i
O0;J1I€ll

O BHeceHnn n3MeHenmit B Pemenne CoBera EBpasuiickoi 9KOHOMHYIECKOM KOMUCCHH OT 12
¢deBpamt 2016 r. Ne 29

Pemienne Coseta EBpa3uiickoii 5KOHOMUUECKOWM KoMUCCUU OT 26 stuBapsi 2024 roga Ne 7.

B cootBerctBun ¢ nyHkTom 2 ctatbu 31 JloroBopa o EBpasuiickoM 3KOHOMHYECKOM
coro3e ot 29 mas 2014 rona, nynkrtamu 4 u 5 cratbu 4 CoryaiieHus O €AMHbIX MPUHIUIIAX U
npaBuiax oOpalleHUus MEIUIMHCKUX W3ACHUN (M37eauid MEIUIMHCKOTO Ha3HAYCHUS U
MEJUIIMHCKON TEXHUKH) B paMKax EBpa3uiickoro sKOHOMHUYECKOro coro3a OT 23 aexalps
2014 roga n nynkrtamu 105 u 106 npunoxenuss Ne 1 k Pernmamenty pabotsl EBpazuiickoit
SKOHOMHYECKOM KOMHMCCHUH, YTBEpkIAeHHOMY Pemenuem Breicmero EBpasuiickoro
AKOHOMMUECKOTO coBeTa OT 23 aekabps 2014 r. Ne 98, Coser EBpazuiickoit 5KOHOMUYECKOU
KOMMCCHUY PEIINIIL:

1. Baectu B Pemenne CoBera EBpasuiickoil 5KOHOMHYECKONH KOMUCCUU OT 12 deBpas
2016 1. Ne 29 "O IlpaBunax NpoBEAEHUS KIMHHUYECKHX WU KIMHUKO-IA0OpPAaTOPHBIX
UCTIIBITAHUM (MCCIIEIOBAHUM ) METUITMHCKUX U3IeTUi" U3MEHEHHUS COTJIACHO TPUIIOKEHHUIO.

2. YCTaHOBUTH, UTO:

POBEJCHNE KIMHUYECKUX U KIMHUKO-JIA0OPATOPHBIX HCHBITAHUN (MCCIEAOBAaHUMN)
MEIUIMHCKUX U3/ICIUA B COOTBETCTBUU C I'PA’KIaHCKO-IIPABOBBIM JIOTOBOPOM, 3aKJIFOUEHHBIM
C MEIUUMHCKOW OpraHu3alued, HMEIUe NpaBO NPOBOJAWTH TaKUE HCHBITaHUA (
UCCIIeJIOBaHUs), 10 JaThl BCTYIUICHUS HAcTOsEro PelieHuss B CUy, OCYIIECTBISETCS B
cootBeTcTBUU ¢ I[lpaBunamMu mpoBeAeHUS KIMHUYECKUX U KIMHUKO-Ta00paTOPHBIX
UCTIIBITAaHUH (MCCIe0BaHUI) MEIUIIMHCKUX U3JIeul, yTBepxkaeHHbiMU Pemenuem CoBera
EBpasuiickoil 3xoHOMUYecKkoil komuccuu ot 12 ¢espans 2016 r. Ne 29, B penakium,
JEHCTBOBABIIECH HA MOMEHT 3aKJIOUEHUS 3TOr0 JOTr0BOPA;

OTYETHl O KJIMHUYECKUX M KIMHUKO-IA0OPATOPHBIX UCMBITAHUAX (UCCIIEAOBAHUSX)
MEJUIIMHCKUX H3JeNNi, BhIIaHHBIC TT0 GopMaM, MPeTyCMOTPEHHBIM COOTBETCTBYIOIIMMHU
npuiokeHussMu K I[lpaBunam mnpoBeneHUS KIMHUYECKUX M KIMHUKO-JTa00paTOPHBIX
WCTIBITAaHUN (MCCIEA0BAHMM) MEIUITMHCKUX U3ACIUN B peIaKIINu, JeHCTBOBABIIIECH HA MOMEHT
3aKJIIOYECHUS T'PaXJaHCKO-IIPAaBOBOIO JOrOBOpPA, IPUHUMAIOTCA ISl PETUCTpALUU
MEJIMIMHCKHAX U3EJIN B paMKax EBpa3suiicKoro 3KOHOMHUYECKOTO COK03A.

