlTax YMNONMHOMOYEHHbIX OpPraHoB B WHQOpPMaUMOHHO-
TENEeKOMMYHMKaLMOHHOM ceTn "VIHTEpHET" 1 B OTKPLITOM YacTu MHpopMaumnoHHom cuctembl Coto3a B cdoepe obpalleHuns
MEOULMHCKUX N3aenni.

KoHTponb cobntoaeHnsi MeauLUHCKUMK OpraHn3aumsMn, UMEeLWUMM NpaBo Ha MNPOBEAEHME KIMUHUYECKUX UMK
KNUHMKO-NabopaTopHbIX UCMbITAHMKA (MCCNeaoBaHUA) MeOULMHCKMX u3genuin, TpeboBaHui HacTtoawwmx [lpasun
OCYLLIECTBIAETCA YNONMHOMOYEHHBIM OPraHoM B NMopsiAKe, YCTaHOBIEHHOM 3aKOHOAATENbLCTBOM 3TOr0 rocyqapcTea.

28. VicknodeHne MeauUMHCKOW OpraHvM3auum w3 MepeyHs opraHu3auvin OCyLLEeCTBSETCA YNOMHOMOYEHHbIM
OpraHoM rocyAapcTBa-yneHa B CrieyoLmx cnyyasx:

a) NocTynneHve 3asiBNeHnst 06 UCKMIYEHUN MEeOULMHCKON OpraHn3auny U3 nepeyHs opraHMsaumii, nognmcaHHoro
pYKOBOAMTENEM MEOULIMHCKOIN opraHn3auuu;

©) no pesynsratam KOHTPONs 3a cobnogeHneM MeguUUMHCKUMK OpraHusaunammn TpeboBaHui HacToswmx Mpasun,
OCYLLIECTBMSAEMOrO YNOTHOMOYEHHbLIM OPraHOM.

29. YNOnHOMOYEHHble oOpraHbl B TedyeHMe 3 paboumx gHem C JaTbl BHECEHUS] M3MEHEHUN B CBEAEHWS,
cogepXxalwmeca B MepedHe opraHmsauun, obecrnevMBaloT pasmelleHne COOTBETCTBYIOLLEN MHoOpMauum Ha CBOUX
oduumanbHbelx canTax B MHGPOPMaLMOHHO-TENEKOMMYHUKALMOHHON ceTu "VIHTepHeT", a Takke ee npeacTaBrneHue B
EBpa3sninckyto 3KOHOMUYECKYI0 KOMUCCUIO C MUCMOMb30BaHUEM CPeaCTB UHTErpMpoBaHHONW WH(OPMALMOHHOW CUCTEMBbI
Coto3a.

30. npeﬂOCTaBﬂeHMe 3auHTepeCcoBaHHbIM JLaM ceBegeHun o6 opraHn3aumax, BKIHYEHHbIX B MNepevYeHb
opraHmsau,mﬂ, ocyulecTBndeTca YnorHOMOYEHHbIMU OpraHamMmun B COOTBETCTBUM C 3aKOHOAATelbCTBOM rocyaapcCTB-
YrieHoB.

VI. TpeboBaHus kK NPOBEAEHNIO KITMHUYECKUX UCTIbITAHWIA
(nccnemoBaHUn) MEOULMHCKUX U3AENU

31. KnuHnyeckme mncnbiTaHus (MCCcneqoBaHWUsl) MEAULMHCKUX M3Oenuid OOSMKHbI NMPOBOAWMTBLCS B COOTBETCTBMU C
npuHUMnaMmn XenbCUHCKOM Aeknapauun BcemupHonm meguumHckon accoumaumm 1964 roga "3Tuyeckne npuHUMNLI
MEeOULMHCKUX MCCNeaoBaHUM C y4acTMeM YernoBeka B kadecTBe cybbekTa nccrnegosaHms”.

KnuHuyeckme umcnbiTaHns (MccrnefoBaHns) MEQUUMHCKUX M3OENUn AOSMKHBI MPOBOAUTLCA HA OCHOBE MpOrpammbl
KMMHWMYECKOrO UCMbITaHUS (UccrnegoBaHns) Takum obpasom, 4Tobbl pesynsraTbhl UCMbITAHUIM (MCCNeaoBaHUM) MOrmnu
NoATBEPOUTbL MIMN OMNPOBEPrHYTb 3asBreHHbIe MPOM3BOAMTENEM KMMHWYeCKylo 6e30nacHocTb U 3(EKTUBHOCTb.
KonunuyecTBo npoBeAeHHbIX HabnioaeHWn AOMKHO OblTb AOCTaTOMHBIM ANS TOro, YTobbl 0b6ecneunTb CTaTUCTUYECKYHo
[OCTOBEPHOCTb, BOCNPOM3BOAMMOCTb Pe3yrnbTaToB U Hay4HYt0 060CHOBaHHOCTb BbIBOAOB.

32. KnuHnyeckne wucnbiTaHus (VICCJ'Ieﬂ,OBaHVIFI) MEANLMHCKUX WN3O0EeNUn  OOSMKHbI npoBoANTLCA B YCII0BUAX,
YCTaHOBJIIEHHbIX Mpou3soauTenemMm And npuMeHeHua MeguunHCKOro wusgenuna, u  OOJKHbI ObITb npenycmMoTpeHbl
I'IpOFpaMMOIZ KINMNHNYECKOro ncnbitaHnA (I/ICCJ'Ieﬂ,OBaHI/IFl).

33. Wccnepoatenb HeceT OTBETCTBEHHOCTb 3a MpOBedeHMEe KIUMHMYECKOro WCNbITaHuda (uccnefoBaHus)
MeguumHckoro mnsgenus. Viccnegosatens AOMKEH MMETb OOCTYNM KO BCEM MMEIOLLMMCH TEXHUYECKMM U KITUHUYECKUM
AaHHbIM 00 nccrnegyeMom MeguuUHCKOM u3genuu.

34. Ona obecnevyeHus wuccnegosaTtenern HeobxoguMbiM OOBEMOM MHGOPMALUKM O MELULMHCKOM W3Aenuu
NpoOM3BOAUTENb WM YMONTHOMOYEHHbIN MpeacTaBUTENb NPOU3BOAUTENsS MPEACTaBnseT Opowopy uccnegoBaTtens B
COOTBETCTBUM C TpeboBaHNAMMK, NpeayCMOTpeHHbIMU npunoxennem N 2 k HacTosawmm MNpasunam.

35. MporpamMmMa KMMHWYECKOro UCMbITaHWs (MCCrieqoBaHns) AOMKHa BKIoYaTb B cebsl CBEAeHUS] B COOTBETCTBUN C
TpeboBaHMsAIMMY, NpeayCMOTpeHHbIMU NpunoxeHnem N 4 k HacToswwmm Mpasunam.

36. OnucaHue gusanHa KnMHUYECKOro UCMbiTaHus (MCCrnefoBaHnst) OOIMKHO BKITOYaTh B ceds:

a) cTpaTterno obecneyeHns KNMHUYECKOW 3HaYMMOCTU U Hay4YHO 0B6OCHOBAHHOCTU pe3ynbTaToB ¢ 060CHOBaHMEM
ee Bblbopa;

©) OCHOBHbIE U JOMNOMHUTENBbHbLIE KOHEYHbIE TOUKM C 060CHOBaHMEM MX Bblibopa 1 U3MepeHus.
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37. Hporpamma KIMMNMHNYECKOIo ncnbiTaHna (I/ICCJ'Ie,EI,OBaHVIFI) cornacosbiBaeTcAa ¢ MEOULUMHCKUMWX OpraHn3aumamm m
KoopanHaTopomM-uccnenosarenem npun nposegeHnMn MHOIMOLEHTPOBbLIX ncnbiTaHWn (VICCJ'Ieﬂ,OBaHVIIZ) n yTBepxanaetcd
npoun3ssoguTenem unn ero ynoJsiIHoMmo4eHHbIM npeacraBsuTenem.

38. Onsa npoBegeHna KInnHN4eckKoro ncrnblitTaHna (VICCJ'IeD,OBaHVISI) MeaNLUNHCKOro nsgenmna npon3sognTeslb Unn ero
yI'IOJ'IHOMO‘-IeHHbIIZ npencraBuTenb nNpencraBndeT B MeguUMHCKYH0 opraHmn3aunio cneayruwme JOKYMEHTbI (B cny4yae ecnu
opuruHanbl OOKYMEHTOB COCTaBlieHbl HA MHOCTPAHHOM A3blKe, OHU MPeacTaBnAlTCA C nNepeBogoM Ha pyCCKVII7I A3bIK,
3aBepeHHbIM npoussoguTenem umnn ero ynoriHOMO4YeHHbIM Hpe,ElCTaBVITeJ'IeM)Z

a) paspelleHne YMNoNHOMOYEHHOro opraHa Ha nNpoBedeHUEe KMMHUYECKOro WCMblTaHusA (MccrnenoBaHus)
MeOULIMHCKOTO M3aenus;

©0) 3asBneHne Ha NpoBeAeHME KITMHUYECKOTO NCMbITaHUS (MCCneaoBaHus) MeAMLMHCKOIO U3aenus;

B) 3asiBMeHMe C MOATBEPXOEHWeM TOro, YTo JaHHOe MeAMLIMHCKOe M3Oenue YOooBMneTBopseT BCEeM NPUMEHUMbIM
TpeboBaHuAM 6e3onacHoCTU U 3PPEKTUBHOCTM, UCKIMIOYas Te CBOMCTBA U XapakKTEepUCTUKWU, KOTOpble AOIMKHbI OblTh
nccrnefoBaHbl B Xo4e KMUHUYECKUX UCTbITaHWUIA (MCCNeaoBaHnii) MEANLMHCKUX N3AENWiA;

r) Opowtopa nccrnegosarens;
) MPOEKT NporpamMMbl KITMHUYECKOIO UCTbITaHUS (MCCneaoBaHus);

e) obpasubl (obpaseL)) MEOULMHCKOIO N3AENUsa BMECTE C NPUHAONEXHOCTAMU, HEOOXOAMMBIMU AN NPUMEHEHWS
MEeOMLMHCKOrO U3AENUs No HasHayYeHWo (Npy HanU4yumn NpuHaanexHocTen);

X) CBEOEHUs O COOTBETCTBUM MEAMLIMHCKOro m3genusa obwmm TpeboBaHusM 6e3onacHOCTU M 3hpeKkTUBHOCTHU
MEeOULMHCKUX M3aenuin, TpeboBaHMNSIM K UX MAapKUPOBKE U SKCMyaTaUMOHHOW AOKYMEHTALUMN Ha HUX;

3) WHCTPYKUUS MO MNPUMEHEeHWt (3KchiyaTauMoHHas [OKyMeHTauusl) Ha MeAWUMHCKoe usgenue c
NPUHAANEXHOCTAMM, HeoGXoauMbIMK  Ansl MPUMEHEHUST MEAMLMHCKOTO M3fdenvsi Mo HasHadeHuo (Mpu  Hammuum
NpUHaANEXHOCTEN);

n) OOKYMeHTbl (Matepwuansbl), codepXxalwwue pesynbraTbl COOCTBEHHbLIX WCNbLITAHWMWA (MCCNeaoBaHWN)
npov3BoauUTEnsl, B TOM YMCIE aHanu3 AaHHbIX NPUMEHEHUST MEQULIMHCKOTO M3AENUs (NPpu Hanmuum);

K) pesynbraTbl UCMbITaHUN B LENaX yTBEPXOEHNA TuUna CpenctTs V|3mepeHvu7| (,L'J,J'IFI MEANLMHCKUX U34enun,
BKIMIOYEHHbIX B nepedyeHb MeaunLUHCKUX M30enuim, OTHOCSALLMXCA K cpeacrteam M3MepeHMVI, B OTHOLUEHUN KOTOPbIX
npoBOAATCA UCNbITaHNA B LeNAX yTBepXaeHnda tina cpencTts Msmepean?l);

n) onoOpeHne KommUTETa MO 3TMKE Ha NMPOBEOEHME KIMMHUYECKOrO MCMbITaHUs (MccnepoBaHus) MeQULMHCKOro
nspenvs;

M) KOMusi AOKyMeHTa 00 YCrnoBusIX CTpaxoBaHWs WM BO3MELLEHUS (KOMMEHCaLMM) BO3MOXHOIMO Bpeda npu
BO3HUKHOBEHUN HEONaronpusitTHbIX COOLITUI (MHUWOEHTOB), OCYLLECTBNAEMbIX B COOTBETCTBUM C 3aKOHOAATENbCTBOM
rocygapcrtBa-dfieHa, Ha TEpPPUTOPUM KOTOPOro MPOBOAMTCS KIMMHWYECKOE WCMbITaHue (UccnegoBaHUEe) MeauLMHCKOro
n3genus;

H) doopMa MHPOPMUPOBAHHOIO COrNacus;

0) hopma nHaMBUAyanbHON peErncTpaumMoHHON KapThl;

n) opmMbl 0TYETA O HEGNAroNPUATHLIX COOLITUAX (MHUMAEHTAX);
p) dopMbl OTYETa O HEAOCTaTKax MeAULIMHCKOro U3aenus;

C) (opMbl OTYETOB O KIIMHWUYECKOM WCMbITaHUM (UCCnefoBaHUN) MEAULMHCKOro Wu3fenus, BKoYas
NPOMEXYTOYHbIN OTYET.

