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O IlpaBmnax mpoBeACHUA KIMHNICCKAX U KIMHUKO-IA00paTOPHBIX UCIIBLITAHMH (
HCCIICAOBaHWi) MEIUITMHCKUX W3HEIIHi

Pemennie CoBera EBpasuiickoit axoHoMuueckoit komuccun ot 12 ¢gespans 2016 roga Ne 29.

B cootBerctBun ¢ nyHkTom 2 ctatbu 31 JloroBopa o EBpasuiickoM 3KOHOMHYECKOM
coro3e ot 29 mas 2014 rona, nynkramu 4 u 5 ctatbu 4 CorjameHusi 0 €IMHbIX TPUHLIUNAX U
npaBuiax oOpalleHUus MEIUIMHCKUX W3ACHUN (M37eauid MEIUIMHCKOTO Ha3HAYCHUS U
MEJUIIMHCKON TEXHUKH) B paMKax EBpa3uiickoro sKOHOMHUYECKOro coro3a OT 23 aexalps
2014 rona, nmynktamu 105 u 106 npunoxenuss Ne 1 x Pernmamenty padotsl EBpasuiickoii
SKOHOMHYECKOM KOMHMCCHUH, YTBEpkIAeHHOMY Pemenuem Breicmero EBpasuiickoro
AKOHOMMYECKOTO coBeTa oT 23 nekadpst 2014 r. Ne 98, u Pemenuem Briciiero EBpasuiickoro
sKOHOMHUYECKOro coBeta OoT 23 nekabps 2014 r. Ne 109 "O peanuzauuu CornaimieHust o
€MHBIX MPUHLUMIAX M TMpaBujax oOpalleHus MEIUIMHCKUX U3AeIud (U3aenui
MEIUIMHCKOTO Ha3HAYCHUs U MEJUIIMHCKOM TeXHUKU) B pamkax EBpasuiickoro
HKOHOMHUYECKOro coro3a" CoseT EBpazuiickoil DJKOHOMUYECKOW KOMUCCUU PEIIMIL:

1. VrtBepauth mnpunaraembie I[lpaBuiia npoBeAEHUS KIMHUYECKUX H

KJIMHUKO-1a00paTOPHBIX UCIIBITAHUH (MCCIEOBAaHUI ) METUIIMHCKUX U3CITUN.

2. YCTaHOBUTH, YTO IS MEAULIMHCKUX M3AEIMN KJIACCOB MOTEHUMAJIBHOTO PHUCKA
npuMeHeHus: 3, 20 W UMIUTAHTUPYEMBIX MEAHMIIMHCKUX H3JeIUi (32 HCKIIOUYCHUEM
MEIUIIMHCKUX W3JICJUN JUISl JAUArHOCTUKHM 1IN VItro W TMPOTrpaMMHOTO oOecredeHus,
SBJISIFOIIETOCS MEIUIIMHCKUM U3/IeJINeM) KIMHUYECKUE UCTIBITaHUS (MCCIIEIOBAHMS) B LIEIAX
perucTpanuu B Ciydae, €CIM HE JI0Ka3aHO, 4YTO KIUHWYecKas d3P(EKTUBHOCTh U
0€30MacHOCTh 3asBISIEMOI0 MEIMIIMHCKOTO HU3JCNHUS MOXET ObITh MOJTBEPKJICHA HHBIM
CIIoco0OM, JTOJKHBI TPOBOJIUTHCS B (DOPME MHOTOIIEHTPOBBIX MUCIIBITAHUH (MCCIIEIOBAHU) U
COOTBETCTBOBATh OJHOMY W3 CJIEAYIOIINX YCIOBUM:

a) KJIMHUYECKHE HCIBITAaHUS (UCCIEJOBaHUS) MPOBEACHBI B COOTBETCTBHU C
3aKOHOJATEIbCTBOM I'OCYJIapCTB — WIECHOB EBpPa3uiiCKOro 3KOHOMHYECKOTO COK03a U HAa MX
tepputopusx a0 1 saBaps 2022 r. (1o gaTe mocCiaeIHEr0 BU3UTA MOCIEAHEr0 MaryueHTa uin
cyOBbeKTa UCTIbITAHUS(UCCIEOBAHUS)) HIIA MTPOIOJKAIIN BBITIOJIHATHCS MO COCTOSIHUIO Ha |
auBaps 2022 r. (mpu 3aBEpIIEHHOM Ha0Ope NalMEHTOB);

0) KIIMHUYECKHUE UCTIBITAaHUS (MCCIIeIOBAHUS )[TPOBEICHbI

Ha TEPPUTOPUSX FOCYAAPCTB, HE ABJISAIOIIMXCS WieHAaMH EBpa3nuiicKOro 3KOHOMHUYECKOTO
coto3a, 710 | sHBaps 2022 r.(mo maTe MOCIEIHEr0 BHU3HWTA IMOCJIEIHEr0 MallMeHTa WIIH
CyObeKTa UCTIbITaHUsI (MCCIEI0OBAaHMS)) WK TIPOIOJKAIM BBIOIHATHCS MO0 COCTOSHUIO Ha 1
saBapst 2022 r. (pu 3aBepiieHHOM Ha0Ope MaIMEHTOB) B COOTBETCTBUU C PEKOMEHIAITUSIMU
MexayHapoaHoro ¢popyma peryastopoB MenunuHckux u3aenuit (IMDRF);



B) KIIMHUYECKHUE UCTIBITAaHUS (MCCIEOBaHNs ), MHHUIIMUPOBaHHbIe rocie 1 ssuaps 2022 r.,
MPOBEJICHBI B COOTBETCTBUM C MpaBoM EBpa3zuiicKOro 3KOHOMHUYECKOT'O CO03a, MPU ITOM
OJIHO M3 KJIMHUYECKUX HCHBITAaHUU (MCCIEAOBAHUI) MPOBEIECHO B OJHOM W3 TOCYIApCTB —
4YJIeHOB EBpa3zuicKoro 3kKOHOMHUYECKOr0 COr3a.

Cuocka. I[IyHkr 2 ¢ n3mMeHeHnsIMH, BHECEHHBIMHU petieHussMu Coera EBpasuiickoit
sKOHOMHYECKOM KoMuccuu ot 24.12.2021 Ne 146 (Bctynaet B cuity 1o uicteueHuu 30
KaJICHJAPHBIX THEW ¢ JaThl €ro 0(puIuaIbHOro onyounkoBanus); ot 26.01.2024 Ne 7 (
BCTYyIIaeT B cwuTy 110 uctedeHuu 180 kaneHAapHBIX JHEH ¢ JaThl €r0 OHUIIUATIBHOTO
OITyOJIMKOBAHUA).

3. Hacrosmee Pemenue BcTymaeT B CUily 1Mo ucredeHuu 10 kajmeHaapHbIX THEH C JaThl
BCTyIuieHUs: B cuity IIpoTokona, moanucanHoro 2 aekadpst 2015 roga, o mpucoeIuHEHUU
PecnnyOnuku Apmenust k CoTNameHnio O €IWHBIX MPUHITUIIAX W TpaBUiax oOpamieHus
MEJIUIMHCKUX U3JIEIUI (M31eMuil MEIUIIMHCKOTO Ha3HAYEHUS U MEAUIIMHCKONW TEXHUKH) B
pamkax EBpa3uiickoro s3KOHOMHUYECKOI0 coro3a oT 23 nekadps 2014 rona, HO He paHee yeM
no uctedeHuu 10 KameHJapHBIX AHEH C IaThl OPUIIMATBLHOTO OIMYOJIMKOBAHMS HACTOSIIETO
Pemenus.

Unensl CoBera EBpazuiickoil 3KOHOMUIECKOH KOMUCCHH:

Or Or Or Or Or
Pecrybimnkn Pecmybimnkn Pecrybinkn KbIpreisckor Poccuiickoit
Apmenus FBenapycs Kazaxcran Pecrybinkn Denepanun
B. I'abpuenan B. MarrommreBckmii  b. Carnntaes O. IlaakpatoB H. llyaios
YTBEPX/IEHbBI

Pemennem Coseta
EBpa3zuiickoii 3KOHOMUYECKOH KOMUCCUU
ot 12 ¢epains 2016 r. Ne 29
(B penakunu Pemenus Coseta
EBpasuiickoil 5KOHOMHUECKOH KOMUCCUHI
ot 26 staBapst 2024 1. Ne 7)

ITPABUJIA
MPOBENCHAA KIMHNIECKUAX U KIIMHUKO-Ta00paTOPHEIX HCIIBITaHH# (MCCIeIOBaHHN) METUIIMHCKIX
13631 ()11

Cuocka. IlpaBuna - B penakuuu pemienus Coera EBpa3uilckoii 5KOHOMHUYECKOU
komuccun ot 26.01.2024 Ne 7 (Bctymaet B cuily 1o ucreuenuu 180 xaneHIapHbIX AHEH ¢
JaThl €r0 O(UIIUAIBHOTO OITyOITMKOBAHUS ).

I. O6mue monoxenus

1. Hacrosiue I[paBuna pa3paboTaHbl B COOTBETCTBUM ¢ MyHKTOM 2 ctathu 31 JloroBopa
o EBpasuiickoM 3k0HOMHYECKOM coro3e oT 29 masa 2014 roga, nynkramu 4 u 5 crateu 4
Cornamenus 0 €AUMHBIX NPUHIUIAX M MIpaBWiIaxX OOpalleHus MEIULHUHCKUX H3Aeauil (



M3 MEIUIIMHCKOTO HAa3HAUYCHUS U MEJUIIMHCKOW TEXHUKH) B pamkax EBpaszuiickoro
AKOHOMMUECKOTO coro3a oT 23 nekabpst 2014 roja u ycTaHaBiIMBalOT B paMkax EBpazuiickoro
SKOHOMHMYECKOro cor3a (namee — Coro3) mnpaBuiia OPOBEACHHUS KIMHUYECKUX H
KJIMHUKO-JIA00PATOPHBIX UCTIBITAHUHN (MCCIEIOBAHNN ) METUIIMHCKUX W3,

2. [Ina neneut Hacrosammx [IpaBHil MCIONIB3YIOTCS MOHATHSA, KOTOPBIE O3HAYAKOT
ClEeAyIOIICE:

"aHaIUT" — KOMIOHEHT MPOOBI C U3BMEPUMBIM CBOMCTBOM;

"aHanmuTH4ecKast 3PGHEeKTUBHOCTh MEAUITMHCKOTO U3JICIUS JIJIs1 JUATHOCTUKH In Vitro" —
CIIOCOOHOCTh MEUIIMHCKOTO U3EIUS JJIsl TUATHOCTUKH 1N VItro BBISBISATH MPUCYTCTBUE WU
OTIPEJIENISITh COJIEPIKaHNe KOHKPETHOTO aHaIuTa B OMOJIOTHYECKOM TIPOOE;

"Ouonoruueckas pedepeHTHas NOMyJAus" — OJHOPOAHAS TOMYJISIIIUS UHIUBUAYYMOB,
HaXOJISIIINXCS B XOPOIIO OMPEAEICHHOM COCTOSIHUU 3/I0POBbS UK OOJIE3HU;

"Opomurtopa ucciegoBarena" — CBOJHOE HM3J0KEHUE AKTYaJbHOW KIMHUYECKON U
HEKJIMHUYECKOM MH(opMaiuu 00 HUCHBITYeMOM (MCCIEAYEMOM) MEIUIIMHCKOM HU3JEIuH,
OTHOCSIIEHCS K KIIMHUYECKOMY UCIBITAHUIO (MCCIIEI0BAHUIO) WM KIMHUKO-I1a00paTOPHOMY
UCTBITaHUIO (UCClieoBaHUIO) (MPU MPOBEJACHUU HWHTEPBEHIIMOHHOTO KIMHUYECKOTO
uccienoBanus YPPEeKTUBHOCTH);

"TIIaBHBIA MCCIIE0BATENb" — KBATU(PUIMPOBAHHOE JIUIIO, OTBETCTBEHHOE 3a MPOBEJICHUE
KJIIMHUYECKOTO WJIU KJIMHUKO-I1a00paTOpHOTO HMCTbITaHus (uccienoBanus). B ciyuae ecnu
UCIIBITaHKE (MCCIEA0BAHKE) MPOBOJAUTCS KOMaHAON UCcaeaoBaTeNel, pyKOBOIUTENb JAHHOU
KOMaH/Ibl SBJISICTCS IJIaBHBIM HCCIIEIOBATEIIEM;

"nBOMHOM cienoi MeToa" — mpoleaypa KIMHUYECKUX UCIBITAHUM (MCClIeIOBaHMil), B
KOTOpOUM CyOBEKThl HCHOBITAaHUM (WCCIIEOBAaHUI) M HCCIENOBATENd, y4acTBYIOIIUE B
MOJy4YeHUU H OOpabOTKe MEPBUYHBIX [aHHBIX, HE OCBEAOMJIEHBI O (HaKTHUYECKOM
MPUMEHEHUU K CYObEKTaM HCHBITAaHUM (KCClIeAOBAaHUM) BO3JEUCTBUS MEIUIIMHCKOTO
173 (U1 EH

"Mu3aliH KJIWMHUYECKOTO HCHBITaHUS (MCCIeI0BaHUA)" — METOMIOJOTHS MPOBEACHUS
KJIMHUYECKOTO MCIBITaHUs (MCCJIEAOBAaHMS) C YYacCTHEM 4YEJOBEKa B KayeCTBE CyOBbEKTa
UCHIIBITaHUS (MCCIEA0BAHMS), C TIOMOIIBI0 KOTOPOTO MIIAHUPYETCS MOJTYYUTh CTATUCTUUYECKU
JOCTOBEPHBIE 1I0KA3aTENbCTBA KIIMHUYECKON 0€30MacHOCTH U 3()(PEKTUBHOCTHU UCIIBITYEMOIO
(uccmenyemMoro) MEAWIIMHCKOTO HW3JENWs, BKIOYamomas B ce0s UCIOJb30BaHUE
KOHTPOJIBHBIX TPYNIl CyOBEKTOB HUCIbITaHUA (HMCClelOBaHusA), U (WJIK) paclpeaeieHue
CyOBbEKTOB HCHBITAHUM (MCCIEAOBAHUM) MO TpymHnaM cly4alHbIM o0pa3oMm, W (HJIH)
HCIIOJIb30BAHUE OJJMHAPHOTO WJIM JBOMHOTO CIIENOro METOJa, a TaKKe BHIOOP OCHOBHBIX U
JOTIOJIHUTEJIbHBIX KOHEUHBIX TOUYEK;

"MOTIOJIHUTENIbHASL KOHEYHAsl TOYKa'" — mokaszaTenb (MOKa3aTeln), UCTIOIb3YeMbIN IS
MIPOBEPKHU JIOMOJTHUTEIBHON TUIOTE3bl KIMHUYECKOTO UCTIBITAHUS (UCCIIEIOBAHMS);

"3aKOHHBIM TpPEJCTaBUTEND" — (PU3UYECKOE WU HOPUIUYECKOE JHUI0, KOTOpOe B
COOTBETCTBHM C 3aKOHOJATENILCTBOM rocyjapcTBa — ujeHa Coro3a MMEeT MpaBoO /1aBaTh



MH()OPMUPOBAHHOE COTJIACKE HA yYacTHE B KIIMHUYECKOM WJTU KIMHUKO-T1a00paTopHOM (TpU
MPOBEJICHUH UHTEPBEHIIMOHHOTO KIMHUYECKOTO Ucciea0BaHus Y (PPEKTUBHOCTH) UCTIBITAHUH
(uccrnemoBaHuM) OT UMEHHU MTOTEHITUATBHOTO CYOBhEKTa UCTIBITAHUS (MCCIICIOBAHNS);

"3asBUTENb" — MPOU3BOJUTEH MEIUIIMHCKOTO U3JCIHUS WU €ro YIOJIHOMOYEHHBIN
MIPEJCTABUTEIIb;

"WHIUBUyaIbHAs PETUCTpPALIMOHHAs KapTa"' — JOKYMEHT, MpeJHa3HAYCHHBIH s
BHECEHHUSI B HEro BCEH MNPEeayCMOTPEHHOW MporpaMMmoil ucnbiTaHus (KUCCIeAOBAHUS)
nH(MOPMAITUH O KaXKJIOM CyOBEKTE UCIIBITAaHUS (MCCIICIOBAHUS);

"MHTEPBEHIIMOHHOE KJIMHUYECKOe uccieqoBaHue 3hPeKTUBHOCTH" — UCCIIeIOBaHUE
KIMHUYECKOW 2P (DEKTUBHOCTH MEAUIIMHCKOTO W3JENusl ISl JHArHOCTUKHU In  Vitro,
pe3yJIbTaThl KOTOPOT'O BIUSIOT Ha PEIICHUS MO BEJACHUIO MallMeHTa W (WJIM) UCTIOJIb3YIOTCS
[IpU YIPABJICHUU JICUCHUEM ISl JOCTHKEHUS LEJIeH KIMHUYECKOTO UCCIIEIOBAHMUS;

"uHpOpPMUPOBAHHOE corjlacue" — MUCbMEHHBIA JOKYMEHT, B KOTOPOM CYyOBEKT
ucnbiTaHus (HUCCIEOBAHMS) WM €ro 3aKOHHBIA TMPEACTAaBUTENb MOJATBEPKIAECT
100pOBOJILHOE COTJIaCM€ Ha y4acTHE B KIMHUYECKHX WM KIMHUKO-Ta00paTOpHBIX (TIpH
MIPOBEJICHUH UHTEPBEHIIMOHHBIX KIIMHUYECKUX UCCIIeI0BaHUM A(h(PEKTUBHOCTH) UCTIBITAHUSIX
(uccremoBaHuUsAX) HA OCHOBAHUY TIPEJICTABICHHON eMy MOJTHONW HH(OPMAITUU O KIMHHYECKOM
WU KJIIMHUKO-J1A00paTOPHOM UCTIBITAHUU (MCCIIEI0BaHUN );

"ucnbiTyeMoe (ucciueayemMoe) MEAUIIMHCKOE u3ienre’ — MEUIIMHCKOE U3/IeNINe, KOTOPOe
B X0/1¢ KIIMHUYECKOT0 UCTBITaHUS (MCCIAEAOBAHMS) WM KIMHUKO-JIA00pAaTOPHBIX UCTIBITAHUN
(uccnemoBaHui) I MEAUIMHCKUX WU3JEIUNA NI NUArHOCTUKHU IN VILro OLIEHUBAETCS Ha
npeaMeT 6e3omacHocTy U (W) 3¢ HEKTUBHOCTH;

"uccaegoBaTens" — YJIEH KOMAaHJIBI HCCieJoBaTelei, Ha3HadaeMblil TJIaBHBIM
HCCIIEIOBATENEM IJIs1 OCYLIECTBIICHHS] OCHOBHBIX MTPOLIEAYP, CBSI3aHHBIX C KIMHUYECKUM WIIU
KJIMHUKO-JTA0OpaTOPHBIM HUCIBITAHUEM (UCCJICAOBAHUEM), WIM JJIsI TPUHATHUS PEIICHUM,
CBSI3aHHBIX C KIIMHUYECKUM WIHM KIMHUKO-Ta00paTOPHBIM HCIIBITAHUEM (HUCCIEIOBAaHUEM), U
MOYUHSIOIIMIICS TJIABHOMY HCCJIEI0BATEINIO;

"KJIMHHUKO-Ta00paTOPHBIC MCHIBITAHUS (MCCICIOBAHHUS) MEIUIMHCKOTO H3JCIHS IS
JTUArHOCTHKHU In Vitro" — CUCTEeMaTUYECKHE HUCIbITaHUS (MCCIIEIOBAHMS) aHATUTUYECKUX
XapakTepUCTUK U, TJ€ MPUMEHUMO, KIMHUYECKON 3(hPEKTUBHOCTHU, TPOBOJAUMBIE C IIEJIBIO
YCTaHOBIICHUS WJIUA TOATBEPXKICHUS COOTBETCTBUSI MEAUIIMHCKOTO WU3AENUs [l UArHOCTUKH
in vitro Ha3HaYeHUIO, YCTAHOBJIEHHOMY MPOU3BOJUTENIEM;

"knuHIYecKas 3PPEeKTUBHOCT, METUIIMHCKOTO U3ACNHsS I TUarHOCTUKH In Vitro" —
CIIOCOOHOCTh MEAUIIMHCKOTO M3JIeNUs JJIsl TUAarHOCTUKHU In VItro MOKa3bIBaTh PE3YJbTAThI,
KOPPEIUPYIOMINE C KOHKPETHBIM KIMHUYECKUM WIN (DU3UOJIOTUUYECKUM COCTOSHHEM B
[EJIEBOM MOMYJISAIMU MPU €r0 MTPUMEHEHUU NIPeIHa3HAY€HHBIM M0JIb30BATEIIEM;

"KIMHUYECKUE NaHHble" — maHHbie Mo Oe3omacHoCcTH U (Miu) 3(hPEKTUBHOCTH,
MOJIy4YEHHbIE TPU KIMHUYECKOM MPUMEHEHUM MeEIUIMHCKOro wu3nenus. KnuHudeckue
JaHHbIE MOTYT OBITh TOJYYEHbl MyTEM IOHWCKAa B HAy4dyHOU JUTEpaType AaHHBIX O



MEIHUIIMHCKOM HW3JEJINH, U3 ONbITa KIMHUYECKOTO MPUMEHEHUS MEIULIMHCKOTO U3JEINHs, B
pe3ysibTaTe KIMHUYECKUX WM KIMHUKO-T1a00paTOPHBIX HCHBITAHUM (HCCIEOBAHUM),
MOCPEJCTBOM MPUMEHEHHUS! HECKOJIBKUX M3 YKAa3aHHBIX METOJOB JTUOO WHBIM CIIOCOOOM.
KnuanyeckuMu JaHHBIMH TakXKe SBJIAIOTCS JaHHBIE 1O Oe30macHOCTH U (WJIH)
(¢ (PEKTUBHOCTH, MOTYYCHHBIC MPU KIWHUYECKOM MPUMEHEHUW MEIUIIMHCKUX W3JETUH,
HSKBUBAJICHTHOCTh KOTOPBIX PACCMaTPUBAEMOMY MEIUIIMHCKOMY U3JIEIHUI0 MOXKET OBIThH
J0Ka3aHa;

"KIMHUYIECKOE JTI0KA3aTeIbCTBO 3P (HEKTUBHOCTH M OE30MTaCHOCTH MEAUITMHCKOTO W3ACIHS
" — COBOKYMHOCTh KJIMHUYECKHUX JAHHBIX, MOITBEPKIAIOIINX KIMHUUECKYIO 3P (HEKTUBHOCTh
U 0e30mMacHOCTh MEIUIIMHCKOTO H3JIeNUsl TPU €ro HCIOJIb30BaHWM IO HA3HAYECHUIO,
YCTaHOBJICHHOMY MPOU3BOJIUTENIEM, U UX OICHKA,;

"KIMHUYIECKOE JT0KA3aTeIbCTBO 3P (HEKTUBHOCTH M OC30ITACHOCTH MEAUITMHCKOTO H3ACIHS
JUIS. TUarHOCTUKM In Vitro" — COBOKYNMHOCTH JaHHBIX, MOATBEPKIAIOIIMX HAYYHYIO
000CHOBaHHOCTb AHAJINTA, AHATUTUYECKYIO A(P(HEKTUBHOCTH U KIIMHUYECKYIO 3(PPEKTUBHOCTD
MEIUITMHCKOTO U3CNUS Il TUarHOCTUKY 1N Vitro Py €ro UCTIOJIb30BaHUM 10 HA3HAYEHUIO,
YCTaHOBJICHHOMY MPOU3BOJIUTENIEM, U X OICHKA;

"KJIMHUYECKOE HUCIBbITaHUE (MCCIIeNOBAaHUE) MEIUIMHCKOTO u3aenus’" — jroboe
ucnbiTaHue (MCCIEIOBAaHUE) C YYacTHEM 4YeJOBEKa B KaueCTBE CYyOBbEKTa HCIBITaHUS (
WCCTIEIOBAHUs), TIPOBOJIMMOE C IIeJIbI0 M3y4deHus Oe3zomnacHocTu U (win) 3HPEeKTUBHOCTH
UCIIBITYEMOTO (MCCIIETyeMOro) MEIMIIMHCKOTO U3IEIHNS;

"KOMUTET MO 3THKE" — HE3aBUCUMBIA 3KCIEPTHBIM OpraH, KOTOpPBIA JEUCTBYET B
COOTBETCTBUM C HacTosmuMmu [IpaBuimaMu U 3aKOHOJATEIHLCTBOM T'OCYJIapCTBA — YJeHA
Coro3a u paccMaTpuBaeT BOIMPOCHI oOecrneyeHus npaB, 0€30MacCHOCTA M OXPaHbl 370POBbS
CyOBEKTOB UCIIBITAaHUH (MCCIeOBaHMH);

"KOHTPOJIbHOE MEIUIIMHCKOE M3JAeine" — HU3MeNINe, UCIOIb3YyEMOE B KIMHUYECKOM
UCIIBITAaHUM (MCCIIEIOBAHKM) ISl CPABHEHUS C UCHBITYEMbIM (MCCIEAYyEMbIM) MEIUIIUHCKUM
U3/ICJINEM;

"KoopAMHATOp-UCCIE0BaTENb" — HCCIeloBaTeNlb, Ha3HAUYCHHBIA 3asBUTEIEM U
OTBEUAIONIUN 3a KOOpPJAMHAIMI0 pabOThl B XOJ€ MHOTOLEHTPOBOTO KIMHUYECKOTO (
KIIMHUKO-J1a00paTOPHOT0) UCTIBITAHUS (MCCIEAOBAHUSA);

"MeIUUMHCKasg opraHu3anus (KIMHUYECKUU 1EHTp)" — opraHu3alius, BhICTYNaroas B
POJIM UCCIIEA0BATEIBCKOTO IIEHTPA MPHY MPOBEICHUHN KIMHUYECKUX (KIMHUKO-Ta00paTOPHBIX )
UCIIBITAHUN (MCCIIEIOBAHMN);

"MHOT'OIIEHTPOBOE UCIIBITaHUE (UCCIIeIOBaHNE)" — KIMHUYECKOe (KIIMHUKO-1a00paTopHOe
) ucmelTaHue (HMCCIEIOBaHHUE), KOTOPOE IPOBOJMTCS B ABYX M 0Oojice MEIUITMHCKUX
opraHu3anusix (KIMHUYECKUX LIEHTPax) 1Mo €ANHON MporpaMMe UCIBITaHusl (UCCIEA0BaHMS);

"MOHUTOPUHT KIIMHUYECKOTO (KIMHUKO-JIA00pAaTOPHOTO) UCTIBITAHUS (MCCIIeIOBaHuUs)" —
NesTeNbHOCTh, CBsI3aHHAasT €  HaOJIOJEHHWEM 3a  XOJOM  KIMHHYECKOoTo  (
KJIIMHUKO-JTa00paTOPHOTO) UCHBITAaHUS (MCCIEAOBaHMS) ISl MPOBEPKU TOTO, YTO JAHHBIC



MIPOBOJAMMOrO HUCHBITAaHHUS (KCCIENOBAHUS) 3alUCBHIBAIOTCS, OTYET O MOHUTOPHUHIE
dbopmupyeTcsi B COOTBETCTBUM C MPOTpaMMOM HUCHBITaHUS (MCCJIEOBAHUS),
JOKYMEHTHPOBAHHBIMU MPOLieAypaMu U HacTodmumu [IpaBunamu;

"Hay4yHasi 0OOOCHOBAHHOCTh aHalMWTA" — CBA3b aHAIUTA C KIUMHUYECKUM WIIH
(M3UOTOTUYECKUM COCTOSTHUEM OpraHN3Ma YEJIOBEKa,;

"oAMHAPHBIN cenoi MeTon" — mpoleaypa KIMHUYECKUX UCTIBITaHUN (MCClelOBaHui), B
KOTOpPOM CyOBEKThl HUCHBITAHUM (MCCIEIOBAaHMI) HE OCBEIOMIIEHBI O (PaKTUUECKOM
MIPUMEHEHUU K HUM BO3JICUCTBUS METULIMHCKOTO U3EIUS;

"OCHOBHAsl KOHEUHas TOUKa" — MmokazaTtenb (II0Ka3aTeln), UCIONIb3yEMBIN AJI IPOBEPKU
OCHOBHOU TMIOTE3bI KIIMHUYECKOTO UCIIBITAHUS (MUCCIICIOBAHMS);

"OTYET 0 KIMHUKO-JIA00PATOPHOM UCTIBITAHUU (MCCIEIOBAHUN ) MEAUITUHCKOTO MU3Ae/us"
— TMNHCHPMEHHOE OMNHCAHUE KIWHUKO-TA00paTOPHOTO WCIBITAHUS (MCCIEIOBAHUS)
MEUIMHCKOTO W3/eNIUs C UCIOJIb30BaHUEM MPoO W 00pas3lioB, B TOM YHUCIE MOTYyUYEHHBIX
T€HHO-UHKEHEPHBIM CITIOCOO0M, 00BbEIUHSIONIEE KIMHUKO-IA00paTOPHOE U CTaTUCTUYECKOE
OTIMCaHMsI, IPEJICTaBICHUE TaHHBIX U UX aHAJIN3, 10 YCTAHOBIIEHHOH dopMme;

"OTYeT 0 KJIMHUYECKOM HCTBITAHUU (MCCIEJOBAHWM) MEIUIIMHCKOTO H3Jenus’ —
MACbMEHHOE OMMCAaHKNE KIMHUYECKOTO UCTIBITaHUS (MCCIEA0BaHUS) MEIUIIMHCKOTO U3JIEIHUS C
y4acTHEM YeJIOBEKAa B KadyecTBe CYObEKTa HUCHBbITaHUS (UCCIENOBaHUsA), 00bEeAUHSIONIEE
KIIMHUYECKOE U CTAaTUCTUYECKOE ONHUCAHUA, MPEACTABICHUE TaHHBIX M UX aHAIM3, IO
yCTaHOBJIEHHOM (opMme;

"mepBUYHBIC MaHHBIC" — MI00ass WHPOPMAIUS B BUAC OPUTHUHAIBHBIX 3aMKUCEH WM
3aBEPEHHBIX KOMUN OPUTHHAIBHBIX 3aMMUCEN O KIMHUYECKUX (haKTax, HAOIIOACHUIX U IPYTUX
COOBITHUSIX BO BpEMS KJIMHUYECKUX (KIMHUKO-Ta00PATOPHBIX) UCTIBITAHUHN (MCCIEIOBAHUM),
HeoOXoaumas g MOHUTOPUHTa U  OIEHKH Pe3ydabTaTOB  KIUHUYECKUX  (
KJIIMHUKO-J1a00paTOPHBIX ) UCTIBITAHUM (MCCIE0BAHUN);

"mpeaHa3HAYCHHBIN MOJIB30BaTENb" — 0co0as rpyrma (TPyIIbl) Ui, 0003HAYEHHAS B
COMPOBOJIUTEIILHON JOKYMEHTAIIUU K MEAUIIMHCKOMY U3JEIHI0, KOTOpask MOXKET IPUMEHSITh
MEJIUIIMHCKOE U3/IeJINE€ B COOTBETCTBUU C €70 HA3HAYCHUEM;

"mporpamMma HUcHbITaHus (McclenoBaHus)" — JTOKYMEHT, B KOTOPOM YCTaHOBJICHBI
000CHOBaHUE, 1€MW, AU3alH KIMHUYECKOro (KIMHHUKO-Ia00paTOpPHOIr0) HCHBITaHUS (
UCCJIEOBaHUsA) U MPEANojaracMblii aHaln3, METOJOJOTHUSl, MOHUTOPUHT, TPEOOBAaHUS K
BEJICHUIO 3aIUCEN O KIMHUYECKOM (KJIMHUKO-Ia00paTOPHOM) UCTIBITAHUU (MCCIIEIOBAHNM),
OIMKMCAHO MPOBEJEHNE KIMHUYECKOTO (KIMHUKO-1a00paTOPHOT0) UCTIBITAHUS (MCCIIeTI0BAHMS )
;

"cyOBeKkT uchbiTaHus (uccienoBaHus)" — ¢GU3MUYECKOE JHUIO, YYACTBYIOIIEE B
KJIMHUYECKOM WM KJIMHUKO-Ia0opaTopHOM (NpU TPOBEJECHUM HWHTEPBEHIIMOHHOTO
KIIMHAYECKOTO HCcclieoBanus A()PEKTUBHOCTH) UCHBITAaHWU (HUCCICIOBAHWH) B COCTaBE
IPYIIbI, K KOTOPOH MPUMEHSAETCS UCIBITYEMOE (MCCIIeyeMOe) METMIIMHCKOE U3IeNne, 00
B COCTaBE KOHTPOJIbHOW IPYTIIIBI;



"TeXHU4eCKu# (paitn" — TOKyMEHTHpPOBaHHbIE JAHHBIC, TOJTBEPKIAIOIINE COOTBETCTBUE
MeauIuHckoro wusgenus OOmuM TpeOoBaHUAM 0e30NmacHOCTH U 3(PPEeKTUBHOCTH
MEAULNHCKUX W3IEeIul, TpeOOBaHUSIM K HMX MapKUPOBKE U HKCILUIyaTallMOHHOU
JOKYMEHTAIlMU Ha HUX, yTBepkJAeHHBIM PemennemM CoBera EBpa3uiicKol SJKOHOMUYECKOU
komuccuu ot 12 despanst 2016 r. Ne 27;

"ysi3BUMBIE CyOBEKTHl MCHBbITaHUA (MCCleqoBaHus)" — JIMIla, Ha *KeJaHue KOTOPBIX
y4yacTBOBAaTh B KIMHHUYECKOM WU KIMHHUKO-Ia00paTopHOM (IIpU MPOBEACHUHU
WHTEPBEHIIMOHHOTO KJIMHUYECKOTO HuccieqoBanusi A(HPEKTUBHOCTH) MCIHBITAHUU  (
HCCIICOBAHNHN) MOXKET OKa3aTh BIUSHUE OXKHaaHHe (0OOCHOBAHHOE MM HEOOOCHOBAHHOE)
TE€X WA UHBIX NPEUMYIIECTB, CBA3AHHBIX C YYACTUEM B MCHBITAHUU (MCCIIEAOBAHUH), WIIH
BO3MOJKHBIE CAHKIIUU BBIMIECTOSIIMX JIMI[ B CIy4yae OTKa3a OT Y4YacTHUS B MCHBITAHUU (
uccnenoBannn). K ys3BUMbIM CyObEeKTaM UCIBITaHUS (MCCIEIOBAHMS) OTHOCSATCS ydalluecs
BBICIIMX M CPEIHHMX MEIUIMHCKUX, (DapMalleBTUYECKUX U CTOMATOJOTMUECKUX YUeOHBIX
3aBEJCHUM, MIIAAIIMNA MEPCOHA] MEIUIUMHCKUX YUYpPEeXAEHU U J1abopaTopui,
BOCHHOCITYXAIIUe W 3aKIIOYEHHbIC, a Takke OOJbHbIC, CTPAJAIOIINe HEU3JICUUMBIMU
3a00J€BaHUSIMHU, JIMIIA, HAXOAIIMECS B JOMaX MO yXoay, MaliooOecrieueHHbIe U 0e3pa00THBIE
nuna, jguna 0e3 rpakJaHCTBa, MAIMEHTHI, HAXOJAIIMECs B HEOTIOKHOM COCTOSHUH,
MPEJCTABUTEIN HAIIMOHAIBHBIX MEHBIIMHCTB, O€3J0MHBIC, OpOISITH, OCKEHIHI,
HECOBEPILICHHOJIETHUE U JIUIA, HaXOASAUIMECs MO/ ONEKON MM MONEYUTEIbCTBOM, a TaKKe
JU1a, HECOCOOHBIE JaTh HHOPMHUPOBAHHOE COTJIaCHe.

WNHble NOHSTHS, UCTIONBb3yeMbIe B HacTosuX [IpaBuiax, mpuMeHsIOTCS B 3HAYCHUSIX,
OTpEeJICJICHHBIX aKTaMu B cepe oOpalleHuss MEIUIIMHCKUX U3, BXOIAIMMU B MPaBO
Coro3za.