3. Hacrosimee Pemenue BcTynaer B cuity 1o ucredueHnu 180 kaneHgapHbIX THEH ¢ JaThl
€ro opuIMaIbHOrO OMyOJINKOBAHUS.

Unensl CoBera EBpasuiickoit 5KOHOMHIECKO#H KOMHCCHH:
Ot PecnyGrmaxm Ot PecyGmaxm Ot PecyGivixna Ot Kuiprecroi Ot Poccwiicroi
Apmennst Bemapycn Kasaxcran Pecriy6imaxn ®denepanmn

M. I'puropsia N. Ilerprmenko C. Xymanrapna A. KacpmManmeB A. OBepayk
MPMJIOXEHUE



k Pemenuto Coera
EBpa3uiickoii 53KOHOMUYECKOH KOMUCCUH
ot 26 staBaps 2024 . Ne 7

HU3MEHEHWNS,
BHOCHMEIEe B Pemeane CoBera EBpasutickoit sxorOMHYecKoii komuccun oT 12 deBpans 2016 r. Ne
29

1. AG3an nepBbli MyHKTa 2 MOCE CIOB "UMIJIAHTUPYEMBIX MEIUIIMHCKUX HU3AEeIHil"
JIOTIOJTHUTH CJI0BaMu "(3a MCKIIIOUEHUEM MEAUITMHCKUX WU3ACTUN JIJIsl TUATHOCTUKH INn VItro u
MPOrPaMMHOTO O0eCIeUeHHs, SBJISIOMIETOCS MEAUIIMHCKUM Hu3jeiaueM)", mocie ciaoBa "
peructpanuu" AOMOJHUTH CIOBaMu "B clydyae, €ClId HE J0Ka3aHO, YTO KJIMHHYECKas
3 PeKTUBHOCTh M 0O€30MAaCHOCTh 3asBISIEMOT0 MEIUIIMHCKOTO U3JCNHUS MOXKET OBITh
MOATBEPKIAEHA UHBIM CIIOCOO0OM,".

2. TlpaBuna mpoBeneHUs KIMHUYECKUX M KIMHUKO-TA00PAaTOPHBIX HCHBITAHUM (
HCCIIeIOBAHUM ) MEAUIIMHCKUX U3JIENNNA, YTBEPKICHHbIC YKa3aHHBIM PerienrnemM, U3a0XuTh B
CIEYIOIIEH peaaKIIu:

"V TBEP)K/IEHbI
Pemennem CoBeta
EBpa3zuiickoii 3KOHOMUYECKOH KOMUCCUH
ot 12 ¢epains 2016 r. Ne 29
(B penakuuu Pemenns CoBeta

EBpa3uiickoil 5KOHOMHUUYECKOH KOMHCCUI
ot 26 staBaps 2024 . Ne 7)

ITPABUJIA
IIPOBEACHA KIMHUIECKUX U KIMHUKO-Ta00paTOPHEIX HCIILITaHMH (MCCIIeIOBaHMN) MEIUITMHCKIX
M3JIeIIi

I. O6mme momoxeHus

1. Hactosimue [IpaBuiia pa3paboTanbl B COOTBETCTBUM € TyHKTOM 2 cTtathi 31 JloroBopa
o EBpasuiickom skoHOMHYECKOM coto3e oT 29 masa 2014 roxa, nynkrtamu 4 u 5 cratbu 4
CornaieHusi 0 €AMHBIX TMPHUHIMIIAX W TpaBujax OOpalleHHs MEAUIUHCKUX U3AeHui (
U3JICNINI MEIUUIMHCKOTO Ha3HAYEHUs U MEIMIIMHCKON TEXHUKH) B pamkax EBpaszumiickoro
PKOHOMHUYECKOT0 cor03a oT 23 nekadps 2014 rona v yctaHaBIMBAKOT B paMKkax EBpasuiickoro
sKOHOMHUYECKOro coto3a (mamee — Coro3) mnpaBuiia MPOBEACHUS KIUHUYECKUX U
KJIIMHUKO-J1a00PaTOPHBIX UCTIBITAHUN (MCCIIEIOBAHUMN ) MEUITUHCKUX U3JIETUH.