39. lNpoBegeHne KNMHUYECKOTO UCMbITaHWUSA (UCCNeaoBaHWsA) MEOMLMHCKOrO M3Oenus Knacca noTeHUMarnbHOro
pucka npuMeHeHnst 3 unu 26, a Takke UMNNaHTUPyeMoro MeaMLMHCKOrO MU3Oenust ocyLlecTBnsieTcs B obaszaTensHoM
nopsigke B o0OpMe MHOIOLEHTPOBbIX UCTbITAHWIA (UCCNEeaoBaHNiA), B TOM YACIE B OOHOM U3 rOCY4apCTB-4NEHOB.

40. OTYeT O KAMHUYECKOM MCNbITaHUM (MccrnegoBaHuM) (C mpunoxeHvem obobwatowmx Tabnuy (rpadukos)
pes3ynsTaToB UCMbITaHWIA (MCCNEeAOBaHNA) C COOTBETCTBYHOLLEN CTaTUCTMYECKon obpaboTkon M KOMMEHTaApUEB K HUM)
OOIMKEH coaepXaTb KPUTUYECKYIO OLEHKY BCEX AAHHbIX, MOTyYEHHbIX B XOAE UCMbITaHWI (MCCNeqoBaHUn), B TOM Yncne
HeraTMBHbIX [aHHbIX. TakoM OTYET JomkeH ObiTb cocTaBrneH no dopMe cornacHo npunoxeHuto N 5, nognucaH
nccnegoBatensiMu U YTBEPXKAEH pyKoBoautTeneM MeauLUMHCKOM opraHmM3aumn.

I'Ipvl npoeegeHnMnM MHOIToUEeHTPOBbIX KIMMHUYECKNX ncnblTaHUN (VICCJ'IeD,OBaHVIIZ) CoCTaBnsieTcsl OOLINA  OTYeET,
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KOTOprIZ OOMmKeH ObITb nognucaH wuccnegoBaTensMyi U pykoBogunTendaMmn MeouunHCKUX OpFaHVISGLI,VIﬁ n yTBepxaeH
KoopaAnHaTopoM-uccnenoBarternem.

41. 3aaBuTenb MMeeT NpaBO KOHTPONMPOBATb MNPOBEAEHME KIIMHWYECKOro MWCMblITaHMA (MccrenoBaHus)
MEeOULMHCKOrO M3genns Ha Bcex 3Tanax MOCPEACTBOM Ha3HauYeHUs fvL, COOTBETCTBYHOLWEN KBanudukaumm wu
NnpoBeAeHNst Mpoueayp MOHWUTOPMHIa WM HEe3aBUCUMOW OLIEHKM COOTBETCTBUSI C LEMbI0 MOMyYeHUs OOCTOBEPHbIX
OaHHbIX.

VII. O6ocHoBaHue KNuHM4Yeckon adheKTUBHOCTU U BE30NaCHOCTK
MeOUNLMHCKNX U3Oenuin Ansa gMarHocTuku in vitro

42. [okasaTenbCTBO COOTBETCTBMS MEAUUMHCKUX WU3OEenuiA ans OuarHoCTUKM in vitro obwum TpeboBaHusM
6e3onacHoCcTM M 3(PHEKTUBHOCTM MEOULUHCKMX M30enui, TpeboBaHMAM K WX MapKUMPOBKE W 3KCMIyaTalVMOHHON
OOKYMEHTaLUMM Ha HUX BKIOYaeT B cebs 0OOCHOBaHWME KIMMHMYECKON 3hPeKTUBHOCTM M 6e30MacHOCTN MELULMHCKMX
n3oenun ans AnarHocTuku in vitro.

O6ocHoBaHMe KNWHU4YeckoW 3PdeKTUBHOCTM M 6Ge30nacHOCTM OCHOBLIBAETCH Ha onpefeneHun wunu
NnoaTBEPXKOEHUM HayYHON 0BOCHOBAHHOCTM aHanuTa, aHannTUYeckon aPHEKTUBHOCTU U1, rae NPUMEHUMO, KIMHUYECKON
3PPEKTUBHOCTU MEeAULMHCKOrO uM3genna nna AMarHOCTUMKM in Vvitro npu ero Ucnonb30BaHMM MO  Ha3HayeHuto,
yCTaHOBEHHOMY MPOU3BOANTENEM.

43. OnpegeneHune unu NoaTBepPXAeHNe Hay4yHo 060CHOBAHHOCTM aHanuTa He SBMseTcs HeobXoaMMbIM B criy4yae,
€CINn CBA3b aHanuMTa C KNUHUYECKUM UM PU3NOMOTMYECKUM COCTOSIHUEM OpraHvMama YeroBeka XOpOLLO W3BEeCTHa U
OCHOBbIBAETCS Ha AOCTYMNHOW UHpopMaLIMn.

44, [Ina HOBOro aHanuMtTa UM HOBOMO Ha3Ha4YeHUs MEAULMHCKOro Msgenusa ans AnarHoCTuKWM in vitro Hay4Had
000CHOBaHHOCTb aHanMTa MOXeT ObiTb yCTaHoBNneHa O4HUM UIN HECKOJIbKUMIK CneyLnMmm cnocobamu:

a) Ha OCHOBE KITMHU4YEeCKOro onbita NnpuMeHeHnda MeguLmMHCKNX n3genui gns guarHocTuku in vitro, onpegendrwmnx
TOT XK€ aHalnuT U C TeEM Xe Ha3Ha4YeHneMm;

6) Ha OCHOBE AaHHbIX HAay4YHOW NUTEpaTypbI;
B) B X0Z€ KIMHMKO-NTabopaTopHbIX UCMbITaHWUI (UCcriedoBaHWi) MeaULMHCKOTO U3aenus Ans AMarHoCTUKK in vitro.

45. AHanuTtudveckast 9dEKTUBHOCTb AOMKHA ObITb YCTAHOBMEHA WNW MOATBEPXAEHaA pe3ynbraTamu KIMHUKO-
nabopaTopHbIX MCMbITAaHUA (MCCregoBaHWA) MEAUUMHCKOrO W3Aenusa Ans AMarHOCTMKWM in vitro ans 3asBnsgemoro
MeOULMHCKOro U3fenus Ans AuarHoCTUKK in vitro.

B cnyyae HenpuMeHMMOCTM MokasaTenen aHanuMTUY4ecKOW U KIMHUYEeCKoW 3dD(PEKTUBHOCTM K MELMULUHCKOMY
N3genuilo 4nst AMarHocTUKKM in Vitro KNUMHWKO-nabopaTopHble UCNbITaHWUST (MCCNeqoBaHUsl) MeAULMHCKOrO U3genust ans
ONarHoCTUKM in vitro He npoBogATCA.

46. OnpepneneHve unu NOATBEPXKAEHNE KITMHMYECKON 3EEKTUBHOCTM B X04€ KITMHUKO-I1abopaToOpHbIX UCTbITAHUI
(nccnegoBaHM) MEAUMLMHCKOrO M3genusa gns AMarHoCTUMKKM in vitro He sBnseTcsa HeobxoanmbiM NSt MEeOULMHCKUX
n3genuin ons guarHocTuku in vitro, ns KOTopbIx KnvHM4Yeckasa apekTMBHOCTb LEeNUKoOM onpeaenserca aHannTn4eckomn
3(PPEKTUBHOCTBIO U ITOT (haKT XOPOLLO U3BECTEH U OCHOBLIBAETCS Ha JOCTYNHOW MHopMaumn.

47. KnuHnyeckasa apdekTMBHOCTL MEOANLMHCKOrO u3genust Anst QUarHOCTUKKM in vitro MoXxeT OblTb yCTaHOBMNEHa
OOHWM VI HECKONbKMMM CriegyroLmmMm cnocobamu:

a) B X0A€e KNMHUKO-NabopaTopHbIX UCMbITaHWIA (MCCReaoBaHWin) MEAULMHCKOTO U3AEenNus A4S AMarHOCTUKM in Vitro;
©0) Ha OCHOBE [aHHbIX HAay4YHOW NUTepaTypbl;

B) Ha OCHOBE KIMTMHUYeCKOro onbita npumeHeHna meguunHCKoro ngenma ona anarHoCTtukum in vitro B rocygapcrBax-
YyrieHax.

VIII. TpeboBaHus K NpoBEAEHNIO
KNMHWKO-NabopaTopHbIX UCMbITaHUIA (MCCrefoBaHNA) MEANLIMHCKMX
n3genun Ans AnarHocTuku in vitro

48. KnuHu4yeckme uncnblTaHUa (McCrefoBaHWs) MeOULMHCKUX U3AEenun Ang OMarHOCTUKM in vitro npoBoaaTcs B
dopme KIMHUKO-NabopaTopHbIX UCMbITaHWIA (MCCNEAOBaHN) MEAULIMHCKUX U3OENUA ANs QUarHOCTUKK in vitro.

KnnHuko-nabopatopHble UCMbITaHWUSA (MCCNEefoBaHWs) MEAMUMHCKUX M3AeNuiA AN OUArHOCTMKM in Vitro JOmKHbI
NMPOBOAMTBLCA Ha OCHOBE NPOrpamMMbl KNMHUKO-TAabopaTopHbIX UCNbITaHWKA (UCCregoBaHWA) Takum 0BpasoM, 4ToObI
pesynbTaTel UCMbITaHWA (MCCneqoBaHMI) MOMMM MOATBEPAUTbL WM OMPOBEPrHYTb 3asiBMEeHHble MNPON3BOAUTENEM
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XapakTepuCTUKA aHanmTuyeckon 3@EeKTMBHOCTM U, rae MPUMEHUMO, KIIMHUYECKON 3PEKTUBHOCTH, KOMMYECTBO
NpoBeAeHHbIX NabopaTopHbIX TECTOB AOMKHO ObiTb AOCTATOMHbIM ANS TOro, 4ToObl 0BecneynTb CTaTUCTUYECKYHO
OOCTOBEPHOCTb PesynbTaToB UCMbITAHUI (MCCNefoBaHUii).

49. Mporpamma KnnHMKo-nabopaTopHbIX UCMbITAHUIA (MCCNEQOBaHUI) AOMKHA ObITb COCTaBneHa B COOTBETCTBUM C
TpeboBaHMAMM cornacHo npunoxeHuio N 6.