II. O6ocHOBaHMe KIMAMIECKO# 3 (HEKTHBHOCTH U 6€30IaCHOCTH MEIUIIMHCKHUX H3EIHH, KPOME
MEQUIUHCKUX H3E/IMM M1 JUArHOCTHKH in vitro

3. Jlna nokasarenbcTBa KIMHUYECKOW 2(h(PEeKTUBHOCTH U 0€30MaCHOCTH METUITUMHCKOTO
U3JIeHS TIPOU3BOJIUTEND JOJKEH:

a) onpenenuTh TpeboBanus n3 OOmux TpeboBaHU 6€30MacHOCTH U d(PPEKTUBHOCTH
MEIUIMHCKUX U3JIeTUH, TpeOOBaHUN K MX MapKUPOBKE M IKCIUTYaTAllMOHHOM TOKYMEHTallUU
Ha Hux (ganee — OOmue TpeOOBaHUA), JOKA3aTEIbCTBA COOTBETCTBUS KOTOPBHIM JIOJKHBI
OBITh OCHOBaHBI HA KIIMHUYECKUX JAHHBIX;

0) ompenenuTh KIMHUYECKUE MaHHBIE, OTHOCAIIUECS K METUIIMHCKOMY W3JICIIUI0 U €T0
Ha3HAYEHHIO, KOTOPBIC MOJYyYEeHBI MyTEeM IOMCKa B HAy4YHOW IUTEparype, U3 OIbITa
KIMHUYECKOTO TIPUMCHCHHS WJIM W3 KIMHUYECKHX MCIBITAHUNA (MCCICIOBAaHUMN )
METUITUHCKOTO U3/ICITHS;

B) OLIEHUTH KIMHUYECKHUE JIaHHbIC HA MPEIMET BO3MOKHOCTH MX HUCIOJIb30BaHUS IS
JI0Ka3aTeNbCTBA KIMHUYECKOU 3(PPEKTUBHOCTU U O€30MACHOCTH METUIIMHCKOTO U3/ICIIHS;



I') IPOBECTU KIMHUYECKUE UCTIBITAHUS (MCCIIEIOBAHUSA) IO TEM acleKTaM 0e30MacHOCTH U
3 PEKTUBHOCTH MEIUIIMHCKUX W3JACIHH, I KOTOPBIX HEJOCTATOYHO HWMEIOIIUXCS
KIIMHAYECKUX JTaHHBIX;

) MPOBECTH aHAJIM3 KaK OJIArOMPUATHBIX, TaK ¥ HEOJArONMPUATHBIX KIMHHYECKUX JaHHBIX
, TIOJTy9eHHBIX MTyTeM MOWCKA B HAYYHOW JTUTEPATYPE, U3 OIbBITA KIMHUYECKOTO TIPUMECHEHUS
WIM B pe3yJibTaTe MPOBEJCHUS KIMHUYECKUX HCIBITAHUM (MCCleloBaHUM), U ClenaTh
000OCHOBAaHHOE 3aKJIIOUYEHHUE O KIMHUYECKOM J0Ka3aTeabCcTBE HPPEKTUBHOCTU U
0€30MacHOCTH MEIUIIMHCKOTO H3Jeausi B opMe oTueTa. AHAIU3 MPOBOJUTCS C yU4ETOM
KJIacca TIOTCHIIMAJILHOTO PUCKA MPUMEHEHHMsI, HA3HAYCHUS U CTICIU(PUICCKUX 0COOCHHOCTEH
NPUMEHEHUS MEAUIUHCKOro wu3Aeiausa. OT4eT O KIMHUYECKOM JI0Ka3aTebCTBE
3¢ PEeKTUBHOCTH M 0€30MaCHOCTH METUITMHCKOTO W3JIeNUsS HEOOXOIMMO COTJIACOBBIBATH CO
CIEIHMATUCTOM B 00JaCTH MEAUIIMHCKOTO TPUMEHEHUS MEIUIIMHCKOTO W3ICIHS.
KBanudukanus Takoro crneuuanucta MOATBEPKIAACTCS JOKYMEHTOM 00 00pa3oBaHHMM B
o0JlacT MEOWIIMHBI U O CHENHUAIBHOCTH B COOTBETCTBHU C OOJACTHIO MEIUITMHCKOTO
IPUMEHEHUSI MEIUIIMHCKOTO U3/1eNus (CepTU(PUKATOM CIIeUaIucTa U (WIK) AUTLIOMOM U T. [T
.), NyOJUKAUsIMH MEIUIIMHCKOTO CHeluaiucTa (Hay4YHBIMU CTaThsIMHU, U (WJIH)
MoHorpadusiMu, ¥ (WJIM) AUCCEPTAUSIMH B 00JACTH MEIUIMHCKOTO MPUMEHEHUS
MEIHWIIMHCKOTO U3JACHusA). YKa3aHHBIM OTYET SBISIETCS YacThIO JOKYMEHTAIIMH
MIPOU3BOAUTEIS METUITUHCKOTO U3/ICITHA.

4. O6ocHOBaHUE KIMHUYECKON 3 (HEKTUBHOCTH U 0€30MMACHOCTH MEIUIIMHCKOTO U3/1eIns
OCHOBBIBACTCS HAa KJIMHUYECKUX JTAHHBIX, TOJYYCHHBIX MPU MPOBEACHUH KIMHUYECKHUX
UCIIBITAHUN (MCCIIeTIOBAHMM ), JIJIS:

MEIUIIMHCKUX W3IETUH (332 UCKIIOUEHUEM MTPOTPAaMMHOTO 00SCIICUEHUs, SIBIISIOIIECTOCS
MEIUIIMHCKUM H3JIeJIMeM), €CJIM HE JO0Ka3aHO, 4YTO KIWHHYecKas 3()QPEeKTUBHOCTh U
0€30MacHOCTh 3asBISIEMOTO MEIUITMHCKOTO H3JEIHS MOTYT OBITh MOATBEPKIACHBI WHBIM
CIT0CO00OM;

MEIUITMHCKUX U3JIeTUH (32 HCKITIOYCHUEM TPOTPAMMHOTO 00CCIICUCHUS, SIBIISIOMIETOCS
MEIUIIMHCKUM H37eTieM), (YHKIIMOHAJIbHBIC XapaKTCPUCTHKHU, TPUHIHN JEHCTBUSA,
Ha3HAYEHUE, MOKA3aHUs K MEIUIMHCKOMY MPUMEHEHUIO WM OCOOCHHOCTH MEAMIIMHCKOTO
MIPUMEHEHUS KOTOPHIX paHee HE MCCIICIOBAIINCE;

MEIUIMHCKUX U3JIETTUH, CoJlepKallluX HOBbIC, KOHTAKTUPYIOIINE C OPTaHU3MOM YeJIOBEeKa
, paHee HE M3yYCHHBIC B YACTH OHMOJOTHMYECKOTO JNCHCTBUS MaTEpHasbl WJIM WU3BECTHHIE
MaTepuasbl, KOHTAKTUPYIOUIME C TEMU OpraHaMH WM TKAHSIMHU YEJIOBEKa, B OTHOIICHHUH
KOTOPBIX OTCYTCTBYET ONBIT UX MEIUIIMHCKOTO MPUMEHEHHUS, WU B CiIydyae, €CJIM TaKOu
KOHTaKT SBJISIETCS 00JIee MPOTOKUTEILHBIM, UeM paHee N3y4YCHHBIN.

Knunnueckue wucnbiTaHusd (MCCIENOBaHUS) MEIMIIMHCKUX H3JIENIMM KJIAaCCOB
MOTEHITUATHLHOTO pUCKa MPUMEHEHUs 3, 20 ¥ UMIUTAHTUPYEMBIX MEIUIIMHCKUX W3IeNTui (3a
UCKIIFOUEHUEM MPOTPAMMHOT0 oOecTedeHus], SBISIOUIETOCS MEIUIMHCKUM HU3JCIHEM),
WHULIMUMpOBaHHbIe Tocie 1 suBaps 2022 r., mpoBoaarcs B (QopMe MHOTOLEHTPOBBIX



UCIIBITAaHUH (MCCIIEOBAaHUI), B TOM YHMCJIE B OJTHOM U3 rocy1apcTs — ujaeHoB Coro3a (znanee —
rocyJapcTBa-4yjieHbl).

5. IlonyyeHnue KIMHUYECKHUX JAHHBIX JJI1 IPOrPaMMHOI0 OOECHEUYEeHHUs], SBISIOIErocs
MEIULIHUHCKUM U3JIeJINEM, B TOM YHCJI€ MPOTrpaMMHOr0 OOecneyeHUs C MPUMEHEHUEM
TEXHOJIOTUH HMCKYCCTBEHHOI'O HHTEJUIEKTa, OCYILIECTBIAETCA C HCIOJb30BAHUEM
MEJUIIMHCKUX JIaHHBIX MaIlMEHTOB, BEePU(DUIIMPOBAHHBIX MEIUIIMHCKOW opraHuzanuen (
KJIIMHAYECKUM LIEHTPOM), MTOJIYYEHHBIX B XOJI€ AUATHOCTUKH, JI€UECHUS, peaOMIINTalUN.

6. KnuHuueckue naHHbIE, MOJTYYECHHBIC MPU MPOBEACHUN KIMHUYECKUX HCIBITAHUHN (
UCCIIEIOBAHUN) WM NpPU NPUMEHEHMH MEIULMHCKOTO H3JENHs B TOCydapcTBaX, HE
apisitomnxcs wieHamu Coro3a, NPU3HAIOTCA B KAYECTBE UCTOYHUKA KIIMHUYECKHUX JAHHBIX O
MEIULIMHCKOM H3EIUH IPH BBITIOJIHEHUHU OJTHOTO U3 CIEAYIOIIUX YCIOBUM:

a) KJIMHUYECKHUE JAHHbIC MOATBEPKICHBI MyOJUKAIMIMU B CIEIUATU3UPOBAHHBIX
KypHajax WIM OT4yeTamMu BcemupHON oOpraHuzanuy 31paBOOXPAHEHHUS O IPOTrpamMme
KOHTpoOJIsI Oe3omacHoCTH W 3(pPekTtuBHOCTH Meaunuuckux wusgenuid ("The WHO
prequalification project"), pa3memeHHBIMM Ha caiiTe BcemupHOW opraHuzanuu
3/IpaBOOXPaHEHUs B MHPOPMALIMOHHO-TEIEKOMMYHUKAaIMOHHON ceTu "MHTepHer" (nanee —
cetb HTEpHET);

0) mpeacTaBiIeHbl Pe3yJIbTaThl IPOBEACHUS KIMHUYECKUX UCTIBITAHUN (MCCIeA0BaHMil) B
COOTBETCTBUHU C pEKOMEHAANMIMH MeXITyHapoaHOTO (opyMa peryiasiTopoB MEAUIIMHCKUX
uznenuii (IMDRF). /loka3arenbcTBa COOTBETCTBHS MPOBEAECHHBIX KIIMHUUECKUX UCTIBITAHUM (
HCCIIEIOBaHMI ) MEXTyHAPOIHBIM TPEOOBAHUSAM JOKHBI ObITh BEpUDUIIUPYEMBI.

7. KniuHuueckue aHHble, MOTYYEHHBIE JIJIS APYTOro METUIIMHCKOTO U3/ENHs, MOTYT ObITh
IPUHATBL K PACCMOTPEHHUIO TOJIBKO B CIllydae IMPEACTAaBICHUS JO0KA3aTEIbCTB €ro
HKBUBAJIEHTHOCTH 3asBISIEMOMY MEIUIIMHCKOMY HU3JEIIUIO IPHU OJHOBPEMEHHOM BBIITOJIHEHUH
CJIEIYIOLINUX YCIOBUM:

a) paccMaTpUBaeMble MEIULIMHCKUE W3JENIHS UMEIOT OJUHAKOBOE Ha3HAYECHHE, B TOM
yucJe (Mo NPUMEHUMOCTH) B OTHOIIICHUU:

MMOKAa3aHUM K TPUMEHEHHUIO;

IpeAHA3HAYEHHOT' O TI0JIb30BATEIIS;

TSYKECTH U CTaIUU 3a00J1€BaHUS WU COCTOSHUS MALlUEHTOB;

IPYIIIbI NAIUEHTOB, JI1 KOTOPBIX MPEIHAa3HAYEHO MEAULIMHCKOE U3/IEIINE;

YacTeW Tena 4eoBeKa, NOABEPrarllnXcs BO3ACHCTBUI0O MEAULIMHCKOTO U3ACIHS WU
KOHTAKTHUPYIOLIUX C HUM,;

TUIA KOHTAKTa;

MPOJIOKUTEILHOCTH UCIIOJIB30BAHUS UJIU KOHTAKTa C TEJIOM;

yCJIOBUU TpPUMEHEHUs (HalpuUMeEp, MEAUIMHCKOE YUpexXIeHUEe, ISl JOMAIIHETro
WCIIOJIb30BaHUsA);

KpPaTHOCTH MPUMEHEHUS, BKIItoUas JIF0Oble OTPaHUYEHMs] B OTHOIIEHUU KOJMYECTBA WIIU
MPOJIOJKUTEIBHOCTH IIOBTOPHOT'O PUMEHEHNS;



0) TEXHHMYECKHUE XAPAaKTEPUCTUKHU (B TOM YHUCJIE€ MPUHLHUI ACHCTBUS, OCHOBHBIC
napaMeTpbl, MaTepuaibl U KOHCTPYKTHUBHBIE OCOOEHHOCTHU H3JENHS) U OUOJOTHYECKHE
XapaKTePUCTHUKH (B TOM YHclie OHOCOBMECTUMOCTh MaTepUaIOB U OUOJIOTHMUYECKOe JeiiCTBHE
MEJUIUHCKOTO H3JENHs) paccMaTPUBAEMbIX MEIULMHCKUX W3JEIUA OJUHAKOBHI B TOU
CTETEeHU, KOTOpasi TapaHTUPYET OTCYTCTBUE PA3IMUUi B UX KIMHUYECKOU 3D PEeKTUBHOCTU U
0€e30IMacHOCTH;

B) MEJULIMHCKOE U3JIETHUE, 3asBJICHHOE B KAUE€CTBE SKBUBAJICHTHOI'0, 3aPETUCTPUPOBAHO B
COOTBETCTBUH € MpaBoM Cor03a WM 3aKOHOIATEILCTBOM I'OCYIapCTBA-UJICHA.

8. OTuer 0 KIMHHUYECKOM J0Ka3aTelbCTBE A(PPEKTUBHOCTH U 0OE30MaCHOCTHU
MEIULMHCKOIO HW3JENIAs JOJDKEH IMOAJECPKUBATHCA B AKTYaJIbHOM COCTOSIHUM C YYETOM
JAHHBIX, TIOJIYYEHHBIX B XOJ€E MOCTIPOJAKHOIO MOHUTOPHUHIA U (WUJIM) MPU MOSBICHUU B
HAyYHOU JUTEpaType HOBOW MOATBEPKIACHHON HH(POPMAIINH, KaCAIOIIEHCs ero 0€30MacHOCTH
1 3G (PEKTUBHOCTH.

JUTst MEAMLIMHCKUX U3JIETIUH Klacca MOTEHIMAIbHOTO pUCKA TPUMEHEHUS 3, a TaAKXKe I
UMILUIAHTUPYEMBIX B OPraHU3M YEJIOBEKA MEIUIIMHCKUX H3IEIUN Kiacca MOTEHUHAIbHOTO
pUCKa MpUMEHEeHHUs! 20 MPOU3BOJUTENb MEIUIMHCKUX U3JENHI WIH €ro YIOJIHOMOYEHHBIN
IpeACTaBUTENb 00s13aH MPOBOJUTH MOCTPErHUCTPALMOHHBIN KIMHUYECKUH MOHUTOPHUHT
6e3omacHOCTH U 3P (YEKTUBHOCTH MEAULMUHCKUX H3JEIUA B COOTBETCTBHHM C IUIAHOM,
BKJIFOUEHHBIM B OTYET O KIMHUYECKOM JI0Ka3aTeNbCTBE 3(PPEKTUBHOCTH U O€30MaCHOCTU
MEIULMHCKOTO H3JENUsl, NPEACTaBIsIEMbli B COOTBETCTBUU ¢ I[IpaBmiiamu mnpoBeneHus
MOHUTOpHUHTa O€30MacHOCTH, KadecTBa U 3(PPEKTUBHOCTH MEIUIMHCKUX H3ICIHM,
yTBepkAcHHbIMU Pemenuem Komnerun EBpasuiickoil 3KOHOMHUYECKOM KOMHMCCHM OT 22
nexabps 2015 r. Ne 174.

II. TpeGoBaHMA K MPOBEACHHUIO KIIMHNIECKHX MCIBITAHAH (MCCI€AOBaHUH) METUIMHCKIX
A3eIHi, KpOMe MEIUIMHCKUX H3EMH IIA JUarHOCTHKH in Vitro

9. Knuaudeckue ucnbITaHus (MCCIEAOBAHUS) MEAULIIMHCKUAX U3ACIUU MPOBOASATCS B
COOTBETCTBUM C MNPUHUMUIIAMH XEJIbCUHCKOW JI€KJiapanuu BcemMHupHOW MEIUIIMHCKOU
accoranuu 1964 roxa "OTuyeckue NPUHIMIB MEAULIUHCKUX HCCIEIOBAHUI C y4acTHEM
YeJIoBeKa B KauecTBe CyObeKTa ucciaeoBaHus".

Knunnueckue ucnbiTanus (MCCIEOBaHUSA) MEIUIIMHCKUX HU3JIEIUM HA TEPPUTOPUIX
rOCYJIapCTB-WICHOB MPOBOJATCS B BBHIOPAHHBIX 3asBUTEIEM MEIUIMHCKUX OpPTaHU3ausax (
KJIMHUYECKUX IIEHTpax), CBEICHHUS O KOTOPHIX BKJIIOYEHBI B EIUHBIA peecTp
YIIOJTHOMOYEHHBIX OpraHu3alliii, UMEIOIIUX MPaBO MPOBOJUTH UCCIEAOBAHUS (MCTIBLITAHUS)
MEIUIIMHCKUX H3JCIUN B IENAX HMX pPEeTHucTpauuu (Jagee — peecTp yHMOTHOMOYEHHBIX
OopraHu3aIui).

10. MeauuuHcKue OpraHu3anu (KIWHUYECKHE IIEHTPHI), KOTOPHIC MPOBOISAT
KJIMHUYECKHUE UCIbITAHUS (UCCIEIOBAHUA), a TaKX€ CHEUHATUCTbl dTHUX OpraHu3allui,
MPOBOJISIIME KIMHUYECKHE HWCHBbITaHUSA (HMCCIeI0BaHUSA), HE MOTYT HaXOJIUThCS C



MPOU3BOAUTENIEM MEIUIMHCKOTO M3AEIUs, YIOJIHOMOYEHHBIM MPEACTABUTEIEM
MPOU3BOAUTENSI WM JAPYTMMHU 3aMHTEPECOBAHHBIMU B pe3yjibTaTaX MWCHBITAHUNA (
MCCJICIOBAHMI ) JTUIIAMU B OTHOIIECHUSX, BIUSIONINX HAa X O€CIIPUCTPACTHOCTb.

KommMmepueckoe, ¢ruHaHCOBOE WM MHOE JIaBJIEHUE, CTaBsIIEe OCCIPUCTPACTHOCTH
MEJIUIIMHCKOW OpraHu3anuu (KIMHUYECKOro IEHTPa), MPOBOASIIEH KIMHUYECKUE UCTIBITAHUS
(uccnenoBanus), MOJ yrpo3y, He JOIMYyCKAeTCsl.

11. Knuanueckue ucnbiTanus (UCCIEAOBAHUS) MEAUIIMHCKUX U3JCJIHI MPOBOMASITCS Ha
OCHOBE TMPOTrpaMM HCHBITAHUN (HUCCIIENOBaHUN) TaKUM OO0pa3oMm, 4YTOOBI PE3YyJbTAaThl
UCTOBITaHUM (UCClIeOBaHUN) MOTJM MOATBEPAUTh WJIM ONPOBEPTHYThH 3asBICHHBIC
MIPOU3BOAUTEIEM KIMHHYECKYIO 3(PGHEKTUBHOCTh M 0€30MaCHOCTh MEIMIIMHCKUX H3JSTUH.
KonnuecTBo mpoBeeHHBIX HAOMIOJCHUN JOJTXKHO OBITh JOCTATOYHBIM JISI TOTO, YTOOBI
00€eCIeYnTh CTATUCTUIECKYIO TOCTOBEPHOCTH, BOCIIPOU3BOJAUMOCTD PE3YIbTATOB U HAYYHYIO
000CHOBaHHOCTH BBIBOJIOB.

UcnbiTanusa (WccinenoBaHusl) MEAUIMHCKUX W3JEJIUN, MPEeIHA3HAUYEHHBIX s
UCIIOJIb30BaHUs JIMI[AMHU, HE UMEIOIIMMHU MEIUIIMHCKOTO 00pa3oBaHMs, MPOBOJIATCS B
YCIIOBUSIX, MOJCIHUPYIOUIUX YCJIOBHUS HUCIOJb30BAaHUS ATUX MEIUIIMHCKUX H3JCNIHI IO
Ha3HAYECHUIO.

12. Knunuueckue UcCTbITaHUs (MCCIEOBAHUS) MEAUIIMHCKUX U3JETUN MPOBOJSTCS B
YCJIOBUSAX, YCTAHOBJIICHHBIX TPOU3BOUTENEM AJISI IPUMEHEHUS 3TUX MEIULMHCKUX U3JIETUN
U TIPElyCMOTPEHHBIX MIPOrpaMMaMu UCTIBITAaHUH (MCCleOBaHUM).

13. UccnenoBaTenb HECET OTBETCTBEHHOCTh 3a MPOBEACHUE KIIMHUYECKOTO UCIIBITAaHUSA (
UCCJIeI0BaHMs) MEAUIIMHCKOro u3aenus. MccnenoBaTenb NOMKEH UMETh JIOCTYN KO BCEM
MMEIOIMUMCS TEXHUUYECKUM U KIUHUYECKUM JaHHBIM 00 HUCHBITYeMOM (HUCCIEAYyEMOM)
MEJIULIMHCKOM W3JEIIHH.

14. Jlna obecneueHust uccienopareneii HEOOXOAMMBIM 00bEMOM HH(OpPMALIMU O
MEIHUIIMHCKOM U3JICNINM 3asiBUTEIIb MPEACTABISAECT OpPOUIIOPY UCCIEI0BATEINS, COIECPKAHUE
KOTOPOU COOTBETCTBYET TPEOOBAHUSIM COTJIACHO MpUIIOKEHUIO Ne 1.

15. Coneprxanue nporpaMMbl KIMHUYECKOTO UCTIBITAHUS (UCCIEA0BaHU) MEIUIIMHCKOTO
U3JIEHS I0JDKHO COOTBETCTBOBAThH TPEOOBAHUSIM COTIIACHO MPUIIOKEHUIO0 No 2.

16. Onucanue nu3aiHa KIMHUYECKOTO UCTIBITAHUS (MCCIEe0OBaHMs) JOJXKHO BKJIIOUATh B
ceost:

a) cTpareruto o0ecreyeHus] KIMHUYECKON 3HAYMMOCTH M HayYHOU 0OOCHOBAHHOCTH
Pe3yIbTAaTOB ¢ 000OCHOBAaHHEM €€ BHIOODA;

0) OCHOBHBIE W JIOTOJHUTEIbHBIE KOHEYHbIE TOYKH ¢ 0OOCHOBaHHWEM MX BbIOOpa U
U3MEPEHUSL.

17. Ilporpamma KIMHHYECKOTO HUCHBITaHUS (MCCIEIOBAHUS) COTJIACOBBIBAETCS C
MEIUIMHCKUMU OpraHu3anusIMu (KIMHUYECKUMHU LHEHTPaMHU) u
KOOPAMHATOPOM-HUCCIE0BATEIeM TMpPH MPOBEACHUU MHOTOIUEHTPOBOTO UCIHBITAaHUS (
UCCIIEIOBAHUS) M YTBEPIKIa€TCsl 3asIBUTEIIEM.



18. Jlnst mpoBeieHHs] KITMHUYECKOTO UCTIBITaHUS (MCCIIe0BAHMS ) METUIIMHCKOTO U3CITUS
3asIBUTEJIb MIPEJCTABIISET B MEIUIIMHCKYIO OPTaHU3AIMIO (KJIUMHUYECKUN IIEHTP) CIAEAYIONIne
CBEJCHUS U JOKYMEHTHI, O(OpMIICHHBIE B COOTBETCTBUM C 3aKOHOJATEIHCTBOM
rocyjapcTBa-ujieHa, Ha TEPPUTOPUU KOTOPOTO MPOBOJUTCS KIMHUYECKOE HCIBITaHUE (
HCCIIEIOBAHUE):

a) pa3pelieHrue yroJJHOMOUYEHHOTO opraHa (PKCIEPTHOM OopraHu3allii) Ha MPOBEICHHE
KJIMHUYECKOTO HCHBITaHUS (MCCIEAOBAHUSA) MEIUIIMHCKOTO H3JeNus (3a HCKIIYCHHEM
MPOTPAMMHOTO OO€CTICUCHHUS, SIBISIONIETOCS MEAUIIMHCKUM HW3JCIHEM) WM PEKBU3UTHI
peecTpoBOM 3aIUCH B PEECTPE, B KOTOPHIN BHOCSTCS CBEJICHHS O BBIJJAHHBIX PA3PEIICHUSIX U
MPEJCTABICHHBIX YBEAOMIICHUSX O MPOBEACHUN KIMHUYECKUX WM KIMHUKO-1a00paTOPHBIX
WCTIBITAHUM (UCCIIeIOBAHMI ) MEAUITMHCKUX U3JIETUH (ajiee — peecTp pa3pelieHui);

0) 3asBJICHHE O MPOBEICHNN KIMHUYECKOTO UCIIBITAaHUS (MCCIEA0OBAHMS) METUITMHCKOTO
U3JICIINS;

B) MHUCHbMEHHOE MOJTBEPKIECHUE TOT0, UTO JAHHOE MEIUIIMHCKOE U3JIEIUE YIOBIECTBOPSIET
BCEM MPUMEHUMBIM TpeOOBaHUSAM 0O€301acCHOCTH U 3(P(HEKTUBHOCTH, 3a HCKIIOUCHHEM TEX
CBOWMCTB M XapaKTEPUCTUK, KOTOPBIE JOJKHBI OBITh MCCIEIOBaHbI B XOJ€ MPOBOJIUMOTO
KJIIMHUYECKOT'O UCTIBITAHUS (MCCIEA0BaHUS) METULIMHCKOTO U3EIHS;

r) Oporrtopa ucciaeaoBaTes;

1) MporpamMMa HCHbITaHusA (UCCIENOBaHUs), COCTABIECHHAs B COOTBETCTBHUH C
TpeOOBaHUSIMU, TIPETYCMOTPEHHBIMHU MpuiiokeHueM Ne 2 k Hactosmum [IpaBumam;

e) oOpasibl (oOpaszerr) MEAWIIMHCKOTO H3JeNUsl BMECTE C NMPUHAIICKHOCTIMU,
HEOOXOIUMBIMH JJISl IPUMEHEHUsI MEIUIIMHCKOTO M3CIHS 10 Ha3HAYCHUIO (MpH HATUIUU
MPUHAJJICKHOCTEN);

) CBEJICHUSI O COOTBETCTBUU METUIIMHCKOTO M3Aenus OOmmmM TpeOOBaHUM;

3) MHCTPYKIUS O NPUMEHEHHUI0O MEIUIIMHCKOTO Hu3Aenus (dKCIUTyaTallMOHHAs
JTOKYMEHTAIIHS );

1) TEXHUYECKUH (paiiil Ha MEIUIIMHCKOE U3JCIHE, COJCPKaHNE KOTOPOTO COOTBETCTBYET
TpeOOBaHUSIM corjiacHo mnpuioxkeHuto No 3 (mias MEOUIIMHCKUX W3JEIUN, Kpome
IPOTPAMMHOI0 00ECIeYeHUS U MEIUIMHCKUX HW3ASIUN ISl TUarHOCTHKM In VItro) Wiu
npusioxkernuto Ne 4 (s mporpamMMHOTO OOecCHeyYeHMs, SIBISIONIETOCS MEIUIUHCKUM
U3JICJINEM), 32 WCKJIIOUCHHEM CBONCTB M XapaKTEPUCTUK 0€30MacHOCTH U d(PGHEKTUBHOCTH
MEJIUIIMHCKOTO U3JEJIHsI, KOTOPhIE JIOKHBI ObITh ONpEIeNICHbl B pe3yJibTaTe MPOBOIUMOIO
KIIMHUYECKOTO UCTIBITaHUS (MCCIIeI0OBAHUSA);

K) 3aKJIIOYEHUE KOMHUTETa MO ATHKE O MPOBEIACHUHU KIMHUYECKOTO HUCIBITAaHUS (
MCCIIEIOBAHUS) MEAUIIMHCKOTO U3/IEINS;

J) KOMUS JOKyMEHTa 00 yCJIOBUSIX CTpaXxOBaHUS WJIM BO3MEIICHHS (KOMIIEHCAIUH)
BO3MOXXHOTO Bpe€la TpH BO3HUKHOBECHWU HEOJIATONMPUATHBIX COOBITHI (WHIIMICHTOB),
OCYILIECTBIISIEMBIX B COOTBETCTBHH C 3aKOHOJIaTEJILCTBOM TOCYapCTBa-ujIeHa, HA TEPPUTOPUHU
KOTOPOTO MIPOBOJAUTCS KIIMHUYECKOE UCTIBITaHUE (MCCIEOBAHUE) METUIIMHCKOTO U3/IETUs;



M) dhopma HHPOPMUPOBAHHOTO COTIIACHS, BKIIIOYAsi BCE HEOOXOAMMbIE Pa3bsICHUTEIbHBIC
Marepuanbl, a TaKxke WHas wWHOpMaIMs, TpeaocTaBisieMas CYOBEKTYy HCIHBITaHHUS (
UCCIIEIOBAHUS ),

H) (OopMBI MHIUBUAYAIBHOW PETHCTPAIIMOHHOW KapThI, THEBHUKOB W BOIPOCHUKOB,
KOTOPBIE TIPEJICTOUT 3ATOJHATH UCCIIE0BATEIISIM;

0) opma oTyeTa 0 HEOJIArOMPHUATHBIX COOBITUSAX (MHIIUICHTAX);

) ¢dopma oT4eTa O HEJOCTATKAX MEIUIIMHCKOTO U3/IEIUs;

P) GOPMBI OTYETOB O KIMHHYECKOM UCTIBITAHUU (MCCIIEI0BAHUN) METUITMHCKOTO U3/CIINS,
BKJTFOYAs IPOMEKYTOYHBIA OTYET;

C) MaTepuaibl (BKJIIOYAsi peKJIAMHBIE), UCTIOIb3YEMBbIE JIJISl TPUBJICUCHUS MTOTEHITMATBHBIX
CyOBEKTOB UCIIBITAHUS (UCCIICIOBAHUS).

19. ITpu npoBeeHNN KIMHUYECKUX UCTIBITAHUM (MCCIIeIOBAaHUM) METUITUHCKUX U3
OCYUIECTBIISIOTCS:

a) MpOLEypbl B COOTBETCTBUU C IMTPOrpaMMaMU UCIIBITAHUN (MCCIIeIOBaHUM );

0) BelleHHe OAHO3HAYHO UJCHTU(DHUIIUPYEMBIX 3aMMCel MO pe3yJibTaTaM MPOBEIECHHBIX
KIIMHUYECKUX UCIBITAHUM (HCCIIeIOBaHMM);

B) OIICGHKAa W aHalU3 JAHHBIX, MOJYUYCHHBIX B XOJ€ KIMHUYECKUX HCIBITAHUHN (
HCCIICIOBAaHUM ) MEIUIIMHCKUX H3ICIIHM;

r) 10opaboTKa SKCIUTyaTallMOHHON TOKYMEHTAIIUW MPOU3BOIUTENS HA MEIUITUHCKOE
U3JIeNIie 10 pe3ybTaTaM UCTIBITAHHUM (KCCiie10BaHui) (IpU HEOOXOAUMOCTH);

1) COCTaBJICHNE W BhIJja4a 3asBUTEIIO OTUYETA O KIIMHUYECKOM UCITBITAHUH (MCCIICOBAaHUU
) MEAUIIMHCKOTO U3IEITHSI.

20. OT4eT 0 KIMHUYECKOM HUCIBITAHUH (MCCICAOBAHUN) MEAUITMHCKOTO HM3IeTus (C
MpHIoKEeHUEM 00o0marmux Tadnuil (rpaduKoB) pe3yIbTaTOB UCIBITAHUN (MCCIIEIOBAHUN)
C COOTBETCTBYIOIIEH CTAaTUCTHYECKOW OOpabOTKONW M KOMMEHTApHEB K HHUM) JOJDKEH
colepKaTh KPUTUYECKYIO OIICHKY BCEX JIaHHBIX, TMOJYYCHHBIX B XOJ€ HCIHBITaHHUS (
WCCJICOBaHUsA), B TOM YHCJIE HETaTUBHBIX JaHHBIX. TaKOW OTYET COCTaBJsAeTCS 1Mo Gopme
COTJIACHO TPHUJIOXKEHUIO Ne 5, TOAMUCHIBAETCS WCCIENOBATEISIMH W YTBEPXKIAeTCA
PYKOBOJUTENEM MEAUIIMHCKON OpraHu3aluuu (KITMHUYECKOTO IIEHTPA).

[Ipn mpoBeneHWHM MHOTOIEHTPOBBIX KIMHUYECKUX WCIBITAHUA (MCCICTOBAHUMN )
COCTaBJISIETCS] OOUTUI OTUET, KOTOPHIN MOAMKUCHIBACTCS UCCIEIOBATEISIMU U PYKOBOAUTEISIMU
MEIUIIMHCKUX  OpraHu3anuii  (KIMHUYECKUX  IEHTPOB) H  YTBEPXKIAacTCH
KOOPJIMHATOPOM-HUCCIIeI0BATEIIEM.

21. 3asgBUTETH UMEET MPABO KOHTPOJIMPOBATH MPOBEACHUE KIMHUICCKOTO UCIBITAaHUS (
WCCTIEJIOBAHNSA) MEIUIIMHCKOTO HM3JIeIUsl Ha BCEX JTamax MOCPEICTBOM Ha3HAYEHUS JIUII,
UMEIOIIMX COOTBETCTBYIOLIYIO KBaTU(UKAIMIO, U TPOBEACHUS MTPOLIETYP MOHUTOPUHTA WU
HE3aBUCUMOM OIIEHKH COOTBETCTBHUS C IEIIBIO MOTYUYEHUS JOCTOBEPHBIX JaHHBIX.



IV. O6ocHOBaHME KiMHIIECKOH 3P PEKTHBHOCTH B 6€30I1aCHOCTH MEAUIAHCKUX W3NEIHH I
JHMArHOCTHKH in vitro

22. Jloka3aTeabCTBO COOTBETCTBHS MEIUIIMHCKUX W3S I THATHOCTHKH IN VILro
OO6uM TpeOOBaHUSM BKJIIOYACT B ceOs 000CHOBaHWE KIMHUYECKOW A(PHEKTUBHOCTU U
0€30MacCHOCTU MEIUIIMHCKUX U3EIUM I TUarHOCTUKH 1N VILro.

Ob6ocHoBaHue KIMHUYECKON d(PekTuBHOCTH U Oe3omacHOCTH odopmisieTcs B popme
OoT4eTa O KJIMHUYECKOM JI0Ka3aTebCTBE d(PHEKTUBHOCTU U OE30MACHOCTH MEIUIIMHCKOTO
U3JIeTUs U, TJIe MPUMEHUMO, OCHOBBIBAETCSA Ha OMPEIEICHUN WIN TMOATBEPKICHUN HAYIHOU
000CHOBaHHOCTH AHAJIUTA, AHATUTUYECKON 3(D(PEKTUBHOCTU U KIMHUYECKON 2PHEKTUBHOCTH
MEUITUHCKOTO W3JIENHS JJII TUarHOCTUKY 1N VItro Py €ro UCIOJIb30BAHUH 110 HA3HAYCHUIO,
YCTAHOBIICHHOMY Tpou3BojuTeNeM. HenpuMeHHMMOCTh YKa3aHHBIX XapaKTEPUCTHK
00OCHOBBIBAETCS B OTUETE O KIMHUYECKOM J10Ka3aTeNbCTBE A(P(HEKTUBHOCTH U O€30MaCHOCTH
MEIAUITTHCKOTO U3JIEIHSI.