2. dna ueneit Hactoamux [IpaBuil UCMONB3YIOTCS MOHSATHS, KOTOPHIE O3HAYAIOT

CIEeAyIOLICE:

"aHaTUT" — KOMIIOHEHT MPOOBI C N3MEPUMBIM CBOMCTBOM;

"aHamuTudeckas 3p(HEKTUBHOCTh MEAUIIMHCKOTO MU3/IENUs JJI1 AUATHOCTUKH In Vitro" —
CIIOCOOHOCTh MEUIIMHCKOTO U3EIUS JJIsl TUATHOCTUKHU 1N VItro BBISBISATH NIPUCYTCTBUE WU
OTIPEJIENISITh COJIEPKaHNEe KOHKPETHOTO aHaUTa B OMOJIOTHYECKOM TIPOOE;



"Ouosiornueckas peepeHTHas MOnyJasus" — OAHOPOAHAS MTOMYJISIINS UHIUBUIYYMOB,
HaXOJISIIINXCS B XOPOIIIO OIMPEETICHHOM COCTOSIHUU 3/I0POBbS UM 00JIE3HU;

"Opomrtopa HccaeaoBaTeas" — CBOAHOE HM3JIOKEHHE aKTyaJbHOM KIMHHYCCKON H
HEKJIMHUYECKON uHpOopMauu o0 HUCHBITYeMOM (HCCIIEIyeMOM) MEIUIIMHCKOM U3JICIIHH,
OTHOCSIIIEHCS K KIMHUYECKOMY UCTIBITAHUIO (MCCIIEIOBAHUIO) WIIH KIMHUKO-1a00paTOPHOMY
UCIIBITAHUIO (HMCCleAOBaHUI0) (MpU MPOBEICHUH HHTEPBEHIIMOHHOTO KIMHUYECKOTO
uccienoBanus 3pPEeKTUBHOCTN);

"IMaBHBIN HCCIIeIOBATENb" — KBAIM(PUITMPOBAHHOE JINIIO, OTBETCTBEHHOE 3a MPOBEICHUE
KJIMHUYECKOTO WJIM KJIMHUKO-1a00paTOPHOTO MCHbITaHUsS (MccieaoBaHus). B ciaydae ecnu
UCIbITaHKUE (MCCIIEIOBAHUE) TPOBOIUTCS KOMAHIOW MCCIIEIOBATENEH, pYKOBOIUTEIb TaHHOM
KOMaH bl SBJISICTCS TJIaBHBIM HCCIIEIOBATEIIEM;

"NMBOMHON cienoil MeToa" — mpouenypa KIMHUYECKUX HCIBITAaHUNM (MCCIe0BaHUM), B
KOTOpPOM CyOBEKTHl HCHBITAHUN (MCCIEIOBAaHUN) W HCCIEN0BaTEIU, yYacTBYIOIIHE B
MOJy4eHUU M 00pabOTKE NEpPBUYHBIX [aHHBIX, HE OCBEAOMJIEHBI O (HAKTUUYECKOM
NPUMEHEHUH K CyObEeKTaM HCIBITAHUM (MCCIEAOBaHUM) BO3JIECUCTBUA MEIUIIUMHCKOTO
1763 (1368