50. WcnbiTaHus (uccnenoBaHUs) MEOUUMHCKUX M3Oenuin Onst OUarHOCTUKM in vitro, npepgHasHayYeHHbIX AOns
NCNoNb30BaHUSA IMUaMW, He MWMEeKLWMMN MeOMUMHCKOro oOpasoBaHWss B 06nacTu KIMHUYECKOW rabopaTopHom
ONarHOCTUKK, OOMKHbI NPOBOAUTLCS B YCMOBUSAX, MOAEMNUPYIOLLMX YCNOBUS NCMNOMNb30BaHUSA 3TUX MEAMULIMHCKUX 13aenumn
Nno HasHa4YeHuto.

51. KnuHnko-nabopaTtopHble WCMbITaHUS (MCCNefoBaHUA) MEOUUMHCKUX M3Jenuin Ons OuarHocTuKM in vitro,
npeaHasHayeHHbIX ANg NPUMEHEHNsa B CoMeTaHuu Apyr ¢ ApYroM B BUAE aHaNMTUYECKUX CUCTEM, MOTYT NPOBOAUTLCS B
pamkax OOHOro MucnbiTaHus (MccrneqoBaHusl) (BMecTe C NPUHAANEXHOCTAMWU, HeobXxoouMMbIMU ANS MCMONb30BaHUA
MEOULMHCKOrO N3LENus No Ha3Ha4YeHuo).

52. Mpobbl, cnonb3yemble B KIMHUKO-ITAb0paTOpPHbIX UCMbITaHUAX (MCCNEAOBaHNAX) MEANLMHCKUX U3LEeNun ans
ONarHOCTUKKM in Vitro, MOryT ObiTb COOpaHbl M3 HECKONMbKMX MCTOYHWMKOB, BKITHOYasi OCTaToOvHble 00pasupbl, apXMBHbIE
0o0pasubl Unu LueneHanpaeBneHHo oToOpaHHble 0bpasLbl.

OcTtatoyHbiMM obpasuamu cunTarTCsa OcTaTku 00pasuoB, COOpaHHbIX B Xxode Ile4ebHO-OuMarHOCTUYECKOro
npouecca.

K apxvBHbiM oGpasuam unu npoGam OTHOCSATCS OxapaKTepu3oBaHHble obpasubl UM Mpobbl, KOTopble Obinu
oTobpaHbl paHee U nory4YeHbl U3 penosnTopues (B TOM Yncre GaHkM TKaHeil, cTaHOapTHble MaHenu, MyseiHble TecT-
LUTaMMbI Y UHbIE KONMEeKLum).

Moo ueneHanpaBneHHO oOToOpaHHbIMM ob6pasuamMu NoHMMaloT obpasupbl, KoTopble OblNM B3SATbl Yy NaUUEHTOB
cneumanbHO Ansi MCNOMb30BaHUSA UX B KOHKPETHOM UCTbITaHWUKM (MccnegoBaHuu). B gaHHOM cnydae oT nauneHTa JOMmKHO
ObITb MONYYEHO NOANNCAHHOE UM MHEPOPMMPOBAHHOE Corfnacue.

53. Pesynbrathl TecTMpoBaHus Npob B Xxode KIMHUKO-NabopaTopHbIX UCNbITaHUiA (MccrefoBaHuii) MeauLUMHCKOro
ns3genus Ansg QUarHocTukM in vitro He JOMKHbI UCNONb30BaTbCA ANA APYTUX LEenen, KPOMe OLEHKM ero aHanmMTu4eckon u
(wnn) knuHnveckon adppekTMBHOCTU, ecnn 3Tuyeckme coobpaxeHus, MOMHOCTbIO pasfensemble BCeMU
nccnegosatensMn, yyacTBYKOLWMMW B UCAbITAHUM (MccrnegoBaHun), He npegnonaratoT obpaTHoe (BKrovas
HeobXoaAMMOCTb MHOPMUPOBAHUS CYOBHEKTOB UCMbITAHWMI (MCCNeqoBaHUA) O pesynbratax TecTupoBaHus). B Takom
cryyae wvccnegosatenb MNPUHUMaET Ha cebA MOMHyl OTBETCTBEHHOCTb 3a MOCHencTBMS WMHOMO  MCMOMb30BaHUS
NONyYEeHHbIX JaHHbIX.

54. KnnHuko-nabopaTopHble UcnbiTaHWs (MCCregoBaHns) MEQUMUUHCKUX U3AEeNuin Ans QUarHOCTUKM in Vitro HOBbIX
nnmn ocobo onacHbIX MHAEKLUNOHHbIX 3aboneBaHnn NMbo peako BCTpevarowmuxcsa 3abonesaHuin, B TOM Yucne npupogHo-
04aroBbIX MHAPEKUMOHHbIX 3abonesBaHuin, MOryT MPOBOAMTLCA B NabOpPaTOPHbIX YCIOBMAX C MPUMEHEHUEM apXMBHbIX
06pa3uoB 1 (Mnn) obpasuUoB, NOMyYEHHbIX FEeHHO-MHXEeHEepPHbIM CrocoboM. B ykasaHHbIX cryyasx npoussoguTenb Mno
COrnacoBaHUO C YNOMHOMOYEHHbIM OpraHoM rocygapcTBa-yneHa npoBOAUT MNOCTPErMCTPALMOHHBIN  KINUHUYECKUI
MOHUTOPWHI B6e3onacHOCTU U A(PPEKTUBHOCTU MEOUUMHCKUX W3AENUiA B COOTBETCTBMM C MpaBuiiaMu NpoBedeHus
MOHUTOpMHra 6e30onacHOCTU, kavecTBa M 3(PEHEKTUBHOCTM MEAUUMHCKUX W3Aenui, yTBepagaembiMu EBpasuickomn
SKOHOMUWYECKON KOMMUCCHEW, C LEeNblo MONYy4YeHUs CTaTUCTUYECKN AOCTOBEPHbIX XapakTepUCTUK WX aHanmMTU4ecKOn U
(Mnn) kKNMHU4Yeckon acpdPEKTUBHOCTH.

55. [ns npoBedeHUs KNUHWKO-NabopaTopHOro ucnbiTaHus (MccneaoBaHMs) MeOMUMHCKOrO u3genusa  Ans
AWarHoCTvkKM in vitro nmpousBoguTENb WM €ro YMnoNHOMOYEHHbIN npeAcTaBuTeNnb MPEACTaBnseT B MeOULMHCKYL0
opraHusauuvio cnegyowme AOKYMEHThI (B criydae ecnu opurmHanbsl JOKYMEHTOB COCTaBMEHbl HA UHOCTPaAHHOM A3bIKE,
OHW NPEeACTaBNAlTCSA C MEepPeBOAOM Ha PYCCKUM A3blK, 3aBEPEHHbIM MPOW3BOAMTENEM WM €ro YNONMHOMOYEHHbIM
npegcraBuTenem):

a) 3asiBNeHMe O NPOBEAEHMUN KIMHUKO-NabopaTopHOro UCMbITaHUs (UCCneaoBaHUs) MEeQUUUHCKOrO u3genus ans
JNarHoCTUKM in Vitro;

6) 3asBneHne C MOATBEPXAEHMEM TOro, YTO AaHHOe MeduLMHCKOe wusdenue aOns OuarHoCTMKM in  vitro
YOOBMNETBOPAET BCEM MPUMEHUMbIM TpeboBaHuAM 6e3onacHocTM U 3ddPEeKTMBHOCTM, WCKMYasi Te CBOWCTBA U
XapaKTEPUCTUKKN, KOTOpble OOSMKHbI OblTb MCCNedoBaHbl B XOOE KIMHWUKO-NIaGopaTopHbIX WUCMbITaHWi (UccrenoBaHuin)
MeOULIMHCKOro U3aenus Ang QuarHoCTUKM in vitro;

B) NPOEKT NporpamMmmvbl KJ'IVIHVIKO-J'Ia60paTOpHOI'O ncenblTaHnAa (I/ICCJ'Ie/J,OBaHVIFI);

r) obpasubl (obpasel) MeguLMHCKOrO u3genua AOns OWarHOCTUKM in vitro BMecTe C NpUHaAnNeXHOCTAMM,
HeobXxoauMbIMK ANs NIPUMEHEHUS MEAULIMHCKOIO M3AEenusi Mo Ha3Ha4yeHuio (Mpy Hanuyum NpuHaanexHocTen);
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/J,) CBEOEHNss O COOTBETCTBUN MEAMLIMHCKOIO M3genust obLimnm Tpe6OBaHWi-IM ©e3onacHoCcTh U Sq)d)eKTVIBHOCTI/I
MEANLNHCKUX N3AENnNi, Tpe6OBaHI/IF|M K UX MapKnpoBke n SKCﬂﬂyaTaLlMOHHOVI OOKYMeHTauun Ha HUX;

€) UHCTPYKLMS MO NPUMEHEHMIO (SKCMyaTauMoHHas AOKYMeHTaUusl) Ha MeauumMHCKoe U3genue ons AUarHoCTUKM
in vitro ¢ NpMHaaneXxHoOCTIMM, HEOBXOANUMbLIMU AN NPUMEHEHNST MEAVULMHCKOrO U3A4Eenus Nno HasHadeHuo (Npy Hanu4mm
npuHaanexHocTen);

X) DOKYMeHTbl (MaTepuansbl), cogepxauime pesynbTaTbl COOCTBEHHbLIX WUCMbITAHUIA (MCCNeaoBaHUIA)
npon3BoanUTEns, B TOM YuCNEe aHanu3 AaHHbIX NPUMEHEHUS MEeOULUMHCKOro M3genus And guMarHocTuky in vitro (npwm
Hanuuun);

3) pesynbraThl UCMbITAHUIA B LENAX YTBEPXKAEHUSA TUna CpeacTs UaMepeHuit (B OTHOLLEHUN MEeOULMHCKUX U30enum
ANs ANArHoCTMKM in Vitro, BKIIOYEHHBbIX B NepeyvyeHb MEAULMHCKUX U3OEenui, OTHOCALLMXCS K CPeACcTBaM U3MEpPEHU, B
OTHOLLEHMWN KOTOPbIX MPOBOAATCS UCMbITAHWSA B LIENSX YTBEPXKAEHNS TUNa CPEACTB M3MEPEHUN).

56. MNporpamma KnMHMKO-NabopaTopHbIX UCTIbITAHWIA (MCCNEAOBaHUN) MEOULVHCKOTO U3AEnvs ans OMarHOCTUKKM in
vitro cornmacoBbIiBaeTCA ¢ MEAULIMHCKUMW OpraHn3aumsamMun 1 yTBEPXKOAETCA NPOU3BOAMTENEM UMM €ro YNONMHOMOYEHHBIM
npeacTaBuTenem.

57. TMpu npoBedeHWM KIMHUKO-NTabopaTopHbIX WCMNbITaHWA (MccnegoBaHWii) MedWMUMHCKOro usgenvs Ans
AMarHoCTUKM in Vitro ocyLLLEeCTBRSATCA:

a) npoueaypbl B COOTBETCTBUM C NMPOrpamMMoN KMMHUKO-NabopaTopHbIX UCTbITaHWI (MccneaoBaHui);

6) BegeHne ogHOo3Ha4YHoO l/ID,eHTVICbI/ILI,VIpyeMbIX 3anucen no oueHke CbYHKLI,VIOHaJ'IbeIX XapaKTepucTuk, cogepkamx
BCe pe3yribraTtbl M3MepeHI/|l7I;

B) OoueHKa Wu aHanma nony4YeHHbIX AdaHHbIX C uUenbi noaTBepXxaeHnAaA ux COOTBETCTBUA 3adABJI€HHbIM
XapaKTepUCTnUKam,

r) gopaboTtka aKcnnyaTauMOHHON AOKYMEHTaUMn NpousBoauTENs Ha MeauuUMHCKOe usgenve Ans AuarHOCTUMKK in
vitro no pesynsratam ncnbiTaHWin (MccnegoBaHui) (Npy HeEO6XoAUMOCTHN).