23. OnpeaeneHue Wid NOATBEPKICHUE HAYYHONH 0OOCHOBAHHOCTU aHAJIUTA HE SIBIISETCS
HEOOXOJIMMBIM B CiIyuyae, €CJU CBS3b aHAIUTA C KIMHUYECKUM WUIU (U3UOJOTHUYECKUM
COCTOSIHUEM OpraHM3Ma 4YeJOBEKa XOPOIIO HM3BECTHA U OCHOBBIBAETCS Ha JIOCTYMHOM
uHdopMaIuu.

24. Jlnsg HOBOTO aHaJWTa WJIM HOBOT'O HAa3HAYEHMS MEIUIIMHCKOTO W3JCJIHS JJIS
JTUArHOCTUKW In Vitro HaydHass OOOCHOBAHHOCTh aHAJINTA YCTAHABIWBAETCS B XOJIE
KJIIMHUKO-1a00paTOPHBIX HUCIHBITAHUN (MCCIEIOBAHUN) MEIUIIMHCKOTO HU3JEIus s
JMArHOCTUKU 1N Vitro, €Clii He J0Ka3aHO, YTO Hay4yHas OOOCHOBAHHOCThH aHAJIUTa MOXKET
OBITh YCTAHOBJIEHA UHBIM CIIOCOOOM, HAIPUMEDP HA OCHOBE:

a) JTAHHBIX, TTOJIYUYEHHBIX U3 KIMHUYECKOTO OMbITa MPUMEHEHHUS B rOCyAapCTBaX-4JICHAX
MEIUIIMHCKUX U3JEIUI NI JUATHOCTUKH IN Vitro, OMPENESIOMMUX TOT K€ aHAIUT TEM XKe
METOJIOM ¥ UMEIOIINX TO e Ha3HAUYCHHUE;

0) MaHHBIX, TOJYYCHHBIX W3 HAYYHOW JTUTEPATYPHI O MEAUIMHCKUX H3ICIUSIX IS
JIUArHOCTUKH 1N VItro, ONPEAESSIIOUUX TOT e aHAIUT TEM K€ METOJIOM M UMEIOIIUX TO ke
Ha3HAuYEHUE.

25. Ananutuyeckas 3QPEKTUBHOCTh MEIUIIMHCKOTO U3JIETUs ISl TUarHOCTUKHU 1N Vitro
JOJKHA OBITh TOATBEpPXKJACHA pPE3yJibTaTaMU KIMHUKO-Ta00paTOPHBIX MCHBITAaHUN  (
MCCJIEIOBAHMI) JUTSI 3asBIIIEMOTO METUITMHCKOTO U3/I€IUS JUIsl IUarHOCTUKY N VILro.

26. OmnpeneneHue WUIM TOATBEPKICHUE KIMHUYECKOH 3P()EKTUBHOCTH B XOJI€
KIIMHUKO-TTA00PaTOPHBIX HCTIBITAHUN (HMCCIIENOBAHUN) MEIUIIMHCKOTO W3JENUsS IS
JUATHOCTUKU IN VILro HE SIBIAETCS HEOOXOAUMBIM Uil MEIUIIMHCKUX W3ACIHN s
AVMArHOCTUKHU In Vitro B ciydae, €ciu KIMHuYeckas 3()PEeKTUBHOCTh 3TOTO HU3JAEIHUs
MOJIHOCTBIO OIPEACNACTCS aHATUTUYECKOU d(PPEKTUBHOCTHIO U ATOT (PaKT XOPOIIO U3BECTEH
1 00OCHOBaH B OTYETE O KJIMHUYECKOM JI0KA3aTebCTBE A(PPEKTUBHOCTH U OE30MACHOCTH
MEJIULIMHCKOTO U3ENHS.



27. Knuandeckast 3¢ )EKTUBHOCTh MEIUIIMHCKOTO W3JCIHS ISl JUATHOCTUKHU IN VItro
YCTaHABJIMBAETCA B XOJ€ KIMHUKO-Ta0OpAaTOPHBIX MCIBITAHUM (UCCIEIOBaHUMN)
MEUIIUHCKOTO M3JEIus JJId AUATHOCTUKHU 1N Vitro, €Civu He JO0Ka3aHO, YTO KIWHHYECKas
3 PEKTUBHOCTh MEIUIIMHCKOTO H3JICIIUS MOXET OBITh YCTaHOBJICHA WHBIM CIIOCOOOM,
HaIlpyuMep Ha OCHOBE:

a) TAaHHBIX, TOJIYYEHHBIX U3 PELEH3UPYEMON HaydHOU JUTEPATYphl 00 MCIIOIH30BAHUU
MEAUIUHCKOTO U3JeNus Ha Npo0ax, MOJYUYCHHBIX OT OMOJOTHMYECKON pedepeHTHOU
MOMYJISINN;

0) TaHHBIX, MMOJYYCHHBIX U3 KIMHHYECKOTO OIMBITAa MPUMEHECHUS MEAUITMHCKOTO H3CITHS
JUIS AMATHOCTUKH 1N VItro B TOCYJapCTBaxX-ujeHax OO0 OMyOJIMKOBAHHBIX [TaHHBIX O
KIIMHAYECKOM ONBITE NMPUMEHCHHS MEIUIIMHCKOTO HM3JSIUs Ha Mpo0ax, MOJYYECHHBIX OT
Oomnonornyeckoi peepeHTHOMN MOMyJISIUH.

V. TpeGoBanMs K MPOBEACHUIO KIMHUKO-Ta00paTOPHBIX UCILITaHWH (MCCIIeIOBaHMH)
MEIUITHHCKUX U3e/IHii I JUArHOCTHKY in Vitro

28. KnuHnyeckue ucnbiTanust (MCCIeI0BaHU) B OTHOIIEHUN MEIUITUHCKUX U3JCTUN 15
OUArHOCTUKU In Vitro mpoBOAATCS B (OpMe KIMHHKO-Ta00paTOPHBIX MCHBITAHUNA (
HCCJICIOBAHUM ).

Knunuko-nabopatopHble UCHbITaHUS (UCCIENOBaHUSA) MEAUIMHCKUX HU3ACITUN
IIPOBOJSATCA B BBIOPAHHBIX 3asIBUTEJIEM MEIULMHCKUX OPraHU3aLUsAX (KIMHUYECKUX LIEHTPAX )
, CBEJICHHSI O KOTOPBIX BKJIFOYEHBI B PEECTP YIIOJHOMOUYEHHBIX OPTaHU3aUi.

29. MenuuuHCcKue OpraHu3aiuu (KJIWMHUYECKUE LEHTPbI), KOTOpPbIE MPOBOASAT
KJIMHUKO-TA00paTOpHbIE UCHBITaHUS (MCCIENOBAaHMS), a TaKXKE CHEHHAINCTBl 3THUX
OpraHu3alnii, TPOBOJSIINE KIMHUKO-TA00paTOPHbIE UCIBITAHUS (MCCIIEI0OBAHUSA), HE MOTYT
HaXOJUTHCA C MPOU3BOAUTEIIEM MEIULIUHCKOTO U3ENHS, YIIOJTHOMOYEHHBIM ITPEACTABUTEIIEM
MPOU3BOJAUTENS] WM JAPYTMMHU 3aUHTEPECOBAHHBIMU B pe3yjibTaTaXx MCHOBITAHUN (
MCCJIEIOBaHMI) JIMIIaMU B OTHOIICHUSAX, BIUAIOIINX Ha UX OECIPUCTPACTHOCTD.

KomMmepueckoe, (puHaHCOBOE WM HMHOE JaBJICHUE, CTaBAllee OECHpPUCTPACTHOCTH
MEAUIIMHCKONW OpTaHu3aluy (KIMHUYECKOTO LEHTPa), MPOBOISIIEH KIMHUKO-T1a00paTOpHbIe
UCTBITaHUS (UCCIIEI0BaHU), IOl yTPO3y, HE TOMYCKAETCsl.

30. Knunuko-nabopaTopHbie UCIBITaHUS (MCCIIEAOBAHUS) MEAUIIMHCKUX U3ACTUN s
JIMArHOCTHUKY IN Vitro POBOJSATCS Ha OCHOBE MPOrpaMM HCHbITaHUH (MCClIeOBAHUI) TaKUM
o0pa3oMm, 4TOOBI pe3yibTaThl HCMNBITAHUN (KCCIIEIOBAaHUN) MOTJM TOJATBEPAUTH WIIU
ONPOBEPTHYTh 3asBJICHHBIE MPOU3BOJIUTENIEM AaHAJUTUYECKYI0 J()PEKTUBHOCTh W
KIMHUYECKYI0 3(P(EeKTUBHOCTh MEAUUMHCKUX H3IEIUM sl JUArHOCTUKU In  Vitro.
KonnuecTtBo npoBeAeHHBIX 1a00PATOPHBIX TECTOB JOHKHO OBITh JOCTATOYHBIM ISl TOTO,
qTOOBl 00ECHEUYNUTh CTATUCTHUYECKYIO JOCTOBEPHOCTh pE3YyJbTaTOB HCHBITAHUN  (
HCCIICTIOBAHUM ).



31. Conmeprkanue mporpaMMbl KIMHUKO-TA00pAaTOPHOTO UCTBITAHUS (MCCIIETOBAHUS)
MEJIUIIMHCKOTO W3JIeNUsl Il TUarHOCTUKU 1N VItro NOJKHO COOTBETCTBOBATh TPEOOBAHUSIM
COTJIACHO MPUJIOKEHHIO Ne 6.

32. UcnbiTanus (MCCneOBaHUs) MEIUIIMHCKUX U3JICIUN SISl TUArHOCTUKU 1N VItro,
MpeIHA3HAYCHHBIX JIJIS1 UCTIOJIb30BaHUs JIUIIAMH, HE UMEIOIIIUMU MEAUIIMHCKOTO 00pa30BaHus
B 007acTH KJIMHUYECKOW J1abOpaTOpHOW JHMAarHOCTUKH, MPOBOJATCS B YCIOBHUSAX,
MOJICTUPYIOIINX YCIOBUS UCTIOIB30BAHUS 3TUX MEIUIIMHCKUX U3ACNIHI 0 HA3HAYCHUIO.

33. KnuHuko-nmabopaTopHbie UCTIBITAHUS (MCCIAEAOBAHUS) MEUIIMHCKUX W3S s
JMArHOCTUKH IN Vitro, MpelHa3HauYCHHBIX I MPUMEHEHHS B COUETAaHUU JIPYT C JAPYroM B
BUJE AHAIUTUYECKUX CHUCTEM, MOTYT MPOBOAUTHCA B paMKax OJHOIO HCHBITAHUS (
HcclieIoBaHus) (BMeCTe C MPUHALICKHOCTIMHU, HEOOXOAMMBIMU ISl HMCIOJIB30BaHUS
MEJIUIIMHCKOTO U3/IEIUS 110 HA3HAUYCHHUIO).

34. ITpoObl, UCTIOJIb3yeMbI€ B KIMHUKO-Ta00PATOPHBIX MUCHBITAHUSAX (MCCIIEIOBAHUSIX)
MEIUUHUHCKUX HU3JEIUN NI AUArHOCTHKHU 1N VItro, MOTYT OBITh COOpaHbl U3 HECKOJIBKHUX
MCTOYHMKOB, BKIIIOYasl OCTATOYHBIC 00pa3ilbl, apXUBHBIE OOpPA3Ibl WU IeJCHAIPABICHHO
0TOOpaHHbIE 00PA3LIbI.

OcTtaToyHBIMU O0Opa3laMU CUYUTAIOTCS OCTATKH OOpa3moB, COOpaHHBIX B XOJ¢
Je4eOHO-TMarHOCTUYECKOTO TTpoliecca.

K apxuBHBIM 00Opasnam uiu mpodaM OTHOCSATCS OXapaKTepH30BaHHBIC O0Opa3Ilbl WU
poOBI, KOTOPBIE OBLIM OTOOPaHbI paHee U MOJYyYEHbl U3 PENO3UTOPUEB (B TOM YHciie OaHKU
TKaHEW, CTaHJIapTHBIE TaHEU, My3€UHbIC TECT-IITAMMbI U UHBIEC KOJIJIEKIIUH).

[Tox nenenamnpaBiaeHHO OTOOPAaHHBIMH 00pa3aMy MOHUMAIOTCS 00pas3Ilbl, KOTOPbIE ObLIH
B34Thl Yy NAIMEHTOB CIEIUAIBbHO IS UCIOJb30BAaHUSI MX B KOHKPETHOM HCHBITAHUU (
HCCJICIOBAHUM ).

[Ipu npoBeieHUH UCTIBITAHUN (MCCIIEIOBAHMI) MEUIIMHCKUX WU3ACIIUN IS TMarHOCTUKHU
in Vvitro ¢ WCIOJb30BAaHHEM IIeJICHAIIPABICHHO OTOOpaHHBIX OOpAa3IOB JIOKHBI OBITH
MOJTy4YeHbl UH(POPMUPOBAHHBIC COTJIACHS.

35. Pe3ynbraThl TeCTUpOBaHUS ONpoO B XOJ€ KIMHUKO-TA0OPATOPHBIX HUCHBITAHUM (
UCCJIeIOBAHUN) MEIUIIMHCKOTO U3/I€NHs JUIsl IUarHOCTUKY N Vitro (3a UCKIIIOUEHUEM CITy4YaeB
MPOBEICHUS] THTEPBEHIIMOHHOTO KIIMHUYECKOTO HCCienoBaHus Y(PPEKTUBHOCTH) HE TOTKHBI
UCIIONb30BAThCS IS JIPYTUX IleJeld, KpPOMe OIIEHKH €ro aHaJuTHUYeCKOW u (UJIN)
KIMHUYECKOU 3(()EKTUBHOCTU, €CIIM ITHYECKHE COOOpPa)KEHHS, MOJTHOCTHIO pa3/eisieMbie
BCEMU HCCIIEIOBATEIAMH, YUYACTBYIOIIMMH B UCTIBITAHUM (MCCIEAOBAHUN), HE MPEANOIAraroT
oOpatHoe (BKJIIOYass HEOOXOAMMOCTh HHPOPMUPOBAHUA CYOBEKTOB MCHBITAHUN (
HCCIIEIOBaHMI) O pe3ysibTaTaXx TeCTHpOBaHUs). B TakoM ciydae mccliieioBatellb IPUHUMAET
Ha ce0sl MOJHYI OTBETCTBEHHOCTH 3a MOCJIEICTBUS MHOTO KMCIOJIb30BAHUS TOJYYEHHBIX
JAHHBIX.

36. Kinunuko-nabopaTopHble UCTIBITAHUS (MCCIAEAOBAHUS) MEIUIIMHCKUX U3IEIHM s
JMATHOCTUKH 1N VILro HOBBIX UM 0CO00 OMAacHbIX MH(EKIIMOHHBIX 3a00JI€BaHUM, B TOM YHCIIE



MPUPOTHO-0YATOBBIX MH(PEKIIMOHHBIX 3a00J€BaHUN, MOTYT MPOBOJUTHCS B JTaOOPATOPHBIX
YCIOBHUSIX C MPUMEHEHUEM apXMBHBIX 00pa3noB u (Wiv) oOpa3LoB, MOITYyUYEHHBIX
TCHHO-WHXEHEPHBIM CITIOCOOOM.

JI1st MEAUITUHCKUX U3JCIUIN [Tl AMATHOCTUKU 1N VILro KJIACCOB MOTEHIIMAIIBHOTO pUCKa
npuMeHenus 1, 2a u 20, KIMHUKO-Ta00paTOPHBIC MCHBITAHUS (MCCIEIOBAHUS) KOTOPHIX
IIPOBEJICHBI B YKA3aHHBIX YCIOBUSX, a TAKXKE JIJIST MEAUIIMHCKUX U3JIETNIN I TUAaTHOCTUKH 1IN
VItro penKo BCTpeyarIuxcs 3a00J€eBaHUl MPOU3BOJIUTENL [0 COTJIACOBAHMIO C
YIOJIHOMOYEHHBIM OPTaHOM (IKCIEPTHON OpraHU3aluei) MPOBOAUT MOCTPETUCTPAIITMOHHBIN
KIMHUYECKUA MOHUTOPUHTI Oe30macHOCTH W 3(G(PEKTUBHOCTH MEIMIIMHCKUX HW3JCIUN B
COOTBeTCTBUMU ¢ [IpaBuiamMu mpoBeAeHUS MOHUTOPUHTAa OE30MacHOCTH, KadecTBa U
() PEKTUBHOCTU MEIUIIMHCKUX U3ETUN C IEIbI0 MOJYyYeHUsI CTATUCTUYECKHU JIOCTOBEPHBIX
XapaKTEPUCTUK MX aHATUTUICCKON U (MM ) KIIMHUYECKOU 3 (PEKTUBHOCTH.

37. Ilporpamma KIMHHUKO-JIA00pAaTOPHOTO UCHBITAHUS (MCCIIEIOBAHMS) MEAUIIMHCKOTO
W3AeNus JUIsl AUArHOCTUKHU IN VIro COTJIaCOBBIBAETCS C MEJUIMHCKUMHU OpTaHU3aIusIMu (
KJIMHUYECKUMU LIEHTPaMU) U YTBEPKAACTCS 3asIBUTEIIEM.

38. Jlns mpoBeaeHUs KIMHUKO-Ta00paTOPHOTO UCHBITaHUS (MCCIIEIOBAHUS)
MEUITMHCKOTO U3CNUS ISl JUATHOCTUKH 1N VItro 3assBUTEIb MPEJCTABISET B METUIIMHCKYIO
OopraHu3anuio (KIMHUYECKUHN I[EHTpP) CIASAYIONINE CBEICHUS U TOKYMEHThI, 0OpMIICHHBIC B
COOTBETCTBUU C 3aKOHOJATEILCTBOM TOCYAapCTBa-wieHa, Ha TEPPUTOPUU KOTOPOTO
IPOBOJUTCS KIIMHUKO-I1a00paTOPHOE UCTIBITAaHUE (UCCIEIOBAHUE):

a) 3asiBJICHHE O MPOBEACHUM KIMHUKO-T1a00pATOPHOTO UCMBITAHUS (KMCCIIEIOBAHMUS)
MEAUITMHCKOTO U3JIeTHUs AJI TUAarHOCTUKH in Vitro;

0) MUCbMEHHOE MOJTBEPXKICHUE TOr0, YTO JAHHOE MEIULIMHCKOE H3JeNue s
JTUArHOCTHKYU IN VItro yJAOBIETBOPSAET BCEM MPUMEHUMBIM TpeOOBaHHUSIM O€30MaCHOCTH U
3 PEKTUBHOCTH, 32 UCKIIOUYEHUEM T€X CBOMCTB M XapaKTEPUCTUK, KOTOPHIC JOJKHBI OBITH
HCCIIEIOBAHBI B XOJ€ KIMHUKO-Ia00PAaTOPHOTO UCIBITAHUS (MCCIIEIOBaHUS) MEIUIIMHCKOTO
W3JIeIUs JI JTUArHOCTUKY 1N VILro;

B) IporpaMma HCHbITaHUS (MCCIENOBaHUSA), COCTABIIEHHAs B COOTBETCTBUU C
TpeOOBAHUSIMU, MPEYCMOTPEHHBIMU NpuiiokeHueM Ne 6 k HactosmuM [IpaBuiam;

r) oOpasisl (00pa3el]) MEAUIIMHCKOTO U3JENusl JJIsi AUATHOCTUKU IN VIIro BMECTE C
NPUHAJIEKHOCTAMH, HEOOXOIUMBIMHM JJII TPUMEHEHHUS MEIUIMHCKOTO H3JeNusl T0
Ha3HAYEHUIO (MPU HAJIMYUU PUHATICKHOCTEN );

1) CBEJICHUS O COOTBETCTBUH MEIMITMHCKOTO M3ACIHS JUIS TUAarHOCTUKH In vitro O0mum
TpeOOBAHUSIM;

€) MHCTPYKIUS MO MPUMEHEHUIO MEIUITMHCKOTO W3ACNHsl JJIS TUATHOCTUKHU In Vitro (
AKCILTyaTallMOHHAS IOKyMEHTAIu);

) TeXHHYECKHU (aiil Ha MEIUIIMHCKOE H3JENHe ISl AUATHOCTHKH In VItro,
COOTBETCTBYIOIIHM TpeOOBaHUAM, MPETyCMOTPEHHBIM MpuiioxkeHueM Ne 5 k TpeOoBaHUsSIM K
BHEJPEHUIO, MOAACPKAHUIO U OIEHKE CHCTEMbl MEHEIKMEHTa KadeCTBa MEIUIIMHCKUX



U3JICNIM B 3aBUCHMOCTH OT TOTEHIMAIBHOTO PHCKAa HMX MPUMEHEHUS, YTBEPKICHHBIM
Pemenuem Coera EBpasuiickoii skoHomudeckoit komuccuu oT 10 Hosi0psa 2017 1. Ne 106, 3a
HCKIIFOUCHHEM CBONCTB M XapaKTEPUCTUK 0e30macHOCTH U d(P(HEKTUBHOCTH METUITUHCKOTO
U3JIeNINsA, KOTOpbI€ JOJDKHBI OBITh ONpEACICeHbl B pe3yJibTaTe MPOBOJUMOTO
KJIMHUKO-1a00paTOPHOr0 UCIIBITAHUS (MCCIEA0BAHMS);

3) paspelieHue yrnoIHOMOUYEHHOIO opraHa (3KCIEepPTHOW opraHu3aliy) Ha MpOBEJICHUE
KJIIMHUKO-1a00paTOPHOTO UCIIBITaHUS (MCClie10oBaHus) (ITPU MPOBEACHUN UHTEPBEHIIMOHHOTO
KIIMHUYECKOTO HCcieAoBaHus 3(P(HEKTUBHOCTH) WM PEKBU3UTHI PEECTPOBON 3alucH B
peecTpe pa3pelICHU;

1) 3aKJIFOYCHHE KOMHUTETA 10 ATUKE O IPOBEICHUH KIMHUKO-IA00paTOPHOTO UCTIHITAHUS (
uccienoBanus) (MpU MPOBEACHUM HWHTEPBEHIIMOHHOTO KJIMHUYECKOTO MCCIeI0OBaHUS
3¢ (HEKTUBHOCTH);

K) Opoirtopa uccienoBarens (MpuU MPOBEICHUH HHTEPBEHIIMOHHOTO KIMHUYECKOTO
uccienoBanus 3pPEeKTUBHOCTN);

1) popMa UHPOPMUPOBAHHOTO COTIIACHS, BKIIIOYAs BCE HEOOXOUMBIEC Pa3bsICHUTEIbHBIC
MaTepualibl, a TakKe HWHas HuHpopMalusi, NOpefocTaBisieMas CyObEKTy HCHbITaHUS (
uccienoBanus) (MpH MPOBEACHUM HWHTEPBEHIIMOHHOTO KIMHHYECKOTO WCCIEOBAHUSA
3¢ (HEeKTUBHOCTH);

M) KOSl JOKyMEHTa 00 yCJIIOBHUSIX CTPaxOBaHHS WU BO3MEIICHUS (KOMIICHCAIIUN)
BO3MOXKHOTO BpeJla NMpPU BO3HHUKHOBEHUM HEONArOMPHUSATHBIX COOBITUM (MHIUIEHTOB),
OCYILIECTBIISIEMBIX B COOTBETCTBHH C 3aKOHOJIATEIILCTBOM T'OCYIapCTBA-YJIEHA, HA TEPPUTOPUU
KOTOPOTO MPOBOJUTCSA KIMHUKO-IA00pAaTOPHOE UCTIbITAaHUE (MCCIIEI0BAHUE) METUIIMHCKOTO
W3AeNus JUIsl AMArHOCTUKU In Vitro (MpU MPOBEACHUU WHTEPBEHIIMOHHOTO KIMHUYECKOTO
uccienoBanus 3PpPEeKTUBHOCTH);

H) GOpMbI UHAUBUAYAJIBHON PETUCTPAIIMOHHON KAapThl, JTHEBHUKOB U BOMPOCHUKOB,
KOTOpBIE TPEJACTOUT 3alOJHATh HCCIEAOBATENsIM (IIPU MPOBEIECHUH WHTEPBEHUUOHHOTO
KIIMHUYECKOTO HcciieoBanus 3p(HEKTUBHOCTH);

0) bopMa oT4eTa O HEONATONMPHUATHBIX COOBITUAX (MHIUICHTAX) (TIPU MPOBEICHUU
MHTEPBEHIIMOHHOTO KIIMHUYECKOTO HcciieoBaHus 3 (HEKTUBHOCTH);

) (opMa oTyeTa O HEJOCTATKAX MEAUIIMHCKOTO U3AENHS JUIsl AUArHOCTUKHU 1N Vitro (pu
IPOBEJICHUU MHTEPBEHIIMOHHOTO KIMHUYECKOTO HcclieoBaHus A ()EKTUBHOCTH);

p) MaTepuaibl (BKIOYasl PEKJIIAMHBIE), UCTIOIB3YEMbIE JIJIsl TPUBIICUEHUS TOTEHITUATBHBIX
CyOBEKTOB HCTIbITAaHUS (MCCaen0Banusl) (IIPU IPOBEICHUHN UHTEPBEHIIMOHHOTO KIIMHUYECKOTO
uccienoBanus 3pPEeKTUBHOCTH).

39. Ilpu mpoBeAEeHUU KIWHUKO-T1a00pPaTOPHBIX HUCHBITAHUN (MCCIETOBAHUN)
MEAUIIMHCKUX U3JEIUI 7151 AMarHOCTUKHU 1N VItro OCYIECTBISIOTCS:

a) IpoLeIyphl B COOTBETCTBUHU C MPOrPAMMaMHU UCTIBITAHUH (HCCIIeI0BaHU);

0) BeleHrEe OJHO3HAYHO HACHTU(PUIIUPYEMBIX 3amuceil 00 orneHke (QYHKIIMOHAIBHBIX
XapaKTEePUCTUK, COJICPIKAIIUX BCE PE3YIbTAaThl U3MEPEHUN;



B) OIICHKA W aHAJMU3 MOJYYEHHBIX JAHHBIX C IEhI0 MOATBEPKIACHUS UX COOTBETCTBUS
3asIBJICHHBIM XapaKTEPUCTHKAM;

r) 1opaboTKa SKCIUTyaTallMOHHON JTIOKYMEHTAIIUU MPOU3BOIUTENST HA MEIUITMHCKOE
u3zienue JUisl TUarHOCTUKHU In Vitro 1Mo pe3yibTaTaM HUCIbITaHUM (uccinenoBanuil) (mpu
HEOOXOIUMOCTH).

40. Pe3ynbTarhl KIMHUKO-TA00PATOPHOTO MCHIBITAHUS (MCCIIEIOBAHUS) MEIUIIMHCKOTO
U3MeNus JJIA JUArHOCTUKHU INn VItro CYUTAIOTCS OTPUIIATEIbHBIMU B ClIydae, €Cld OHHU
CBUJICTEJILCTBYIOT O TOM, YTO aHalWTU4YecKas W (WIM) KIUHHYECKass 3(PPEeKTUBHOCTH
YKa3aHHOTO MEIUIIMHCKOTO U3/IeNIMs HE COOTBETCTBYET 3asBICHHBIM MIPOU3BOIUTEIIEM.

41. Otder 0 KIMHHUKO-Ta00OPATOPHOM HMCHBITAHUU (MCCIECTOBAHUHN) MEIUIIMHCKOTO
W3S ISl TUaTHOCTHKY 1N VItro TOJDKEH COJEP)KaTh KPUTHUICCKYIO OIICHKY BCEX JAaHHBIX,
MOJIYYCHHBIX B XOJI€ UCTIBITAHUS (MCCIEOBaHUS), B TOM YHCJIC HETATUBHBIX JaHHBIX. Takou
OTYET cocCTaBisieTcs mo Qopme coriacHO mnpuiokeHuto Ne 7, MOAMUCHIBaETCS
UCCIEIOBATESIMU U YTBEPXKIAETCA PYKOBOJUTEIEM MEIULIUHCKON opraHu3anuu (
KIIMHUYECKOTO IIEHTPA).

B ciydae mpoBeneHHsS MHOTOIICHTPOBBIX KIWHHKO-Ta00PATOPHBIX HCIBITAHUH (
HCCIICIOBAaHUN) MEIUITMHCKOTO M3JSIUs JJIA TUArHOCTHKH 1IN VIro COCTAaBISACTCS OOIIHI
OTYET, KOTOPBIA MOAMHUCHIBACTCS HCCICIOBATEIIIMH H PYKOBOIUTEISIMH MEIUIIMHCKHAX
opraHuzanuii (KITIMHAYECKUX IIEHTPOB) U YTBEPKIACTCS KOOPIUHATOPOM-HUCCIICIOBATEIEM.

V1. Komurer mo 3tHKe

42. B niensix oXpaHbl )KU3HU, 370POBbS U TIPAB CYOBEKTOB UCIBITAHUS (MCCIICIOBAHMS)
Opu TPOBEJACHUM KIMHUYECKUX WJIM KIMHUKO-IA00paTOpHBIX (MPU MPOBEIACHUU
MHTEPBEHIIMOHHOTO KJIMHUYECKOTO HcclenoBaHusi SPOEKTUBHOCTU) UCHBITAHUN  (
MCCJIEOBaHUM) MEIUIIMHCKUX W3JIENUNA B TOCYJIapCTBaX-WiI€HaX NEHCTBYIOT KOMHUTETHI 11O
ATUKE, B TOM YHCJIE Ha YPOBHE MEAUIIMHCKOMN OpraHu3anuu (KIHHUIECKOTO IIEHTPA).

43. B cBoeil paboTe KOMUTET IO ITHKE PYKOBOJICTBYETCS MPUHITUTIAMU XEJIbCHHCKON
neknapanuu BeceMupHoOW MenuMUMHCKOM accoumauuu 1964 roma "OTUueckre NPUHIUIIBI
MEIUITMHCKUX WCCIIEIOBAHUM C yU4acTHEM YeJIOBEKa B Ka4eCTBE CyOBhEKTa MCCIEeNOBaHUs" U
3aKOHOJIATEIHCTBOM I'OCY1apCTB-UJICHOB.

44. OCHOBHBIMY NIPUHIIUTIAMH JICSITEIHHOCTH KOMUTETA TI0 STUKE SBJISTFOTCS:

a) obecrnedyeHue mpaB, 0E30MACHOCTH M OXPaHBI 30POBbs (U3UUECKUX JIHII,
YYaCTBYIOMKMX B KIWHWUYECKUX WIH KIWHUKO-IA0OpATOpHBIX (MpW TPOBEACHUH
WHTEPBEHIIMOHHOTO KJIMHUYECKOTO HuccieAoBaHus d(PEKTUBHOCTH) MCHBITAHUAX  (
WCCJICTIOBAHMSIX ) MEIUITUHCKHAX U3JICTHH;

0) cobmtoieHre MOPATbHO-3THYECKIUX HOPM M HOPM OOITIECTBEHHON MOpaH;
B) COOJIIOZICHUE TTPUHIIUIIOB TYMaHHOCTH;

I') HE3aBUCUMOCTD CYKJICHU;

1) coOroIeHre KOH(PUACHITMATLHOCTH TTOTYUYeHHOU HH(pOpMAITUH;



¢) coOII0IeHrEe HOPM MPO(EeCCHOHAIBHOM 3THKU;

) HeJIONyIlIeHHE KOH(IUKTa HHTEPECOB.

45. OcHOBHBIMU (YHKIIUSIMHA KOMHUTETA 110 ITHKE SBIISIOTCS:

a) pacCMOTpEHHE MPOrpaMM KIMHUYECKUX WM KIWHHUKO-T1a00paTOPHBIX (MpH
MIPOBEICHUH HHTEPBEHIIMOHHOTO KIIMHUYECKOTO UCCIeA0BaHMs 3P (HEKTHBHOCTH ) UCTIBITAHUI
(uccnenoBaHuii);

0) BBIHECEHHUE 3aKJIOYEHUS 00 3TUYECKOM OOOCHOBAHHOCTH JUOO 00 3THUYECKOU
HEOOOCHOBAHHOCTH TIPOBEJCHUSI KIWHUYECKUX WU KIMHUKO-TA00paTOpHBIX (TIpu
MIPOBEICHIH HHTEPBEHIIMOHHOTO KIIMHUYECKOTO UCCIeA0BaHMS 3P (HEKTHBHOCTH ) UCIIBITAHUI
(uccnenoBanuii) MEIUIIMHCKUX M3JCIHI B paMKaxX MPEACTaBICHHBIX MPOEKTOB MPOrpPaMm
KIMHUYECKUX WM KIWHHUKO-T1a00paTOPHBIX (MPU TPOBEACHWH WHTEPBECHIIMOHHOTO
KIIMHAYECKOTO Hcciaea0Banust 3PPEKTUBHOCTH) UCTIBITAHUN (MCCIICTOBAHMN );

B) OLIEHKA COOTBETCTBHS KBadu(UKAIIMU MCCIEN0BATENS I y4acTUs B IPeAjiaraeMoM
UCTIBITAHUM (UCCIICIOBAHUMN).

46. B KOMUTET IO ITUKE MPEJCTABIAIOTCS BCE JOKYMEHTHI U CBEJCHUS, HEOOXOUMbIE
JUTSI TIOJTHOM M THIATEIbHOW AKCIEPTU3BI INIAHUPYEMOTO UCCIICIOBAHUSA. ITH JOKYMEHTHI H
CBEJICHUS JOJIKHBI BKITIOYATh B CEOSI:

a) 3asBJICHUE HA PACCMOTPEHHUE;

0) IPOEKT MPOTPaMMBbI TUTAHUPYEMOTO UCTIBITAaHUS (MCCIICIOBAHNUS);

B) (GOpPMBI UHIAMBUIYAIbHBIX PETHCTPAIIMOHHBIX KapT, JTHEBHUKOB U BOIPOCHUKOB,
KOTOPBIE TIPEJICTOUT 3ATOJIHATh UCCIIE0BATEIISIM;

I') OMHUCAaHHWE JAHHBIX MO 0E30MaCHOCTH MEIMIIMHCKOTO H3JeNHs, UCHbITaHue (
HCCIIEIOBAHNWE) KOTOPOTO 3alTAHMPOBAHO, a TAKXKE €r0 TEXHHYECKHE XapaKTEePHUCTHKH,
JAaHHBIE MPOBEJICHHBIX TEXHUYECKUX HCIBITAHUNA U HCCIEIOBAHUM (HMCIBITAHUN) C IIEJIbIO
OIICHKH OWOJIOTHYECKOTO JCHCTBHUSA, ONHCAHWUE KIWHUYECKOTO OIBITa MPUMEHCHHS
MEUITUHCKOTO U3/IEITHS;

1) OpOIIIOpYy UCCIIeI0BaTENS;

€) pe3toMe ucclienoBarens U (Wiu) ApPyrue MaTtepualbl, MOATBEPKIAOIIUE €ro
KBaTM(UKAITHIO;

’K) MaTepualbl (BKIIOYAs PEKIAMHbBIC), MCTIONb3YEeMBbIe JJIS MPUBICYCHIS TTOTCHIIMATLHBIX
CyOBEKTOB UCIIBITAaHUS (HCCIIEIOBAHU);

3) ¢hopmy MHGOPMUPOBAHHOTO COTJIACHS], BKJIFOUYAsl BCE HEOOXOIUMbIEC Pa3bsICHUTEIIbHBIC
MaTepualibl, a TaKXKe HHYI0 HHGPOPMAIUIO, MPEIOCTABISIEMYI0 CYOBEKTY HCHBITAHUS (
HCCIICIOBaHUS);

M) ONMHMCAaHUE BCEX KOMIIEHCAIUM 3a y4acTHE B UCHBITAHUM (MCCIEAOBAHWUU) IJIS
YYaCTHUKOB UCHBITaHUS (MCCIIEIOBAHUS), BKJIIOYAsi MOKPBITUE PACXOIAOB U MEIUIIUHCKYIO
MTOMOIIIb;

K) WHpOpMAIHIO 00 YCIOBHSX BBIIUIAT U KOMIICHCAIMH CyObeKTaM HCHBITAaHUS (
HCCIICTIOBAHMUS);



J1) ONMCAaHUE YCIOBUI CTPaXOBaHUsl yYaCTHUKOB UCIIBITAHUS (MCCIEN0BAHNUS);

M) TIOJIO)KEHHE O COTJIaCUU CJIE/I0BaTh ATHUYECKUM MPUHIMUIAM, U3JI0)KEHHBIM B
COOTBETCTBYIOIINX PYKOBOJICTBAX;

H) IPEABIAYIINE PEIICHUS, TPUHATHIE KOMUTETaMU 10 3TUKE (TTPU HAJTUYHH).