"Mru3aliH KJIMHUYECKOTO HCHBITaHUS (MCCIEI0BAaHUA)" — METOJIOJOTHSl MPOBEACHUS
KJIMHUYECKOTO MCIBITaHHUs (MCCIIEAOBAaHMS) C yYacTHEM 4YeJOBEKa B KadyecTBE CyOBbeKTa
UCTIBITaHUs (UCCIIEIOBAHMS), C TIOMOIIBI0O KOTOPOTO TUIAHUPYETCS MOJYYUTh CTATUCTUUECKHU
JIOCTOBEPHBIE 10KA3aTEIbCTBA KIIMHUYECKON 0€30MacHOCTH U 3(h(PEKTUBHOCTHU UCIIBITYEMOTO
(uccmemyemMoro) MEAWIIMHCKOTO W3JENIWs, BKIIOUYamomas B ce0s WCIOJb30BaHUE
KOHTPOJIbHBIX TPYNI CYOBEKTOB HMCHBbITaHUA (MCClEeNOBaHUs), U (WJIK) paclpeeseHue
CyOBEKTOB HCIBITAHUN (MCCIENOBAaHUM) MO TpynmaMm ciaydallHbIM oOpa3zoM, W (UJu)
MCIIOJIb30BaHUE OJJMHAPHOTO WJIM JBOWHOTO CJIETIOT0 METOJIa, a TAaKKe BHIOOP OCHOBHBIX H
JOTIOJIHUTEJIBHBIX KOHEUHBIX TOUEK;

"MonoaHUTENbHAsT KOHEYHAs TouKa' — MoKa3arelb (MOKa3aTeaun), UCIOIb3yeMbIN TS
MIPOBEPKHU JIOMTOJTHUTEILHON TUIOTE3bI KIIMHUYECKOTO UCTIBITAHUS (UCCIICIOBAHMS);

"3aKOHHBIM TPEJACTABUTENB" — (PU3UYECKOE WU OPUIUYECKOE JHUI0, KOTOpOE B
COOTBETCTBUM C 3aKOHOJATENIbCTBOM rocyaapctBa — ujeHa Coro3a MMEeT MpaBoO /1aBaTh
MH(QOPMHUPOBAHHOE COTJIACHE HA YYaCTHE B KIMHUYECKOM WM KIMHUKO-JIa00paTOPHOM (TpU
NPOBEJICHUU UHTEPBEHIIMOHHOTO KIMHUYECKOTO UCCie10BaHUs Y(PPEKTUBHOCTH) UCTIBITAHUH
(uccnenoBaHUM) OT UMEHU MOTEHIMAIIBHOTO CyObEeKTa UCTIBITAHUS (UCCIIEIOBAHMUS);

"3asBUTENB" — MPOU3BOJUTENH MEIULIMHCKOTO U3JAENHUS WU €ro YIOJIHOMOYEHHBIN
MIPEICTAaBUTEIIb;

"MHIWBUyaIbHAs PETUCTPAIlMOHHAs KapTa" — JOKYMEHT, MpeIHa3HAYCHHBIA s
BHECEHUSI B HEro BCEH MPEeayCMOTPEHHON MpOorpaMMod HCHBITaHUS (HMCCIEI0BaHUS)
uH(OOPMAITUHU O KOKJIOM CyOBEKTE UCIIBITAaHUS (MCCIICIOBAHUS);

"HHTEPBEHIIMOHHOE KJIMHUYECKOE uccieqoBanne 3QPEeKTUBHOCTU" — HCCle0BaHUE
KIIMHUYECKON 3(Q()EKTUBHOCTH MEAULMUHCKOrO W3JENus sl JAUAarHOCTUKHU In  Vitro,



pe3yJIbTaThl KOTOPOTO BIMSIIOT HA PEMICHUS IO BEACHUIO MalMEeHTa U (WJIM) UCTIOJIb3YIOTCS
MIPU yIPABJICHUU JICUCHUEM JISl JOCTHXKEHUS 1IeJIeH KIMHUYECKOTO UCCIISIOBAHMUS;
"undopMUpPOBaHHOE corjlache" — MUCHbMEHHBIA JOKYMEHT, B KOTOPOM CyOBEKT