58. Pesynbratbl ucnbiTaHuin (MccnefoBaHWin) MEAMLMHCKOrO W3denusa Onsa OAMarHocTWKM in vitro cumtaroTes
oTpuuaTtensHbiMM B CriyvyasiX, ecnv pesynbraTtbl KNMHUKO-NabopaTopHbIX UCMbITaHUA (MCCneaoBaHUn) MeauLMHCKOro
nsgenus Ans AMarHocTuKK in Vitro cBUMAETENbLCTBYIOT O TOM, YTO aHanuTnyeckas u (Mnu) kKnnHudeckas apeKkTMBHOCTb
YKa3aHHOro MEANLMHCKOIO U3Oennst HUe 3asBIIEHHOW NMPOM3BOANTENEM.

59. OTyYeT 0 KNMHMKO-NAabopaTOPHbIX UCMBITAHUAX (MCCregoBaHMAX) MEQULMHCKOrO U3Aenusa Anst ANarHoCTUKK in
Vitro JomkeH codepXaTb KPUTUYECKYH0 OLEHKY BCEX AaHHbIX, MOMYYEHHbIX B XO4E UCMbITaHWMI (MCCnegoBaHun), B TOM
ymcne HeraTMBHbIX AaHHbIX. TakolW OTYET AOMKeH ObITb odopmneH no dopme cornacHo npunoxenuto N 7, nognucaH
nccregoBatensaMu U YTBEPXKOEH PYKOBOOUTENEM MEAULIMHCKOW OpraHu3aumm.

B Cny4yae npoBeaeHnsa MHOIoueHTPOBbIX KﬂMHMKO-ﬂaGOpaTOprIX ncnblTaHUN (VICCJ'IG,D,OB&HI/IVI) MeaNLNHCKOro
nsgenus ans AnarHoCTUKKM in vitro cocTtaBnsieTcsl oOLWUNn oTyYeT, KOTOprIZ [OIMKeH ObITb NoAnucaH 1ccreaoBaTensamMm U
pykosBoauntTenaMm MeanunHCKUX OpFaHI/ISBLI,VIVI N yTBepXxaneH KoopanHaTtopomMm-uccrieqoBartenem.

Mpunoxexne N 1

k MpaBunam npoBegeHUs KNMHUYECKNX
N KNWHNKO-NTabopaTopHbIX UCMbITAHWIA
(nccnepgoBaHWi) MEQMLIMHCKUX U3 enuin

(cpopma)

SAABIIEHNUE
Ha paspelleHue NPpOBeIeHMS KIMHMNUECKUX MCIBITaHUM
(MccegoBaHMM) MEeIMUMHCKOTO M3IOesud

(HOJTHO@ HalMMeHOBaHMeE MeIMLIVMHCKOI'O MB,HeJ'H/IH)

(kpaTKOe HaMMEHOBaHME MeIULMHCKOI'O M3Ielusd (OpM Haluduu) )

N or " " 20 T.



consultantplus://offline/ref=421FCEF8EDE3595FF392A98E964DFB726FECF74CAD99728708BB1743962247A4BCF191CC67B8FB718CB0ED61F43D45E51CA00E6B0BB8A5B9t6IAH%20%5C
%5Cl%20Par709%20%20%5C

1. HammMeHOBaHMEe U alpec IPOU3BOOAUTENI

2. Ampec MecTa NIpoU3BOLCTBa MEOULMHCKOI'O n3nesmnsa (MPOM3BONCTBEHHOM
JIOWAaIKIM)

3. HammMmeHOBaHMEe U aIpecC YIOJHOMOUEHHOIT'O IIPeACTaBUTeJIS I[IPOM3BOOUTENS (B
cJlydyae IIPOM3BOICTBA HEe Ha TEeppUTOPpMAX TIOCYyIapCTB - WIEHOB EBpasmuMCKOIO

SKOHOMMUECKOT'O COol3a)

4. dammimsa uMs, OTUECTBO (npm HaIMuuuM), ajpec, HoMepa TejedoHa m dakxca,
anpec BJIEKTPOHHOM IOUTH (IIPM HaJMUMM) KOHTAKTHOT'O JiMlla IO HAaHHOMY 3asaBJIEHUIO

5. [Ipy MNOBTOPHOM IOoJaue 3agBJIEHMS I[1I0 HAaHHOMY MEIUIMHCKOMY M3IEJIMID IaTa U
HOMEpP NPEenunymero 3BasaBJIEHUS
6. [oJHOMOUMS Ha npoeelneHue KJIIMHMYECKUX UCIIEITaHUM (nccrenoBaHMM)

7. Ilepuol BpeMeHU NPOBeIeHMS KIMHUUECKUX MCIBEITaHUM
8. IaHHBE 06 KUCccJenoBaTenax, KOOpIOMHaATOpe-UcCcyjleIoBaTese
(mpm HaIWM4UUM)

(®.1.0. (mpm Hamuumm), MecTO pPaboTh, INOJIXKHOCTL, HayuHas
CTelNneHb (NpM HaJMuuM) )
9. MpmeHTudmKaumMsa M ONMCAHME MUCCIeIyeMOoT'0 MEeOMILMHCKOTO M3IeJNMsa, BKJIoUasd
IepeyeHb VCIIOJIHEHU, KOHOUITYypaluum u OpUHaIJIeXHOCTEN, Ha KOTOPHE
PaCHPOCTPaHATCS Pe3yJibTaTh MCIBETaHUM
10. HaszHaueHMe MEeIMLMHCKOT'O MBIEJIUSI
11. Kyiacc noTeHUMaJIbHOT'O PUCKA IPUMEHEHUS

12. Konm BMIOA B COOTBETCTBMM C HOMEHKJIATYypPOu MEeOULIMHCKUX ns3nesmmn,
IpUMEHSAEMOM B paMKax EBpasmiickoro 35KOHOMUYECKOT'O comws3a

13. Lenu M TUNOTE3H KIMHUUECKOIT'O MCIETAHUI
14. KommuecTBO CyDBEKTOB MCIHTAHUM (MCCJIeIOBaHWI)
15. KonmuecTBO 5K3EMIJIAPOB MCCJIenyeMoT o MEOULIMHCKOT O n3neansa

16. MemuumHCcKas opraHMBaluudg IPOBENEeHMS MUCIBTaHUM (MCCJIeOOBaHMUM) C yKasz3aHUEM

ampeca, HOMepOoB TeJleboHa u Odakca, a TakKkxe alpeca 3JIEKTPOHHOM [IOUTH (IpK
HaJIWUMM)
HO,JZ[HI/ICI: pyKOBO,JZ[MTeJ'IH OpI‘aHI/IsaLU/H/I HpOMBBOHCTBa JZnpeZs YIIOJIHOMOYEHHOTI'O
IpeICcTaBUTENIA:

(®.1.0. (npm HamMuumM), MeCcTO pPaboTh, HOOJIKHOCTH)

[loonmce 3agaBUTENIA:

(®.1.0. (opm Hamuumm), MecTO paboTe, HOOJDKHOCTH)

[lepeueHb OpularaeMbEX NOKYMEHTOB:
1) nporpamMma KIMHUYECKMX MCIBITAHUM (MCCIIeOOBaHUM) ;
2) ...

Mpunoxexne N 2

k MpaBunam npoBegeHUst KNMHUYECKNX
1 KNMUHNKO-NabopaTopHbIX UCMbITAHUI
(nccnegoBaHWin) MEOVLIMHCKUX U3aenni

TPEBOBAHUA
K COOEPXAHWIO BPOLWIOPLI UCCNEOOBATENA O MEAVNLIMHCKOM U3OENNN
(KPOME MEOVUIMHCKUX N3OENUW ANTA AMATHOCTUKK IN VITRO)

|. ObLwee onncaHne MeaULIMHCKOro U3aenus

1. EpOLmopa nccrnegoBarenada AOOoJKHa coepxaTb CcrneayroLlyro Vchbopmau,mo C onucaHnmem mMegunumnHCKOoro
n3genna:



a) HaMMeHOBaHNe MEANLMHCKOrO U3aenusi;
©0) obLLee onucaHne n HasHavYeHne MeguULMHCKOrO N3Lenus;

B) MH(OpMauus, NO3BOMsOWAs UAEHTUMOUUMPOBATL MeOULMHCKOe K3fenve, B TOM YWCHe HOMep MOAEenu,
BKIOYasi HOMep UCMoNHeHus (MoaudvKkauum) (Mpy HanMyMmn) UM Cebifky Ha MAEHTUMULMPYHOLUIA HOMEP MOLENW;

r) BUA MeOuLIMHCKOrO M3enns B COOTBETCTBUM C HOMEHKNATYPO MeOULMHCKUX U3enuii, MpUMEHSIeMON B paMKax
EBpasuniickoro 3KOHOMMUYECKOro COH3a;

) nHdopMaLms o0 NpegHa3Ha4vYeHHbIX Norb30BaTernsXx;

€) NPUHLMNbI eNCTBUS MEAULIMHCKOIO U3aenus;

X) Knacc pucka v npuMeHumble KrnaccudukaumoHHbIE MpaBunia B COOTBETCTBUU C npaBunamm knaccudmkaumm
MEOULMHCKUX W3Oenuin B 3aBMCUMOCTM OT MOTEHUMANIbHOINO puUCKa MNPUMEHEHUs, yTBepxgaeMbiMu EBpasuiickon
3KOHOMMUYECKON KOMUCCUEN;

3) onvcaHue HOBbIX CBOMCTB U XapakTepUCTUK MeULMHCKOro U3genus;

n) onucaHue NpuUHagnexXHOCTeNn, APYrMX MEAULMHCKUX U3OENnUiA U U3Oenuin, He SIBMSIOLMXCS MEeQUUUHCKMMM, HO
npenycMOTPEHHbIX Ans UCNoMb30BaHMs B KOMBUHaUUM ¢ uccneayeMbiM MeaULMHCKUM U3AenNnemM;

K) onucaHune u (1nm) nepeveHb BO3MOXHbIX UCMONMHEHNI (KOHMUIypaLumin) Nccrnegyemoro MegmumMHCKOro N3aenus;

n) obuee onucaHMe OCHOBHBLIX (PYHKLMOHAaNbHbIX 3MIEMEHTOB, BKMOYas Avarpammbl, doTorpaduy U pUCYHKMU,
OEMOHCTPUPYIOLLIME OCHOBHbIE YacTh (KOMMOHEHTbI) MEAMUMHCKOrO U3OEenus U BKoYalowmne B cebs NosicHUTENbHbIEe
Hagnucy, JoCTaTouHble ANs NOHMMaHUsS AuarpamMm, hotorpadmii ¥ PUCYHKOB;

M) onMcaHne matepuarnos, BCTYMNalLWMX B HENOCPEACTBEHHbIV NN ONOCPEAOBAHHbIA KOHTAKT C TENTIOM YeroBeka.
[I. MpyMeHeHne MeanLmMHCKOro n3genma

2. bpouwopa uccrienoBaTens [OOMKHA codepXaTb CNeaylollylo UHopMaUMIo O MPUMEHEHUN MEeOULIMHCKOro
n3genus:

a) Ha3Ha4YeHne MegMLUHCKOro n3genus;

©) MHCTPYKUMM MO MOHTaXy (BBOAY B SKCMyaTauuio);

B) MHCTPYKUMS NO MPUMEHEHUIO, BKIOYAs YCNOBUSA TPAHCMOPTUPOBKU N XPaHEHWS!.
I1l. CBegeHust 06 ncnbiTaHNAX MEANLMHCKOIO U3aenus