47. KoMuTeT mo 3THKE paccMaTpUBaeT BONPOC O NPOBEACHHUHU IIPEIIIAracMoro
KJIMHUYECKOTO WM KIMHUKO-Ia00paTOpHOTO (MpH MPOBEICHUU HMHTECPBEHIIMOHHOTO
KJIIMHUYECKOT0 UcciaeA0oBaHus 3(PPEKTUBHOCTH) UCHBITaHUS (uccienoBanus) B TeueHue 30
pabouux THEW Co JHS MOCTYIUICHUS TOKYMEHTOB U CBEIACHUH, MPEyCMOTPEHHBIX MTyHKTOM
46 nacrosamux [IpaBui, u gaeT 3aKir0YeHWE B MUCbMEHHOM BHUJIE, B KOTOPOM JIOJKHO OBITh
UICHTU(UIIUPOBAHO UCTIBITAHKE (MCCIIEIOBAHUE) C YKa3aHUEM PACCMOTPEHHBIX JOKYMEHTOB
Y JIaThl IPUHATHUS PEIICHUS:

a) 00 ogoOpeHuH (Bblayue 3aKIIOUYEHHUS ) POBEICHHS UCTIBITAaHUS (MCCIIEIOBAHUS);

0) 0 HEOOXOAMMOCTH BHECEHUSI U3MEHEHUN B MPEACTABICHHYIO JOKYMEHTAIUIO IS
MOJTy4eHHUs 0JI00peHus (BbIAauM 3aKJIF0YEHHUS ) TPOBEICHUS UCTIBITaHUS (MCCIEOBAHUS ),

B) 00 oTkaze B 0J00peHHHU (BblJaue 3aKIIOUYEHUS) MPOBEICHHUS HCIHBITaHUS (
HCCIICIOBAHMUS);

r) 00 oTMeHe (NMPHOCTAHOBJICHWH) CHEIAHHOTO paHee OoJ00peHHs (BBIAAHHOTO
3aKJIIOUCHMS ) POBEICHUS UCTIBITAHUS (UCCIICIOBAHMS).

48. B cocTaB KkOMHUTETa IO ATUKE BKIFOYAIOTCS JIMIA, 00T A0NIe B COBOKYITHOCTH
HE0OXOUMOW KBajdu(HUKalMEed M OMBITOM [IJIi PACCMOTPEHUS W DKCIEPTHOM OIEHKHU
Hay4YHBIX, MEIUIIMHCKUX U 3TUYECKUX ACTIEKTOB IUIAHUPYEMOT'O0 UCTIBITAHUS (MCCIEAOBAHUSA).

49. KoMHUTET MO 3TUKE OCYIIECTBISET ACATEIbHOCTh B COOTBETCTBUU C JOKYMEHTAIBHO
0(OpMIICHHBIMH TPOLICTypPaMHU.

50. KoMHUTET MO 3TUKE HECET OTBETCTBEHHOCTH 3a TO, UTO OH JIEMUCTBYET MOJHOCTHIO B
HMHTEpecax MOTEHIMATbHBIX CYOBEKTOB UCIBITAHUS (UCCIIEIOBAHUS) C YUETOM UHTEPECOB U
MOTPEOHOCTEN YSA3BUMBIX CYOBEKTOB HCIBITAaHUS (HCCIEAOBAHUS), a TAaKXKE HAIUYUS
3aKOHHBIX MPEJICTABUTENIEH B Cilydae HEOOXOJUMOCTH.

VII. PaspenieHne Ha IPOBEACHUE KIIMHIYECKUX MM KIMHUAKO-Ta00paTOPHBIX HCIBITAHMH (
HACCIICIOBAaHMIA)

51. lng npoBeneHus] KIMHUYECKOTO WM KIMHUKO-Ta00paTopHOro (Ipu IpOBEACHUU
MHTEPBEHIIMOHHOTO KJIMHUYECKOTO HccieAoBaHud S()PEKTUBHOCTU) UCHbITAaHUSA
UCCIICIOBAHUSA) MEQULHUHCKOIO H3IENUsA JOJKHO OBITh IIOJIYYEHO pa3peuieHue

~

YIIOJTHOMOYEHHOTO opraHa (3KCIEepTHOM OpraHM3allii) TOoCyIapCcTBa-4jieHa, Ha TEPPUTOPUHU
KOTOPOTO TUIAHUPYETCS MPOBEACHUE JTaHHBIX MCHBITAHUN (UCcleloBaHui) (nanee B
HACTOSIIEM pa3jielie — yIOJHOMOYEHHBIN opraH (3KCIepTHAsI OpraHu3aius)).

Pa3zpemienue BeitaeTcs HA OyMa)KHOM HOCUTEIIE JIMOO IMyTeM BHECEHUS 3alKCH B PEECTP
pa3penieHui.



Jjist ipoBeIeHUST KITMHUKO-JIa00paTOPHOTO UCTIBITAHUSA (MCCIIEIOBAHUS) MEAUITUHCKOTO
U3enusl I AUarHOCTUKU In Vitro (3a UCKIIIOYEHUEM NPOBEAEHUS WHTEPBEHIIMOHHOTO
KIIMHAYECKOTO uccieaoBaHus 3 (HEKTUBHOCTH) M KIMHUYECKUX UCTIBITAHUN (MCCIICTOBAHMI)
IPOrpaMMHOr0 O0ecreyeHus, SIBISIOIIErocsl MEIUIIMHCKUM U3JIETTUEM, B YIIOJTHOMOYEHHBIH
oprad (3KCIEpTHYI opranusanuio) B TedeHue 10 pabouumx pHeld co JHS Hadana
OCYILECTBIICHHS] MPOLEAYP B COOTBETCTBUM C MPOrpaMMON HCHBITAHUS (MCCIIEIOBAHMUS)
JOJKHO OBITh HAalpaBJ€HO YBEIOMJIEHHE B CBOOOJHOW (opme, CBEACHUA O KOTOPOM
BHOCATCS B PEECTP pa3pelICHUI.

52. Pacxopl, CBSI3aHHBIE C MMOJYYEHUEM pa3pelICHUsI Ha MPOBEICHUE KIMHUYECKUX WU
KJIMHUKO-JIA00paTOpHBIX  (IIpU  MPOBEIEHUH HMHTEPBEHIMOHHOIO  KIUHUYECKOTO
uccnenoBanus 3PpGHeKTUBHOCTH) UCIBITAHUM (MCCIe0BaHM) JTMO0 ¢ BHECEHUEM 3aIliCH B
peecTp pa3pelieHUuil B OTHOIICHUU YKa3aHHbBIX UCIIBITAHUN (MCCIIEIOBAHUIT), HECET 3asiBUTEIIb
B COOTBETCTBUHU C 3aKOHOJATEIBCTBOM TrOCyJapcTBa-ujeHa. Tapudbl Ha OCyIIECTBIEHUE
COOTBETCTBYIOIIMX JACWCTBUU  ONPENENSIOTCA B  MOPSJAKE, YCTAHOBJIECHHOM
3aKOHOAATEIBCTBOM IOCY/IapCTBA-UJICHA.

Bxirouenne B peectp paspelieHuid cBeieHH 00 yBEIOMIJIEHHSIX O IMPOBEICHUU
KIIMHUKO-TTA00paTOPHOTO UCIBITAHUS (MCCIEIOBAHMS) MEIUIIMHCKOTO W3ACNHHS JUIs
JUArHOCTHKU In Vitro (3a MCKJIIOYEHHUEM MPOBENCHHS MHTEPBEHIIMOHHOTO KIMHUYECKOTO
uccinenoBanuss dGOEKTUBHOCTH) WM KIWHUYECKUX WCHBITAHUM (UCCIIEIOBaHUN)
IPOrpaMMHOI0 OOECIEUYEHUs, SBIISIOIEr0oCsS MEIUIMHCKUM H3JEIIUEM, OCYUIECTBISETCS
YHOJHOMOYEHHBIM OpraHoM (dKCIEPTHOM opranuzanueil) Ha 6€3B03Me3/1HOI OCHOBE.

53. Jlns mosiydeHus pa3pelleHus Ha NPOBEACHUE KIMHUYECKOTO WU
KJIIMHUKO-JIA00paTopHOro (Ipu  MPOBEACHUH HMHTEPBEHUHUOHHOTO  KIMHUYECKOIO
uccnenoBanusi 3()QPEKTUBHOCTH) HCHBITAHUS (MCCIIENOBAHUS) MEAUIIMHCKOTO W3IeTus
3asiBUTENb HAIIPABIISIET B YIIOJIHOMOYEHHBIN OpraH (3KCIEPTHYIO OPTraHU3AIIMIO) 3asBICHHUE O
MOJIyY€HUU TaKOTO pa3pelieHus (aanee — 3asiBJIECHUE O MOJIYUYEHUH paspelieHus) no popme
COIJIaCHO MpPUJIOKEHUI0O Ne 8 uiam 9 COOTBETCTBEHHO C NPUIIOKEHUEM CIEIYIOUIUX
JOKYMEHTOB U CBEJICHUM:

a) 3asBJICHHE TIPOU3BOAMUTEINS MEAUIIMHCKOTO U3CNIUS O TOM, YTO JAaHHOE MEAUIIMHCKOE
U3JIeNIMe YAOBIETBOPAET NPUMEHUMBIM TPeOOBAHMAM 0€30MaCHOCTU U 3(PPEKTUBHOCTH, 32
UCKJIFOUEHHEM CBOMCTB M XapaKTEPUCTUK 0€30MaCHOCTU U dPPEKTUBHOCTH MEAUIIMTHCKOTO
U3JeNHsl, KOTOpbIE JOJKHBI OBITh MCCIEAOBAHBI B XOJ€ KIMHUYECKUX WU
KJIMHUKO-Ta00paTOpHBIX  (IIPU  TMPOBEJECHUH HUHTEPBEHIIMOHHOTO  KIUHUYECKOTO
uccnenoBanus 3h(HEKTUBHOCTH) UCTIBITAHUN (MCCIIEIOBaHMI), U YTO MO OTHOIICHUIO K HUM
ObUTH MIPUHSTHI MEPBI MPEAOCTOPOKHOCTH IS 3aILUTHI 3I0POBbS U 0€30MaCHOCTU CyOBEKTOB
UCIIBITAaHUH (MCCIeIOBAaHUMN );

0) 1OrOBOp MPOU3BOAUTEINSI C YIIOTHOMOUYEHHBIM IPEICTABUTENIEM MMPOU3BOAUTENS JTHO0
€ro Komus (eciu 3asBJICHUE TI0JIaHO YIIOJTHOMOYEHHBIM MPECTaBUTEIEM MPOU3BOIUTENS);



B) 3aKJIIOYEHHE KOMHTETA IO 3TUKE, BBIJAHHOE B COOTBETCTBUU C HACTOSIIUMH
[IpaBunamu, 1100 €ro Komus, 3aBepeHHAas 3asIBUTEIIEM;

r) Opoitopa ucciaeaoBaTeNsl, CoAepKaHle KOTOPOH COOTBETCTBYET TPEOOBaHUSIM,
npeaycMOTpeHHbIM npuiiokeHueM Ne 1 k Hactosmum [IpaBunam;

1) obpaszen WHAWBUAYAIHHON PErUCTPAIMOHHON KapThl CyOBEKTa HMCUBITAHUS (

UCCJICIOBAHNUA );

€) TEXHHUYECKHUI (hailyl Ha MEAUIIMHCKOE U3/IeNIne, COAEPKaHUe KOTOPOTO COOTBETCTBYET
TpeOOBaHMAM, TMPENyCMOTPEHHbIM mpuiioxkeHuemM Ne 3 k wHacrosmum I[lpaBunam (mis
MEIUIIMHCKUX U3JIeTUN, KpOME MPOrPaMMHOI0 O0ECTICUCHUSI U MEIUIIMHCKUX U3JETU s
JTMATHOCTUKH In Vitro), nin npuioxkenneMm Ne 4 x Hacrosmum [IpaBunam (st mporpaMMHOTO
obOecriedeHusi, SIBISIOMIETOCS MEIUIIMHCKUM H3JeIUeM), WIH TpuiiokeHuem Ne 5 k
TpeOoBaHMSIM K BHEIPEHHIO, MOJJAEPKAHUIO U OIEHKE CHUCTEMbl MEHEI)KMEHTa KauecTBa
MEJUIMHCKUX M3ENHI B 3aBUCUMOCTH OT MOTEHIMAJIBLHOTO PUCKA UX MpUMEHEHUs (IJis
MEIULMHCKUX W3IeNUNA ISl AUArHOCTUKU In Vitro), 3a HCKJIIOYEHUEM CBOWCTB H
XapaKTepPUCTUK 0e30MacHOCTU U 3PPEKTUBHOCTH METUITMHCKOTO U3EINSI, KOTOPBIE JTOJKHBI
OBITH OMPEACNICHBl B pe3yJibTaTe MPOBOJUMBIX KIMHUYECKUX WU KIMHUKO-Ta00paTOPHBIX
UCIIBITAHUM (MCCIIEIOBAHMN);

) TporpaMMa HUCIHbITaHUs (MCCJIEO0BaHUs), COJIEp)KaHUE KOTOPOM COOTBETCTBYET
TpeOOBaHUSIM, MPETYCMOTPEHHBIM mpuiiokeHueM Ne 2 unmm 6 k HactosuuM [IpaBunam
COOTBETCTBEHHO, C 00OCHOBAaHUEM KOJIMYECTBA MEIUIIMHCKUX U3CIIUMA, TPEACTABISIEMBIX IS
KJIMHAYECKOTO WJIM KJIWHUKO-Ta0OpaTOpHOro (MpU MNPOBEICHUUM HWHTEPBEHIIMOHHOTO
KJIMHUYECKOT0o HccieaoBaHusi 3(h(PEKTUBHOCTH) HUCTBITaHUS (MCCIEIOBAHMS), CPOKH €T0
MIPOBEJICHNUS,

3) mepeyeHb HeOJIaronpusTHBIX COOBITUM (MHIMICHTOB), B CIly4ae BO3HUKHOBEHHS
KOTOPBIX HEOOXOJAMMO COOOIIUTh B YIOJHOMOUYEHHBIH OpraH (C yKa3aHUEM CPOKOB
HaIpaBJICHUS COOOIICHHS);

M) KOMUsSl JOKYMEHTa 00 YCIOBHSX CTpPaxOBaHHS WM BO3MELICHUS (KOMIIEHCAIUH)
BO3MOXXHOTO BpeJa MPU BO3HUKHOBEHHHM HEOJATONMPUSATHBIX COOBITUNA (MHITUICHTOB) B
COOTBETCTBUM C 3aKOHOJATEIILCTBOM TOCYJapCTBa-wi€Ha, Ha TEPPUTOPUHU KOTOPOTO
NPOBOAUTCS  KIMHUYECKOE WIJIM KIUHUKO-JabopatropHoe (IpU NpPOBEACHUU
MHTEPBEHIIMOHHOTO KJIMHUYECKOTO0 HCCIeNoBaHUA dS(PGEKTUBHOCTH) HCHbITaHUE (
HCCIIEIOBAHUE);

K) KOIHUU JOKYMEHTOB, MOJATBEPKAAIOIINX OIUIATy ACHCTBUM, CBA3AHHBIX C BblIayei
paspellieHuss Ha NPOBEICHHE KIMHUYECKUX (KIMHHUKO-T1a00paTOPHBIX) UCHBITAHUN (
HCCIIEIOBaHUM ) TMOO C BHECEHHEM 3aIMKCH B PEECTP pa3pelIeHUM.

54. 3asBUTEND MPECTABISAET CBEACHUS U JIOKYMEHTHI, 0)OPMJIICHHBIE B COOTBETCTBUU C
3aKOHOJIaTeIbCTBOM TOCYJIAapCTBa-4j€Ha, HA TEPPUTOPUU KOTOPOrO MPOBOJIUTCS
KJIMHUYECKOE WIIA KIIMHUKO-Ta00paTOPHOE UCTIbITaHKE (MCCIIeI0BAHNUE).



55. YomTHOMOYEHHBIM OPraHOM (PKCIIEPTHOM opraHu3aiueii) B TeueHue 7 pabounx JHeil
CO JHA TOCTYIUICHUS 3asBJICHUSI O MOJYYEHUU pa3peuieHus, JOKYMEHTOB U CBEICHUH,
yKa3aHHbIX B NOyHKTe 53 Hacrosmux [IpaBui, mpoBOAWTCS NpOBEpKa MOJHOTH U
JIOCTOBEPHOCTH COZEPKAIIUXCSI B HUX CBEJICHUN.

56. B ciyyae eciu 3asBICHHE O MOJYYEHUHN Pa3pelIeHus IPEACTABICHO C HApyLIEHUEM
TpeboBanuii Hactosmux [IpaBui, Wi B HEM yKa3aHbl HEJOCTOBEPHBIC CBEICHUSA, WU
JOKYMEHTHI, YKa3aHHble B NyHKTe 53 Hactosuux llpaBui, mpencraBieHbl HE B MOJHOM
o0BbeMe, YIIOJIHOMOYECHHBIA OpraH (9KCIEpTHAsI OpraHu3aiius) B Te4eHue 7 pabounx THEH co
IHS TIOCTYIUIEHUS! TaKUX 3asBJICHHUS M JOKYMEHTOB HANpaBisieT 3asBUTENIO CIOCOOOM,
yKa3aHHbIM B 3asBJICHUHU, YBEIOMJEHHE O HEOOXOJMMOCTU YCTPAHEHHUS BBISBICHHBIX
HapylIeHU U (WJIM) NpeJCTaBIeHUs OTCYTCTBYIOIIUX JOKYMEHTOB B TeueHue 30 pabouux
JHEHN CO JHS HAIPaBJICHMS TaHHOTO YBEIOMJICHU.

B ciyuae ecnu no ncreuenuu 30 pabouux AHEH 3asBUTENIEM HE YCTpaHEHBI BISIBJICHHbBIC
HapyuieHus: ¥ (Wiau) HE MPEACTaBICHbl OTCYTCTBYIOIIME JOKYMEHTbI M CBEACHUA,
YIOJHOMOYEHHBIN opraH (3KCIepTHasi opraHu3aiiys) B TedyeHue 3 pabounx JHel MpUHUMAET
pelieHrue O BO3BpaTe 3asBUTEINIO 3asBJIEHUSA O MOJYYECHHH pa3pelieHus U MpUJIaraeMblX
JIOKYMEHTOB (C 000CHOBaHUEM MIPUYUH BO3BPATA).

57. B teuenue 3 pabouyux JHEW CO JHS 3aBEPILICHUS MPOBEPKHU, MPEAyCMOTPEHHOU
nyHKTOM 55 Hactosimux IlpaBui (B ciydae mpeacTaBi€HHs 3asBICHHUS O IOJYYEHHH
paspenieHus u JOKyMEHTOB, COOTBETCTBYIONIMX TpeOoBaHUAM HacTodmux [IpaBui), a Takxke
B Cllydya€ YCTpPAaHEHUs B YCTAHOBJIECHHBIM CpPOK BBISIBICHHBIX HapylIeHUW W (WIN)
IpeACTaBICHUS] JOKYMEHTOB, COOTBETCTBYIOIIMX TpeOoBaHMsAM HacTosmmx I[IpaBui,
YIOJIHOMOYEHHBIN OpraH (3KCIepTHas OpraHu3alys) NPUHUMAET PEIICHHE O PACCMOTPEHUN
YKa3aHHBIX 3asBJICHUS U JJOKYMEHTOB.

58. B cinydae ecnu npu MPOBEAECHUH HKCIIEPTU3BI 3asIBICHUS O MOJTYYEHUN pa3pelieHus 1
JOKYMEHTOB, YKa3aHHBIX B NyHKTe 53 Hacrosmux [IpaBui, mocine NpUHATHS PELIEHUS O
PAaCCMOTPEHUHU ITUX IOKYMEHTOB BBISIBJIEHO, YTO MATEPUAJIOB U CBEICHUM HEIOCTATOYHO IS
NPUHATHS PEIIEHUS O BO3MOXHOCTH (HEBO3MOXXHOCTH) MPOBEIAEHUSA KIMHUYECKOrO WU
KJIMHUKO-TabopaTopHoro (Ipu MNPOBEACHUU HMHTEPBEHIIMOHHOTO  KJIMHUYECKOIO
uccienoBanus 3Qp(OEKTUBHOCTH) HUCHBITAHUS (MCCIEAOBAaHUS), YIOJTHOMOYEHHBIN OpraH (
AKCIIEPTHAsI OpraHU3allks) HAIPABIISIET 3asIBUTEII0 COOTBETCTBYIOMIUMN 3apoc (C yKa3aHUEM
XapakTepa 3aMeyaHuid M cnocoOOB MX YCTpaHEHHs). 3ampoc HampaBiseTCs OJHOKPATHO
CHoco00M, YKa3aHHBIM B 3asIBJIEHUH O TIOJYyYEHUH pa3peIICHHUs.

3asBuTENb 0053aH NMPEJICTABUTH OTBET HA 3ampoc B TeueHue 60 pabouux IHEW co AHS ero
noyiydeHus. B ciydae HenmpeacTaBiIeHUs! OTBETA B YKa3aHHBIN CPOK YIIOJITHOMOYEHHBIA OpraH
(axcnepTHasi OpraHu3alys) IPUHUMAET PellIeHne OTHOCUTEILHO BO3MOXKHOCTH MTPOBEICHHUS
KIIMHUYECKUX WM KIWHHUKO-1a00paTOpHBIX (NIpU NPOBEIECHHUH WHTEPBEHIIMOHHOTO
KJIMHUYECKOTO HcclieIoBaHus 3((HEKTUBHOCTH) UCTIBITAHUM (MCCIIeI0BaHUI) MEAUIIMHCKOTO
U3JIeTUsl HA OCHOBAHUH TJOKYMEHTOB, HMEIOUIUXCS B €r0 PACIIOPSHKEHUH.



[Ipy BBISIBIEHUU YNOJIHOMOYEHHBIM OpPraHoOM (PKCIEPTHOW OpraHu3aluei) B
MPEACTAaBICHHBIX 3asBUTEIEM B OTBET HA 3alpoC JOKYMEHTaX HEIOCTOBEPHBIX JaHHBIX
YIOJIHOMOYEHHBIN OpraH (9KCIepTHas OpraHu3alvs) B TeUeHue 2 pabouux JHEW co JHS
MOJIyYeHUS! TAKUX JIOKYMEHTOB BPYYaeT 3asiBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asIBJICHHH O
MOJIyYEHUHU Pa3pEILICHHUs, PEIIEHHE O BO3BPATE YKa3aHHBIX JOKYMEHTOB (C 00OCHOBaHMEM
IPUYHUH BO3BpATa U COOOIIEHUEM O BO3MOYKHOCTH IMOBTOPHOTO MPECTABICHUS 3asIBUTEIIEM
JOKYMEHTOB JI0 HCTEUEHHUS CPOKA, YKa3aHHOTO B a03alle BTOPOM HACTOSIIIETO MYHKTA).

Bpewmst co nHs HampaBlieHUS! YIOJHOMOYEHHBIM OPraHOM (3KCIEPTHON OpraHu3aluei)
3ampoca A0 JTHs MOJTY4YEHUs: OTBETA Ha 3alpocC WM YBEJAOMIIEHHUS O HEMPEACTABICHUH OTBETA
Ha 3a0poC HE YUYHUTHIBAETCS MPU UCUUCIECHUU CPOKA MPUHATHS YIIOJIHOMOYEHHBIM OPraHoM (
AKCIEPTHOW OpraHu3alueil) pemeHuss OTHOCUTEIbHO BO3MOXKHOCTH MPOBEICHUS
KJIMHUYECKUX WM KIMHHUKO-Ta0OpaTopHbIX (MpU MTPOBEACHUM HMHTEPBEHIIMOHHOTO
KIIMHUYECKOTO rcclieqoBanust 2P(HEKTUBHOCTH ) UCTIBITAHUH (MCCIIeI0BaHU).

59. YnonHOMOUYEHHBIM OpraH (3KCHEpTHas OpraHu3anus) TPOBOAUT IKCIEPTU3Y
IIPE/ICTABICHHBIX JOKYMEHTOB M O(DOPMIISIET IKCIIEPTHOE 3aKIIOUEeHHE 10 (hOpME COTIacHO
npunoxenuto Ne 10 B teuenue 30 pabouux gHEH CO OHS NPUHATHS UM PELICHUS O
PAcCMOTPEHUH 3aBJICHUS O MOJIYUYECHUH pa3pelieHus U JOKYMEHTOB, YKa3aHHbBIX B MyHKTE 53
Hactosmux [IpaBus. BeiBogbl, cojieprKaiuecss B AKCIEPTHOM 3aKIIOUCHUH, JOJDKHBI OBITh
OJIHO3HAYHBIMU U TTOHSATHBIMHU.

60. Yio1HOMOYEHHBIN opraH (dKCIepTHas OpraHu3aliys) B TedeHue 5 pabouux AHEH co
THST OpOPMIICHUS IKCIIEPTHOTO 3aKITFOUCHUS

a) MPUHUMAET PEIICHUE O BO3MOKHOCTU (HEBO3MOXHOCTH) MPOBEICHUS KIMHUYECKUX
WA KJIMHUKO-Ta0OpaTOpHBIX (MpU MPOBEICHUU HMHTEPBEHIIMOHHOIO KIMHUYECKOTO
uccnenoBanust 3(PGEeKTUBHOCTU) HUCIHBITAHUNM (MCCIETOBAHUM) MEIUIIMHCKOTO W3JENus,
KOTOpoe oQopMIIsieTCs TPUKA30M YIOJHOMOUYEHHOTO OpraHa (3KCHEPTHOW OpraHU3alliM), U
YBEJIOMJISIET 3asIBUTEIISI O IPUHATOM PELICHUH;

0) BbLAaeT (HampaBiseT 3aKa3HbIM MOYTOBBIM OTHPABICHUEM C YBEIOMIIEHHEM O
BPYYCHHUH WX B (OpME IEKTPOHHOTO TOKYMEHTA, TMOAMICAHHOTO 3JIEKTPOHHOU TOITUCHIO)
3asBUTENII0 pa3pelieHne Ha MPOBEJCHUE KIMHUYECKUX WU KIMHUKO-Ia00paTOPHBIX
UCTIBITAHUHN (MCCNIeIOBAaHUM) MEIUIIMHCKOTO W3AENus U (W) BHOCUT COOTBETCTBYIOIINE
CBEJICHUS B PEECTpP paspenieHui 100 BhIIAET 3asIBUTEIIO YBEJOMIICHHE O HEBO3MOXKHOCTH
UX MPOBEJEHUS C TPUIOKEHUEM IKCIIEPTHOTO 3aKIIt0UeHUs (C 000CHOBAaHMEM IPUYMH OTKa3a
B pa3pelIeHUU Ha MPOBEACHUE KIMHUYECKUX WIM KIWMHHUKO-Ia0OPATOPHBIX HCIBITAHUN (
MCCJIeI0BAHNI ) MEUIIUHCKOTO U3/IEITH).

61. Paspemenue (peecTpoBas 3amuch) Ha MPOBEJACHUE KIMHUYECKOTO WIIH
KJIMHUKO-TA00paTOPHOTO MCHBITAHUS (UCCIEI0BAHUS) MEIUIIMHCKOTO U3JIETUsl COACPIKUT
CJIEIyIOLIUE CBEACHUS:

a) HOMEp M J1aTa TaKoro pa3penieHus (peecTpoBoil 3aiCH);



0) HaMMEHOBAaHUE 3asBUTETISI, €0 MECTO HAXOXKACHHS (aIpeC IOPUANUECKOTO JIUIIA) — JIJIs
IOPUIMYECKOTO JIUIA WU (HaMIIKs, UMs, OTYECTBO (TIPU HAJMYKH ), MECTO JKUTEJIbCTBA — JIJIS
(U3UYECKOro JINIA, 3aPETUCTPUPOBAHHOTO B KAYECTBE UHIUBUIYIHHOTO MPETPUHUMATEIS,
CBEJICHUS O TOCYJIapCTBEHHON PETUCTPALK HOPUIUIECKOrO JIMIA Win (U3NYECKOro JIUIa B
KaueCTBE MHIMBUAYAIBHOTO MPEANPUHUMATENSA, a TaKKEe KOHTAKTHBIE JaHHbIC 3asBUTENA (
HOMep TesnedoHa, aipec IEKTPOHHOM MOYTHI);

B) HAUMEHOBAHUE MEAUIIMHCKOTO U3IeNus (C YKa3aHUueM Mojield (MapKu) MEAUIIUHCKOTO
U3JIeNUs, €r0 COCTaBa, MPUHAJIIC)KHOCTEH, HEOOXOAUMBIX JUIsl IPUMEHEHUSI METUIIMHCKOTO
W3/1eNIHsI TI0O HA3HAYEHHUIO);

I') HAMUMEHOBAaHUE MPOU3BOJUTENS, EF0 MECTO HAXOXKAEHUS (apeC IOPUIUYECKOTO JINIA) —
JUTSL FOPUINYECKOTO JIMIA WM (haMUJIUSL, UMSI, OTYECTBO (MIPU HAJIMYWHU), MECTO KUTEIHCTBA —
st GU3MYECKOTO JIWIA, 3apETHUCTPUPOBAHHOTO B KA4YECTBE WHAMBHAYATHHOTO
npearnpuHUMaTENs;

1) HAMMEHOBaHUE YIIOJHOMOYEHHOT'O MPEICTaBUTENS TPOU3BOAUTENS (IIPU HATTUYUH), €TO
MECTO HaXOXKIEHUs (aapec IOPUIUIYECKOTO JIUIA) — JUIsl FOPUIUYECKOTO JIMa Wik haMuius,
UM, OTYECTBO (MPU HAIUYHUM), MECTO JKHUTEIbCTBA — IS (PU3UUYECKOTO JIHMIA,
3apErUCTPUPOBAHHOIO B KAUE€CTBE MHAUBHUIYaJIbHOIO MPEIPUHUMATES;

€) HaUMEHOBAaHUE M aJPeC MECTa OCYIIECTBJICHUS JAEATEIbHOCTH MPOU3BOJICTBEHHOU
IJIOIIAAKHU (TPOU3BOJICTBEHHBIX IIIOMIAI0K), OCYIIIECTBIISIONIECH BECh MPOLIECC MPOU3BOCTBA
MEIUIIMHCKOTO U3/IETUs UM €T0 ONpeesICHHbIE CTa/INH;

’K) HAMMEHOBAHUS U aJipeca MEIUIIMHCKUX OpraHu3aluil (KIMHUYECKUX IIEHTPOB), B
KOTOPBIX MPOBOJUTCS KIMHUYECKOE WM KIWHHKO-1abopatopHoe (IIpu MPOBEICHUU
MHTEPBEHIIMOHHOTO KJIMHUYECKOT0 wuccieqoBaHus H(OPEKTUBHOCTH) HCHbITaHUE (
HCCIIEJOBAHUE) MEIULIMHCKOTO W3JENus, CBEACHUS O KOTOPBIX BKIIOYEHBI B PEECTP
YIIOJTHOMOUYEHHBIX OpTraHU3aIuu.

62. OcHOBaHMSIMU JJIs BBIHECEHHUS YIOJHOMOYEHHBIM OpPTraHOM (3KCIEPTHOMU
opraHu3aiyeil) 3akal4YeHHss O HEBO3MOXXHOCTU TPOBEIACHUS KIMHUYECKUX WU
KJIMHUKO-JIA00paTOpPHBIX  (MIpU  MPOBEIEHUM HMHTEPBEHIIMOHHOIO  KIUHUYECKOTO
uccienoBanus A(OQPEKTUBHOCTH) MCHBITAHUN (HCCIIETOBAHUM) MEIMIIMHCKOTO W3ACITHs
SIBJISIIOTCSL:

a) HEMOATBEPKJAEHHE COOTBETCTBYIOIIUMH JOKYMEHTAMU M CBEJACHUIMH,
MIPEJICTABJICHHBIMU 3aABUTENIEM, JOIMYCTUMOCTH PUCKOB, CBA3AHHBIX C KIMHUYECKUMU WU
KJIIMHUKO-JIa00paTOpHBIMA (TP TIPOBEJICHUU HHTEPBEHIIMOHHOTO KJIMHUYECKOTO
uccnenoBanust 3PHEKTUBHOCTH ) UCTIBITAHUAMU (MCCIEOBAHUSIMHU );

0) HeycTpaHEHUE BBISBICHHBIX HAPYIICHUN U (WJIM) HEMPEACTaBICHNE JOKYMEHTOB U
CBEJICHUH 110 3a1pocy.

VIII. TpeGoBanMsa K MEUITMHCKUM OpPraHU3anusM (KIMHUISCKAM IIEHTPaM), IIPOBOIAIIUM
KIIMHAYECKAE ¥ KIIMHUKO-Ta00paTOPHBIC HCIIHITaHUA (MCCIIEAOBAHNA) MEAUIIMHCKIX H3IE/IIi



63. ®@opMHpOBaHME U BEACHHE peecTpa YNOJIHOMOYEHHBIX OpraHU3alUi
ocymiecTBisitoTcst EBpasuiickoit skoHoMuueckod komuccued (manee — Kommuccusi) B
cootBeTcTBUH ¢ [lopsakom dhopmupoBaHus U BeJACHHS WHPOPMAIIMOHHOM CUCTEMBI B chepe
oOpalieHuss MEIMIIMHCKUX u3aenuil, yTrBepxkiaeHHbIM Pemenuem CoBera EBpasuiickoit
sKOHOMHYEecKOM komuccum oT 12 ¢eBpans 2016 r. Ne 30, Ha OCHOBE CBeJCHUH,
NPEACTAaBIAEMBbIX YIOJHOMOYEHHBIMH OpraHaMu, C MCIOJb30BAaHUEM CPEJCTB
MHTErpUPOBAHHON HHPOpMaLIMOHHOM crcteMmbl Coro3a.

64. B peecTp ynoJHOMOYEHHBIX OPraHU3alNi BKIIOYAKOTCS CBEJICHUS O MEIULIMHCKUX
opranu3ainuax (KJIMHUYECKUX IEHTpax), OCYIIECTBIAIOUIUX MPOBEACHUE KIMHUYECKHUX
UCTIBITAHUN (KCCIIEIOBAHUM) MEIUUMHCKUX M3JEJIHI U COOTBETCTBYIOIIUX CIEAYIOLIUM
TpeOOBAHUSIM:

a) HAUIMYKE PErUCTPallid MEIUIIMHCKOW OpraHU3aliy (KJIMHUYECKOTO IIEHTPa) B KaueCTBE
IOPUANYECKOTO JMIla Ha TEPPUTOPUU TOCYyJapCTBa-4l€HAa B COOTBETCTBHU C €r0
3aKOHOAATEIHCTBOM;

0) Hanmu4Ke pa3pelieHus (JUIEH3UH) Ha OCYIIECTBICHUE MEIUIIMHCKOMN AESITeIbHOCTH (C
yKazaHueM TMepedyHs padoT (ychyr), COCTaBISIONMIMX MEIMIIMHCKYIO JeSITEIbHOCTb),
COOTBETCTBYIOIIEH HA3HAYCHHIO M O0JaCTU TPUMEHEHUS MEIUIIMHCKUX W3JEIul, B
OTHOIIEHUM KOTOPBIX MPOBOJATCS HCHBITAaHUS (UCCIEAOBAaHMS), MPU HAJTUUYUM TaKOTO
TpeOOBaHMS B 3aKOHOATEIIbCTBE TOCY1apCTBA-WICHA;

B) HAJIMYKE TOKYMEHTOB (CTaHIAPTHBIX OMEPALIMOHHBIX MPOLIEAYP), PETIaAMEHTUPYIOIINX
MPOBEJICHUE KJIMHUYECKUX UCTIBITAHUN (MCCIIeIOBAaHUMN) METUIIMHCKUX U3JICTUN, B TOM YHCIIE
ONpEeNEIAIONINX:

KBaTU(UKAIMOHHBIE TPEOOBAHUSA U MOPSATOK 00yUEHHUS IEPCOHAIIA;

B3aUMOJICHCTBHE C KOMUTETOM I10 ITHKE;

noJTyuyeHue UHPOPMHUPOBAHHOTO COTJIACHS;

NOPSIAOK MTPOBEACHUS KIMHUYECKUX UCTIBITAHUM (MCCIIeI0BAHUM);

perucTpanio M HampaBjieHUE B YINOJHOMOYEHHBIH OpraH COOOIICHUM O
HEOJIArOMPUSTHBIX COOBITUSIX (MHITUACHTAX);

BEJICHUE U YUYET JOKYMEHTAIUH O KIIMHUYECKUX UCTIBITAHUAX (HCCIIEIOBAaHUSX);

oOecreyeHue 3auThl KOHPUACHIIMAIBHON HH(OpMAIUY;

') HAJIMYUE YCIOBUM JIs1 MPOBEJCHUS 3asBISEMOr0 NMPOGUiIs KIMHUYECKUX UCTIBITAHUH (
HCCIICIOBAaHUM ) MEIUIIMHCKUX H3]ICIIHI;

1) HAJTM4KE YCIOBUM JIJIsl TPOBECHUSI HHTEHCUBHOM Tepanuu U peaHuMalllH;

€) HaJuuyue IMepcoHalla, WUMEIIIEro MEIUIIMHCKOEe 00pa3oBaHUWE W JIOKYMEHT,
MOATBEPXKIAIOIIUNA TIPOXOXKACHHE OOy4YeHUsS TMpaBuiIaM TPOBEACHHUS KIWHUYECKHUX
UCTIBITAaHUN (McclieIoBaHnM) (HaIIexKaIiel KIMHUIECKON TPaKTUKH ).