UCTIBITaHUsl (WCCIIEOBaHMS) WM €ro 3aKOHHBIM NPEeNCTaBUTENIb MOATBEPKIACT
100pOBOJIBHOE COTJIaCHME HAa y4acTHE B KIMHWYECKUX WIN KIMHUKO-Ta00paTOpHBIX (TIpH
NIPOBEJICHUH UHTEPBEHIIMOHHBIX KIMHUYECKUX HCClieoBaHUM 3(h(PEKTUBHOCTH) UCTIBITAHUSIX
(uccnenoBaHUsAX) HA OCHOBAHUHU MPEICTABICHHON eMy MOJHON MH(POpMAIIKU O KIMHUYECKOM
WM KJIMHUKO-JIA00paTOPHOM HCIIBITAaHUU (MUCCIIEIOBAaHUN);

"ucnpITyemoe (UccienyeMoe) MeIUIMHCKOE U3ene" — MEUIIMHCKOE U3/IENIHE, KOTOPOE
B X0JI¢ KJIMHUYECKOTO UCTIBITAHUS (UCCIEOBAHUS) WIH KIMHUKO-IA00PAaTOPHBIX UCTIBITAHUM
(uccnemoBaHui) 11l MEAUIIMHCKUX M3JETUNA JJI NUArHOCTUKHU IN VILro OLIEHUBACTCS Ha
npeaMeT 6e30macHOCTH u (W) 3P PEeKTUBHOCTH;

"hccnegoBarenb" — YJE€H KOMaHIbl HCCleAoBaTelieil, Ha3HaYaeMblid TIJIABHBIM
HccleIoBaTeNeM Il OCYIIECTBICHHUSI OCHOBHBIX MPOLIEAYP, CBSI3aHHBIX C KIMHUYECKUM WUIIU
KJIIMHUKO-JTA00PATOPHBIM HUCIBITAaHUEM (UCCIEIOBAaHUEM), WJIU IS MPUHATHS PEIICHHH,
CBSI3aHHBIX C KIIMHUYECKUM WJIU KIMHUKO-TA00pAaTOPHBIM UCIBITAaHUEM (MUCCIEIOBAHUEM), U
MOAYHMHSIOIIMIICS TJIABHOMY UCCIIEI0BATENIO;

"KJIMHUKO-T1a00paTOpHBIE UCTBITAaHUS (UCCIIEAOBAHMS) MEIUIIMHCKOTO W3ACTUS IS
JTUArHOCTUKU 1N Vitro" — CHUCTEMAaTHYCCKUE HMCHBITAaHUS (MCCICIOBAHUS) aHATUTHUYCCKUX
XapaKTEPUCTUK W, TJI€ MPUMEHUMO, KIMHUYECKON 3((PEeKTUBHOCTU, MPOBOAUMBIE C LETBIO
YCTaHOBJICHHS UJIU MTOATBEPKIACHUS COOTBETCTBUSI MEIUIIMHCKOTO U3JEIUS JIJIsl TUarHOCTUKHU
in vitro Ha3HAYEHUIO, YCTAHOBIEHHOMY MPOU3BOIUTEIIEM;

"knuHUYecKasd 3PPEKTUBHOCTh MEIULIMHCKOTO U3AENHS I TUarHOCTUKH In Vitro" —
CIIOCOOHOCTh MEIUIIMHCKOTO M3AENHsl JJIS JUATHOCTUKH IN VItro MOKa3blBaTh PEe3ybTaThl,
KOppEIUPYIONIUE ¢ KOHKPETHBIM KIMHUYECKUM WU (PU3MOJOTHUUYECKUM COCTOSIHUEM B
L[ETIEBOM MOMYJISIUU [IPU €r0 MPUMEHEHUH MPEIHA3HAYEHHBIM 10JIb30BATEIIEM;