3. Bpolutopa uccrnegoBaTtens AOMKHA codepXkaTb CreayoLwyo MHGOopMaLUMio 0 NPOBEAEHHbIX paHee UCMbITaHNsX
MEOULIMHCKOIO M3aenus:

a) pesynbraTthbl JOKITMHUYECKMX UCCIIeQ0BaHWUIA U UCTIbITAHWIA;
0) umeroLmecs KNMHNYECKNE AaHHbIE, B TOM YMChE:

OaHHble Hay4yHOW nuTepaTypbl OTHOCUTENBHO KOHCTPYKUMKM, ©e3onacHocTW, 3(EKTUBHOCTU U Ha3Ha4YeHUs
aHanorMyHbIX NN 3KBUBANEHTHbLIX MEAULIMHCKUX U3Aenuin;

OaHHble Hay4yHOW nuTepaTypbl OTHOCUTENBHO KOHCTPYKUMKW, ©e3onacHocTW, 3(EeKTBHOCTM U Ha3Ha4YeHUs
aHanoOrMyHbIX UMM 3KBMBAMNEHTHbIX MEAULMHCKUX U3OEeNui TOro e NPOoM3BOAMTENS, BKMIOYAs AaHHble O BPEMEHU UX
obpalleHns Ha pblHKe, a Takke cBegeHnsa 060 BCcex BbISBMEHHbIX Mpobnemax ¢ 6e30nacHOCTbO N 3P(EKTUBHOCTbLIO 1
NPeanpUHATBLIX KOPPEKTUPYIOLUMX AEeNCTBUSAX;

B) pesynbraTtbl aHanm3a puckoB, cBeaeHuna o No6OYHbIX Sd)(*)eKTaX N NPOTUBOIMNOKa3aHUAX;

r) nepeyeHb BO3MOXHbIX HEONaronpuATHbIX COObLITUIA (MHUMAEHTOB) M HebnaronpuATHbIX BO3AENCTBUN
MELMUMHCKOrO U3Oenus;

/J,) nepeyeHb CTaHOgapToB, NpUMEeHAEMbIX B NMOJIHOM oObemMe Nnn YacTUYHO.
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MpunoxexHne N 3

Kk MpaBunam npoBegeHUs KNMHUYECKNX
N KNNHNKO-NabopaTopHbIX UCMbITAHWUIA
(nccnegoBaHWi) MEQMLIMHCKUX U3Oenuin

TPEBOBAHWA
K COOEPXAHUIO TEXHUYECKOTO ®AUNIA HA MEOVUWMHCKOE U3OENVE
(KPOME MEOVUINMHCKUX N3OENUW ANA AMATHOCTUKK IN VITRO)

|. ObLwee onncaHne MeguLMHCKOro U3aenus
1. TexHu4ecknin chann OormKeH cogepaTtb CreayroLyo MHOPMaLUIo C ONMCaHNEM MEULMHCKOrO n3genus:
a) HaMMEHOBaHNE MEOMULMHCKOIro U3nenus;
©0) obLiee onucaHne n HasHa4YeHne MegULIMHCKOrO N3fenus;

B) MHcpopmaums, no3sonsowas uaeHTUPUUMPOBaTb MEOMUMHCKOE u3fenve, B TOM 4MCIe HOMEp Mopenu,
BKJ1t0Masi HOMEP UCMOMHEHNS (MPY HANU4MKn) UK CCbISKY Ha MOEHTUMULMPYIOLLNA HOMEP MOENM;

r) BU4 MEOULMHCKOrO U3LENusa B COOTBETCTBMM C HOMEHKNATYPON MEOULMHCKUX U3OENUN, NPUMEHAEMON B paMKax
EBpasnnckoro 3KOHOMMYECKOro Co3a;

[) npefHasHa4YeHHble Norb3oBaTeny;
€) NPVHUMNbI OeACTBUS MEQULIMHCKOIO M3aenvs;

X) Krnacc NoTEeHLUManbLHOro pucka NpUMEHEHUs U NpUMeHNMbIE KnaccuduKalmoHHbIe npaBuna B COOTBETCTBUMN C
npasunamum KnaccmchKau,mm MeanUnHCKnX VI3,EI,eJ'II/Il7I B 3aBMCMMOCTM OT nNOTeHuumanbHOro pucka npuMeHeHUAd,
yTBEpXOaeMbiMn EBpasnmnckomn 3KOHOMNYECKON KOMUCCUEN;

3) 0ObSAICHEHME CBOWCTB U XapaKTePUCTUK MEAULIMHCKOrO U3Lenus;

I/I) onmncaHune HpMHaﬂ,J’IeM(HOCTeVI, aopyrux meguunHCKmnX n3genuin n n3genun, He ABMASAIOLWNXCS MEeOUUMHCKUMU, HO
npenycMoTpeHHbIX AN1A UCnonb3oBaHUA B KOMOMHauum ¢ paccmaTpmnBaeMbliM MeQULUMHCKUM Usaenmem;

K) onucaHme u (Mnu) nepeyvyeHb BO3MOXHbLIX WMCMOMHEHUN (KOHMUrypaumi) paccmaTtpuBaemMoro MeguuuHCKOro
nsgenws;

n) obuwee onucaHWe OCHOBHbLIX (YHKUMOHAmNbHbLIX 3NEMEHTOB (Anarpammbl, doTorpadun u pPUCYHKMU,
AEMOHCTPUPYIOLLME OCHOBHbIE 4acTh (KOMMOHEHTbI) MEAMLUMHCKOro usgenus, BKhvawowme B ceba noscHsAwwme
Haanucum K guarpammam, otorpadumsam u pucyHkam);

M) onMcaHne matepuarnos, BCTYMNaLWMX B HENOCPEACTBEHHbIN NN ONOCPEAOBAHHbBIA KOHTAKT C TENTIOM YeroBeka.
Il. OnncaHne meguLUMHCKOro U3genus

2. TexHu4veckuin hann OOSMKEH coaepXaTb nepevyeHb OCHOBHbBIX XapakKTEPUCTWUK, pasMepoB M YyKasaHWin no
aKcnnyaTaumm MeauUMHCKOrO W3LENnusi, €ro WUCMONTHEHWA W MPUHAANEXHOCTEN, KOTOpble MMEKTCS B TEXHUYECKOM
OOKYMeHTaLnm MeanumHCKOro n3genns 1 Apyrux matepuanax, JOCTYMHbIX KOHEYHOMY MONb30BaTento, a Takke nepeyeHb
npnmMmeHaemMblX npon3soguTenemMm CtaHaapToB.

Ill. Ccbinka Ha nogobHble 1 NpeabigyLime Mmogndukaummn
MeOULIMHCKOro u3genus

3. B cnyyae ncnonb3oBaHusa MHgopMaummn o0 NoAoGHbIX UNW NPeabIayLnX MoAMdMKaLMAX MEOULMHCKOTO U3Oenus
AOns [OokasaTenbCTBa COOTBETCTBMSA obWUM TpeGoBaHusM 6e3onacHocT U adMEKTUBHOCTU MeOULIMHCKUX U3Oenui,

TpeboBaHMsIM K WX MapKMpPOBKE W IKCMfyaTaluMOHHOW [OKYMEHTauMuM Ha HuX, yTBepxagaembiM EBpasumiickon
3KOHOMUYECKOW KoMUccuen (ganee - obwme TpeboBaHKs), TEXHUYECKMI halin JOMmKeH cogepXkaTb KpaTKoe onMcaHue:

a) Npeaplaywmx Mmoandmkauuii paccMaTprvBaeMoro MeauLUMHCKOro nsaenus (Mpu Hanuunm);

6) NodoGHbIX MoAMUKaALUA MeOVUUMHCKMX W3Oenvi, Haxodswmxcsa B obpalleHun B pamkax EBpasuiickoro
9KOHOMMYECKOTo COlo3a U Ha MeXOyHapOOHbIX pbIHKaX.

IV. ConpoBoguTensHas nHgopmaums
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4. TexHNYeCKUn chann OOIMKEH coaepxaTb:
a) AaHHble 0 MapKMPOBKE MEOULMHCKOTO U3OEeNus N ero ynakoBKu (MPOeKTbl MapKUPOBKN);
©) MHCTPYKLMIO MO NPUMEHEHMIO (SKCMIyaTaLMOHHYH OKYMEHTALMUI0) MEOULIMHCKOIO U3genusl.
V. MNMpoekTnpoBaHune n paspaboTka MeANLMHCKOIo U3aenus
5. TexHudecknin cann OOMKEH codepXaTb WMHOpMaLMio, NMO3BOMAKLWY Nony4nTb obliee npeacraBneHve o6
OCHOBHbIX CTagusix NPOEKTUPOBaHUS pacCcMaTpuBaeMoro MeauuMHCKoro magenusi. [JaHHas uHdopmaums MOXeT ObiTb
npeacraerneHa B Buae 6nok-cxembl NpoLECCOoB.
V1. Npon3BoacTBeHHbIE NpoLecehl
6. TexHu4yeckn hann JOMKeH codepxaTtb MHAOPMAaLMIO, MO3BOMSIOWYI0 Nony4MTb obliee nNpencTtaBneHne o
NPOU3BOACTBEHHbIX npoueccax. [JaHHas MHopmMauna MoxeT ObiTb npeacTaBrneHa B Buae Orok-cxembl NpoOLECCOB,
Jatwoulen obuiee npencraerneHve O NpPOM3BOACTBE, COOPKe, 3aKMIOUYUTENbHBIX UCMbITAHUAX MEOULMUHCKOrO U3genus um
OKOHYaTEerNbHON yNakoBKe rOTOBOr0 MEAULMHCKOTO U3Oenns.
VII. Mpon3BoacTBEHHbIE NNOLWAAKN
7. B TexHudeckom dpanne [OImKHbl ObiTb MAEHTUUUMPOBAHbI MPOM3BOACTBEHHbIE MIOWAAKMA, Ha KOTOPbIX
OCYLLECTBIISAETCA NPOU3BOACTBEHHASA AEATENBHOCTL MO paccMaTpMBaeMoMy MeAULIMHCKOMY uagenuio. Ecnn ans gaHHbIx
Nnowanok UMeKTCs cepTUdUKaTbl CUCTEMbl MEHEKMEHTa KayecTBa WNU PaBHOLEHHblE AOKYMEHTbl, TO WX KOMun
OOMXHbI BbITb NPUNOXEHbI K TEXHUYECKOMY hanny.
VIIl. CBepeHusa o cooTBeTCTBMM 0OLWMM TpeboBaHMAM
8. TexHu4eckuin chann JOMKeH BKIoYaTb B cebs cBeAeHUs 0 COOTBETCTBUM 06LWMM TpeboBaHMAM.

IX. Pesynbrathl aHanu3a v ynpaBneHnst pUcKom

9. TexHudeckun dpann [OMKEH coaepxaTb KpaTKMM MnepeyeHb PUCKOB, WOEHTUMUUMPOBAHHBLIX B Mpouecce
aHanu3a pucka, n onvcaHvue cnocoboB ynpasneHns STUMU PUCKamMu B LIENSX CHUXKEHUS UX 40 AOMYCTUMOIO YPOBHS.