65. B peecTtp ynoimTHOMOYEHHBIX OPraHU3AUKA BKIFOYAOTCA CBEJICHUS O MEIUIIUHCKHUX

opranu3anusix  (KJIMHUYECKUX  LEHTpPaxX), OCYIIECTBIAIOIIUX  IPOBEJICHUE



KIIMHUKO-TTA00PaTOPHBIX HUCIHBITAHUN (MCCIEAOBAHMI) MEAUIMHCKUX W3ICIUN IS
JMArHOCTUKH 1N VItro U COOTBETCTBYIOIINX CIETYIONIUM TPEOOBAHUSIM:

a) HAUIMYKE PErUCTPallid MEIUIIMHCKOW OpraHU3aliy (KJIMHUYECKOTO IIEHTPa) B KaueCTBE
IOPUAUYECKOTO JIMIla Ha TEPPUTOPUU TOCYyJapCTBa-4je€Ha B COOTBETCTBHU C €ro
3aKOHOAATEIHCTBOM;

0) HaJIMuMe paspenieHus (JUIEH3UH) Ha OCYIECTBIECHNE MEIUIIMHCKOMN eI TENbHOCTH B
o0nactu 7a0OpPaTOPHOM NMATHOCTUKHU (KJIMHUYECKOW J1a0OpaTOpHOM JMArHOCTUKH) MpPH
HAJIMYUM TaKOTO TPEOOBaHMS B 3aKOHOJATENIBCTBE TOCY1apCTBA-UIICHA;

B) HaJIMYME JOKYMEHTOB (CTaHAAPTHBIX OTMIEPAITMOHHBIX MPOLETYP), PETIAMEHTUPYIOITUX
MPOBECHUE KIIMHUKO-TA00PAaTOPHBIX UCTIBITAHUN (MCCIIEIOBAHUN) MEIUIIMHCKUX W3JCIUN
JUTSl AMAarHOCTUKY IN VItro, B TOM YHCIIE ONIPEACIISIONTNX

KBATH(PUKAIIMOHHBIE TPEOOBAHUS U TIOPSAOK OOYUCHHSI IEPCOHAA;

MOPAJIOK MTOBEPKHU U KaTMOPOBKU 000pYAOBAHMUS;

MOPSIZIOK TPOBEACHUS KIMHUKO-1a00paTOPHBIX UCIIBITAHUN (MCCIIeIOBaHU);

BEJICHUE U YUYeT JOKYMEHTAIMH O KIIMHUKO-T1a00paTOPHBIX UCTIBITAHUSX (MCCIEIOBAHUSIX )

oOecrieueHune 3aiuThl KOHPUACHIIMAIBHON HH(DOPMAITUY;

B3aUMOJICCTBUE C KOMUTETOM I10 3TUKE (B cllydae, €clii MEAUIIMHCKON OopraHu3anuei (
KJIMHUYECKUM LIEHTPOM) 3asiBJIeHa BO3MOXXHOCTb THPOBEACHUS HWHTEPBEHIIMOHHBIX
KJIIMHUYECKUX UCCaeA0BaHUN 3(DPEKTUBHOCTH).

66. YonrHOMOYEeHHBI opraH B TedyeHue 20 paboyux AHEH CO JHS MOJYYEHHUS OT
MEIUIMHCKONW OpraHu3aluu (KJIMHUYECKOrOo LEHTpa) 3asiBKU O BKJIIOUEHHUU B PEECTp
YIIOJTHOMOYEHHBIX OpraHM3aluid pacCMaTpUBAET YKa3aHHYI 3asiBKy M cOOOHIaeT
MEIAUIMHCKOW OpraHu3any (KIMHUYECKOMY LEHTPY) O MPUHATOM PELICHUH B TUChbMEHHOU
dbopme myTeM mnepenayd yBEJOMIJIEHUS JMYHO MOJ MOANUCH €€ MPEICTaBUTENI0, JUOO
HAIpPaBJISIET €r0 3aKa3HbIM MOYTOBBIM OTIPABICEHUEM C YBEJOMJIEHHEM O BpPY4Y€HUH, JTHOO
nepeaeT ero B JJIEKTPOHHOM BHUJE MO TEIEKOMMYHHMKAIMOHHBIM KaHajdaM CBSI3U WU B
(dbopMe 3IEKTPOHHOTO TOKYMEHTA, MOAMMCAHHOTO IEKTPOHHON 1IU(POBOI MOAIHUCHIO.

B ciydae npuHATUS yIOJTHOMOYEHHBIM OPTaHOM PELIECHUS O BKIFOYEHUH MEIULUHCKON
OpraHu3alyy (KIMHUYECKOr0 LEHTPA) B PEECTP YIIOJIHOMOYEHHBIX OpraHU3allil CBEEHUS O
MEIUIMHCKON opraHu3anuu (KIMHUYECKOM ILEeHTpe) Hampasistorcs B Komuccuio c
UCIIOJIb30BaHUEM CPEJICTB MHTErpUpPOBaHHON HH(pOpMauHOHHOW cucteMbl Coro3a s
BHECEHMS] B PEECTp YNOIHOMOYEHHBIX OpraHU3aliii, a Takke MOTYT pa3MellaTbCsi Ha
oQUIMaTbHOM CaiiTe YIOJHOMOYEHHOTO opraHa B ceTH MHTepHeT.

B ciryyae HECOOTBETCTBUS MEAULIMHCKOW OpraHU3alny (KIMHUYECKOTO LEHTPA) OJHOMY
U3 KpUTEPHUEB, YKa3aHHbIX B NMyHKTe 64 win 65 HacTosmux lIpaBmil cOOTBETCTBEHHO, U
MPUHATUSA penieHus1 00 O0TKa3e BO BKIKOYEHUU MEIULMHCKOW OpraHu3aluy (KIMHHUYECKOrO
LIEHTpa) B PEECTp YMNOJIHOMOYEHHBIX OPraHu3alMil yHOJHOMOYEHHBIM OpraH yBEeAOMIISET
MEIULIHMHCKYIO OpraHM3aluio (KJIMHUYECKUH LIEHTP) O MPUYMHAX OTKa3a B NMHCbMEHHOU



dbopme myTeM mepenayd yBEAOMIICHHS JIUYHO MOJ MOAMNHCH €€ MpeICTaBUTENI0, JHOO
HaIpaBJIsIeT €ro 3aKa3HbIM MOYTOBBIM OTHPABICHUEM C YBEIOMJIEHUEM O BPYUYEHHUH, JTUOO
IepeaeT ero B 3JIEKTPOHHOM BHUJE IO TEIEKOMMYHHKAlMOHHBIM KaHajaM CBSI3U WJIH B
(bopme IEKTPOHHOTO TOKYMEHTA, MOJIMUCAHHOTO 3JIEKTPOHHON LIM(PPOBOM MOANUCHIO.

67. O0xanoBaHue peuieHus YIOJIHOMOYEHHOTO OpraHa OCYyIIEeCTBISETCS B COOTBETCTBHH
C 3aKOHOJIATEJIbCTBOM €0 rOCYy/1apCTBa-4JICHa.

68. B cnydyae M3MEHEHHs CBENCHUW, CONEPKAIIMXCSA B PEECTPE YIIOJTHOMOYECHHBIX
OopraHu3anui, MEIULIHUHCKAs OpraHu3anys (KJIMHUYECKUM LEHTpP), BKIIOYEHHAs B PEECTp
YIOJIHOMOYEHHBIX OpraHu3alui (J1ajee — ynoJHOMOYEHHas opraHuzanus), B TeyeHue 30
KAJICHJAPHBIX JHEHN MPEICTABISET B YIIOJTHOMOYEHHBI OPraH 3asBKy O BHECEHUU U3MEHEHMI
B YKa3aHHBIC CBEJICHUS, A TAK)KE IOKYMEHTBI, TOATBEPKAAIOIINE TaHHBIC N3MEHEHHS.

YnonHomoueHHbI opraH B TeueHue 10 pabouumx gHENl co IHS OpeacTaBlICHUS
YIOJIHOMOYEHHOW OpPraHU3alMell 3asiBKM O BHECEHUM U3MEHEHUN B CBEJICHMS, COJIEpKAIIECS
B peecTpe yIOJIHOMOYEHHBIX OpraHu3alum:

paccMaTpHUBaEeT MPEACTABICHHbIE 3a5BKY U IOKYMEHTHI,

HaIpaBJIsieT COOTBETCTBYIONIYIO HH(popMaIuio B KoMuccuio ¢ uCroyib30BaHUEM CPEACTB
UHTETpUpOBaHHOW HHPoOpMannoHHOM cucrembl Cor3a (B ciaydae NOPUHATHUSA
YIOJIHOMOYEHHBIM OPraHOM PEIICHUS] O BHECEHUU U3MEHEHMI), a TakKe MOKET pa3MellaTh
ee Ha cBoeM o(UIMaIILHOM caiiTe B ceTu MHTepHeT;

COOOUIAET YIOJTHOMOYEHHON OpPraHU3alluyi O NMPUHATOM PEIICHUH B MUCbMEHHOM BHJIE
MyTeM IMepeaadn yBEAOMIICHHS JIMYHO MOJ MOAMKCH €€ MPEACTaBUTENIO0, 00 HampaBiseT
€r0 3aKa3HbIM MTOYTOBBIM OTIPABICHUEM C YBEIOMJICHHEM O BPYUYEHHH, JINOO MEepeacT ero B
AJIIEKTPOHHOM BHJIE IO TEJIEKOMMYHHUKAIIMOHHBIM KaHAJIaM CBSI3H WIH B (pOpPME 3JIEKTPOHHOIO
JOKYMEHTa, MOAMUCAaHHOTO 3JIEKTPOHHON U(PPOBOI MOIMUCHIO.

69. WckiroyeHne MeIUIMHCKOW OpraHu3alnuu (KJIMHUYECKOro I[EHTpa) U3 peecTpa
YIIOJTHOMOYEHHBIX OpPTraHU3allN OCYIIECTBISAETCS YIIOJHOMOYEHHBIM OPraHOM B CIIEAYIOIINX
CIIy4asx:

a) MOCTYIJICHHUE 3asBJICHHS 00 UCKIIOUEHUN MEIUIIMHCKON OpraHu3aiuni (KJIMHHYECKOTO
[IEHTpa) U3 peecTpa YIMOTHOMOUYEHHBIX OpPTraHU3aluii, MOAMHCAHHOIO PYKOBOJIUTEIEM
MEIUIMHCKON OpraHu3alny (KIMHUYECKOrO LIEHTPA);

0) BBISIBJICHUE HECOOJIIOJCHUS MEIUIIMHCKON OopraHu3anueil (KIMHUYECKUM IIEHTPOM)
TpeOoBaHuii Hactosamux [IpaBun 1o pesyjabTaTaM KOHTPOJSA, OCYUIECTBISIEMOTO
YIIOJTHOMOYEHHBIM OPT'aHOM;

B) JIMKBUJAIUS MEIUIIMHCKON Opranu3anuu (KIMHUYECKOro EHTPa) WIH IpeKpalleHne
NEUCTBUS pa3penieHusl (JIMLEH3UMU) Ha OCYIIECTBICHHE MEIULMHCKON JEATEIbHOCTH (IIpU
HAJIMYMU TAaKOro TPEOOBAHMS B 3aKOHOATENIbCTBE IOCY1apCTBA-UICHA);

I') HECBOEBPEMEHHOE MPEJICTABIICHUE WM HENPEACTABICHUE CBEIECHUN U JOKYMEHTOB,
IpEeAYCMOTPEHHBIX MyHKTOM 68 HacTosimux [IpaBu.



70. YIOJITHOMOYEHHBIN OpraH B TeueHue 3 pabouux JHEH CO AHS MPUHATUS pelieHus 00
UCKJIOYEHUN CBEIEHUW W3 pEECTpa YNOIHOMOYEHHBIX OpPraHu3alui MpeICcTaBIsSET
COOTBETCTBYIOIIYI0 HH(popmanuio B Komuccuio ¢ UCHOIb30BaHUEM CPENCTB
MHTErPUPOBAHHONW MH(POPMAIIMOHHONW cucTeMbl Cor03a, a TaKkKe MOXKET Pa3MeCTUTh €€ Ha
cBOEeM OUIAIILHOM caiiTe B ceTH HTepHeT.

71. Xpanenue, cucremMaru3alus U U3MEHEHUE MHPOPMALHUHU 00 YNOJIHOMOYEHHBIX
OpraHu3alysX, a TAKXKe 3alUTa OT HECAHKIIMOHUPOBAHHOI'O JJOCTYIIA K HE 00ecrieunBatoTCs
YIIOJITHOMOYEHHBIMUA OpPTaHaMHU.

72. PeecTp yIOJTHOMOYEHHBIX OpraHU3alMi MyOIuKyeTcs: Ha THGOPMAILIMIOHHOM MOpTaje
Coroza.

73. KoHTpoJib cO0II0ACHHS] MEAUIIMHCKUMH OpPraHU3aluAMH (KIMHUYECKUMU LEHTPaMu),
MMEIOLIMMH MPaBO Ha MPOBEICHUE KIMHUYECKUX WM KIMHHUKO-T1a00paTOPHBIX HCTIBITAaHHH (
UCCIIEJOBaHUM) MEIUIIMHCKUX U3Aenuil, TpeboBanuil Hactosmux [IpaBui ocyuiecTBiseTcs
YIIOJITHOMOYEHHBIM OPTAaHOM B COOTBETCTBHMHM C 3aKOHOJATEIBCTBOM CBOETO FOCY1apCTBa.

74. IlpenocTtaBieHue 3aMHTEPECOBAHHBIM JIMIIAM CBEIECHUM 00 OpraHu3anusx,
BKJIIOUEHHBIX B  PEECTpP  YIIOJHOMOYEHHBIX OPraHU3alyil, OCYIIECTBISAETCS
YIIOJJHOMOUYEHHBIMH OPraHaMHU B COOTBETCTBUU € 3aKOHOAATEIIBLCTBOM I'OCY1apCTB-UJICHOB.

IIpunoxenue Ne 1
K [IpaBunam npoBeneHus: KIMHUYECKUX
U KIMHUKO-Ta00paTOPHBIX HCITBITAaHUH
(uccneaoBaHuil) METULIIMHCKUX U3EUN

TPEBOBAHWMA
K COIepXaHHIO OPOIIIOPE HCCISAOBATENA O MEAUIMHCKOM H3ICIIHA

I. O6mee onvrcanre METUITHHCKOTO H3ACIIH

1. Bpouropa uccnenoBaTesst 0 MEAUIIMHCKOM H3/EJIMN JTOJKHA COIAEPKATh CIIETYIOLIYIO
UH(}OpMaIHIO:

a) HAMMEHOBaHUE MEJIUIIMHCKOTO U3JEIHS;

0) onucaHue U Ha3HAYEHUE MEAUIIMHCKOTO U3EIHS;

B) HH(pOpMaIHs, MO3BOJISIONIAs UISHTUPUIIUPOBATH MEAULIMHCKOE U3/IENINE, B TOM YHCIIE
HOMEp Mojenu (MapKv) MEIULUMHCKOTO u3Jenus (Mpu HaJIW4YMHU) WM YyKa3aHue
UJIEHTUPUIUPYIOLIET0 HOMEpa MOJIeTH (MapKH) MEIUIIMHCKOTO U3/IETHs;

I') BUJ MEIULIMHCKOTO U3/IEJIUsl B COOTBETCTBUU C HOMEHKJIATYPOH MEIULIMHCKUX U3
, IPUMEHsEMOU B paMKax EBpa3suiickoro 3KOHOMUYECKOT0 CO03a;

1) nHpopMalys 0 MPeAHa3HAUYEHHBIX MOJIb30BATEIIAX;

€) MPUHLUIIBI IeUCTBUS MEAULIMHCKOTO U3IEIHS;

) KJIacc MOTEHIMAIBHOTO PUCKA MPUMEHEHUS U MPUMEHHUMbIE KIACCU(PUKAIIMOHHBIE
npaBwia B COOTBeTcTBUM ¢ IlpaBuiiamu kinaccu@ukanuu MEIUIMHCKUX HU3JETUd B



3aBUCHUMOCTH OT IMOTEHIIMAIBHOTO pPHUCKAa MNPUMEHEHHs, YTBEPKJACHHbIMU PemeHnem
Konnerun EBpa3zuiickoil s5koHOMUYeCKON komuccuu ot 22 nekadps 2015 r. Ne 173;
3) ONHCaHNE HOBBIX CBOMCTB M XapaKTEPUCTHUK MEAUIIMHCKOTO U3/,
M) ONMHUCaHWE MPUHAJIC)KHOCTEH M MEIUIMHCKUX W3JIETUH, MPEIyCMOTPEHHBIX s
HCIIOJIb30BaHUsl B KOMOMHAIIMY C UCCIIEAYEMBIM MEAUIIMHCKUM U3/I€TTHEM;
K) onucaHue u (Win) nepedeHb Mojieseit (MapoK) MeIUIIMHCKOTO U3/Ieus (IpYU HAJTUYWHN )

J) ONMHMCaHWE OCHOBHBIX (YHKIIMOHAJIBHBIX DJIEMEHTOB MEIMIIMHCKOTO H3Aenus (
nuarpamMMmsbl, ¢hoTorpaduu U pUCYHKH, TEMOHCTPUPYIOIINE OCHOBHBIE YacTH (KOMIIOHEHTHI)
MEJUIIMHCKOTO W3JIeNUs U BKIIOUYAONINE B ce0s MOSCHUTENbHBIE HAJIUCH K JAHarpaMMam,
doTorpadusiM u pucCyHKam);

M) ONMCAHUE MATEPHUAJIOB, BCTYIMAIONIUX B HEMOCPEACTBEHHBIN WM OMOCPEIOBAHHBIN
KOHTAKT C TEJIOM YEJIOBEKa.

II. ITppMmeHEHVE METUITMHCKOT'O H3ACIIHS

2. bpourtopa uccienoBaTens NOKHA COJAEpXKaTh CIEAYIOIYI0O HHQOPMALUIO O
MPUMEHEHUN MEAUIMHCKOTO U3/IETH:
a) HA3HAYEHUE MEJAUIIMHCKOTO U3IEIHS;
0) MHCTPYKIMU IO MOHTaXYy (BBOJY B 3KCIUTyaTalHIO);
B) MHCTPYKLIMS 1O IPUMEHEHUIO, BKJIKOYAs YCIOBUS TPAHCIOPTUPOBKU U XPAHEHUS.

[I. CBenerus 06 HCIBITAHUAX (HCCIIEAOBAHMAX) MEUIMHCKOTO H3IEIHS

3. bpomropa uccnemoBarens AODKHA CONEPKATh CICAYIONIYI0 WHPOPMAIUIO O
IIPOBEJICHHBIX PaHEE UCTIBITAHUAX (MCCIICIOBAHUSAX ) MEIUITMHCKOTO U3ICIIHS:

a) pe3yJIbTaThl JOKJIMHUYECKUX UCTIBITAHUMN (UCCIEIOBaHUN);

0) UMerolrecs KIMHUYECKUE JaHHBIC, B TOM YHCIIC:

JTAaHHBbIE HAYYHOU JINTEPATYpHI (C YKa3aHUEM MCTOYHUKOB JaHHBIX, a TaKke HH(OpMaInH,
obOecrieunBarOe WX IMPOCICKHUBAEMOCTh), COJIEp)KaIllue CBEACHHS O KOHCTPYKIIHH,
06e3onacHOCTH, A(PGHEKTUBHOCTH W HA3HAYCHUM AaHAJOTUYHBIX WM JKBUBAJICHTHBIX
MEIUIMHCKHUX U3JICINN;

JTAaHHBIE HAYYHOM JINTEPATYPHI (C YKa3aHUEM MCTOYHUKOB JIAHHBIX, a TaKke HH(OOpMaIINH,
oOecrieunBamOIe HMX MPOCICKUBAEMOCTh), COJEpKAIIUE CBEIACHHUS O KOHCTPYKIIUH,
O0e3omacHOCTH, A(PGHEKTUBHOCTH W HA3HAYCHUM AaHAJOTHYHBIX WM JKBHUBAJCHTHBIX
MEJIUIIMHCKUX WU3ACIIMI TOTO K€ MPOU3BOAUTENS, BKIIIOYAsl JaHHBIE O BPEMEHU UX OOpaleHus
Ha pBIHKE, a TaKXXe CBEJCHHUS O BBIABICHHBIX MPOOJEMax, CBA3AHHBIX C 0€30MaCHOCTHIO
MPUMEHEHUSI MEIUIIMHCKOTO u3Jenuss U ero 3(QQPEeKTUBHOCTHIO U MPEANPUHATHIX
KOPPEKTUPYIOIIUX JACHCTBUSX;

B) pe3yJIbTaThl aHAIN3a PUCKOB, CBEJICHUSI O MOOOYHBIX 3 (PEeKTax U MPOTUBOMOKA3AHUSX;



T') IepeyeHb BO3ZMOKHBIX HEOJIArOMPUITHBIX COOBITHI (MHIIUIEHTOB) U HEOJIArONPHUSATHBIX
BO3/ECHUCTBUI, BOBHUKAIOIIUX B PE3YJIbTATE MPUMEHEHUSI MEUIIMHCKOTO U3/ETNS;
1) IEPEUYCHb CTAaHAAPTOB, MPUMEHSEMBIX B ITOJTHOM 00BEME WJIM YACTUYHO.

IIpunoxenue Ne 2
K [IpaBunam npoBeneHus: KITMHUYECKUX
1 KIIMHUKO-Ta00PaTOPHBIX HCITBITAHIH
(uccneaoBaHUil) METUIIMHCKUX U3IEIAN

TPEBOBAHMA
K COZISPKaHHIO IIPOTrpaMMBI KIIMHMYIECKOT0 HCIILITaHMS (HCCICAOBaHNA) MEIUITMHCKOTO H3CIHsL

I. O6mee onmcanre METUIMHCKOT'O H3AEIIHA

1. IIporpaMma KJIMHMYECKOTO UCIHBITAHHS (MCCIEIOBAHUS) MEIUIIMHCKOTO U3ETUS
JIOJDKHA COJIepKaTh CISAYIOIIYI0 HH(OpMaIIHIO:

a) HAMMEHOBAHUE MEJIUIIMHCKOTO U3JIEIUS;

0) HAaMMEHOBaHUE MTPOU3BOAUTENIS, €T0 MECTO HAXOXKACHHUS (aIpec IOPUIUIECKOTO JUIA)
— JUIsl FOPUIAYECKOTO JIMIA WK (GaMUIIUSL, UMS, OTYECTBO (MPU HAIMYUH ), MECTO JKUTEIbCTBA
— 1 (QU3MYECKOTO JWIla, 3apETHUCTPUPOBAHHOTO B KA4YECTBE WHIMBHUIYAIbHOTO
peAnpUHUMATEIIS,

B) HAUMEHOBAHME 3asBUTENIS, €T0 MECTO HAXOXKACHUS (aapec IOPUINIECKOTO JIUIa) — JJIs
IOPUIMYECKOTO JIUIA WU (HaMIIHs, UM, OTYECTBO (IIPU HAJTMYKH ), MECTO JKUTEJIbCTBA — JIJIS
(M3UYECKOT0 JINIIA, 3aPETUCTPUPOBAHHOTO B KAYECTBE WHIUBUIYIBHOTO MPEATPUHUMATEIS,
CBEJICHUS O TrOCYJIapCTBEHHOW PErucTpallK IOPUIUYECKOTO JUIa UK (PU3NYECKOro JIUIIA,
3apEerucCTPUPOBAHHOIO B KayeCTBE WHIAMBUIYAJIbHOTO TMpPEANPUHUMATENS, a TaKKe
KOHTAKTHBIE JTaHHBIE 3asiBUTEINS (HOMEp TenedoHa, aapec AIEKTPOHHOMN MOYTHI);

I') HAMMEHOBAHUE YOJHOMOYEHHOTO MPEICTAaBUTENS TPOU3BOIUTENS (IIPU HATUYUH), €T0
MECTO HaXOXJEHUA (aIpec IOPUINYECKOTO JIUIA) — JIJIs FOPUIUYECKOT0 JIMIA Wik haMUIns,
UM, OTYECTBO (MPU HAIUYUM), MECTO >KHUTEIbCTBA — IS (PU3UUYECKOTO JIHMIIA,
3apErUCTPUPOBAHHOIO B KAUE€CTBE MHAMBHIYaJIbHOIO MPENPUHUMATEIS;

1) nHbOpMaIUsl, MO3BOJISAIONMIAs UACHTUOUIIMPOBATH MEIUIIMHCKOE U3/IeNIUE, B TOM YUCIIC
HOMEp MojJenu (MapKu) MEIUUUHCKOro wu3ienus (NMpU HAIW4YWU) WIH YKa3aHUe
UACHTU(PUIUPYIOIIETO HOMEpa MOJIeTU (MapKu) MEIUIIMHCKOTO U3/IENHS;

€) BHUJ MEIUIIMHCKOTO HM3JIeJINSl B COOTBETCTBUU C HOMEHKJIATYypPOHl MEIMIIMHCKUX
W31ENUN, IPUMEHAEMOM B paMKax EBpa3zuicKOro 3KOHOMHUYECKOIO COH03a;

) KJIACC MOTEHIMAJIBHOTO PUCKA MPUMEHEHUS! U MPUMEHUMbIEC KJacCU(PUKAIIMOHHBIC
mpaBwia B COOTBETCTBMHM ¢ llpaBmiamu knaccupuKalui MEIHWIIMHCKUX W3JENUA B
3aBUCUMOCTH OT TOTEHIIMAJbHOTO pHUCKAa MPUMEHEHUs, YTBEPXKICHHBIMU PerieHuem
Komnerun EBpasuiickoii s3koHOMHUECKON kKoMuccuu ot 22 aexadpst 2015 r. No 173;

3) Ha3HAYE€HUE MEUIIMHCKOTO U3/IeIINs;

1) OMKUCAHUE MEIUIIMHCKOTO U3/IETUS;



K) 00BSCHEHHE HOBBIX CBOWCTB M XapaKTEPUCTHK MEIUITUHCKOTO U3/ICTIHS;

J) ONMCAaHKWE MATEPHAIOB, BCTYMAIONIUX B HEIOCPEACTBEHHBIN WM OIMOCPEIOBAHHBIN
KOHTAKT C TEJIOM YEJIOBEKa,;

M) CBEJICHHUS O KOHTPOJIbHBIX MEIUIIMHCKUX U3JICTUAX, B TOM YUCJIC O Pa3peIIUTEIbHbIX
JOKyMEHTaX Ha UX OOpaIlleHrue B CTpaHe, HA TEPPUTOPHUH KOTOPOH MPOBOASTCS UCTIHITAHUS (
UCCJICIOBAHUA);

H) OTHCaHUE TOTO, KaK JOCTUTAETCS MPOCICKUBAEMOCTh BO BPEMSI U MOCTIE TTPOBEACHUS
KJIMHUYECKOTO HWCIBITaHUS (MCCIICIOBAHUSA) MEIUIIMHCKOTO U3Jeausl (C TMOMOIIbIO
MIPUCBOCHUSI HOMEpA CEpUU, HOMEpa MapTHH, 3aBOJICKUX CEPHUHUHBIX HOMEPOB WIIM HHBIM
criocobom);

0) CyOBEKThl KIMHUYECKHX HUCIbITAHUHN (HMccieaoBaHuil) (Tpymmna MamueHToB) U
MEUITMHCKHE TTOKAa3aHuUs, JJIT KOTOPHIX MPETHA3HAYCHO MEAUITMTHCKOE U3/IENHE.

II. lanHBIe 0 KIMHAYECKOM MCIBITAHNH (HCCIICIOBAHNH) MEIUIIMHCKOTO H3SIIAA

2. IlporpamMma KJIMHUYECKOTO UCIHBITAHUS (MCCIEIOBAHUS) MEAUIIUHCKOTO HW3JIEIIHS
JIOJDKHA COJIEpKaTh CIEAYIONIYI0 MH(OpMAIUI0 O MPOIeAype KIMHUYECKOTO UCIBITaHUS (
HCCIIEIOBAHUS):

a) HaMMEHOBaHHE W WUJCHTU(UKAIMOHHBIC JTaHHBIE KIMHUYECKOTO HCIBITAaHHUS (
HCCIICTIOBAHUS );

0) HamMEHOBaHHWE M aJpeCc MecTa HAXOXJICHUS MEIHUIIMHCKOW opraHuzanuu (
KJIIMHUYECKOTO LEHTpa) (MEIUIMHCKUX OpPTaHU3alii (KJIMHUYECKUX [IECHTPOB)), MPOBOISIIEH
(TpOBOAIINX ) KIIMHUYECKHUE UCTIBITAHUS (MCCIIeIOBaHus);

B) JJaHHBIE 00 MCCIIeIOBATEIISAX, KOOPAMHATOPE-UCCIIeioBaTele (MIPH HATUYIUH );
r) TpeboBaHMsl K Mpo(eccCHOHaTIbHONW MOATOTOBKE U OOYUEHUIO MEIUIMHCKUX
CIIELUAIINCTOB;
1) Tpolecc MOJy4yeHUsT MHPOPMUPOBAHHOTO cOIacusi CyObEKTOB KIMHUYECKUX
UCIIBITAHUN (MCCIIEIOBAHMN);
€) ONMCaHKNE ATUYECKUX ACMEKTOB KIMHUYECKOTO UCTBITAHUS (UCCIICIOBAHUS ), BKITIOYAsI
MHTEPECHI YSI3BUMBIX CYOBEKTOB KIMHUYECKOTO UCTIBITaHUS (MCCIIEIOBAHMUS);
) o011as oxugaeMasl MpoJ0JDKUTEIIBHOCTh KIIMHUYECKOTO UCTIBITaHus (MCCIIeIOBAHMUS);
3) OMNHMCAHHWE CHEIHUATbHBIX XUPYPIrUUECKUX U JAPYTUX MEAUIHUHCKUX MOPOIEAYD,
CBSI3aHHBIX C UCITOJIb30BAHUEM MEIUIIMHCKOTO M3/IEIHS;

W) ONKCAHUE YCJIOBUU JJIsI MPOBEACHUS KIMHUYECKOTO HCIBITAHUS (UCCIIEIOBAHUS),
ONpEIEeIICHHBIX TPOU3BOIUTEIIEM;

K) OMIMCAHKWE PUCKOB U MOJIb3bl MPUMEHEHUS MEIUIIMHCKOTO U3 IPU MPOBEACHUU
KIIMHUYECKOTO UCTIBITaHUS (UCCIIeI0OBAHUS);

J) ONMHMCaHWE MPUHAJIC)KHOCTEH, APYTUX MEIUIMHCKUX HU3JCIUN U U3ACIUN, HE
SIBJISTFOIITUXCSI MEIMIIMHCKAMH, HO TMPETyCMOTPEHHBIX JIJIS1 UCTIOJIb30BaHUS B KOMOWHAIIUH C
MEJUIIMHCKUM U3JIEITHUEM;



M) OMMCAHUE r3aiiHa KIMHUYECKOTO UCTIBITAHUS (UCCIEA0BaHUA);
H) 1IEJIM ¥ TUMOTE3bl KJIMHUYECKOTO UCTIBITaHUs (MCCIIeIOBAHMUS);
0) OCHOBHAasl M JOMOJHHUTEIbHASA KOHEYHBIE TOYKU KIMHHUYECKOTO HCIHBITAHUS (
UCCJICIOBAHUSA);
) 00beM BBIOOPKH CYObEKTOB KIIMHUYECKOT'O UCIIBITAaHUS (MCCIIeTI0BaHU);
p) pacuer oObemMa BBIOOPKH, B TOM YHCJIE OXKHJAeMOU JTOJM BHIOBIBAaHUS CyOBEKTOB
KIIMHUYECKOT'O UCTIBITAHUS (UCCIIeI0BaHus);

C) KpUTEPUHU BKIIOUCHHUS, KPUTEPUU UCKIIOUCHUS TIPU BHIOOPE CyOBEKTOB, KPUTEPUU U
MpoLEenypbl TpEKpalleHus WId MPUOCTAHOBIICHUS Y4YacTUs CYOBEKTOB KIMHUYECKOTO
UCIIBITAHUS (UCCIIEIOBAHMS);

T) KOJUYECTBO UCIIOIb3YEMbIX UCCIEAYEMbIX MEIUIIMHCKUX U3ACIIHMN (C 000CHOBAHUEM);
y) OIlKMCaHue MpoLeAYyp KIMHUYECKUX UCTIBITAHUN (MCCIIeIOBaHM);
¢) onucaHue MpoLENyp COCTABJICHUS OTUETAa O JIOOBIX OTKJIOHEHMSX OT MCXOJIHOMU
MpOrpaMMbl KIMHUYECKUX UCIIBITAHUM (UCCIIeIOBAaHUN);

X) TJIaH OCYIIECTBJICHUSI MOHUTOPUHTA B XOJ€ MPOBEJACHUS KIMHUYECKUX UCTIBITAaHUN (
HCCIIEIOBaHMI) ¢ YKa3aHUEM YaCTOThI MOCEIICHUIN (BU3UTOB), KOJMYECTBA MOHUTOPOB U UX
KOHTAKTOB;

1) CTATUCTUYECKUE METOIbl aHAJIN3a JAHHBIX.