"KIMHUYECKUE JaHHble" — NaHHble Mo Oe3omacHOCTH U (uMiu) 3(PEKTUBHOCTH,
MOJYy4YEHHbIE TMPU KIMHUYECKOM MNPUMEHEHHH MeEIHUIMHCKOro wusaenus. KnumnHuueckue
JaHHBbIE MOTYT OBITH MOJYYEHBI NMyTEM IMOKWCKAa B HAy4YHOH JUTeparype IaHHBIX O
MEIUIIMHCKOM HW3JICJINH, U3 ONbITa KIMHUYECKOTO MPUMEHEHUS MEIUIIMHCKOTO U3JENHs, B
pe3yiibTare KIMHUYECKUX WM KIMHUKO-IA0OpPaTOPHBIX HCHBITAaHUN (MCCIEAOBAHUMN),
MOCPEJICTBOM MPUMEHEHUSI HECKOJIBKUX M3 YKa3aHHBIX METOJOB JIUOO MHBIM CIIOCOOOM.
KnuanueckumMu JaHHBIMH Tak)Xe SBISIOTCS JaHHbIe MO Oe30macHOCTH U (WJIN)
3(PEeKTUBHOCTHU, TOJYUYCHHBbIE MPU KIMHUYECKOM MPUMEHEHUU MEIUIIMHCKUX H3JIEIINM,
HKBUBAJICHTHOCTh KOTOPHIX PACCMaTPUBAEMOMY MEIUIIMHCKOMY H3JICIHUI0 MOXKET OBIThH
J0Ka3aHa;

"KIIMHUYECKOE JTOKA3aTeIbCTBO A(D(PEKTUBHOCTH M OE30MACHOCTH MEAUIIMHCKOTO U3ICITHUS
" — COBOKYIHOCTh KJIMHUYECKUX JAHHBIX, MOATBEPKIAIOIMINUX KIMHUYECKYIO 3((HEKTUBHOCTh



U 0e30MacHOCTh MEIAUIMHCKOTO H3JIeNUsl TPU €ro HCHOJIb30BaHUM IO HA3HAYECHUIO,
YCTaHOBJICHHOMY MPOU3BOJIUTENIEM, U UX OICHKA;

"KIMHUYIECKOE JT0KA3aTeIbCTBO 3P (HEKTUBHOCTH M OE30IIaCHOCTH MEAUITMHCKOTO H3ACIHS
JUI. JUArHOCTUKHU In Vitro" — COBOKYMHOCTh JaHHBIX, IMOJATBEPKJIAIOIINX HAYYHYIO
000CHOBAaHHOCTH aHAJIHUTA, AaHATUTUYECKYIO APPEKTUBHOCTh U KIMHUYECKYIO 3(P(HEKTUBHOCTD
MEIUIIMHCKOTO U3CNUS Il TUarHOCTUKY 1N Vitro py €ro UCIOJIb30BaHUM 10 Ha3HAYEHUIO,
YCTaHOBJICHHOMY MPOU3BOJIUTENIEM, U UX OICHKA;

"KJIMHUYECKOE HUCIMBbITaHUE (MCCIIENOBAaHUE) MEIUIMHCKOTO u3aenus’" — mroboe
ucnbiTaHue (UCCIeNOBaHME) C YYacTHEM 4YeJOBEKa B KaueCTBE CYOBbEKTa HCIBITaHUS (
UCCTIEZIOBAHUs), TTPOBOJIMMOE C IIeJIbI0 M3yueHus Oe3zomnacHocTtu U (win) 3HPEeKTUBHOCTH
HCIIBITYEMOTO (MCCIEyEeMOT0) METUIIMHCKOTO U3CIIHS;

"KOMUTET MO 3TUKE" — HE3aBUCUMBIA 3KCHEPTHBIA OpraH, KOTOPbIM JAEHCTBYET B
COOTBETCTBUM € HacTosimuMmu [IpaBuiaMu U 3aKOHOJATEIBLCTBOM T'OCYJIapCTBAa — 4YjieHa
Coro3a u paccMaTpuBaeT BOIPOCHl oOecreyeHus npaB, 0€30MaCHOCTU M OXPaHbl 370POBbS
CyOBEKTOB UCIIBITAaHUH (MCCIe0BaHMi);