X. eatenbHOCTb NO Bepudmkauumn n Banvaauum
10. TexHun4yeckuin cbann OOMKEH coaepaTb cneayowmne cBeaeHnsa N AOKYyMeHThbl No Bepudmkaumm 1 Banvgauuu,
KOTOpble WUCMONb30Banvcb AMs goKasaTenbCTBa COOTBETCTBUS MEOULMHCKOro m3genusi obwmm TpeboBaHusaM (B TOM
yucne no NPUMMEHUMOCTU 06LLNX TpeboBaHWIA):

a) pesynbTaThbl UCMbITaHWIA B UCTbITATENbHLIX Nabopatopusx (LeHTpax);

6) pe3ynbTaTtbl NabopaTopHbIX U (MNKU) 3aBOACKMX UCMbITAHWIA, B TOM YWCHEe pesyrnbTaTbl UCTbITAHUIA B YCIOBUSIX,
UMUTUPYIOLLIMX 3KCMITyaTaUMOHHBIE;

B) pe3ynbTaThl abopaTopHbIX UCTIBITAHWIA Ha XXUBOTHBIX AN NMOATBEp)KAEeHUS NPaBUIIbHOCTY KOHLEMNLMN rOTOBOMO
MEeOULIMHCKOro U3Oenns;

r) Aeknapauuu COOTBETCTBMSI CTaHZapTaM W3 MEepPevHs CTaH4apToB, B pesynbrate MPUMEHEHUst KOTOpbIX Ha
[0BPOBONbLHOM OCHOBE MOJTHOCTLIO UM YacTUYHO obecnevymBaeTcsl coOOnoaeHNne COOTBETCTBUS MEeOULMHCKOTO M3aenus
obwmm TpeboBaHuAM;

[) Oeknapauum COOTBETCTBUSI CTaHOapTaM, KOTOpble He BKIOYEeHbl B yKasaHHbli B NOANyHKTe "r" HacToswero
MyHKTa nepevyeHb, C 060CHOBaHNEM UX MPUMEHEHUS;

€) 0630p onyBnUKOBaHHbLIX NUTEPATYPHbIX UCTOYHMKOB KacaTenbHO paccMaTpyMBaeMoro MeauLMHCKOro usaenus
MM NoaobHbIX MEANLIMHCKUX U3OEMNNNA.

11. TexHnyecknii bann OOMKEH coaepXaTb:
a) ceeeHMs 0 OMONOrMYeckon COBMECTMMOCTH;
0) cBegeHMA 0 NeKapCTBEHHbLIX CPeACTBax, BXOASLLMX B COCTaB pacCcMaTpMBaeMoro MegULMHCKOrO M3aenus;

B) cBegeHus o buonornyeckon 6e30NacHOCTU MEAULMHCKUX U3OENUIA, BKIHOYaOWMUX B ce0s KNeTKN, TKaHN UK nUX
npon3BoAHbIe, B3ATble Yy YernoBeKka Ui XNBOTHbIX;
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F) cBegeHnd o MmeTogax ctepunn3auunm;

4) cBefeHus 0 BepudukaumMm M Banugaumm nporpaMMHoro obecrneyeHuns npyu NPOEKTUPOBaHUM MeOULMHCKOTO
nspenvs;

€) ot4yeT 06 060CHOBaHMM KITMHUYECKOW 3¢pheKTUBHOCTM 1 6€30MaCHOCTN MEANLMHCKOrO U3aenusl.

12. ManoxeHune pesynbraToB NPOBEeAEHHbIX KIMHUYECKUX UCTbITaHUIA (MCCreqoBaHUiA), KpOMe BbIBOAOB, AOSTKHbI
BKINoYaThb B ceBs NPOTOKOMbI UCMbITAHWIA (MCCriefoBaHui) B NONTHOM obbeMme.

13. TexHnyecknin hann QormKeH cogepxaTtb nepevyeHb BCex MaTtepuanoB, HaXO4ALWMXCA B HENOCPEACTBEHHOM NN
OMnocpeoBaHHOM KOHTaKTe C OpraHnMamMoM MauuMeHTa, ecnu Ans Toro, 4Tobbl OxapakTepu3oBaTb U3NYECKME,
XUMUYECKME, TOKCUKOIOTMYECKME WU OMOMOrMyeckne XapakTepucTuMKM MaTtepuana, HeobxoAumMo B COOTBETCTBUMM C
pesynsratamMy aHanu3a pUCKOB MPOBECTU UCMbITaHUA BMONOrMyeckon COBMECTUMOCTU. B TexHuuyeckun cann cnepyet
BKINKOYNTb HO,quGHyIO MHCbOpM&L[VIlO O NpoBeneHHbIX UCNbITaHUAX, MPUMEHEHHbIX CTaHAapTaxX, NpoToKonax I/ICI'IbITaHVII7I,
aHarnm3 nony4veHHbIX AaHHbIX U KpaTKoe N3NOoXeHWe pe3ynbTaToB UCMbITaHWNA.

14. Ecnu meguumHCKoe m3genue BktoyaeT B cebsi NekapCTBEHHbIE CPeAcTBa, TO TEXHUYECKU dhann OOormKeH
cogepxaTb noApobHY WMHPOPMaUU O MNPUMEHSEMbIX JIeKapCTBEHHbIX CpeAcTBax, MX MNpou3BoauTEne
(MpounsBoanTeENsix), MPUYMHE BKIIOYEHMSA B MEQMUUHCKOE usaenue, 6€30nacHOCTM NPUMEHEHNST U MeXaHW3Me OENCTBUSA B
cocTaBe u3genus npu npegycMoTpeHHOM MPUMEHEHUW, AOKYMEHT, MOATBEpXOalWniA pernctpaumnio nekapcTBEHHOro
cpefcTsa B CTpaHe - MpoussBoanTerne nekapcTBeHHOro cpeacTaa.

15. TexHudeckun chann [JOMKEH codepXaTb MNepevyeHb BCEX MaTepuarnioB XMBOTHOMO WM YErnoBEYECKOro
NPONCXOXOEHUSA, MCMOMb30BaHHbIX B MEAMLUMHCKOM m3genuu. TexHuyeckun cbann [OrmKeH copepaTtb noapobHyto
MHpopmaumo 06 3TUX MaTepmanax, OTHOCSALLYIOCS K BblOOPY MCTOYHMKOB (ZOHOPOB), B3ATMIO Mpob, obpaboTke,
XpaHEeHWo, MCCNeqoBaHUO M OOpalleHuIo C TKaHsAMM, KINEeTKamMu U BeLeCcTBaMy XXMBOTHOTO WM YeroBEYECKOro
NMPOUCXOXOEHNUS.

B TexHuueckuin chainn crnedyet Takke BKMYaTb pesyrsTaThl Banvaauuu npouecca, noATBepxkaarlime Hanmyve
NPOVN3BOACTBEHHbIX MPOLEeaypP, MUHUMUIUPYIOLLMX BMOMNOrMYyeckme pucky, B YacTHOCTU B OTHOLLEHUWN BUPYCOB WU APYruX
BO3OyauTenen bonesHen.

Takxe cnenyeTt BKIN4YaTb OMMCaHMEe CUCTEeMbl XpaHeHUusd 3anucen, nossonsowen OCyLLEeCTBNATb
npocnexmBaemocTb OT MICTOYHMKOB MaTtepunanoB A0 roToBOoro MeamunHCKoro n3genm4.

16. B cnyyae ecnn meguUUHCKOE M3[enve MocTaBnsgeTcs B CTEPUNbHOM BUAe, TeXHUYECKUA bann OOormkeH
cofgepxaTb CBeOeHus O Banugauuu npouecca cTepunusaumm (BKMAYaAsa MCMbITaHUs Ha OGUOMOrMYEecKkyto Harpysky,
HanuuMe MNUPOreHHbIX BELLECTB, HanuuMe OCTaTOYHOrO KONMYecTBa CTEPUIM3YIOLLEro BeLllecTBa) M O Banuaauum
npouecca ynakoBbiBaHUs. MHopmaumusa o Banuaaumm AOMKHa BKMoYaTb B Ce0sl MPUMMEHEHHbI MeToh, OOCTUTHYTbIN
YpOBEHb 0GecneyvyeHnss CTepuUrbHOCTU, MNPUMEHEHHbIE CTaHAapTbl, MPOTOKON CTepunu3auun, paspaboTaHHbIi B
COOTBETCTBUM C 9TUMM CTaHOAPTaMM, N KPATKOE MU3NOXEHUE NOMyYEHHbIX pe3ynsTaTos.

17. TexHu4yeckuii goaiin OOMMKEeH coepKaTb CBeAEHUs! O NPOoLIecce NPOeKTUPOBaHUS U pa3paboTKM NporpaMMHOro
obecnevyeHuss U BanuaauumM NporpaMMHOro obecrneyeHusi, UCNonb3yeMoro B roTOBOM MEAMLMHCKOM U3Jenuu. YkasaHHas
nHpopMaumsl BKMOYaeT B cebsi KpaTkoe W3NOXeHWe pesyrnbraToB AesTeNlbHOCTM Mo Bepudmkauuv, Banupauun u
pe3ynsTaToB MUCMbITAHUA, BLIMOMHEHHbIX B OpraHuWsauuu-npousBoauTene, a Takke CBEAEeHUS O BCEX WMELLMXCS
KOH(Urypauusix annapaTtHbiX CPeACTB M OMnepaumMoHHbIX CcuUcTeMax, WAEHTUMUUMPOBAHHLIX B COMPOBOAMTENbHOW
[OKYMEeHTaLuN.

18. TexHuyeckui hann OomkeH copepXaTb MHGOpMaLMIO O NPOBEAEHHbIX UCCNEeNOBaHUAX Ha XMBOTHLIX OIS
NOATBEPXOEHNS COOTBETCTBUSA 0OLWMM TpeboBaHMAM (Npy Hanmumm). B TexHuveckom channe AomkHbl ObiTb onuMcaHbl
Lenn ykasaHHbIX UCCNeaoBaHU, METOAOMNOMS, pe3ynbTaThl, aHanms3 1 3aknoveHus.

Mpunoxexne N 4

Kk MNMpaBunam npoBegeHNs KINMHUYECKNX
N KNNHNKO-NabopaTopHbIX UCTbITAHWUIA
(nccnepgoBaHWi) MEOMLIMHCKUX U3 enuin

TPEBOBAHUA
K COOEP>XAHWMIO MPOIMPAMMBI KMTMHNYECKOIO UCTbITAHUA
(MCCNEOOBAHNA) MEONLIMHCKOIO U3OENNA

|. Obwee onncaHne MeguLMHCKOro U3genus



1. lMporpaMmMa KIMHWYECKOro MCMbITaHUs (MCCredoBaHWsl) OOMKHA codepXkaTb Creayrlylo WHdgopMaumio ¢
onvcaHneM MeauLMHCKOTO M3aenus:

a) HaMMeHoBaHNe MeaMLMHCKOro U3Oenus;

6) npovsBoaMTENlb U YMOMHOMOYEHHbIN NpeacTaBUTENb MEOMUMHCKOTO U3Oenus ¢ ykasaHveMm agpeca, Homepa
TenedgoHa, aNeKTPOHHOM NOYTbl Y KOHTAKTHOO NLA;

B) o6lliee onuncaHne u HasHayeHue MeauLUMHCKOro U3enus;

r) vHdopMauus, nossonswlas MaeHTMUUMPOBaTb MeOUUMHCKOe u3denue, B TOM YMCMEe HOMep Moaenu,
BKIt0Yas HOMepP UCMONHeHNs (Mogndukaumm) (Mpu HaNMYMM) UK CCbINKY Ha MAEHTUULMPYIOLLMI HOMEP MoAdenw;

4) BUO, MEAMLMHCKOIO U3OEenusl B COOTBETCTBUM C HOMEHKMNATYPON MeQULMHCKUX U3enuii, MPUMEHSIEMON B pamMKax
EBpasuniickoro 3KOHOMMUYECKOro COH3a;

e) rpynna nauneHToB 1 MeauULMHCKUE NoKasaHus, Ans KOTOpbIX NnpegHa3HavyeHo MeguLUMHCKOe usaenve;

X) Ha3Ha4YeHne MeanLMHCKOro U3Aenus;

3) Kracc pucka v npuMmeHuMble KrnaccuduKkaLMoHHbIE NpaBuia cornacHo npasunam knaccndukaumm MegnumHCKUX
n3genvi B 3aBMCMMOCTU OT MOTEHUMAanbHOrO pucka NPUMEHeHns, yTeepxaaembiM EBpasninckon SKOHOMMUYECKOW
KOMUCCHEN;

1) o6bACHEHNE HOBbIX CBOMCTB U XapakTepUCTUK MEQULIMHCKOrO N3Aenus;

K) onncaHme Toro, Kak AOCTMUraeTcs NpocneXnBaemocTb BO BpeMs U Nnocrne npoBegeHnst KITMHUYECKOro UcnbiTaHus
(nccnepgoBaHusl) MeOWMLMHCKOTO M3genus (C MOMOLLBIO NPUCBOEHWS HOMepa Cepuu, HoMepa napTuM, 3aBOACKUX
CepUINHbIX HOMEPOB WIN NHBIM CNOCOBOoM);

n) cBeAeHns 0 Matepuarnax, KOHTaKTUPYIOLLMX C OPraHN3MOM YerioBeKa;

M) CBEOEHMS O KOHTPOIbHbIX MEAULMHCKUX U3AEnusX.