ITpunoxenne Ne 3
k [IpaBuiaM npoBeaeHMs KITMHUYECKUX
Y KIIMHAKO-Ta00PaTOPHBIX UCTIBITaHUH
(uccienoBaHui) MEIMIMHCKAX M3IETHI

TPEBOBAHUA
K COIEP:KaHUIO0 TEXHHIECKOro (aiina Ha MEeUITMHCKOE u3zenue (KpoMe MpOorpaMMHOTO
obecnedeHns ¥ MEIUITMHCKUX U3/eJUH U1 JUarHOCTHKH in Vitro)

I. O6mee onmcanne METUIMHCKOTO M3

1. Texunueckuii ¢aiiyn Ha MEIUIMHCKOE U3/eNHe (KpoMe MPOrpPaMMHOI0 00ECIIeUeHUs U
MEIUIUHCKUX HU3JEIUN NI JAMArHOCTUKH IN VIIro) NOJDKEH COAEPKATh CIEAYIOLIYIO
MH(}OpMaIHIO:

a) HAMMEHOBAaHUE METUIIMTHCKOTO U3/1ETIHS;

0) oO11ee onMcaHue U Ha3HAYCHHE MEIUITMHCKOTO U3/IeIIHS;

B) MH(OpMaIHsl, TO3BOJISIIOIIAs UACHTUPUIMPOBATH METULIMHCKOE U3/I€TTUE, B TOM UHCIIE
HOMEp MojJenu (Mapku) MEIUIMHCKOro wu3Jaenus (Ipu HaJWuMM) WIM YKa3aHue
UACHTU(PULIHUPYIOIIET0 HOMepa MOJENH (MapKH) MEIUIIMHCKOTO U31EIHS;

I') BUJ MEIULIMHCKOTO U3/ENINsl B COOTBETCTBUU C HOMEHKIATYPON MEIULIMHCKUX U3AETUN
, IPUMEHSAEMON B paMKax EBpazuiicCKOro dJKOHOMHUYECKOI'O COI033;

1) IpeIHa3HauYEHHbIE TI0JIb30BATEINH;

€) MPUHLUIIBI IEUCTBUS MEAULIMHCKOTO U3IETHS;



) KJIaCC TMOTEHIMAIBHOTO PUCKA MPUMEHCHHUS U MPUMEHUMbBIC KiacCH(PUKAIIMOHHBIC
npaBujia B cooTBeTcTBUM ¢ [lpaBuiamu kiaccupukanud MEIUIMHCKUX W3JEIUN B
3aBUCHUMOCTH OT IMOTEHIIMAJILHOIO pPHCKAa NPHUMEHEHUS, yTBEPXKJICHHBIMU PerieHuem
Komnnerun EBpasuiickoii s5koHOMHUECKON KoMuccuu ot 22 aexadpst 2015 . No 173;

3) OOBSICHEHHE CBOMCTB U XapaKTEPUCTUK MEIUIIMHCKOTO U3/IEIUS;

M) ONHCAaHWE MPUHAIICIKHOCTEH, APYTUX MEAUIIMHCKUX M3JCIUN U U3JACTUN, HE
SIBJISTFOIIMNXCSI MEAUIIMHCKUMH, HO MPETyCMOTPEHHBIX JIJI1 UCIOJIb30BaHUS B KOMOMHAIIUU C
paccMaTprUBaEeMbIM MEUIIMHCKUM U3/ICTTHEM;

K) onucanue u (Win) nepeyeHsb Mojieseit (MapoK) MEeIUIIMHCKOTO U3/ieus (MIpy HAJTUYWHN )

J) ONMHCAaHWE OCHOBHBIX (YHKIIMOHAJIBHBIX 3JIEMEHTOB MEIHMIIMHCKOTO H3AeHs (
auarpaMmebl, ¢poTorpaduu U pUCYHKH, TEMOHCTPHUPYIONNE OCHOBHBIC YacTH (KOMIIOHEHTHI)
MEIUIIMHCKOTO H3CNUs, BKIIOUYAIONMe B ceOs MOSCHUTENBbHBIC HAAMUCH K AUarpamma,
(dboTorpadusiM u pucyHkam);

M) OIMCaHWE MaTePUaJIOB, BCTYIAIOIINX B HETIOCPEACTBCHHBINH WIIM OTIOCPEIOBAHHBIN
KOHTAKT C TEJIOM YeJIOBEKa.

II. Onucanre METUITMHCKOIO U3ASTHI

2. Texuuueckui (Qaia JOMKEH coAepKaTh MEepeuYeHb OCHOBHBIX XapaKTEPUCTHK,
pa3MepoB M yKa3aHHUH MO 3KCIUTyaTallMM MEAUIMHCKOrO M3JENHs, €ro MoJeneil (MapoK) u
IPUHAJICKHOCTEH, KOTOpPbIE MMEIOTCS B TEXHUYECKOM JOKYMEHTAlUMU MEIULIMHCKOIO
U3JEenusd U IPYrux Marepuainax, JOCTYIHBIX KOHEYHOMY I10JIb30BATEII0, a TAKKE [IEPEUYCHb
IIPUMEHSAEMBIX [IPOU3BOJUTEIIEM CTAHAAPTOB.

III. ¥icropma obpameHns MEARIMHCKOTO H3ENH, CBEACHUA O IOXOOHBIX U IIPEIBIIYIIHX
MOIU(PHUKAIMAX METUIIMHCKOTO U3/IeIIAL

3. Texnuueckuil ¢ailyl TOTKEH COJEpKAaTh CBEJACHHUS O HAJWYUM WJIM OTCYTCTBUU
HUCTOPHUH OOpaIlleHHUs] MEIUIIMHCKOTO U3JIETUs Ha MEXIYHAPOJHBIX PBIHKAX, B TOM YHUCIIE
uH(OpMaIHIO 0 MAPKETUHTE,

ClaydasiX BO3HUKHOBEHHS HEOIAronpUSTHBIX COOBITHH (MHIUAEHTOB), CBSI3aHHBIX C
UCIOJIb30BAHUEM MEIUIIMHCKOTO M3JENHS U OT3BIBOB MEIUIIMHCKOTO M3JEIUsl C pbIHKA, a
TaKXe OMUCAHUE KOPPEKTUPYIOUIUX ACHCTBUM, NPEANPUHSITHIX B OTBET HA YKa3aHHbIE CITydau
, 1 (WIK) UX aHaIu3a.

4. B ciydae HCHOJb30BaHUS MHPOpPMAMU O MOJOOHBIX WM MPEIbIIYIIUX
MoOAu(DUKAIMAX MEAUIIUHCKOTO W3JeNus JUIS JI0Ka3aTelbCTBa COOTBETCTBUS OO0Ium
TpeboBaHUAM 0€30MaCHOCTH U 3PHEKTUBHOCTH MEIUIIMHCKUX U3JICIUM, TPEOOBaHUAM K UX



MapKUPOBKE U SKCIUTyaTallMOHHOW JTOKYMEHTAIlMM HAa HUX, YTBEPKICHHBIM PelnieHuem
Cosera EBpazuiickoit s3xoHOMHYecKor komuccuu oT 12 ¢eBpans 2016 r. Ne 27 (nanee —
OO6mue TpeboBaHwMs ), TEXHUIECKUH (haliil TOKEH COAepKaTh KPaTKOE OTMCAHUE:
a) MPeIbIAYIINX MOAUDUKAIIUA MEAUITUHCKOTO U3/IeNus (IPY HAJTUYIUN);
0) MomoOHBIX MOMU(DUKAIMI METUIIMHCKUX W3ACIINA, HAXOIAIMUXCS B OOpaIleHnn B
pamkax EBpa3uiickoro 3KOHOMUYECKOT0 COI03a U Ha MEKIYHAPOJIHBIX PhIHKAX.

IV. ConpoBomurensHas rHGOpMAIHS

5. Texunueckuit (a1 JOJDKEH COJEPKaTh:
a) TaHHBIE O MAPKUPOBKE MEIUIIMHCKOTO U3/IETUS U €0 YITAKOBKHU (TIPOEKTHI MapKUPOBKHU
);
0) MHCTPYKIHUIO MO MPUMEHEHUIO MEIUIIMHCKOrO H3JAeius (IKCIUTyaTalliOHHYIO
JIOKYMEHTAIIHIO).

V. IIpoekTpoBanue u pa3paboTka MEAUIIMHCKOTO H3HEIHA

6. Texuuueckuii gain JOJKEH colepk’aTh HHPOPMALUIO, TO3BOJSIONIYIO MOIYYUTh
o01iee rnpeacTaBiIeHUe 00 OCHOBHBIX CTAIUAX MPOESKTUPOBAHUS U pa3padOTKU METUIIMTHCKOTO
u3nenus. JlanHast ntHpopManus MOXeT ObITh IPE/ICTABIIEHA B BUJIE OJIOK-CXEMBI ITPOLIECCOB.

VL. IIpon3BoACTBEHHEIE TPOLIECCH

7. Texundeckuid ¢aiia JOJKEH coaepKaTh MH(OPMALKIO, MO3BOJAIONIYIO MOTYYUTh
oO11ee npeAcTaBlIeHUe O MPOU3BOACTBEHHBIX Npolieccax. JlanHas nHdopmanus MOXKeET ObITh
IpEeACTaBlIe€Ha B BHJE OJIOK-CXEMBI IIPOLIECCOB, JAArOLIEH oO0uiee NpenCTaBIEHUE O
MIPOU3BOJICTBE, COOPKE, 3aKIIOYUTENbHBIX HCHBITAHUAX (MCCIEAOBAHMSIX) MEIULIUHCKOTO
U3/IeNIMs U OKOHYATEJIbHOM yIIaKOBKE TOTOBOI'O MEAUIIMHCKOTO U3IEIHSL.

VII. IIpon3BOACTBEHHBIE IIOMIAAKA

8. B TexHuueckoMm (aiisie MTOIKHBI OBITh WACHTU(HUIIMPOBAHBI MPOU3BOJICTBEHHBIE
IJIOMIAJIKK, Ha KOTOPBIX OCYIIECTBIACTCS TMPOU3BOJCTBEHHAS NESATEILHOCTh IO
MEIUIIMHCKOMY H3AeNuio. Ecim /Ui TaHHBIX IUIOMIAI0K UMEIOTCS CePTU(PUKATBI CUCTEMBI
MEHEPKMEHTa KaueCTBa WJM PABHOLICHHBIC JOKYMEHTBI, TO HUX KOIMHUH JOJKHBI OBITh
MIPUJIOKEHBI K TEXHUYECKOMY (haiiTy.

VIII. CBenerns o coorBercTBUH OOIIM TpeOOBaHAAM

9. TexHuueckuil ¢ain JOKEH BKIHYATh B ce0S CBEJACHHS O COOTBETCTBHH
METUIMHCKOTO u3Aeus OOImM TpeOOBaHUSM.

IX. Pe3ynpTaThl aHAIN3a U YIIPABJICHHA PHCKOM



10. Texuuyeckuii (aiin TOJDKEH colepkKaTh KPAaTKUN MepeueHb PUCKOB, BHISBICHHBIX B
MpoIecCCe aHallu3a pUCKa, U ONUCAaHHE CHOCOOOB YMPABJIEHUS 3TUMH PUCKAMHU B ILIEJSIX
CHIDKEHUS UX JI0 JOITYCTUMOTO YPOBHSL.

X. leATeNbHOCTD MO BepU(MKANMH 1 BaTAIAINH

11. Texuuueckuil ¢aiin NODKEH COAEpPkKaTh CIEAYIOLIUE CBEACHUS U JOKYMEHTHI IO
Bepu(UKAIMU U BAJIUJALUUA, KOTOPbIE UCIOIB30BAIUCH ISl IOKA3aTENbCTBA COOTBETCTBUSA
MeauIuHckoro mu3aenus OOmum TpeboBaHUSIM (B TOM 4YHCIIE MO MpUMEHUMOCTH OO0mmx
TpeOOBaHMI):

a) pe3yabTaThl UCMBITAHUN (MCCIEAOBAaHUI) B UCTIBITATENbHBIX Ja0opaTopusix (IEeHTpax)
Y MEJUITMHCKUX OpraHu3anusX (KIMHUYECKUX IICHTPaX);

0) pe3ynbTaThl COOCTBEHHBIX Ja0OpPAaTOPHBIX M (WMJIM) 3aBOJCKUX HCHBITAHUN (
UCCIIEOBAHUN) MPOU3BOAUTENS MEIULIMHCKOTO H3JIeNINsl, B TOM 4YHCJIE PE3yJbTaThbl
UCHIBITAHUM (MCCIIEI0BAHMI) B YCIOBUSIX, UMUTUPYIOIIMX SKCILTyaTallHOHHBIE;

B) pe3yJbTaThl Ja0OPAaTOPHBIX HCHBITAHUN (KMCCIEIOBaHUM) HA MKUBOTHBIX JJIs
MOJITBEPKACHUS MPABMIBHOCTH KOHIETIIUYA TOTOBOTO MEUIIMHCKOTO U3/IEIHS;

) JeKiapauus (JeKJIapaluu) O COOTBETCTBUU CTaHAApTaM M3 MepeyHsl CTaHJapTOB, B
pe3yabpTaTre MPUMEHEHHUS KOTOPBIX Ha JOOPOBOJBHON OCHOBE IMOJHOCTHIO WU YACTUYHO
oOecreunBaeTcsi COOIIOIEHNE COOTBETCTBUA MEIUIMHCKUX u3nenuil O0mum TpeOoBaHUIM
6e3onacHoCcTH U 3(Q(PEKTUBHOCTH MEIUIIMHCKUX W3JIETUi, TPEOOBAHUAM K UX MapKUPOBKE U
AKCITyaTallMOHHOW JTIOKYMEHTAaIlluu Ha HuX (mpuioxkeHue k Pexomenmanuu Komneruu
EBpaszuiickoii skoHomuuecko komuccuu oT 4 centsiops 2017 r. Ne 17), nubo uHBIM
cTaHaapTaM ¢ 000CHOBaHUEM UX MPUMEHEHUS,

1) 0030p OnyOJMKOBAHHBIX JINTEPATYPHBIX UCTOYHUKOB, COJAEPKAIINX UH(DOPMALIUIO O
MEUIIMHCKOM U3JIETTUU WIH MOJ00HOM MEAUIIMHCKOM U3/IEITHH.

12. Texuuueckuit haitsi JOJKEH COJEpKaTh:
a) CBeJIEHUS O OMOJIOrMYEeCKON COBMECTUMOCTH;
0) cBeJIeHHUs O JIEKApPCTBEHHBIX CPEJICTBAX, BXOIALIMX B COCTAB MEIULIMHCKOTO U3/EIINS;

B) CBEJICHUS O OMOJIOTHYECKOW O€30MaCHOCTH MEAMITMHCKUX M3/EIHi, BKIIOYAIONIUX B
ce0sl KIeTKU, TKaHU WM X MTPOU3BOAHbBIC, B3SThIEC Y UETIOBEKA WUJIU )KUBOTHBIX;

') CBEICHHSI O METO/IaxX CTEPUIIN3ALINH;

1) CBeleHUd O BepuDUKAIUK U BaTUJALMU TPOTPAMMHOrO OOECIEeUeHUs IMpHU

MPOEKTUPOBAHUU METUIIUHCKOTO WU3/CIIHS;
€) oT4eT 00 000CHOBAHHMH KIIMHHYECKOM (D PEKTUBHOCTH U O€30MACHOCTH METUITUHCKOTO
U3JIETus.

13. UznoxeHue pe3yabTaToB MPOBEAECHHBIX KIMHUYECKUX UCIBITAHUN (MCCIeI0BaHMN),
KpOME BBIBOJIOB, JOJDKHBI BKJIIOYAaTh B C€0s OTUETHI (MPOTOKOJBI) 00 MCIHBITAHUAX (
HCCIIEIOBAHUSIX) B IOJTHOM 00bEME.



14. Texuuueckuit aitn JOMKEH COAEPKATh MEpPEYEHb MATEPHAIIOB, HAXOSAIIUXCS B
HEMOCPEACTBEHHOM WJIM ONOCPEJIOBAHHOM KOHTAKTE€ C OPraHM3MOM uelioBeka. B mensax
ompeaeneHus (HU3NUECKUX, XUMUUYECKUX, TOKCHKOJIOTHYECKHUX U OHOJOTHYECKUX
XapaKTepUCTUK MaTepuajga HEOOXOJAMMO B COOTBETCTBHM C Pe3yJbTaTaMU aHAJIM3a PUCKOB
MIPOBECTU UCTIBITAHUS (MCCIIEIOBaHUs) OMOJIOTMYECKOH COBMECTUMOCTH.

B texHuueckuit (aiin ciaeayer BKIIOUUTH MOAPOOHYI0 MHGOPMAIUIO O TPOBEACHHBIX
UCTIBITAaHUSX (HUCCIEAOBAHUAX), NMPUMEHEHHBIX CTaHAApTaX, MPOTOKOJaX HCHbITAaHUN (
UCCIIEOBAHUI), aHalU3 IMOJYYCHHBIX JAHHBIX M KPATKOE H3JIOKEHUE PE3YJIbTAaTOB
WCTIBITAHUM (UCCIIEIOBAHUI).

15. Ecnmu mMeaumuHCKOEe M3JAeNNe BKJIIOYaeT B ce0s JIGKApCTBEHHBIE CPEJCTBA, TO
TEeXHUYECKUU (aill JOoJDKEH cojepkaTh MNOAPOOHYH HH(OpMANUI0 O TPUMEHSIEMBIX
JIEKapCTBEHHBIX CPEJCTBAaX, UX MPOU3BOJAUTENE (MPOUZBOAUTENAX), IPUUMHE BKIIOUCHHS B
MEJUIIMHCKOE H3Jenue, 0e30MacHOCTH MPUMEHEHHUS M MEXaHU3ME JIEUCTBUS B COCTaBe
M37enus Npu TPEIyCMOTPEHHOM MPUMEHEHHH, a TaKXKe JIOKYMEHT, MOATBEPKIA0UIUN
PETUCTPALMIO JIEKAPCTBEHHOTO CPEACTBA B CTPAHE MPOU3BOAUTEINS JIEKAPCTBEHHOTO CPEICTBA

16. Texuuueckuit ¢Gaiia MOJDKEH COAEPKaTh MEepeYeHb MATEPUATIOB KUBOTHOTO WIIU
YEJIOBEUECKOI0 MPOUCXOKACHUSA, MCIOJIb30BAHHBIX B MEIWIIMHCKOM HW3IEIUU, a TAKKE
noApoOHyt0 HHpOpMaIHIO 00 TUX MaTepualiaXx C yKa3aHHeM BhIOOpa UCTOYHUKOB (JJOHOPOB)
, B3sTUS P00, 00pabOTKHU, XpaHEHUs!, UCCIEOBAHUS U 0OpallleHusl C TKaHsIMU, KIETKaMu U
BEILIECTBAMH KHUBOTHOT'O WJIM YEJIOBEYECKOTO IIPOUCXOKICHUS.

B Texnuueckuil daitn ciegyer Takke BKIIOYATh pe3ysbTaThl BallMJAlUK IpoIlecca,
MOATBEPKAAIOIINE HAJIMYUE MPOU3BOACTBEHHBIX NPOUEAYpP, MHHHUMHU3UPYIOLIINAX
OMOJIOTHYECKHE PUCKH, B YaCTHOCTU B OTHOILIEHMM BHUPYCOB U JAPYIHMX BO30yauTeneil
0O0Je3HEN.

Taxxe cienyer BKIHOYATh OMKMCAHUE CUCTEMBI XPAHEHMS 3alUCEH, MO3BOJSIONICH
OCYILECTBJIATH NMPOCIEKNUBAEMOCTh OT UCTOYHUKOB MATEPHUAIIOB 10 TOTOBOTO MEAULIMHCKOTO
W3JIEIINSL.

17. B caywae eciii MEIUIIMHCKOE H3JIEJIME MOCTABISETCS B CTEPUIBHOM BUJIE,
TEXHUYECKHI (pailyl TOJKEH COJepXkaTh CBEACHHUS O BAIMJALMM Ipoliecca CTEPUIN3aluu (
BKJIIOYAsl UCTIBITAHUA (MCCIIEI0OBaHMs) Ha OMOJIOTMUECKYI0 HArpy3Ky, HAJIM4Ue MUPOTEHHBIX
BEILIECTB, HAJIMYME OCTATOYHOIO0 KOJIMYECTBA CTEPUIIM3YIOLIErO BEIIECTBA) U O BAJIUJALUU
mporecca ynakoBbiBaHus. HMHopmanus o Banuaanuu JJOJDKHA BKJIOYaTh B ceds
MPUMEHEHHBIH METOJ, JOCTUTHYTHIM ypPOBEHb 00ECIeYeHUs] CTEPUIIbHOCTH, TPUMEHEHHbIE
CTaHJaPThl, MPOTOKOJ CTEPUIN3ALNH, pa3pabOTaHHbIA B COOTBETCTBUU C 3TUMU CTaHJapTaMu
, 1 KpPaTKOE M3JI0KEHUE MOJTyYEHHBIX PE3YIbTATOB.

18. Texuuueckuii (hails1 JOJKEH COJIEPKATh CBEAEHUS O MPOLECCE MPOCKTUPOBAHUSA U
pa3pabOTKH MPOrpaMMHOIO OOECIEUYEHUs] W BalIUAAIlMUd IPOTPAMMHOTO OOECIeUeHHUs,
MCIIOJIb3YEMOTO B TOTOBOM MEAMIIMHCKOM M3JEIUU. YKa3zaHHas MH(OpMalus BKIIOYAET B



cedsl KpaTKoe M3JI0KEHUE PE3yJIbTaTOB JEATEIbHOCTH IO BepUUKALMH, BAIUJALUNA U
pE3yNbTAaTOB UCHBITAHUM (MCCIIEI0BAaHUI), BHITOJIHEHHBIX B OPraHU3aluU-IIPOU3BOAUTEIE, A
TaK)K€ CBEJICHUS 00 MMEIoIUXCs KOHQUTYpaUsIX anmnapaTHbIX CPEACTB U ONEPallMOHHBIX
CUCTEMAaX, COACPKAIINXCS B COMTPOBOJIUTEIBHON IOKYMEHTAIUH.

19. Texanueckuil (paiia JOHKEH COAEPKATh HHPOPMALIMIO O MPOBEAECHHBIX UCTIBITAHUSAX (
UCCIIEJOBAHUAX) HA KUBOTHBIX JJIs MOATBEPXKACHUSI COOTBETCTBUSA OOImMM TpeGoBaHUIM (
npu Hanuuuu). B TexHuuyeckom Qaiiie AOJKHBI OBITh ONMMCAHbl €M YKa3aHHBIX
WCCJIEI0BAHNM, METOA0JIOTUS, PE3YJIBTATHI, AHAJIN3 U 3aKJIIOUEHUS.

[punoxenne Ne 4
K [IpaBunam npoBeneHus: KIMHUYECKUX
U KIMHUKO-Ta00paTOPHBIX UCIIBITAaHUH
(uccnemoBaHuil) METUITUHCKHIX H3ACTHN

TPEBOBAHUA
K COICPIKaHUIO TEXHHIESCKOro (haiia Ha mMporpaMMHOE 00€CIICUEHHE, ABIIIOMIECSCS MEIAIHHCKIAM
A3/IeHeM

I. O6mee omicanre TPOrpaMMHOrO 00€CIIEUeHN, ABJIIOMETOCS MEAUIMHCKUM H3/IeIHEM

1. Texuuueckuit ¢aiii Ha TPOrpaMMHOE OOEcCIieUeHue, SBIISIIONICECS MEIUIIUHCKUM
u3nenueM (Hanee — MNporpaMMHOE oOOecredeHHue), JOJDKEH COJAEpkKaTh CIEeAYIOIIYIO
uHdopMaIuio:;

a) HAMMEHOBAaHUE MPOrPaMMHOI0 00ECTIEUEHNUS;

0) oO1iee onrcaHue U Ha3HAYEHHE MPOTPAMMHOI0 00ECTIeUeHNUS;

B) uH(pOopMaIMs O MPeAHA3HAYEHHBIX M0JIb30BATENSIX TPOrPAMMHOIO 00ECIICUEHUS;

r) uHbOpMAIIHs, MO3BOJISAIONIAS UASHTU(UIIMPOBATH MPOrPaMMHOE oOecrieueHre, B TOM
Yuclie CBEJCHHUS O MOJAENSAX (Mapkax) mporpaMMHOro obecmeueHwusi, ero (ux) Bepcuu (
BEpCHUSIX);

1) pa3bsICHEHHUE TOPS/IKa HyMepaluid BEpCHil MporpaMMHOT0 00eCIIeueHHUs;

€) nHpopMaIHs O BO3MOXXHBIX M3MEHECHHIX MPOTPAMMHOTO OOECIEeYeHHUs, KOTOPHIC
BIUAIOT (HE BIHUAIOT) HAa HEU3MEHHOCTh €ro (PYHKIMOHAJIBHOTO Ha3HA4YeHUs U (UJn)
MIPUHIININA IeUCTBUSA (IIPU HATTUYUN);

) BUJ MEIUIIMHCKOTO H3JEIHUS B COOTBETCTBUU C HOMEHKJIATYPON METUIIMHCKHUX
W3JIEJINN, IPUMEHSAEMON B paMKax EBpazHilCKOro 3KOHOMHUYECKOIO COK03a;

3) KJaccC MOTEHIUAIBHOTO PHUCKA MPUMEHEHUS U MPUMEHUMBIE KiIacCU(PUKAIMOHHBIC
npaBujia B cooTBeTcTBUM ¢ [IpaBuinamu kinaccudukanuu MEAUIUHCKUX H3JICIUN B
3aBUCUMOCTH OT MOTEHIIMAJbHOTO pPHUCKAa MPUMEHEHUs, YTBEPKICHHBIMU PenieHuem
Komnernn EBpasuiickoii 3kKoHOMHUYECKOW KoMuccum OT 22 aekabps 2015 r. Ne 173 (c
000CHOBaHMEM BBIOPAHHOTO KJIacCa MOTCHIIMAIIBHOTO PUCKA TPUMEHEHU );

W) MPUHIUIIBI AEUCTBUS TPOrPAMMHOTO O0ECTICUEeHHUS;



K) CBelleHUs] 0 (PYHKIIMM WHTEPIIPETalluK, UCTOYHUKE HaOopa JaHHBIX, allapaTHOU
maTdopme, crocode pa3MeIeHus: TPOrpaMMHOr0 00eCTIEYeHUs U MPEIOCTABICHUH JOCTYyIIa
K HEMY;

J) ONMCaHKE COCTaBHBIX YacTel, MoyJiel, OJIOKOB MPOrpaMMHOT0 00eCIieYeHus, KOTOpOe
MOXET COINPOBOXKAATBCA CTPYKTYPHBIMH CXEMaMH apXUTEKTYpbl HPOTPAMMHOIO
obecrieueHusI;

M) CBEJIEHHS O HaJu4yuu (OTCYTCTBMH) B MPOTPAMMHOM OOECIIEUEHUH TEXHOJOTHI
MCKYCCTBEHHOT'O UHTEJUIEKTA U UX ONTUCAHUE;

H) ONUCAHUE XapaKTEPUCTHK MNPHUHAJIECHKHOCTEH MPOrpaMMHOIO oOecredyeHus,
MEIUIUHCKAX W3ACTUNA WM W3ACIUNA, HE SBISIONMMUXCS MEIUIMHCKUMHU, HO
MPEAYCMOTPEHHBIX ISl UCIIOIB30BaHMsI B KOMOMHAIIMM C IPOrpaMMHBIM 00€clieueHneM, a
TaK)K€ OMHUCAHUE CHEUAIBHOTO O0OpYyJAO0BaHUS W (MJM) ONPOTPAMMHOIO OOECIEUECHUS,
TECTOBBIX 0a3 JaHHBIX, Pa3pabOTaHHBIX MPOU3BOAUTENIEM JIJIsl UCIIOJIL30BaHUS TPOrPAMMHOTO
obOecnieueHust (IpU HATTUYHH).

II. Onmcanue mporpaMMHOTo o0ecICYCHIA

2. Texuuueckuid (aii TOJKEH COAEPKaTh NEPEUCHb OCHOBHBIX XaPAaKTEPUCTHUK, B TOM
qHUCiIe CIeAYIONYI0 HH)OPMAIIHIO:

a) ONMCaHNE TEXHUYECKUX XapaKTEPUCTHK MPOTPAMMHOTO 00CCIICUCHHSI;

0) omucaHHWe amnmapaTHBIX CHUCTEMHBIX TpeOOBaHWM, HEOOXOIUMBIX IS
(YHKIIMOHUPOBAHUS TPOTPAMMHOIO OOecIreueHUsT (C yKa3aHHEM TOJJICPKUBAEMBIX
OTIEPAIIMOHHBIX CHUCTEM, ammapaTHeX MatGopm, TpeOyeMol oOmepaTUBHOW MaMSATH,
TpeOyeMoro JUCKOBOTO  MPOCTPAHCTBA, JOMOJHUTENbHBIX TpeOOBaHUM K
MIPOTrPaMMHO-AIIIAPATHBIM CPEICTBAM);

B) MPOTOKOJIBI OOMEHA JaHHBIMU IS MCIOJIB30BAaHUS MPOTPAMMHOTO OOECIICUCHHS
BMECTE C APYTUMH MEAUIIMHCKAMHU U3ACTUAMHA U (W) TTPUHAIIICKHOCTSIMHU;

r) mapameTpsl 3PPEeKTUBHOCTH, YCTAHOBICHHBIC TPOU3BOAUTEIEM B 3aBUCHMOCTH OT
Ha3HA4YEHUsI MPOTPAMMHOI0 OOCCIEUEHHs, a TaKKe C y4eTOM COBPEMEHHOTO YpPOBHS
pa3BUTHS B COOTBETCTBYIOMIEH cdepe;

J1) OMHMCAHHWE MPOLEAYPhl YCTAHOBKHM (MHCTAJUISLIMKM) U yIaJeHHs (JICUHCTAIIISIINN)
MIPOrPaMMHOT0 00€CTICUCHUS;

€) rnepeyeHb TpeObOBaHUM K MPOPECCHOHATBHON MOATOTOBKE WM KBalU(DUKAUU JTUII,
OCYILIECTBIISIIONIUX YCTAHOBKY (MHCTAJUISLINIO) U YJaJeHUe (IEUHCTALIAINIO) MPOrPaMMHOTO
oOecrieueHus (TIpU HATTUYHH);

) TIEpEUCHb MEp M CPEACTB 3aIMMThl OT HECAHKIIMOHWPOBAHHOI'O JOCTyIa K
IIPOTPAaMMHOMY OOECIICUCHHUI0, a TaKXKe MEpP II0 OOECIICUCHHIO ero KnbepOe30macHOCTH, B
TOM YHCJIE:

CBEJICHHUS O TMOTCHIMATbHBIX PHCKAaX BO3HUKHOBEHHS yrpo3 kKudepbOe3zomacHOCTH (
UACHTU(UKALNS AKTUBOB, YTPO3 U YA3BUMOCTEHN, HHOE);



CBEJICHUS O TOPSJIKE OTPaHUYCHUSI TOCTYTA JIJIsl BCEX YPOBHEH C yKa3aHHEM METOIOB,
KOTOPBIMM TaKO€ OTrpaHUYCHUE JOCTUTACTCA (IOCTYN TOJBKO IS JOBEPEHHBIX
MOJIB30BATENICH, JOCTYIT TOCPEICTBOM ayTEeHTU(DHUKAIIUY TTOJIH30BATENECH );

CTEIICHb W BO3MOJKHOCTH BIIMSIHUS YTPO3 M YSI3BUMOCTEH Ha (QPyHKIIMOHAIBHOCTH
MPOTrPaMMHOTO O0ECTICYCHUS U MPETHA3HAUYCHHBIX MTOJIh30BATENICH;

CBeJieHUs 00 HCIMOJb30BAHUM ABTOMATHYECKHUX METOJOB CHHXPOHHU3AIUU IS
3aBEpIICHUS] CEAaHCOB B CHUCTEME, €CIIH ATO HEOOXOAMUMO IJIsS CPEeIbl HCIIOJIb30BAHUS
MIPOTPaMMHOTO 00€CTICUCHUS;

CBEJIeHUs 00 HCIOJb30BAaHMU MHOTOYPOBHEBOW MOJCIN aBTOPHU3AIUHA H
muddepeHmanyy mpaB Ha OCHOBE POJIM TTOJIH30BATEINSI HIIM POJIU YCTPOMCTBA;

CBEJICHUS O TEXHHMYECKHX M IPOTPAMMHBIX CPEICTBAxX 3allUThl, TPUMCHIECMBIX B
MPOrpaMMHOM 00€CTICUCHHH;

MOPSIOK MPOBENICHUS POLEYpbl ayTeHTU(UKAIIUY [T0JIH30BaTENS Mepe]] pa3perieHueM
OOHOBJICHWI TTPOTPAMMHOTO O0ECTICUCHHS, B TOM YHCIIC 3aTPAaruBaOIINX OTEPANMOHHYIO
CUCTEMY U MPUIIOKEHUS;

CBEIICHUS O HEOOXOJAMMOCTH HCIOJH30BAaHUS CUCTEMATUUYECKUX MPOIEAYDP IS
aBTOPU30BAHHBIX TMOJIb30BaTENEH TMpPU YCTAHOBKE (MHCTAIIAINMK) U OOHOBJICHUH
MIPOTPaMMHOTO 00€CTICUCHUS;

CBEIICHUSI O HEOOXOIUMOCTH HCIOJIb30BaHUS CPEACTB 3aIMHUTHI OT BPEIOHOCHBIX
nporpaMMm (aHTUBHPYCHOE MpOTpaMMHOE oOecneyeHue), €clid TaKhue CpeIcTBa He
MPEyCMOTPEHBI TMPOU3BOIUTENIEM MPOTPAMMHOTO OOECIEUCHHS, KOTOPOE JOJDKHO
MCIIOJIb30BaThCSl COBMECTHO C MHBIM MPOrPaMMHBIM 00€CTIeUeHUEM;

CBEJIEHUS 00 HUCIIOIB30BAHUM CPEICTB KPUNITOrpapruecKkoil 3amuThl nHGopManuu (pu
HAJIUYKH);

CBEJICHUSI 0 HEOOXOIUMOCTH HCIIOJB30BaHUS (QYHKIIMH apXHUBUPOBAHUS, PE3ECPBHOTO
KomupoBaHus (mAyOnupoBaHUs) JaHHBIX Ha CEepBEpaxX OpPraHU3aIlMd C IOMOIIBIO
ayTCeHTH(PHUITUPOBAHHOTO MMPUBUIIETHPOBAHHOTO TTOJIH30BATEIS;

CBEJICHUS O CPEJICTBAX, MPUMEHSIEMBIX JJIS 3AIIUTHI OT HE3aKOHHOTO PACIPOCTpaHEeHUS (
IPU HAJTMYKH ),

3) KJIMHUYECKHE PEKOMEHIAINU, HUCIOJIb3yeMbIe aJTOPHUTMOM MPOTPAMMHOTO
obecrieueHus (IpU HATUIHH);

M) yKa3zaHue crocoba MOJydeHHUs IO0JIb30BaTeJIeM CBEICHUN O TEKYIIEeH BEpCHHU
MIPOTPaMMHOT0 00ECTICUCHUS U TTOPSIIOK €r0 OOHOBJICHUS;

K) TIEPEUYCHb CTaHAPTOB, MPUMEHSIEMBIX IPOU3BOIUTEIIEM IIPOTPAMMHOTO 00ECIICUEHUSI.

III. Vicropus oGpaIneHus IporpaMMHOTO 00eCIeYeH s, CBEICHHS O IIOAOOHEIX M IIPeBITYIIX
BEPCHAX IIPOrPaMMHOIO 00eCIeIeHUA

3. Texnuueckuil ¢aiiyl TOTKEH COJEPKATh CBEJACHHUS O HAJUYUM WIM OTCYTCTBUU
UCTOpPUHU OOpaIeHus: IPOrpaMMHOTO 00eCIIeYeHHsT Ha MEXIYHAPOIHBIX PhIHKAX, B TOM YHCIIE



uHpOpMAIUI0O O MapKETHUHTE, CIIy4asX BO3HUKHOBEHHUS HEOIAroNpUSTHBIX COOBITHH (
MHIIUJCHTOB), CBSI3aHHBIX C HCMOJIb30BAaHUEM IMPOrPAMMHOTO OOECTEeYEHUs] U OT3HIBOB

MPOTPAMMHOTO OOECIICUCHHsI C PHIHKA, a TAKXKE OMHUCAHUE KOPPEKTUPYIOUIUX JCHCTBUIA,

IPEANPUHATHIX B OTBET HA YKa3aHHBIC ClIy4yau, U (WIM) UX aHaJn3a.

4. B cnydae ucnonb30BaHusT HHGOPMAIIMUA O TOJOOHBIX WM MPEABIIYIUX BEPCHIX
IpOrpaMMHOr0 OO€ecCleueHus JJIs J10Ka3aTelbCcTBa COOTBETCTBHS OOHUM TpeOOBaHUAM
6e3onacHOCTH U 3()(PEKTUBHOCTU MEIULIMHCKUX U3EIUM, TPEOOBAHUAM K UX MapKUPOBKE U
AKCIUTYaTallMOHHOM IOKYMEHTAllMU Ha HUX, yTBepKIeHHbIM Pemenuem Cosera EBpasuiickoil
sKOHOMHUYECKo komuccuu ot 12 despans 2016 r. Ne 27 (manee — OOuue TpeboBaHUs),
TEXHUYECKUH (haliil TOHKEH COepKaTh KPaTKOe OMUCaHUE:

a) MPEIbIAYIINX BEPCUM MPOrPaMMHOI0 ooecreueHus (Mpy HaJTu4Iun);

0) MOJOOHBIX BEPCHH MPOrpaMMHOI0 OO0SCICUCHUS, HAXOMSIIUXCSI B OOpalleHHH B

paMkax EBpa3uiicKoro SJKOHOMHUYECKOTO COK03a U Ha MEKTYHAPOJIHBIX PHIHKAX.