"KOHTPOJIbHOE MEAUUMHCKOE H3Jenne" — U3AENue, UCIOJIb3yEMOE B KIMHUYECKOM
UCIIBITAHUM (MCCIIEIOBAHNUM) ISl CPABHEHUS C UCHBITYEMbBIM (UCCIEAYEMbIM) MEIUIIMHCKUM
U3/ICIINEM;

"KoOpauHATOp-UCCIIe0BaTeNb" — HCClieqoBaTeNlb, Ha3HAYCHHBIM 3asgBUTEIIEM H
OTBEUAIONIMN 32 KOOPJAMHAIMI0 pabOThl B XOJ€ MHOTOLEHTPOBOTO KIMHUYECKOTO (
KJIIMHUKO-J1a00paTOPHOT0) UCIBITAHUS (MCCIEAOBAHUSA);

"MeIMIIMHCKas: opraHu3aius (KIMHUYECKUH 1eHTp)" — opraHu3aliys, BhICTyHaromas B
POJIM UCCEA0BATEIBCKOTO IIEHTPA MPHU NMPOBEICHUHN KIMHUYECKUX (KIMHUKO-Ta00paTOPHBIX )
UCTIBITAaHUH (MCCTIEOBAHMN );

"MHOTOIIEHTPOBOE UCIIBITaHUE (UCCIIeIOBaHNE)" — KIMHUYECKOEe (KIIMHUKO-1a00paTopHOe
) ucmelTaHue (MCCIEIOBaHHUE), KOTOPOE IPOBOJMTCS B ABYX M 0Oojice MEIUITMHCKUX
opraHu3anusix (KIMHUYECKUX LIEHTPax) 1Mo eAMHON MporpaMMe UCIBITaHus (UCCIEA0BaHMS);

"MOHUTOPUHT KIIMHUYECKOTO (KIMHUKO-JIA00pAaTOPHOTO) UCTIBITAHUS (MCCIIeIOBaHuUs)" —
NesTeNbHOCTh, CBsI3aHHAasT C  HAOJMIOJEHHEM 3a  XOJIOM  KJIMHUYEeCKOro  (
KJIMHUKO-JTA00paTOPHOTO0) UCHBITAaHUS (MCCIEAOBaHMS) ISl MPOBEPKU TOTO, YTO JAHHBIC
IPOBOJAUMOIO HCHBITaHUS (MCCIEJOBAHMS) 3alUCHIBAIOTCS, OTYET O MOHHUTOPUHTE
dbopmupyeTcsi B COOTBETCTBUM C MPOTrpaMMOM HUCHBITaHUS (MCCJIEIOBaHUSA),
JOKYMEHTHPOBAHHBIMU POLieAypaMu U HacTodmumu [IpaBunamu;

"HaydyHas OOOCHOBAHHOCTb aHalIUTa" — CBSI3b aHAJUTA C KIUHUYECKUM WIIU
(U3UOTOTUYECKUM COCTOSTHUEM OpraHNU3Ma YEJIOBEKa,;

"oauHApHBIN caenoi MeTon" — mpoleaypa KIMHUYECKUX UCTIBITAaHUN (MCcleoBaHu), B
KOTOPOH CyOBEKTHl HCIBITAHUN (MCCIEIOBAHUI) HE OCBEIOMIICHBI O (PAaKTUUECCKOM
NPUMEHEHUH K HUM BO3JIEUCTBUSI MEIUIIMHCKOTO U3/IEIHS;



"OCHOBHAsI KOHEUHas TOUKa" — Moka3aTeib (I0Ka3aTen), UCIOIb3yEMBIN I TIPOBEPKH
OCHOBHOM TMNOTE3bl KIMHUYECKOTO UCIIBITAaHUS (MCCIIeJOBaHUs);