Il. JaHHbIe O KNMMHNYECKOM MCMbITaHUN (MCCNeaoBaHNN)
MEeOMLMHCKOTO n3genus

2. ﬂporpamma KIMMMHNYEeCKOro wucnbiTaHunsa (Mccnep,osava) MEeOUNLUMNHCKOIro wusgenua AoJnkHa cogepXxatb
cnegyrowyro MH(*)OpMaLU/I}O O npouenype KInnMHN4eCKoro ncnbitTaHnA (I/ICCJ'IeD,OBaHI/IFl)Z

a) HaMMeHOBaHWe U MAEHTUPUKALMOHHbIE AaHHbIE KIMHUYECKOrO UCTbITaHNsA (MCCreaoBaHns);
6) agpec M HauMeHoBaHWE MeQULIMHCKON opraHn3aumm, NpoBoAsLLEN KNMMHUYECKUE UCMbITaHWs (MccneqoBaHmst);
B) AaHHble 06 nccnepoBartensx, KoopavHaTope-uccnegosarterne (Mpy HanuMuumn) U UCnbITaTeNbHON opraHM3auuuy;

r) onucaHue crneumarnbHbIX XUPYPrUYECKUX WU APYrMX MEOMLUMHCKUMX npouedyp, CBsA3aHHbIX C WUCMONb30BaHWEM
MeOULIMHCKOro U3aenus;

) TpeboBaHus K OMbITY U 00YYEHNIO MEANLIMHCKMX CNELNANNCTOB;
€) onucaHve gusariHa KnMHUYECKOro UCMblTaHWs (MCCnegoBaHns);

) OnMcaHne PUCKOB M MOMb3bl MPUMEHEHUST MEONLIMHCKOrO U3AENUS NPy NPoBEeAEHUN KITMHWYECKOTO MCMbITaHNS
(nccnepoBanng);

3) onucaHue yCcrnoBuMi AN NPOBEAEHUS KMUHUYECKOro UCnblTaHMA (uccrnefoBaHud), onpeaeneHHbIX
Npon3BOANTENEM;

n) onucaHve NpUHaZNeXHOCTeNn, APYrMX MEAULMHCKUX U3OENUA U U3Oenuin, He SIBMSIIOLMXCS MEeQUUUHCKMMM, HO
npenycMOTPEHHbIX ANs UCNOb30BaHMsA B KOMBUHAUUKN C MEAULIMHCKAM U3OENNEM;

K) Lenu 1 rmnoTesbl KNMHUYECKOrO UCNbITaHWs (MCCneaoBaHuns);
n) BbIGOp CyOBLEKTOB KIMHNYECKUX UCMbITaHUA (MCCreqoBaHniA), B TOM YMCIE NX KONUYECTBO;

M) KONnM4eCcTBO Ucnonb3dyemMblX UccnenyembiXx MeaULIMHCKUX nagenuin (C 06OCHOBaHI/IeM);
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H) onucaHue npouenyp KIMMHAYECKUX UCTIbITAHUIA (MCCIeqoBaHuiA);

0) NraH MOHMTOPVHIA B XO4E KIIMHWYECKMX WCMbITaHWUiA (MCCrieqoBaHWi) C yKasaHMeM 4acToTbl MOCELLEHUN,

Konn4yectBa MOHUTOPOB U UX KOHTAKTOB;

I'I) CTatucTn4eckme Metodbl aHannsa aaHHbIX;

p) Npouecc NonyyYyeHns MHPOPMMPOBAHHOIO Cornacusi CyobeKTOB KIMHUYECKUX UCMbITaHWA (MCCNeaoBaHnin);

C) onncaHme J3TUYECKUX acCnekToB KIMMHWUYEeCKOro WncnblTaHUA (I/ICCJ'Iep,OBaHI/IFl), BKIo4aa UHTepecChbl YA3BUMbIX

CyObEKTOB KITMHMYECKOro UCMbITaHMSA (MCCreqoBaHus).

MpunoxeHne N 5

k MpaBunam npoBeaeHUst KNMHUYECKNX
N KNMHUKO-nabopaTopHbIX UCMbITaHU
(nccnepgoBaHWin) MEOVLIMHCKUX U3Oenni

®OPMA OTHETA

O KIIMHNYECKOM UCTbITAHWA (MCCNEOOBAHNN) MEOVWLIMHCKOIO U3QENNA

YTBEPXIAIO

(pykoBOOIMUTEJIb MEeOULMHCKOM
opraHmuszauuy, odaMunms, uMd,
OTUEeCTBO, IIOINNUCH
(koOpPIOMHATOP-MCCJIenOoBaTENb,
bammnmsa, mMsa, OTUECTBO,
MNOONUChL — B CJiyyae
MHOT'OLLEHTPOBLIX MCIIBITAHUN) )

OTUET
O KJMHMYECKOM MCHHTaHUM (MCCJIeHOBaHMM) MEIUUMHCKOTO M3OeJNA

(HaMMeHOBaHME MEeOUIMHCKOTO UI3OeJIMSI)

N or " " 20 T.

1. CocrTaByeH

(HaMMeHOBaHMEe M alpeC MeIOMUMHCKOM opraHM3aluu)

2. TlonHomMmouMsa Ha IpoBeneHue KJIMHUYECKOTO VICTIBITaHMSA
(MccrenoeaHMAa)

3. PaspemeHune Ha npoBeneHue KJIMHUYECKOTO MCIBITaHUA
(MccyenoBaHMA)

4. Ilepyon HpoBeleHMS KIMHMUECKOI'O MCHEITaHMA (MCCJIelOBaHMA)

5. HammMeHOBaHMe U azpecC NPOM3BOOUTEJTIA

6. Anpec MecTa NIPOM3BOACTBA MEIULMHCKOTO M3 nenans (IPOMBBOLOCTBEHHOM
JIOMWAa KM )

7. HamMeHOBaHMEe U aOpec YIOJHOMOYEHHOTO MNPeICTaBUTEJS NPOM3BOOUTENa (OJd

IPOM3BOOUTEJIEN TPETbUX CTPaH)
8. IaHHEIEe 00 MCCJIEeNOBAaTEJIAX

(baMmnuvsa, uMa, OTUECTBO (OPpM HaIM4dMM) , MecTO paboTh, HOOJDKHOCTE,
HayuHasd CTeleHb (OpM HaJuduu) )

9. HpeHTmbmxauus ¥ ONMCaHME MUCCJIeNyeMOI'0 MeIMUMHCKOTO M3IOesMs, BKJIIoUasS
epedeHb VICIIOJIHEHUM, KOHOUTypauum 1z OpUHaOJIEeXHOCTEeM, Ha KOTOpPEHE
pacrnpocTpaHanTCcda pes3yJibTaTEL KJIMHMYECKOT'O VICIIEITaHU A (nccrnenoraHmAa)

10. HasHaueHMe MEIMLMHCKOT'O UBIEJIMUSI

11. Krnacc B 3aBUCUMOCTHU oT MOTEeHUIMAJILHOT'O pucka [IpMMEeHEHU S
12. Konm BUIOA B COOTBETCTBMM C HOMEHKJATYypOM MeIVLVHCKUX U3 nenamn,
IpUMEHSIEeMOM B paMKax EBpas3uiickoro 3KOHOMUUECKOTO con3a




13. Lenn u TUIIOTE 3EI KJIMHMYECKOT' O MCHOBETaHUSa (nccyegoBaHMA)

14. CxeMa KJIMHMUECKOI'O MUCIHTAaHUS (MCCJemoOBaHMS), BKJIOUAS OINMCAHME KOHEUHHX
TOUekK

15. KommuecTBO CYOBEKTOB KJIMHMUECKOTO MCIHIBITAHMA (MCCJIenoBaHmMsa) (B ciyuae
MHOT'OLIEHTPOBEIX  MCIIEITaHUM (MccmemoBaHMM) KOJIMUECTBO CYOBEeKTOB KIIMHUUECKOI'O
MCHOBTaHUSI (nccyenoBaHMA) B KaXIOM MeOMIUMHCKOM OpITaHM3alUM)
16. KonmuecTBO 5K3EMIJIAPOB MCCJIenyeMoT O MEOULIMHCKOT O n3nesans
17. MemMuMHCKMEe OpI'aHM3alMM, B KOTOPHEIX NPOBONMJIOCH KJIIMHMYUECKOE MCIBITaHUE
(nccrenoBaHue) (InJiS MHOT'OLIEHTPOBEIX MCIETAaHMM (MCCJIeIOBaHUM) )

18. CratmucTtuuecku oOpaboTaHHBE IaHHBE KIMHMUECKOI'O MCIBEITAHMS (MCCJeOOBaHUS)

19. OueHka Pel’3yJLTATOB KJIMHUUECKOT'O MCIBEITAHMS (MCCJIeIOBaHMS)

20. BBIBOZOHI IIO pe3syijibTaTaM KIIMHMYECKOI'O MCIIBITaHMA (MCCJ’[e,JIOBaHM,CI)

[loonucy PyKOBOIMUTEJIEY MEeIMLUMHCKMX OpITaHM3alLuUn
(B cJydyae MHOTOLIEHTPOBEIX MCIBETAHUNM (MCCIIeIOBaHUM) ) :

(baMmnvsa, mMa, OTYUECTBO (OpM HaIMdMM) , MecTO paboThl, HOOJDKHOCTH)

(pamMmnusa, mMg, OTUECTBO (IPM HAJNIMUMM), MeCTO pad®oThl, IOJIXHOCTE)

[Nognucu mMccJenmoBaTeJien:

(baMmnvsa, uMa, OTYUECTBO (OpM HaauMdMuM) , MecTO paboThl, HOOJDKHOCTH)

(pamMmnmsa, mMg, OTUECTBO (IPM HANIMUMM), MeCTO pa®oThl, IOJIKHOCTE)

[lepeueHb OpUJlaTaeMblX INOKYMEHTOB:
1) nporpaMMa KIMHMUYECKOI'O MCHIBETAaHUA (MCCIeIOBaHUA) ;
2) NepBUYHBIE IaHHBE KJIMHMUECKOI'O MCIBEITAHMS (MCCJIeDOBaHUS) .