IV. ConpoBomuresHas rHGOpMAIHS

5. Texunueckuit (haits1 JOJDKEH COJepKaTh:

a) JaHHbIE O MAPKUPOBKE NMPOTPAMMHOI0 00ECIEUEHHMs], €r0 ANEKTPOHHOIO HOCUTEINS U
YHaKOBKHU (IIPOEKThl MAaPKUPOBKH);

0) MHCTPYKIIUIO MO MPUMEHEHUIO (IKCIUTYyaTallMOHHYIO TOKYMEHTAIIMIO) TPOrPaMMHOTO
o0ecrieueHusl.

V. IlpoexTupoBanue U paspaboTka mporpaMMHOro obecriedeHus

6. Texandeckuii ¢Gaiia MODKEH COAepKaTh MHOOPMAIIUIO O MPOIECcax KU3HEHHOTO
[IUKJIa MPOTPAMMHOTO OOECIeUYeHus, BKJIOYas HHPOpManui 00 OCHOBHBIX CTaJHIX
MPOEKTUPOBAHUS © pa3pabOTKH TPOTPAMMHOTO OOECIeYeHUsl, KOTOpas MOXKET
COIIPOBOX/IATHCS CXeMaMHU, PUCYHKaMH, THarpaMMaMH M HHBIMH TTOSICHEHUSMH.

VI. IIpon3BOACTBEHHBIEC TPOLIECCHI

7. Texundeckuii ¢aia TOJDKEH colepKaTh MHGOPMAIIUIO, TTO3BOJIAIONIYIO MOTYYUTh
oO11iee mpeIcTaBiIeHNE O MPOU3BOACTBEHHBIX Mpoleccax. [lanHas nHpopmaiius MOKeT ObITh
MpeJcTaBieHa B BHUJE OJIOK-CXEMbl MPOIECCOB, MAlOMIei o0Iee MNpeaCcTaBIeHUE O
MPOM3BOJICTBE, 3aKIIOYUTEIbHBIX HCHBITAHUAX (MCCIEAOBAHUSIX) MPOTrPaMMHOTO
00ecIieueHUs] W OKOHYATEIbHOW YMAKOBKE HJIEKTPOHHOTO HOCUTENS MPOTrPaMMHOTO
obecrieueHus1 (€CIM MPUMEHUMO).

VII. IIpon3BOACTBEHHLIE IIOMIAAKA

8. B TexHuueckoMm (aiisie ITOKHBI OBITh WICHTHU(OHUIITMPOBAHBI MPOU3BOJICTBEHHBIS
IJIOMIAJKK, Ha KOTOPBIX OCYIIECTBIAETCS TMPOU3BOJCTBEHHAS JEATEIHLHOCTh IO



nporpaMMHOMY oOecriedueHnto. Eciu Ui MaHHBIX ITUTOMIAI0K WMEIOTCS CepTU(UKATHI
CHUCTEMBI MEHE)KMEHTA KAueCTBa, OTUEThl O MPOBEACHHBIX MHCIEKIHUSAX HA COOTBETCTBUE
CUCTEM TPeOOBAHUSM CTAaHIAPTOB WJIM PABHOIIEHHBIE JOKYMEHTBI, TO UX KOMHUU JOJKHBI
OBITh MPUJIOKEHBI K TEXHUYECKOMY (pailiy.

VIII. Ceeperns o coorBercTBHM OOnmM Tpe6OBaHMM

9. Texuuueckuii (ain JODKEH BKIIOYATh B ceOS CBEJEHUS O COOTBETCTBUHU
nporpaMMHoro odecrnedeHus: O0mM TpeOOBaHUSM.

IX. Pe3ympTaThl aHAIN3a U YIIPAaBICHUA PACKOM

10. TexHuueckuil ¢aila OOJKEH COAEpkKAaTh KPAaTKUH IEepedyeHb PHUCKOB,
UIACHTU(PUIUPOBAHHBIX B MPOIECCE aHajJu3a pUCKa, M OMHCAHHE CIOCOOOB YIpPAaBIICHUS
ATUMH PUCKAMHU B LEIAX CHUXKEHHUS UX J0 JOIYCTUMOI'O YPOBHS.

X. JeqarersHOCTh O BepUPHUKAUHA U BATMIAINA

11. Texunueckuit (aiy1 TODKEH COJEPkKATh CICTYIONINE CBEACHUS U JIOKYMEHTBI 1O
Bepu(DHUKAIIMY U BATHIAINH, KOTOPBHIE MCTIOIb30BAIKCH IS JI0KA3aTEIHCTBA COOTBETCTBUS
nmporpaMMHOro ooecredeHuss O01mM TpedoBaHUAM (B TOM YHCIIe 110 TpuMeHuMocTr O0mmx
TpeOOBaHMI):

a) pe3yJIbTaThl UCIIBITAHHUH (MCCIIEIOBAaHUI) B UCTIBITATEIBHBIX JTAOOpaTOpUsX (IIEHTpax)
1 MEIUITUHCKHAX OpraHU3anusiX (KIMHUICCKUX IEHTPAX);

0) TPOTOKOIBI TPEABAPUTEIHHBIX HUCIBITAHUN (KCCIENOBaHUM) TPOTPAMMHOTO
oOecrieueHus (BKIIFOYAst OTYETHI O TECTHPOBAHUH, BATUIAIIUN U BEPUPUKAIIMHI TTPOTPAMMHOTO
oOecrieueHus1), UCTIBITAHUN (MCCIIeIOBAaHUH) TPOrPaMMHOTO 00eCIIeYeHHsT Ha TECTOBBIX 0a3ax
JTaHHBIX;

B) Jiekiapaius (JeKiIapaiun) 0 COOTBETCTBUU MPOrPAMMHOI0 00eCIIeUeHUs CTaHAapTaM
U3 MEepeyHs CTaH/IapTOB, B pe3yJbTaTe MPUMEHEHUS KOTOPHIX Ha JOOPOBOJILHOM OCHOBE
MOJTHOCTHIO HWJIM YAaCTUYHO OOECIeUMBACTCS COOJIOJCHUE COOTBETCTBUS MEIUIIMHCKHUX
u3nenuii O0mmM TpeboBaHUsIM 0€30NmacHOCTH U A((PEKTUBHOCTH METUIIMHCKUX W3JEIUMH,
TpeOOBAHMAM K UX MAPKUPOBKE U IKCIUTyaTAITMOHHOW JTJOKYMEHTAIIUU Ha HUX (MPUII0KECHUE K
Pexomennanuu Komneruu EBpasuiickoit skoHOMUYecKoit komuccuu oT 4 ceHTa0ps 2017 1. Ne
17), nn6o WHBIM CcTaHAApTaM ¢ 000CHOBAaHUEM WX MPUMCHCHHSI,

r) 0030p OMyOJUKOBAHHBIX JINTEPATYPHBIX HCTOYHUKOB, COACPKAMUX HHPOPMAIIHIO O
paccMaTpUBaEMOM MPOrPaMMHOM 00€CTICUEHUHU WU MOJJOOHOM MPOrPaMMHOM OOECIICUEHHH.

12. Texuuueckuil ¢aiyl AOJKEH COAEPXKAaTh OTYET 00 OOOCHOBAHMM KIMHUYECKOU
3¢ (HEeKTUBHOCTH U 0€30MMACHOCTH TPOrPAMMHOTO 00ECTICYSHHUSI.



13. Texuuueckuii ¢aii T0KEH coaepKkaTh UHPOPMAIIHIO O TPOBEACHHBIX KITMHUYECKUX
UCTIBITAHUSIX (MCCJICIOBAHUSX ), KPOME BBIBOJIOB, KOTOPHIE JOJKHBI BKJIIOUATh B C€0sl OTUYETHI,
MIPOTOKOJIBI UCTIBITAHUH (MCCTIEAOBAHMI) B IIOJTHOM O00BEME.

Ipunoxenne Ne 5
K [IpaBunam npoBeneHus: KITMHUYECKUX
1 KIIMHUKO-Ta00PaTOPHBIX HCITBITAHIH
(uccneaoBaHUil) METUIIMHCKUX U3IEIAN

OOPMA
0T4eTa 0 KIMHAYECKOM UCIBITAHUU (MCCIIEIOBAHNH)
MEIHUIIMHCKOTO H3CIIHs

YTBEPX/IAIO

(PyKOBOAMTENH MEAUIIMHCKOU
OpraHu3aIu
(KMMHUYECKOTO LEeHTpa), haMHIIH, UM,
OTYECTBO,

MOJITUCH (KOOPIUHATOP-MCCIICIOBATENb,
hammms,

M1, OTYECTBO (TP HAWYHH), TOITUCH —
B
Clly4yae IPOBEICHHUSI MHOTOIIEHTPOBBIX
WCTIBITAHU))

OTYET
0 KIIMHAYECKOM HCIIBITAHAH (HCCIICOBAHHN) MEIUITMHCKOTO H3EIHL

(HaMMEHOBAaHUE MEIUITMHCKOTO U3]ICIIHS)
No or" " 20 T
1. CocraBien

(HamMEHOBaHME M a/IPEC MECTa HAXOKICHUS METUITMHCKOW OpraHu3aIii (KITHHIIECKOTO
IIEHTpA))
2. [TomHOMOYHMS Ha TPOBEACHUE KIMHUICCKOTO UCIIBITAHUS (MCCIEIOBaHM)

3. PazpemieHre Ha TpOBEJCHUE KIMHUYECKOTO HCIBITAaHUS (HMCCICIOBAHUA)
MEIUIIMHCKOTO HM3Jenusl (3a MCKIIOUYEHHEM IPOrpaMMHOr0 OOecreueHusi, SBISIOErocs
MEAMIMHCKUM M3/EJIMEM), UM CBEJIEHUs 00 YBEIOMIIEHHU O MPOBEJCHUHU KIMHUYECKOTO
UCIIBITaHUsA (MCCIEIOBAHMS) MEIULMHCKOIO M3Jeius (I MPOrpaMMHOro oOecredyeHus,
ABJIAIOIETOCS MEIUIIMHCKUM U3/JEJINEM), WM PEKBU3UTHI PEECTPOBOM 3alIUCH B pEECTpe, B



KOTOPBINA BHOCSITCSI CBEICHUS O BBIJIAHHBIX PA3PEIICHUSAX U MPEACTABICHHBIX YBEIOMIICHUSIX
O TMPOBEACHUM KIMHUYECKUX WU KIMHUKO-TA0OPATOPHBIX HUCHBITAHWUN (HMCCIICTOBAHUMN)
MEIUIIMHCKUX U3JICITUN

4. Ilepuon npoBeIeHNS] KITMHUYECKOTO UCTIBITAaHUS (UCCIIEIOBAHMS)

5. HanmeHoBaHuE U aJipec MECTa HAXOXKICHUS POU3BOIUTEIIS

6. HaumMeHoBaHuEe M aJipec MeCTa OCYIIECTBJICHUS JAEITEIbHOCTH MPOU3BOJACTBEHHOMN
TJIOMIAAKHU (TIPOU3BOJICTBEHHBIX TLJIOIIAIO0K )
7. HauMeHoBaHWeE U aJIpec MeCTa HAXOXKIACHHUS 3aIBUTEIS

8. HauMeHoBaHMe u ajgpec MecTa HaXOXJICHHS YIMOJTHOMOYEHHOTO MPEICTaBUTEIS
MPOU3BOIUTENA (IIPU HATTUYUN)
9. Nanusie 00 uccneaoBaTelisax, KOOpuHATOpEe-UccienoBaresne (Mpyu HaTUIUN )

(bamumsi, ©MsI, OTYECTBO (TIPH HAJTMYWHU), MECTO pabOThI, JOJDKHOCTD, YUEHAs CTETECHb (
3BaHUe) (IpU HATTUYHH))

10. UnenTudukanus ¥ omucaHue MCCIEAYeMOr0 MEIUIIMHCKOTO W3JENHsl, BKIOYas
nepedeHb Mojeniell (Mapok) MEAULMHCKOrO u3jenus (B TOM YHCIE HX COCTaB H
MIPUHAIJICKHOCTH ), HA KOTOPBIE PaCIPOCTPAHSIIOTCS PE3yJIbTaThl KIMHUYECKOTO UCTIBITAHUS (
ucciaeaoBanus) (MIpU HAJTUYIUN)

11. HazHaueHne MEIUIIMHCKOTO U3AETU
12. Knacc noTeHuaibHOro pucka NpUMEHEHUS MEAUIIMHCKOTO U3/Ieus

13. Kox Buia MEAMIIMHCKOTO U3/ENIHS B COOTBETCTBUN C HOMEHKJIATYPO MEIUIUHCKHUX
U3JEeNUd, IPUMEHSIEMOU B paMKax EBpa3uiicKoro 3JKOHOMHYECKOT0 COr03a

14. Lenu v runoTe3bl KIMHUYECKOTO UCTIBITAHMS (MCCIEIOBaHMS)

15. Cxema KJIMHMYECKOT'O HUCIBITAaHUS (I/ICCJ'IG,IIOB&HI/IH), BKJIIO4Yas OIIMCAHUC KOHCYHBIX
TOYCK

16. KonudyecTBO CyOBEKTOB KIMHUYECKOTO HMCIBITaHHUS (McclienoBaHus) (B ciaydae
MPOBEJACHUSI MHOTOIEHTPOBBIX HCHBITAHUN (MCCIEIOBAaHUM) KOJIUYECTBO CYOBEKTOB
KJIMHUYECKOTO MCIBITaHUS (MCCIEAOBaHUSA) B KaXKJOM MEIUIIMHCKON opranuzamuu (
KJIMHUYECKOM IIEHTpe)) JIMOO CBEACHHUSA O MOJYYEHHBIX B XOJE€ JUATHOCTUKH, JICUCHHS,
peabuIuTalii MEIUIMHCKUX JaHHBIX IAIMEHTOB, BEPU(DHUIIMPOBAHHBIX MEIUIIMHCKOM
opranu3anueil (KIMHUYECKUM LEHTPOM) (JJIsI TPOTpaMMHOTO 0OeCTIeUeHUs, SBIISIOIIET0Cs
MEIUITMHCKUM U3JICITHEM )

17. KonuyecTtBo 00pa3loB HCCIACAYEMOTO MEAMIIMHCKOTO H3JEIUS M X
uJIeHTU(UKALIIMOHHBIE TPU3HAKK (MapKa, MOJENb, BEpCHUsl MPOTPAMMHOr0 OOecTHedeHus,




Macca, 0o0beM, jJaTa TPOU3BOJICTBA (M3TOTOBJIEHUSA), CPOK TOIHOCTH (CPOK CIyKOBbI),
KaTaJIOXKHBI HOMEp, 3aBOJACKOM (cepuiiHblil) HOMEp (HOMep cepuu, maptuu (j1ota)) u ap.) (
€CJIM IPUMEHUMO)

18. MenuiuHckue opraHu3aluul (KJIMHUYECKHE IIEHTPHI), B KOTOPBIX MPOBOJMUIOCH
KJIMHUYECKOe HCHbITaHue (ucciaenoBanue) (s MHOTOIEHTPOBBIX HCHBITAaHUM  (
HCCIICTIOBAHUM))

19. Craructuueckun oOpaboOTaHHBIEC TAHHBIE MO KOHEYHBIM TOUYKAM KIMHUYECKOTO
UCIIBITaHUS (UCCIIEIOBAHMS])

20. IlonrBepxkaeHHbIe (OTKIOHEHHBIE) THUIIOTE3bl MO pPE3yJibTaTaM IPOBEICHUS
KJIIMHUYECKOT'O UCTIBITAHUS (MCCIIeI0BaHus)

21. BBIBO,IIBI I1I0 pe3yJibTaTaM IIPOBCACHHUA KIIMHUYCCKOT'O UCIIbITAHUA (I/ICCJ'IG,Z[OBaHI/I}I)

[Toanucu pykoBoauTeaeH MEIUIIMHCKUX OPTaHU3alui (KIMHUYECKUX IIEHTPOB) (B cllydyae
MIPOBEJICHUSI MHOTOIIEHTPOBBIX UCTIIBITAHUH (MCClIe0BaHU)):

(bamuusi, uMst, OTYECTBO (IIPU HAJTMYUHU), MECTO pabOThI, JOJDKHOCTD, YU€HAas CTENEeHb (
3BaHue) (IpU HATTUYHH))

(bamumust, Ms, OTYECTBO (TIPU HATMYWHN), MECTO PabOTHI, TOKHOCTh, YICHAs! CTEIMEHb (
3BaHue) (TIPU HAJTUYHH))
[Toanucu ucciaemoBareei:

(dbamumnus, uMsi, OT4ECTBO (IIPU HATTUYUN))

(pamunus, uMsi, OTYECTBO (IIPU HATMYHUN))

[lepeuenb npugaraeéMbIx JOKYMEHTOB:

1) mporpamMma KJIMHUYECKOTO UCTIBITAHUS (MCCIIEI0BAHMUS );

2) nepBUYHbBIC TAHHBIC KIMHUYECKOTO UCTIBITAHUS (MCCIEA0BaHUA);

3) Komus pa3pelieHus Ha MPOBEJCHUE KIMHUYECKUX UCTIBITAHUHN (MCCIIeI0BaHUN);

4) Konusl 3aKJIFOUYEHUS KOMHUTETA 10 3THUKE;

5) uadopMUpPOBaHHOE COTIIACHE;

6) Opoitiropa Ucciaea0BaTeNs;

7) oOpasibl U 3amoJHeHHBIE (OPMBI WHIWBUIAYAIHHON PErUCTPAIlMOHHONU KapThI,

JTHEBHUKOB U BOIIPOCHUKOB;

8) TexHU4eCcKui (Paill Ha MEJULUHCKOE U3/ENINE, COAEPKaHUE KOTOPOTO COOTBETCTBYET
TpeOOBaHUIM COIJIaCHO MpuiaokeHuto Ne 3 (mnd MEeOUUMHCKUX W3JeIud, KpoMme
MPOrpaMMHOr0 OOecreyeHus M MEIULMHCKUX HM3JEIUM I TUAarHOCTUKHU In Vitro) Wiu



npuioxkeHuto Ne 4 (mns mporpaMMHOTO OOECIEUEHHMs, SIBIJISIIONIETOCS MEIUIIMHCKUM
m3aenrem) K [IpaBuwiam npoBeaeHUsT KIMHUYECKUX U KIMHUKO-T1a00paTOPHBIX UCTBITAHUH (
HCCIIEIOBAHUIN) MEAUIMHCKUX U3JeNuid, yTBepxkAeHHbIM Pemenniem Coeta EBpaszuiickoit
SKOHOMHUYECKON komuccuu ot 12 despans 2016 r. Ne 29, 3a uckiroueHuEeM CBOWCTB U
XapaKTEPUCTUK 0e30macHOCTH U Y()PEKTUBHOCTA METUITMHCKOTO H3CIHSI, KOTOPHIC TOJDKHBI
OBITH OMpe/ICICHBI B pe3ybTaTe MPOBOAUMOr0 KIMHUYECKOTO UCTIBITAHUS (MCCIIeI0BAHNUSA);
9) popma nepeuHs: HEOMATONPUATHBIX COOBITHI (MHIIUJEHTOB), B ClIy4ae BOSHUKHOBEHUS
KOTOPBIX HEO0OXOJWMO COOOIIUTH B YMOJHOMOYEHHBIM OpraH (C YyKa3aHUEM CPOKOB
HalnpaBJIeHUs COOOIIECHUS), a TAKXKE OTYET O HEOJArOMPUSTHBIX COOBITUAX (MHIUICHTAX),
BO3HUKIIIKNX B XOJI€ KIIMHUYECKOTO UCIBITAHUS (MCCIEOBaHMS), BKIIOUAONIUN B TOM YUCIE
CBEJICHUSI O HEOJIArOMPHUSATHBIX COOBITUSAX (MHUUIEHTAX), O KOTOPHIX OBLJIO COOOIIEHO B
YIIOJITHOMOYEHHBIA OPraH (C yKa3aHUEM CPOKOB HAIPaBIICHUS COOOIIEHU);
10) 3asBIEeHHE O MOJYYEHUHU pa3pellieHUs] Ha MPOBEJACHUE KIMHUYECKUX HCIBITAHUH (
MCCJIEI0BAHNI ) METULIMHCKOTO U3/1EIINs;
11) otuer 0 HemocTaTKaxX MEAULIMHCKOTO WU3AENHS, BBISIBICHHBIX B X0OJI€ KIIMHUYECKOTO
UCTIbITaHUsI (UCCIICIOBAHMUS);
12) mpomMexyTOUHBIA OTYET O KJIMHUYECKOM UCHBITAaHUU (MCCIETOBAHUH ) MEAUIIUHCKOTO
n3jenus (Mpyu HaJIMYUN).

ITpunoxenune Ne 6
k [IpaBuiaM npoBeaeHMs KITMHUYECKUX
Y KIIMHAKO-Ta00PaTOPHBIX UCTIBITaHUH
(uccaenoBaHuid) MEMITMHCKHX M3JISITHI

TPEBOBAHNA
K COAEPIKaHMUIO IPOTPaMMEI KIIMHUKO-Ta00pPaTOPHOTO UCIIHITAHHS (MCCIIEIOBAHUA) MEIUIIMHCKOTO
H3JIeJHMS JUI1 QUATHOCTHKH In Vitro

I. O6mee onucanre METUIIMHCKOTO M3AEIH M1 JUATHOCTHKH in Vitro

1. IIporpamma KIMHHKO-1a00paTOPHOTO HMCIBITAHUS (MCCICAOBAHMSA) MEIUIIMHCKOTO

U3JICTNS 11 TUATHOCTUKH 1N VItro JOJKHA COAEPKaTh CICAYIONIYI0 HH(DOPMAIIHIO:

a) HAaMMEHOBaHWE MEIUIIMHCKOTO U3ACIUS JJIs TUarHOCTUKH 1N VItro;

0) HaMMEHOBaHHWE MPOU3BOAUTENS, €0 MECTO HAXOXKJICHUS (aIpec IOPUINIESCKOTO JIUIIA)
— JUIsl FOPUIAYECKOTO JIMIA WK haMUIIUSL, UMSI, OTYECTBO (MPU HAIMYUH ), MECTO JKUTEIbCTBA
— qanus  GU3WMYECKOro JuIla, 3aperMCTPUPOBAHHOTO B KadyeCTBE WMHIAWBHUIYaIbHOIO
peATpPUHUMATEIIS,

B) HAUMEHOBAHME 3asBUTENIS, €T0 MECTO HAXOXKACHUS (aapec IOPUINISCKOTO JIUIa) — JJIs
IOpUIAYECKOT0 JIMIA WK (haMIIIHSL, UMsI, OTYECTBO (MPH HAIMYUH ), MECTO JKUTEIbCTBA — JIJIs
(M3UYECKOT0 JINIIA, 3aPETUCTPUPOBAHHOTO B KAYECTBE WHIUBUIYTBHOTO MPETPUHUMATEIS,



CBEICHHS O TOCYJapCTBEHHOM PETUCTpallMM FOPUINYECKOTO JIMLA UIU (PU3HUECKOro JIUIa,
3apETUCTPUPOBAHHOTO B Ka4yeCTBE MHAMBHUAYAJIBHOTO NPEANPUHUMATENSA, a TaKkKe
KOHTaKTHbIE JaHHbIE 3asBUTENS (HOMep TenedoHa, apec AIEKTPOHHOM MOYTHI);

I') HAUMEHOBAHKE YIIOJIHOMOYEHHOTO MPECTABUTENS TPOU3BOAUTENS (ITPU HAIUYUH), €TO
MECTO HaXOXJeHUS (aapec IOPUINUECKOro JIMIA) — A OPUINYECKOro TN Wik haMuius,
UMsl, OTYECTBO (MpPU HAJIUYHMHU), MECTO >KUTEIbCTBA — I (PU3UUYECKOro JHILA,
3apEruCTPUPOBAHHOTO B KAYECTBE MHAUBUIYAIIBHOTO MPEANPUHUMATEIIS;

1) ONMCaHNEe U HA3HAYEHUE MEUITMHCKOTO U3/IeNHs ISl TUarHOCTUKY N VILro;

e) uHdopmanus, MO3BOISAIONIAS UACHTUPUIIMPOBATH MEIUIIMHCKOE HU3JETue s
JMArHOCTHUKY IN Vitro, B TOM YHUCJIe HOMEpP MOoJenu (MapKu) MEIUIIMHCKOTO u3Aenus (Tpu
HaJU4YMHU) WIK yKa3aHWe UACHTHU(PUUUPYIOLUEro HOMepa MOAENH (MapKu) MEAUIUHCKOTO
WA3IeIUs A JTUarHOCTUKY 1N VILro;

) BUJl MEIMIIMHCKOTO M3JEJHS JJIs AUATHOCTUKU INn VIro B COOTBETCTBHUH C
HOMEHKJIATypOl MEIUIHUHCKUX W3JeNul, NPUMEHSIEMOW B pamkax EBpasuiickoro
HKOHOMHUYECKOTO COI03a;

3) XapaKTepUCTUKa 00pa3loB WIM MPOO, UCMOIb3yEMbIX B KIMHUKO-Ta00paTOPHOM
UCIIBITAHUH (UCCIIEIOBAHNM);

M) KJIacC MOTEHLIHAIBHOTO PUCKA MPUMEHEHUS! U NMPUMEHUMBbIE KJacCU(PHUKalMOHHbIE
mpaBwia B COOTBETCTBHHM ¢ llpaBmiamu knaccupuKaluy MEIWIIMHCKUAX W3JETUA B
3aBUCHUMOCTH OT IMOTEHIIMAIbHOIO pHUCKAa MNPUMEHEHHs, YTBEpKJACHHbIMU PeleHuem
Komnernn EBpazuiickoil 5KoHOMUYECKON KoMuccuu ot 22 nekadps 2015 r. Ne 173;

K) OOBSICHEHHE HOBBIX CBOWCTB M XAaPAKTEPUCTUK MEAUIIMHCKOTO H3JENUs s
IUATHOCTHUKHU In VItro.

II. TaHHEIe 0 KIMHAKO-JIA00PaTOPHOM HCIBITAHAH (HCCIENOBAaHUN) MEIUIIMHCKOTO M3EIHA IS
JHArHOCTHKH in vitro

2. IlporpaMmmMa KJIMHUKO-TA00PATOPHOTO WCIBITAHUS (HCCIICIOBAHMS) MEIUIIUHCKOTO
U3JIEUS 1JIs1 IUATHOCTUKH 1N VItro JOJIKHA COJIepKaTh CIEAYIONIYI0 HHPOPMALIHIO:
a) IeJb 1 33J1a4u KJIMHUKO-I1a00paTOPHOTO UCTIHITAaHUS (MCCIICIOBAHNS );

0) HaMMEHOBaHHME U aJpec MecTa HAXOXJECHUS MEIMUIIMHCKOW opraHuzanuu (
KJIMHUYECKOTO I1eHTpa) (MEAUUMHCKUX opraHu3amuid (KJIMHUYECKUX IIEHTPOB)),
NpUHUMAIONE (MPUHUMAKOIINX) yYacThe B KIUHUKO-Ta00paTOPHOM HCHBITAHUU (
HCCIICIOBAHUH ),

B) MecTO (MecTa) MpOBEICHUSI U3MEpEeHUN (aHanu3a) (eciu He COBMAJIAET C aJpecoM
MeCTa HaXO0XJICHUS MEIUIIMHCKOW OpraHu3aliy (KJIMHUYECKOTO IIEHTPA));
T') METO/Ibl aHAJTIN3a TAHHBIX;
1) CTATUCTUYECKHUE YPOBHU 3HAUMMOCTH;
€) pa3Mep BBIOOPKU JJIsl OLIEHKH MOKa3aTenel KIMHNYeCcKon 3(hPEeKTUBHOCTH;
k) Ouosiornueckasi pepepeHTHasl MOIMYJISIIIIS HACeICHMUS,



3) KPUTEPHUH TIPUTOTHOCTH ITP0O, 00beM 00pa3IioB U KPUTCPUH UCKIIOUCHHS 00Pa3IloB;
W) JIeTaIu MPEeaHaTUTHICCKOTO ITara,
K) TIPOLIETyPHI CIETBIX MPO0;

J) ydeT BO3JIEUCTBUS (aKTOpPOB MHTEP(HEPCHIINHU, BBI3BAHHBIX YCIOBUSIMH B3STHS
00pa3loB WM MATOJIOTUYECKUM ((PU3HOJIOTUYECKHUM) COCTOSIHUEM JOHOpa MpoObl JIUOO
JICYCHHUEM;

M) BBIOOp U 0OOCHOBaHHE METO/1a CPAaBHEHNS;

H) MPONEAYPHl KATMOPOBKHU, BKIIIOYAsI IAHHBIE TI0 MPOCIEKUBAEMOCTH KaTuOpaTopoB;

0) KpUTEPHUH JIJIS TPOBEICHHSI TOBTOPHOTO TECTA U UCKITIOUCHUS JTAaHHBIX;

1) COOTBETCTBYIOIIUE MEPHI IS MPEAYTPEKACHHS prcKa HHPUITUPOBAHUS TOTH30BATEIIS.

IIpunoxenue Ne 7
K [IpaBunam nposeneHus
KITMHAYECKUX U KIMHUKO-
1abOPaTOPHBIX UCTIBITAHUN
(uccnemoBaHuil) METUITUHCKIX
n3aenuit

®OPMA
0T4eTa 0 KIIMHAKO-Ta00paTOPHOM HCIBLITAHHH (HCCIICIOBaHUM)
MEIUITMHCKOTO H3IeInA Ul JHArHOCTHKH in Vitro

YTBEPXIAIO

(PyKOBOAMTENH MEAUIIMHCKON
OpraHH3aIiH
(KJIMHUYECKOTO IeHTpa), haMIITHsL, UM,
OTYECTBO,

MOJMUCH (KOOPAUHATOP-UCCIIEI0BATEb,
(hammms,

HMS$1, OTYECTBO (TIPH HAIWYHHN), TOIITUCH —
B
Cllyyae IpOBEACHUSI MHOTOLIEHTPOBBIX
UCTIBITAaHHI))

OTYET
0 KJIMHHUKO-1a00paTOPHOM HCIIBITAHUH (HCCIIeOBaHMN)
MEIUITMHCKOTO H3IeInA Ul JHArHOCTHKH in Vitro

(HaMMEHOBaHUE MEUIIMHCKOTO U3EIUS JJIsl IMATHOCTUKY 1N VILro)
No or" " 20_ T.
1. CocraBnen

(HaMMEHOBaHUE M a/IPEC MECTa HAXOXKICHUS MEIUITMHCKOW OpraHu3aiiuy (KITMHUIECKOTO
LIEHTPA))



2. IlomHoMoOUMS Ha IPOBEICHUE KIMHUKO-Ia00paTOPHOTO UCTIBITAHUS (MCCIIEIOBAHUS)

3. Pa3pemienune Ha mpoBeNeHNE KIMHUKO-T1a00PATOPHOTO UCTIHITAHUS (UCCIICTOBAHNS)
MEJIUIIMHCKOTO M3JIeNUsl Il AUATHOCTUKU In vitro (IpU MPOBEACHUU WHTEPBEHIIMOHHOTO
KIIMHUYECKOTO HucclenoBaHus 3(PGEeKTUBHOCTH), WIM CBEICHUS 00 YBEIOMIICHUH O
MPOBEICHUH KIMHUKO-TA00PATOPHOTO UCTIBITAHUS (MCCIEOBAHUS) MEAUIIMHCKOTO U3EIHs
JUIs. TUAarHOCTUKHU 1N VItro, Wi PEKBU3UTHI PEECTPOBOM 3alUCU B peecTpe, B KOTOPBIU
BHOCSITCSI CBEJICHUSI O BBIJIAHHBIX Pa3pEUICHHSX M MPEICTABICHHBIX YBEAOMJIECHHSIX O
MPOBEACHUU KIMHUYECKUX WIM KIMHUKO-TA0OPATOPHBIX MCIBITAHUN (HMCCIEOBAHUMN)
MEIUIMHCKUX U3AETTNN

4. Tlepuon BpeMeHU TPOBEACHHUS KIMHUKO-T1a00paTOPHOTO UCTIBITAHUS (UCCIICIOBAHUS)

5. HammeHoBaHue u aJpeC MCCTa HAXOKACHUA ITPOU3BOIAUTCIIA

6. HauMmeHoBaHMe U ajipec MeCcTa OCYIIECTBICHUS JEATEIIBHOCTH MPOW3BOICTBEHHON
TJIOMIAAKHU (TIPOU3BOJICTBEHHBIX TLJIOIIAIO0K )

7. HauMeHoBaHuUE U aJipec MeCTa HAXOXKIACHUS 3asABUTEIS

8. HaumeHoBaHME M aJpec MecTa HAXOXKICHUS YIOJTHOMOUYEHHOTO MpPeJACTaBUTEIS
MPOU3BOIUTENA (IIPU HATTUYUN)
9. lanHsbie 00 uccneaoBaTeNsax, KOOpAuHATOpEe-UccienoBaresne (Mpyu HaTUIun )

(pamunus, uMs, 0TYECTBO (MPU HAJTUYKHU), MECTO PabOThI, JOIKHOCTh, yueHas CTENEHb (
3BaHue) (IPU HATTUYHH))

10. Unentudukanus U ONUCaHHE HCCIEAYEMOTO MEIUIMHCKOTO HW3ACNHS IS
JIMArHOCTUKH IN Vitro, BKIIIOYasi IepevyeHb Mojelield (MapoK) MEAUIIMHCKOTO u3zenus (B ToM
YUCJIE MX COCTaB M MPUHAJIEKHOCTH), HAa KOTOPBIE PACIPOCTPAHSIOTCS PpPE3YyJIbTaThI
UCIIBITAaHUA (MCcclieIoBanus) (MPU HAJTUYWH )

11. HazHauenue MeQUIIMHCKOTO U3IEINS I JUArHOCTUKY 1IN VItro

12. Kiacc mOTEHIIMATBLHOTO pHCKAa NMPUMEHCHHUS MEIHIIMHCKOTO H3ISIUS IS
TUATHOCTHKH 1N VILro |
13. Koxa Bu1a MEIUITMHCKOTO U3/ICTUS B COOTBETCTBUH C HOMEHKIATYPOH MEAUITMHCKUX
U3JICINI, MPUMEHSIEMOU B paMkaxX EBpa3uiicKoro 3KOHOMHYECKOTO COI03a

14. lenu KIMHUKO-TA00PATOPHOTO UCTILITAHUS (MCCIIEIOBAHU)




15. Be1i6op 1 000CHOBaHKE METOJIa CPABHEHUS

16. Pazmep BBIOOpKU JJisi OLICHKH MOKa3aTeleld aHaJIUTUYECKOW M KIMHUYECKOU
3¢ HEKTUBHOCTH (110 TPUMEHUMOCTH )

17. KonudyecTBO 00pa3IioB UCCIEAYEMOTO METUIIMHCKOTO U3ACIHS Il JUATHOCTUKH 1N
vitro M WX UJICHTU(UKAIMOHHBIE TpPU3HAKU (Mapka, MOJENb, Macca, o0beMm, gaTa
IPOU3BOJICTBA (M3TOTOBJICHUSA), CPOK TOJHOCTU (CPOK CIY>KObI), KaTaJIOXKHBIM HOMED,
3aBOJICKOM (cepuiHbIi) HOMEp (HOMEp cepuu, mapTuu (Jiota)) u Ap.) (€Cau IpUMEHUMO)

18. MenuiuHckue opraHu3alnuul (KJIMHUYECKHE IIEHTPHI), B KOTOPBIX MPOBOJIUIOCH
KJIIMHUKO-1a00paTOPHOE UCTIBITAHUE (MCCIEA0BaHUE), U (WIJIM) MECTA TPOBEAECHUS U3MEPEHUI
(ecnmu  OTIMYAIOTCS OT aJpeca MecTa HaXOXKJACHHUS MEIUIMHCKOW opraHu3anuu (
KIIMHUYECKOTO LIEHTPA))

19. CraTtuctuuecku oOpaOOTaHHBIE JAaHHBIE KIMHUKO-1a00paTOPHOTO MCIHBITAHUS (
UCCJICIOBAHUS )

20. OueHka 3asABIICHHBIX XapaKTEPUCTUK M TOJYYEHHBIX pPE3yIbTAaTOB
KJIMHUKO-1a00paTOPHOTO UCTIBITAHUS (MCCIICTOBAHMS)

21. BBIBOIBI O 3asBJICHHBIX XapaKTEPUCTUKAX METUITUHCKOTO M3CIHS IS TUAarHOCTHKU
in vitro o pe3yJibTaTaM MPOBEACHUS KINHUKO-T1a00paTOPHOTO UCTIBITAHUS (MCCIICIOBAHUS)

[Toanucu pykoBoAUTENEH MEAUIMHCKUX OpraHU3alui (KIMHUYECKUX LHEHTPOB) (B ciydae
POBEJIEHHUS MHOTOLIEHTPOBBIX UCIIBITAHUM (MCCIEAOBAHMI)):

(bamummst, UM, OTYECTBO (TIPU HAITMYUH), MECTO PabOTHI, TOKHOCTD, YUeHAas! CTEIEHb (
3BaHue) (IPU HATTUYHH))

(bamuusi, uMst, OTYECTBO (IIPU HAJTMYUHU), MECTO pabOThI, JOJDKHOCTD, YU€HAas CTENEHb (
3BaHue) (IpU HATTUYHH))
Iloamucu uccnenoBaTesei:

(bamumnus, ums, oTuecTBO (MIPH HATTUYIHUH))

(pamunus, uMsi, OTYECTBO (IIPU HATUYWN))
[lepeyens npugaraeMbIx TOKYMEHTOB:
1) mporpamma KIIMHUKO-1a00paTOPHOTO UCTIBITAHUS (MCCIEOBAHNUS);
2) nepBUYHBIEC JaHHBIE KIMHUKO-JIA00paTOPHOTO UCTIBITAaHUS (MCCIIeIOBAHU);
3) xomwms pa3penieHus Ha TMPOBEACHUE KIMHUKO-JTA0OpAaTOPHOTO HCHBITAaHHUS (
uccienoBanus) (IpU MPOBEJECHUM HWHTEPBEHIIMOHHOTO KIMHUYECKOTO HCCIIEeIOBaHUS
3¢ (HEKTUBHOCTH);



4) xomus 3aKJIIOYECHUS KOMUTETA IO 3THKE (MPU MPOBEACHUH HMHTEPBEHIIMOHHOIO
KIIMHUYECKOTO HcciieoBanus 3p(HEKTUBHOCTH);

5) uHpopMupoBaHHOE coriacue (IpHu MPOBEIECHUN UHTEPBEHIIMOHHOTO KIMHHUYECKOTO
uccinenoBaHus 3PGEKTUBHOCTH M NPU TPOBEICHUM HUCHBITAHUN (MCCIIeNOBaHUN) C
HCIIOJIb30BaHUEM 1I€JICHANPABICHHO OTOOPAHHBIX 00pa3II0B);

6) Opomrtopa uccienoBarens (MpU MPOBEICHUN UHTEPBEHIIMOHHOTO KIMHUYECKOTO
uccienoBanus 3pPEeKTUBHOCTN);

7) oOpasibl U 3amoJIHEHHBIE (OPMBI WHIUBUAYAIHHON PErUCTPAIMOHHONU KapThl,
JTHEBHUKOB U BONPOCHUKOB (IIpU MPOBEICHUM HWHTEPBEHIIMOHHOTO KIMHUYECKOTO
uccienoBanus 3pPEeKTUBHOCTH);

8) TexHuuecKui paiia Ha MEIUIIMHCKOE U3/IeTue JIJIsl TMarHOCTUKH 1n Vitro, coiep)KaHue
KOTOPOTO COOTBETCTBYET TpeOOBaHUSM corjacHO mpuiokeHuto Ne 5 xk TpebGoBaHusiM K
BHEPECHUIO, TMOJJIECPKAHUIO M OIIEHKE CHCTEMBI MEHEI)KMEHTAa KaueCTBa MEIULIMHCKHUX
U3/ENIM B 3aBUCHUMOCTH OT HOTEHUUAJIBbHOIO PHCKA MX MPUMEHEHUS, YTBEPKICHHBIM
Pemenuem Coeta EBpasuiickoit skonomudeckoit komuccuu ot 10 HosiOps 2017 1. Ne 106, 3a
HCKIIFOUEHHEM CBOMCTB M XapaKTEPUCTUK 0€30MacHOCTH U 3P(HEKTUBHOCTU METULMHCKOTO
U3JeNus, KOTOphIE JOJDKHBI OBITh OINpeneleHbl B pe3ylbTaTe MPOBOJUMOIO
KJIMHUKO-1a00paTOPHOT0 UCIIBITaHUS (MCCIEA0BAHMS);

9) bopma nepeuns HeOIATOMIPUATHBIX COOBITUI (MHITUACHTOB), B CITy4ae BO3SHUKHOBEHHSI
KOTOPBIX HEOOXOJUMO COOOIIMTH B YMOJHOMOYEHHBIM oOpraH (C yKa3aHUEM CpPOKOB
HaIpaBJICHUS COOOIEHUS), a TAK)KE OTYET O HEOJArONMPUATHBIX COOBITHSIX (MHITUACHTAX),
BO3ZHUKIIINX B X0J/I€ KIIMHUKO-JIA00paTOPHOTO MCHBITaHUS (MCCIE0BaHUs), BKIIOYAIOIINMA B
TOM YHCJIE CBEIEHUS O HEOJIArONPHUATHBIX COOBITUAX (MHUUIEHTAX), O KOTOPBIX OBLIO
COOOIIIEHO B YIIOJTHOMOYEHHBIN OpraH (¢ yKa3aHueM CpOKOB HampaBiIeHHUs COOOLICHMS);

10) 3asiBieHME O MOIYUYEHHH Pa3pPEIICHHS Ha MPOBEICHHE KIMHUKO-Ta00paTOPHBIX
UCIIBITAHUN (MCCIEeIOBaHM) METUIIMHCKOTO M3Aenus (IIpYU IPOBEACHUN MHTEPBEHIIMOHHOTO
KIIMHUYECKOTO HcciieoBanus 3p(HEKTUBHOCTH);

11) oTtuer o HemocTaTkax MEIULUMHCKOIO HW3JENIHS, BBIABICHHBIX B XOJ€
KJIMHUKO-1a00paTOPHOTO UCTIBITAHUS (MCCIIEI0BAHNUSA);

12) npoMeKyTOUHBIA OTYET O KIMHUKO-TA00PAaTOPHOM HCHBITAHUM (MCCIEAOBAHUN)

MEIUITMHCKOTO U3JIeTUs AJI TUArHOCTUKH in Vitro (Ipy HATMYUN).

[punoxenne Ne 8
K [IpaBunam npoBeneHus: KIMHUYECKUX
U KIMHUKO-Ta00paTOPHBIX UCIIBITAaHUH
(uccnemoBaHuil) MEIUIIUHCKIX H3ICTHA
(dbopma)

B ynosHoMO4eHHBIN Opras
(3KCTIEPTHYIO OpPraHU3alUIo0)
rocynapcTsa — uieHa Eppasuiickoro
SKOHOMMYECKOT'O COI03a




(HauMeHOBaHHE YIOJIHOMOYEHHOT'O
oprasa
(9KCTIepTHOM OpTraHU3aIlNH) TOCYAapCTBa
— 4JlleHa
EBpa3uiickoro s5KOHOMHYECKOTO COI03a)

SAABJIEHUE
0 IOJy9eHNH Pa3pemIeHns Ha MPoBeicHNe KIIMHAYECKHX UCTIBITAHUH (MCCIIeIOBaHMN)
MEIHUIIMHCKOTO H3CIIHs

I. CBenerns 0 MEIUIIMHCKOM H3IETAHN

HaumenoBanue MCAULIMHCKOI'O U31CIINA

Hasnauenne MCIUIIMHCKOTO U3ACINA

Kracc MMOTCHIUAJIBHOI'O pHUCKa MPUMEHCHUA MEANTUHCKOI'O U3ACJINA

B COCTaBe MEIMITHHCKOTO H3JE/Hs HMESTCs JIeKapeTBeHHoe cpeacTso L Ha
? O Her
Monens (Mapka) MEAUIIMHCKOTO M3/IEJINS, €€ COCTAaB U MPUHAIC)KHOCTH
Ne HaumenoBanue IIpousBonurens Crpana
Mopens (mapxka)
1. MEIUIMHCKOTO HU3Aenus (
TIpY HAJTUYHN)
2. Cocras (Ipy HATUYUH)
3 [Mpunagnexuoctu (npu
’ HaJINYMH)
CBeieHus 0 MPOU3BOIUTEIE
anpec
IOPUANIECKO
TO JINNA WK
OpraHU3alMOHHO-TIPABOBAsI azpec Mecra
HOMepa
dbopma, MOJIHOE JKUTEIHCTBA
aapec Mecta TenedoHa U
HalUMEHOBaHUE u ¢busuueckor ©.1U.0. u
ocymiectsie daxca, aapec
COKpalIeHHOoe HOMEp, [ata O JHIa, JIOJDKHOCTD
HU s AJIEKTPOHHO
HanMEHOBaHHUE PETHCTPALMK 3apErUCTPHP . PYKOBOAHMTE
JESTeNbHOCT W moYThl  (
(mpu Hammumwu), ctpaHa ( OBAHHOTO B pn
@®.11.0. nHANBUIYATBHOTO KauyecTBe
HAJTAYHN)
HpeIIpHHIMATEIs ) WHIUBUIYaT
BHOTO
TIPEATNPUHUM
aTens
CBeieHUs 0 MPOU3BOICTBEHHOM MIIOMaKe (MPOU3BOACTBEHHBIX TUIOMIAIKAX )
OpTaHHU3aIuo
HHO-TIPaBOBa
s ¢popmMma,
MOJIHOE
HAMMEHOBAH o ren nara
ue " U CpOK
. azpec Mecrta
COKPAIICHHO  1ejicTus P O.UN.0. un
e OCYILECTBIIE
paspenmu-Ten JOJDKHOCTD



7. Ne HAaUMEHOBaH bHOTO HU A HoMepa TenedoHa u dakca, PyKOBOAUTE
ue (HpI/I HOKYMCHTa  ACATCIBHOCT ajgpec 3_]‘[eKTp0HHOﬁ TI0YThI JIA
Hanuuuu) ((mpu u (npu HaTMYMK)
®.1.0. HAJIAYHHN)
WHAWBHTY AT
BHOTO
HIpeIIPUHUM
aTess)

Ceenenns 00 YITOTHOMOYSHHOM IPEICTABUTENE IPOU3BOIUTENS (IPU HAITMINH )

aapec
IOPHIYECKO
O JIULA WIH
OpraHU3alOHHO-TIPaBOBAs azmpec Mecra
HOMeEpa
dhopwma, MOJTHOE KHUTEITBCTBA
anmpec Mecta TenedoHa u
HauMEHOBaHHE u ¢usndeckor O®.H1N.0. u
8 ocymectsiie  (axca, agpec
- COKpalleHHOoe HOMeEp, JaTa O JHIa, JIOJDKHOCTD
HH A 3IIEKTPOHHO
HauMeHOBaHUEe (IPH  PErucTpaluH 3aperHcTpup . pyKOBOIUTE
JeSTEIBHOCT # IOYTEHI
Hannuun), ctpana (d.J1.0. OBaHHOTO B ( s
u npu
UHIUBHYaJIbHOTO KayecTBe P
HaJINYHN)
NpeIIPHHIMATEIS ) HUHIVBHIYAI
BHOTO
MIPEANPUHUM

aTcia
II. CBeaeHnsa 0 KIMHUIECKUX HCIIBITAHUAX (MCCIIEIOBAaHHUAX)

1. SABnsArOTCA MM KIMHUYCCKUE UCIIBITAHUS (I/ICCJ'IG,ZIOBaHI/IH) MHOFOHGHTpOBBIMI/I?

2. MeaumuHcKasi opranu3anus (KIMHUYECKUU 1EeHTP) (MEIUIIMHCKHUE OpraHu3anuu (
KJIMHAYECKHE I[EHTPHI)), OCYIIECTBISIONIas MPOBEACHUE KIUHUYECKUX HCHBITAaHUN (
HCCIIeIOBaHUI), ¢ yKa3aHHEM aJpeca MecTa HaXOXKJICHHsS, HOMEpOB TenedoHa u (akca, a
TaKke ajpeca dJICKTPOHHOM MOUTHI (IPU HAJTMYHH )

3. PexBU3UTHI pacnopsIUTEIbHOIO JOKYMEHTa (pactnopsiAUTENIbHBIX JOKYMEHTOB), Ha
OCHOBAaHMU KOTOPOTo (KOTOPBIX) MEIUIIMHCKOW OpraHu3anuu (KIMHUYECKOMY LEHTPY) (
MEIUIIMHCKUM OpraHu3anusiM (KJIMHUYECKHUM LEHTpaM)) pa3penieHo IMpoBeaeHue
KIIMHUYECKUX (MCTIBITAHUN) METUIIMHCKUX WU3ACIIUM

4. Ilnmanupyemblid NMEPUOJ BPEMEHH MHPOBEACHUS KIMHUYECKUX HUCHBITAHUN (
HCCIIETOBAHUM )

5. Jannblie 00 uccneaoBaTesaxX, KOOpAUHATOPe-uCcieoBaTee (Mpy HaTUIHH )

(bamummst, ©Ms, OTYECTBO (TIPH HATMYWHN), MECTO PaOOTHI, TOKHOCTh, YIeHAs! CTEIEHb (
3BaHue) (IPU HATTUYHH))



6. Llenb ¥ TUNIOTE3bI KIIMHUYECKOTO UCTIBITAHUS (MCCIEIOBAHUS )

7. KonudyecTBO CyOBEKTOB KIMHHUYECKHX HCIBITAHUM (MccraenoBanuii) (B ciydae
MPOBEICHUS MHOTOIICHTPOBBIX HCHBITAHUM (MCCIEOBAHUN) KOJHMYECTBO CYOBEKTOB
KJIMHUYECKUX HWCHBITAHUN (MCCIEIOBaHMUI) B KaXJIOW MEIMIIMHCKOW opraHuzamuu (
KJIMHUYECKOM IIEHTPE))

8. KomnumuecTBO 00pa3loB HCCIEAYEMOr0 MEIUIMHCKOTO U3JEIUS U HX
UIeHTU(DUKAIIMOHHBIE TIPU3HAKK (MapKa, MOJENb, BEPCHsS MPOrPaMMHOTO OOecTedeHus,
Macca, 00beM, Jara MPOU3BOJACTBA (M3TOTOBIICHUSA), CPOK TOJHOCTH (CPOK CIYXKOBI),
KaTaJOKHbIM HOMEp, 3aBOJCKON (cepuiiHblil) HOMep (HoMep cepuu, naptuu (iora)) u ap.) (
€CJIM IPUMEHHMO)

[I. JononauTenbHas HEGOPMAIUI

1. ®amunusi, UM, OTYECTBO (IPU HAIMYKM), ajipec, Homepa TenedoHa u ¢akca, aapec
AJIEKTPOHHOHN TOYTHI (TIPY HATMYUH ) KOHTAKTHOTO JIUIIA TIO0 JAHHOMY 3asBIICHUIO

2. IIpu mOBTOPHOM MoOJaye 3asBJICHUS MO JaHHOMY MEIMIIMHCKOMY H3JEJIHIO JaTa U
HOMED MPEAbITYIIETO 3asBICHUS

3. CBeneHusl 0 JOKYMEHTE, MOATBEPKIAAIOIIEM OIUIaTy OCYIIECTBIEHUS JNEHCTBUM,
CBSI3aHHBIX C TOJYUYEHHEM pa3pelieHusi Ha MPOBEICHHE KIMHUYECKUX HCIBITAHUN (

HCCIIEJOBAHUN) WM BHECEHHUEM 3alHUCU B PEECTP, B KOTOPBI BHOCATCSA CBEACHUS O
BBIJIAHHBIX Pa3pELICHUSAX U MPEACTABICHHBIX YBEIOMIICHUAX O NMPOBEICHUU KIMHUYECKUX
WU KIIMHUKO-1a00paTOPHBIX UCTIBITAHUN (MCCIIe0BaHUN) METUIIMHCKUX U3JETHUI

4. Cnoco0 mojy4eHus yBEIOMJICHUM (pelleHui) OT YMOJHOMOYEHHOTO opraHa (
AKCHEPTHOM OpraHu3aliu) rocygapcTBa — wieHa EBpa3uiickoro 5KOHOMHUUECKOTO COI03a:
O JJUYHO O] POCTIHCE;
O 3aKa3HbIM MTOYTOBBIM OTIIPABICHUEM C YBEJOMJICHUEM O BPYUCHHH;

O B DJIGKTPOHHOU (popMe MO TEIEKOMMYHUKAIMOHHBIM KaHaJlaM CBA3U (IIpU BbIOOpE
JTAHHOT'O Crocoba HeoO0XO0AMMO yKaszaTh ajapec (aapeca) 3JIEKTPOHHOM MOYTHI, HA KOTOPBIN
CJIeIyEeT HAPAaBUTh YBEIOMIICHHS);

O B BUJIE DJICKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOU IU(PPOBOU MOIMUCHIO.
["apanTHpyI0 MOCTOBEPHOCTh W HICHTUYHOCTH MH(POPMAIIUM, COJEpKAIIeHCs B
MPECTABICHHBIX JOKYMEHTaX.
[Toanuce 3asBUTENS:

(pamunms, uMsi, OTIECTBO (ITPU HATUMYUH ), MECTO PAOOTHI, TOTKHOCTH )
HaTa " "




[lepeuens npuiaraeéMbiX JTOKYMEHTOB:

...
2) ...

IIpunoxenne Ne 9
k IIpaBuiaM npoBeaeHHs KITMHUYECKUX
1 KJIMHUKO-Ta00PaTOPHBIX UCTIBITAaHUH (
HCCICIOBAHUHN ) METUITMHCKUX W3 ICTHI
(bopma)

B ynosHoMo4eHHBIH Opran
(3KCTIEPTHYIO OpTaHU3AIINIO)
rocyaapcTsa — wieHa EBpasuiickoro
SKOHOMHYECKOTO COI03a

(HarMeHOBaHUE YIIOJTHOMOYEHHOTO

opraHa (9KCIepTHOW OpraHU3alnH)

rocynapcTsa — uieHa Eppasuiickoro
HKOHOMUUYECKOI'0 COI03a)

3ASBJIEHUE

0 MOJIy9eHHH Pa3pelIeHAA Ha MpOBeieHHe KIIMAAKO-Ia00paTOPHBIX HCIILITaHMH (HCCIICTOBAHHIA)
MEIUIUHCKOTO M3eH (IIpX IPOBEJCHUH HHTEPBEHIMOHHOIO KIIMHAIECKOT0 HCCIIeAOBAHNA
3(EeKTHBHOCTH)

I. CBenerns 0 MEIUIIMHCKOM H3IETAHN

1. HaumenoBanue MCIOUIIUHCKOI'O U3ACIINA
2. Hasnauenne MCIUIIMHCKOT'O U3ACIINA
3. Knacc morenmnuansHOTO puCKa MPUMEHEHUS MEAUITMHCKOTO U3ACIINA

Moz[em) (MapKa) MEIUIHUHCKOI'O U3aeiivs, €€ CoOCTaB U IMMPUHAAJICIKHOCTU

Ne HaunmenoBanue IIpousBoaurens Crpana
Monens  (Mapka)
4 1. MEIUIIMHCKOTO H3/IEITHSI
’ (Tpu HATUYHN)
2. CocraB (TIpy HaJTHYHH)
3 [IpunagnexxHoctu
' (pu HaTMYUH)
CaezneHMs 0 IPONU3BOUTEINE
aapec

OpraHU3alnOHHO- IOpPUIHYECK

npaBoBas (opma, oro nuua

MOJHOE WIH ajpec

HAaUMCHOBaHHE U MecTa ©.1.
O.u

COKpalieHHOe KHUTEIBCTBA HoMepa Tenedhona
JIOJDK

5 HauMeHOBaHHEe ( (uzmgeckor anpec mecta  u dakca, aapec
. HOME . HOCT
mpH  HAMMIHR), P, O JHOA,  ocymecTBNeHMS — 3IEKTPOHHOI
erucrpannmn
ctpana (®.1U.0. P p 3aPETUCTPH  11ooro HocTH mouts  (mpH
WHJUBUAYaIbHOIO pO-BaHHOIO pYyKo

HaJMY1H)



MIpeINpHUHUMATEIS B KauecTBe
) WHIUBUAYA
JTBHOTO
MIpeANPIHA
marens
CaezieHMs 0 IPOM3BOJICTBEHHOH TLTOMIaIKe (IPON3BOICTBEHHBIX IIOMIAAKAX)
OpTraHU3aIlMOHHO-
npaBoBas ¢Gopma,
NOJHOE
HaMEHOBaHHEe W HOMEp, JaTa M CPOK
. HOMepa TeneoHa
COKpanieHHOe JeHcTBUS agpec MecTa
u (dakca, amgpec
Ne HauMeHOBaHHe ( pPa3spelluTE]bHOr0 OCYILIECTBJIEHUS .
6. 9MEKTPOHHONH TOYTHl (
npu  Haaugauu) ( JOKyMEHTa JIEATEITBHOCTH )
NIPY HAINYUU
©.1.0. (pu HaTTMYMH) P
WHJIUBHYJIbHOTO
HpeArpUHUMATENS
I.
Ceenenns 00 YIIOJTHOMOYSHHOM IPEICTABUTENE POU3BOIUTENS (TIPH HAJIIMYNH )
OpraHHu3anu
OHHO-TIPaBO
Bas Qopma,
MMOJTHOE
HanMEHOBa
HHE W agpec IOPHAMYECKOTO HOMEpa
COKpalll€HH JULA WM aJpec MecTa 1ene®0HaM
0o e JKUTEIbCTBA dakca,
7 ampec Mecra
. HanME€HOBA HOMEP, nara ®H3HqGCKOr0 auua, aapec
OCYIIECTBICHHS
HUE perucrpanyu 3apETUCTPUPOBAHHOTO B ANEKTPOHHO
JIeSITeIbHOCTH .
(npwm KadecTBe 1 TIOYTHI
HaJIMYHH), WHINBHUAYAIBHOTO (npmw
crpana  ( HpeAnpuHUMATENs HaJIMYUN)
o .1.0.
MHIMBUAYA
JBHOTO
MIpeIpPUHH
MareJs)

II. CBenenus 0 KIMHUKO-Ta00PAaTOPHBIX HCIIBITAHUAX (HCCISNOBAHUAX)

BOIHU
TCIIA

..
O.u

JOJIK
HOCT

pykKo
BOIH
TENs

..
O.u
JIOJIK
HOCT

pyko
BOIH
TeNns

1. SBnsAroTCA 1M KIMHUKO-1A00paTOpHBIE UCHBITAHUSA (HMCCIEI0BAHUS)

MHOTOLIEHTPOBBIMU ?

2. MeauuuHckas opraHu3anus (KIMHUYECKUH LEeHTp) (MEAUIMHCKUE OpraHu3anuu (

KJIIMHAYECKUE IIEHTPHI)), OCYIIECTBIISIONAs MPOBEACHUE KIMHUKO-IA00pAaTOPHBIX UCTTBITAHUM
(uccnenoBanmil), ¢ ykazaHueM ajpeca MecTa HaXOXKJeHHus, HoMepoB TenedoHa u Paxca, a

TaKke agpeca dJIEKTPOHHOU MOYTHI (MPU HAJTUYWH )

3. PexBU3UTHI pacnopsIUTEILHOIO JOKYMEHTa (pacnopsiAUTENIbHBIX JOKYMEHTOB), Ha
OCHOBAaHMHU KOTOPOTo (KOTOPBIX) MEIUIIMHCKOW OpraHu3anuu (KIUHUYECKOMY LEHTPY) (



MEIUIMHCKUM OpraHu3anusM (KJIMHUYECKUM II€HTpPaM)) pa3pelieHo MpPOBEICHUE
KJIMHUKO-1a00paTOPHBIX (MCIBITAHUIN ) METULIMHCKUX U3AEIIUN

4. Ilnanupyemblii IEpuoO BPEMEHU MPOBEACHUS KIMHUKO-Ta00pATOPHBIX UCIBITAHUM (
HCCIIETOBAHM)
5. Jlannbie 00 uccneaoBaTeNsax, KOOpJuHATOpe-uccienoBaresne (Mpyu HaTuIun )

(bamummst, UM, OTYECTBO (TIPU HAITMYUH), MECTO PabOTHI, TOKHOCTD, YUeHAas! CTEIEHb (
3BaHUe) (IpU HATTUYHH))
6. Llesnn 1 runoTe3sl UCTIBITAHUS (UCCIIEIOBAHMS)

7. KonuyecTBO CyOBEKTOB KIMHUKO-TA00OPATOPHBIX UCIBITAaHUN (MccieaoBaHuil) (B
clly4ae MpOBEIEHUSI MHOTOLIEHTPOBBIX MCIBITAHUN (HCCIEAOBAHUIN) KOIUYECTBO CyOBEKTOB
KJIMHUKO-T1a00pAaTOPHBIX UCIBITAHUHN (MCCIEA0BaHNN) B KaXXA0H MEAUIIMHCKON OpraHU3aliu
(KJTMHUYECKOM IIEHTPE))

8. KosnnuectBo 00pa3noB HcCCIENyeMOro MEIULMHCKOTO H3JAEIUS U HX
UJECHTU(PUKALIMOHHbIE TPU3HAKK (MapKa, MOJENb, BEPCHs MPOrpaMMHOIO obOecredeHwus,

Macca, o0beM, JaTa TPOU3BOJICTBA (M3TOTOBJIEHUSA), CPOK TOJHOCTH (CPOK CIyKOBbI),
KaTaJIOXKHBI HOMEP, 3aBOJACKOM (cepuiiHblil) HOMep (HoMep cepuu, maptuu (j1o0ta)) u ap.) (
€CJIM IPUMEHUMO)

II. JomommwurensHas nHEGOPMAIUL

1. ®amunus, uMsi, OTYECTBO (MPU HATUYMH), afpec, Homepa TenedoHa u Qakca, aapec
ANEKTPOHHOM MOYTHI (MTPU HAJTTMYUHU) KOHTAKTHOTO JIMIIA 10 JJAHHOMY 3asiBIICHUIO

2. IIpn mOBTOPHOM mojaye 3asBJIEHUSA MO JAHHOMY MEIULIHMHCKOMY M3JEIIHI0 J1aTa U
HOMEP IPEABIAYIIETO 3asBJICHUS

3. CBeaeHUsI O JOKYMEHTE, MOJATBEPKIAIOIIEM OIIaTy OCYIIECTBJICHUS JCHCTBUH,
CBSI3aHHBIX C MOJIYYCHUEM Pa3pelIeHHs Ha IPOBEICHNE KIIMHUKO-TA00PATOPHBIX UCTIHITAHUN
(uccrnenoBaHMi) WM BHECEHHWEM 3allUCH B PEECTP, B KOTOPBIA BHOCSATCS CBEICHHUS O
BBIJIAHHBIX Pa3pEIICHUAX U MPEJICTABICHHBIX YBEIOMIICHUSX O MPOBEACHUU KIMHUYECKUX
WM KIIMHUKO-TA00paTOPHBIX UCIIBITAHUM (MCCIEAOBAHNN) MEIUIIMHCKUX U3ETUN

4. Cnoco6 monydeHus yBeJOMJIEHUM (pEelIeHui) OT yMOJTHOMOYEHHOTO opraHa (
AKCIIEPTHOM OpraHu3allii) rocyapcTBa — wieHa EBpa3suiickoro 5KOHOMHUYECKOTO CO03a:
O JIMYHO TIOJT POCIIHCH;
00 3aKa3HBIM TTOYTOBBIM OTIIPABJICHUEM C YBEIOMJICHHUEM O BPYYCHHH,



O B DJIGKTPOHHOM (pOopMe 10 TEICKOMMYHUKAIMOHHBIM KaHaJIaM CBA3U (IIpU BBHIOOpE
JTAHHOT'O Croco0a HeoO0XO0IUMO yKaszaTh ajpec (aapeca) 2JIEKTPOHHOM MOYTHI, HA KOTOPHIN
CJIETyeT HAPAaBUTh YBEIOMIICHHS);

O B BHJIC JICKTPOHHOTO JOKYMEHTA, IMMOAMMCAHHOTO 3JIEKTPOHHOU TU(PPOBOI MOMUCHIO.
[apanTHpy0 MOCTOBEPHOCTh W WICHTUYHOCTh WH(POPMAIIUH, COJEPKAIMICHCS B
NPEJICTABICHHBIX TOKyMEHTAaX.
[Tonnucek 3asBuTENA:

(bamMumnust, UMsi, OTUECTBO (IIPU HAJTMYUH ), MECTO PaOOTHI, TOTKHOCTH)
I[aTa " "
[lepeyens npuaaraeMbIX TOKYMEHTOB:

...
2) ...

[Tpunoxenne Ne 10
K HpaBI/IHaM MPOBCACHUSA KIIMHUYCCKUX
U KJIMHUKO-Ta00paTOPHBIX HCITBITAHHIMA
(uccnemoBaHuMil) MEIUITMHCKIX H3ICTHA

(bopma)

(HaMeHOBaHMUE YIIOJIHOMOYEHHOTO OpraHa (PKCIEePTHON OpraHu3aIum)

rocyJiapcTsa — wieHa EBpa3uiickoro 5JKOHOMHUYECKOI0 COK03a)
YTBEPKJIAIO

(®.1.0. pyroBoguTens
YIOJIHOMOYEHHOT'O OpraHa
(3KCTIepTHON OpraHU3aINN)

rocyAapcTBa — 4ieHa
EBpa3uiickoro 5K0HOMUYECKOr0
COI03a, MTOJINCH, TIEYaTh)
" " 20 1.

SKCIIEPTHOE 3AKJIIOYEHUE

0 BO3MO>KHOCTH (HEBO3MOXXHOCTH) IIPOBEACHAA KIIMHUMIESCKHX

Y KIMHAKO-TIa00paTOpHEIX (IIpH NPOBEACHUH HHTEPBEHIIMOHHOIO KIIMHAIECKOTO HCCIIEAOBAHAA
3¢ (eKTHBHOCTH) HCTILITAHUH (ACCIICIOBaHMI) MEIUIIMHCKOTO H3SIIHA

Ne or" " 20 T

I. O0mue cBeneHN 0 MEAUITHHCKOM H3ICIINH

1. Homep u nata peructpaiuu 3asiBJICHUS O MOJIYyYEHUU pa3pelieHus Ha MPOBEICHUE
KIMHUYECKOT0 WJIM KJIMHHUKO-Ja0opaTopHOro (MpH MPOBEASHUH HWHTEPBEHIIMOHHOTO
KJIIMHUYECKOT0 ucciieoBaHust 3 (PEKTUBHOCTH) UCTIBITaHUS (MCCIEIOBAaHMS) MEAUIIMHCKOTO
HA3/1CITINSA




2. HammeHOBaHne MEIUIIMHCKOT'O U3IEINA

3. HpOI/ISBOI[I/ITeJ'IB MCIHUIIMHCKOI'O U3JCIUs, CTpaHa

4. YIIOJIHOMOYEHHBIN MIPEACTABUTEIb MPOU3BOAUTENS (TIPU HATTHMYHH )

5. IlpousBocTBEHHAs TUIOMIAKA (TUIOIIAIKK), CTpaHa

6. O0nacTb NPUMEHEHUS U Ha3HAYCHUE

7. Knacc IMOTCHIHUAJIIBHOT'O PUCKA IIPUMCHCHUA MCAUITMHCKOI'O U3 ACINA

8. Moaenu (Mapku) MEIUIIMHCKOTO U3/IENIUsI, UX COCTaB U MPUHAIIIC)KHOCTH

9. OCHOBHBIE TEXHHUUECKUE XapPaKTEPUCTUKU MEIUIIMHCKOTO u3aenus (Moaenu (MapKu)
MEJUIIMHCKOTO U3ACNHS (TPU HATUYUHN ))

I1. Pe3ynbTaThl 3KCIEPTA3H B IEAX ONPEAEICHAS BOSMOKHOCTH (HEBO3MOKHOCTH) IIPOBEACHUA
KIMHAYECKUX WM KJIMHAKO-Ta00paTOPHBIX (IIPH MPOBEIeHHH HHTEPBEHIIAOHHOIO KIIMHHIECKOTO
rccienoBaHud 3¢ PeKTHBHOCTH) HCIBITaHU#H (MCCIeN0BaHUI) METUITMHCKOTO M3IEIHA

1. OHGHKa MMpaBUJIbHOCTHU OTHCCCHUA U3ACIIHNA K MCIUIIMHCKUM HU3ACIIUAM

2. OueHkKa COOTBETCTBHUSI YKA3aHHOTO 3asiBUTENIEM Kjacca MOTEHLIHUAJIbHOTO PHUCKa
IPUMEHEHHSI MEIUIIMHCKOTO HW3eIus B COOTBETCTBUU ¢ IlpaBuiamu kiaccuduKaimu
MEIUIMHCKUX W3JEIU B 3aBUCUMOCTH OT MOTECHUHAJIbHOrO pPHUCKA MPUMEHEHUS,
yTBepKJaeHHbIMU Pemniennem Kosmernun EBpasuiickoil SKOHOMHYECKOW KOMHUCCUU OT 22
nexabps 2015 r. Ne 173

3. OueHka BO3MOXKHOCTH MPOBEACHUS KIMHUYECKHUX WIJIM KIMHHKO-JIAa00OpaTOPHBIX

UCTIBITAHUHN (MCCJIEOBAaHMI) 3asBJICHHBIX MOJieNIe (MapoK) MEAUIIMHCKOTO H3JEIUs IO
OJTHOM TIPOTpaMMe KIMHUYECKUX WIIN KIMHUKO-Ta00paTOPHBIX UCIIBITAHUH (HMCCIICIOBAaHUMN)

4. Ananm3 MNpCACTABJICHHBIX TOKYMCHTOB, B TOM YHUCJIC B 4aCTHU:
COOTBCTCTBUA JOKYMCHTOB YCTAaHOBJICHHBIM TpC6OBaHI/I${M

NOJATBEPKIACHUS (HEMOATBEPKIACHUS) COOTBETCTBYIOIIMMH CBEICHUSIMHU,
COJIEpKAIIMMUCS B TPEJCTABJICHHBIX JOKYMEHTaX, JOMYCTUMOCTH PHUCKOB, CBSI3aHHBIX C
MPOBEICHUEM KIMHUYECKUX WM KIMHUKO-T1a0OpaTOpPHBIX (IpU MOPOBEACHUHU
MHTEPBEHLIIMOHHOTO KJIMHUYECKOTO HccieAoBaHus 3(PEKTUBHOCTH) MCHBITAHUN  (
HCCIIETIOBAHMI)

OTIpE/ICJICHUsI TOCTATOYHOCTH (HEIOCTATOYHOCTH) JO0Ka3aTEIbCTB OE€30MacCHOCTHU
MEJIUIIMHCKOTO U3IEIHS




[I. O6mee 3axmogeHrEe 0 BOZMOKHOCTH (HEBO3MOXKHOCTH) IIPOBECHUS KIIMHIIECKUX WA
KIIMHUKO-Ta00paTOpHEIX (IpH MPOBEACHAY HHTEPBEHIIMOHHOTO KIIMHMIECKOI0 HCCIICIOBAaHUA
3¢ (eKTHBHOCTH) UCIBITAHMUH (ACCIICIOBaHMIA) MEUITMHCKOTO HM3/[SIIHA

OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTHh CBEJCHHWMH, M3JIOKEHHBIX B IKCIEPTHOM
3aKJIFOYEHUH O BO3MOXKHOCTH (HEBO3MOXKHOCTH) TIPOBEACHUS KIWHHUYCCKUX WU
KJIMHHKO-JIA00PaTOPHBIX  (IIpH  TMPOBEICHUM HMHTECPBCHIIMOHHOTO  KJIHMHHUYECKOTO
uccienoBanus 3PpGEKTUBHOCTH) HMCHBITAHUM (MCCIEIOBAHUN) MEIMUIIMHCKOTO W3JeNusl,
MIPEeAYTIPEKICH.

(moamwuck, GpamMunus, UM, OT4eCTBO (MIPU HAIMYMH) IKCIEPTA, JOJDKHOCTh, ydeHas
CTerneHb (3BaHue) (MpU HaU4Yumn))".
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