Mpunoxexne N 6

k MpaBunam npoBeaeHUst KNMHUYECKNX
W KIMUHKKO-NabopaTopHbIX UCTbITAHUI
(MccnepgoBaHuin) MEAUUMHCKUX U3AEenuii

TPEBOBAHWA
K COOEP>XXAHWIO MPOIPAMMbI KITMHNKO-NABOPATOPHOIO NCTbITAHNA
(MCCNEOOBAHUA) MEOMUMHCKOIO N3OENNA ANA ANATHOCTUKA
IN VITRO

|. Obuwee onncaHne MeguLUHCKOro U3genus Ans AnarHoCTUKU
in vitro

1. lporpamma KnMHMKO-NabopaTOPHOro MWCMbITaHUS (UCCreAoBaHMsA) AOMKHA codepXaTb CreayloLyto

NHdOpMALIMIO C oNUcaHneM MedULMHCKOro U3nenus Ana AMarHocTUKK in vitro:

a) HauMeHoBaHWe MeAMLMHCKOro U3denvs Ans QuarHocTuKK in vitro;

6) npousBoAUTENb W YMONMHOMOYEHHbIV NpeacTaBUTENb MEAMLMHCKOrO W3fgenus Ons OAMarHoCTUKM in vitro ¢

YKasaHuem agpeca, Te.l'le(bOHa, SﬂeKTpOHHOVI NOYTbl N KOHTAKTHOIO Jnua;

B) oblliee onuncaHne 1 HasHayeHne MeguLIMHCKOro M3aenus Ans OMarHoCTUKK in Vitro;

r) HdopMaums, No3BonsALLAas NAEHTUPULUMPOBaTL MEAULMHCKOe u3aenve Ans OuarHocTUKM in vitro, B TOM ynicne
HOMEp MOAENM, BKIoYasi HOMepP MCMonHeHus (Moaudvkaumm) (MpU HamMumMmn) Unu CCbINKy Ha WaeHTUUUMPYOLWWIA

HOMEP MoAENN;

4) BMO MEeOMUMHCKOro M3genust Ans AMarHoCTUKM in vitro B COOTBETCTBMM C HOMEHKNAaTypoW MeaMLMHCKMX

n3genun, ﬂpMMeHﬂeMOIZ B paMKax EBpa3MVICKOFO 9KOHOMWMNYECKOIro cor3a,



e) XapaKTepucTtunka 06pa3U,OB mnnn r|p06, NCNoJib3yeMbIX B KJ'IVIHI/IKO-J'Ia60paTOpHOM ncnblTaHMn (VICCJ'IeD,OBaHVIVI);

X) Knacc pucka M NpUMEHWMbIE KnaccuuKauMOHHbIE NpaBuia CorfacHo npaBunam kKnaccudukaumm
MEOMUMHCKUX W3OEenuMid B 3aBUMCMMOCTM OT MOTEHLMANbHOMO pUCKa NPUMEHeHUs, yTBepxaaembiM EBpaswuiickon
3KOHOMMUYECKON KOMUCCUEN;

3) 00bSACHEHME HOBbLIX CBOWCTB U XapaKTepuctmk MeamumnHCKOro n3genna ana amnarHoCtukmn in vitro.

[l. JaHHble 0 KNUHKKO-NaBopaTopHOM UCMLITAHUM (MCCNEQOBaHUN)
MeOVLUMHCKOro U3fenus Ans AUarHocTyKK in vitro

2. MNporpaMma KNUHMKO-NabopaTopHOro UcnbiTaHusa (MCCnefoBaHWs) MEQULMHCKOTO M3aenus Ans AMarHOCTUKM in
vitro gormkHa cogepxatb crnegyoLyto nHopmaumio 0 Npoueaype UcnbiTaHus (MCCneqoBaHus):

a) uenb 1 3agadun KJ'IMHI/IKO-J'Ia60paTOpHOFO ncnblTaHnA (MCCJ'IeJJ,OBaHMFl);

0) HaumeHOBaHME MELMLUMHCKOM opraHvM3auun, NpYHUMAatoLEen ydacTne B KITMHMKO-NabopaTopHOM UCMbITaHWMK
(nccnegoBaHun);

B) MecTa npoBedeHns n3aMepeHuin (aHannsa) (ecrnm HaxogaTCs He B YKa3aHHbIX MEAULUHCKMX OpraHn3aumsx);
r) METOAbI aHanM3a AaHHbIX;

A) cTaTUCTMYecKMe ypoBHU 3HAYNMOCTY;

€) pasmep BblIGOPKM ANIA OLEHKM nokasaTenemn KnmHuyeckon adpeKTMBHOCTH;

X) Llenesas nonynsaumsa HaceneHus;

3) kpuUTEPUK NpUrogHOCTM NPob, o6bem 06pasLoB 1 KPUTEPUN UCKITIOYEHNS 06PasLOoB;

W) getanu npeaHanuTM4yeckoro atana;

K) npoueaypsbl crienbix npoob;

n) y4et Bo3gencTBms hakTopoB MHTepdepeHLnm, Bbi3BaHHbIX YCNOBUAMWN B3ATUSE 06pasLOoB, UM NaToNorMyecknm
(cbnanonornyecknm) cocTossHMeM gOHopa NPobbI K feYeHnem;

M) BblIGOp U 060CHOBaHWE METOAA CPABHEHUS;
H) NpoLeaypbl KanMBpPoBKK, BKMOYasi AaHHbIE MO MNPOCIEXNBAEMOCTU KannbpaTopos.;
0) KpUTEpPUM AN NPOBEAEHMS MOBTOPHOIO TECTA U UCKMIOYEHMS AaHHbIX;

M) COOTBETCTBYIOLLUME MEpbI AN NPeaynpeXxaeHus pucka MHVLMPOBaHMS NMoMb3oBaTens.

MpunoxeHne N 7

K MpaBunam nNpoBefeHnst KNMHUYECKMX
N KINMHUKO-NabopaTopHbIX UCMbITaHWIA
(nccnegoBaHMin) MEQULIMHCKUX U3Oenuin

®OPMA OTHETA
O KIIMHNKO-NABOPATOPHOM UCTIbITAHUW (MCCITEAOBAHNIN)
MEOVMUMHCKOIO N3OENNA ANA ANATHOCTUKA IN VITRO

YTBEPXIAIO

(pykKOBOOIMUTEJbL MEeOULMHCKOM
opraHu3auum, oammiamsa, uM§,
OTUEeCTBO, MOINNUCH
(koOpOMHATOP-UCCJIenOBaTENb,
bammnusa, mMMsS, OTUYECTBO,
NOONMcChL — B CJydae
MHOT'OLLEHTPOBLIX MCIIEITAHUM) )
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OTUET
O KJIMHUKO-JIaDOPaTOPHOM MCIBITAHUM (MCCJIeOOBAaHMM)
MEOVLIMHCKOTO M3I3OeJMS OJiS OMarHOCTUMKM in vitro

(HaMMeHOBaHMEe MEeOMIUMHCKOTO WU3IOeNMd OJS IMAaTHOCTMKM in vitro)

N or " " 20 T.

1. CocrTaBjeH

(HaMMeHOBaHME M alpecC MeIULMHCKOM OopITaHM3aluM)
2. IoymHOMOUMS Ha TNPOBEINEeHME KIMHUKO-JIabopaTOPHOTO MCIHTAHMUS (MCCIemoBaHud)

3. YBemoMJyleHMe O IPOBENEHUM KIMHUKO-JIaBopaTOPHOT'O MCIBTaHMA (MCClenoBaHMs)

4. Hepmon BpeMeHNM IIpOoBeleHMA KJ'H/IHI/IKO—J'[aGOpaTOpHOI‘O VCIIBITAHMA (MCCJ’[e,JIOBaHMFI)

5. HammMeHOBaHMEe U ampec MNPOMU3BOIUTEIIS

6. Ampec MecTa IPOM3BOICTBA MEIMUMHCKOI'O M3IENMS IJIS OMATHOCTMKM 1in vitro
(IPOMU3BOLCTRBEHHOM ILJIOWAIKN)

7. HaummMeHOBaHMEe U aIpecC YIOJHOMOUEHHOI'O NPEeNCTaBUTEJIS NPOM3BOIUTENS (IJig
IPOM3BOOUTEJIEN TPEeTbUX CTPaH)

8. JaHHEIe 0O mMCCIIemoBaTeJIgX

(bamMmnvsg, MMsa, OTUECTBO (IPM HaJIUUMM), MeCcTO pa®oTh, IOJIKHOCTL, HaydHasd
CTelneHb (IpM HaJluuuM) )

9. Mmentmbmkaumsa u onmMcaHme VCCJIenyeMoT O MEIUIIMHCKOTO M3OeNus IJig
OMATHOCTUKU in vitro, BKJIIOUAsa IIepeuyeHb MCIOJIHEHUMM, KOHOUTypauum u
NPVHAaOJIEXHOCTEMN, Ha KOTOPEIE PacnpoCTPaHsanTCs Pes3yJibTaTH MCIBEITAHUSI
(uccnemoraHua) (OIpM HaJIMUIUM)

10. HasHaueHMe MeIMLMHCKOI'O M3IeJud IJig OMAarHOCTMKM 1in vitro

11. Kyjacc B 3aBMUCHMMOCTM OT IMNOTEHUMAJLHOI'O PMCKa [IPMMEHEHMUS

12. Kogm BMIOA B COOTBETCTBUMU C HOMEHKJIATypOM MEeIOMUMHCKUX W3OeJIny,
IPMMEHSEMOM B paMKax EBPasuMCKOTO SKOHOMMYECKOTO Col3a

13. Leny KIMHUKO-JIaOOpPaTOPHOI'O MCIBEITAHUSA (MCCIIeOOBaHUS)

14. Beibop m OOOCHOBaHME MeTOHa CPaBHEHUSA

15. PasMep BHOOPKM HOJiS OLEHKM [oKasaTeJleV aHaJlUTUUeCKOW M, IIOe NIPUMEHMMO,
KJIMHUYECKOM 20OeKTUMBHOCTU

16. KonmuecTBO 5K3EMIIJISPOB MCCJIenyeMoT O MEeOULIMHCKOT O n3neansa oJis
IOMAaTHOCTMKM 1in vitro

17. MemuMumMHCKME OpTaHM3alUMM, B KOTOPHIX [IPOBOOMIJIOCH KIJIMHMKO-JIaBDOopaTOpHOEe

NCHEITaHMe (MCCcileloBaHMue), U (MIM) MecTa NPpOBeleHUS U3MEepeHUM
18. CraTucTuuecku oOpaboOTaHHEIE JAaHHBEE KJIMHUKO-JIabDOpPaTOPHOTO MCHIBTAaHUS
(mccrenmoBaHMsa)

19. OueHka pPesyJIbTATOB KJIMHUKO-JIABOPATOPHOTO MCIHTAHMUSA (MCCJIenOBaHMA)

20. BeIBOIEI IO pe3yJjbTaTaM KIMHMKO-JIaOOpaTOPHOI'O MCIBITAHUSA (MCCIeOOBaHUS)

[lognucy pykKoBOIMUTEJIEY MEIMLUMHCKMX OpTaHM3alun
(B cJlyyae MHOT'OLEHTPOBHEIX MUCIBITAaHUNM (MCCJIeOOBaHMUI) ) :

(pamMmnusa, mMa, OTUECTBO (IPM HANIMUMM), MeCTO pad®oThl, IOJIKHOCTE)

(baMmnva, uMsa, OTUECTBO (OPM HaIM4UMM) , MeCTO paboTh, HOOJDKHOCTE)



Nognucu mMccJemoBaTeJien:

(bamMmunvsa, mMsa, OTUECTBO (IPM HaJIUUMM), MeCcTO pad®oTh, IOJKHOCTE)

(pamMmnmsa, mMg, OTUECTBO (IPpM HANIMUMM), MeCTO pad®oThl, IOJIKHOCTE)

[lepeueHb OpUilaTaeMbBlX INOKYMEHTOB:
1) nDporpaMMa KIMHUKO-JIaDOPaTOPHOT'O MCIHTAHMA (MCCJIeIOBaHUA) ;
2) NepBUUHBE IaHHBE KIMHUKO-JIaOOPaTOPHOIT'O MUCILITAHUSA (MCCJIeOOBAaHUSA) .