"OTYET O KIMHUKO-IA00OPATOPHOM UCHBITAHUU (MCCIAEAOBAHUN ) MEAUIIMHCKOTO U3AeIHs"
— TMHCHhMEHHOE OIHCAaHUE KIWHUKO-Ta0OpaTOPHOI'O0 MCIHbITaHUS (HUCCIEIOBaHUS)
MEIUIIMHCKOTO W3JENUsl C MCIOJIb30BaHuEM MpoO U 00pa3loB, B TOM YHCJE MOTYyYECHHBIX
T€HHO-UHXKEHEPHBIM CITOCOO0M, 00bEIUHSIONIEE KIMHUKO-IA00paTOPHOE U CTaTUCTUYECKOE
ONMCAHMSI, IPEJCTABICHUE TaHHBIX U UX aHAJIN3, 10 YCTAHOBJIEHHOH (opMe;

"OTYET O KJIMHUYECKOM HCIBITAHUM (MCCIEAOBAHUM) MEIUIIMHCKOTO u3aenusd" —
MMCbMEHHOE OMMCAaHUE KIMHUYECKOTO UCTIBITaHUS (MCCIIeI0BaHNA) METULIMHCKOTO U3ENHS C
y4acTHEM YEJIOBEKa B KadeCTBE CyObEKTa HMCHBITaHUS (HMCCIEOBaHMS), 00bEIUHSIONIEEe
KIIMHUYECKOE M CTAaTHCTUYECKOE OIMUCAHUS, MPEJCTABICHUE JaHHBIX MU HMX aHalu3, IO
YCTaHOBJICHHOU (hopMme;

"mepBUYHBIE JaHHbIE" — JI00ass UHPOPMAIUA B BUAEC OPUTHUHAIBHBIX 3aMHUCEH HIH
3aBEPEHHBIX KOMUN OPUTHMHAIBHBIX 3aMKUCEeH O KIMHUYECKUX (PaKTax, HAOMIOICHUSIX U IPYTHUX
COOBITUSIX BO BpeMsl KIIMHUYECKHUX (KIMHUKO-TA00PATOPHBIX) UCTIBITAHUN (MCCIIEIOBAHM),
HeoOXxoAauMas JJg MOHUTOPUHIAa U  OUEHKM pPe3ydbTaTOB  KIMHUYECKUX  (
KJIMHUKO-1a00paTOPHBIX) UCIIBITAHUN (MCCIIETOBAHUN );

"MmpeHa3HAYCHHBIN MOJIb30BaTENh" — 0oco0ast rpyrmmna (rpymnibl) Jikil, 0003HAaYeHHAs B
CONPOBOJIUTEIIBHON JOKYMEHTAIIUU K MEAUIMHCKOMY U3JEIHI0, KOTOpask MOKET IPUMEHSITh
MEIUIUHCKOE U3/IENINE B COOTBETCTBUU C €r0 HA3HAYCHHUEM;

"mporpamMma ucnbITaHus (MccaenoBaHus)" — TOKYMEHT, B KOTOPOM YCTAHOBJIEHBI
000OCHOBaHUE, IENH, JU3alH KIMHUYECKOTO (KIMHUKO-Ia0OpaTOPHOTO) HCHBITAHUS (
UCCIIEOBAaHNs) U NPEANOJaraéMblil aHaliu3, METOJOJOTHsSl, MOHUTOPUHT, TPEOOBaHUS K
BEJICHUIO 3aIKCel 0 KIMHUYECKOM (KIMHUKO-T1a00paTOPHOM) MCIBITAHUH (UCCIEOBAaHUN),
OMHMCAHO MPOBEJICHUE KIMHUYECKOTO (KIMHUKO-Ia00paTOPHOT0) UCTIBITAHUS (MCCIEIOBAHNS)
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"cyObeKkT ucnbiTaHus (uccienoBaHus)" — (U3MUYECKOE JHUIO, Y4YacTBYIOIIEE B
KIMHUYECKOM WU KJIWHHUKO-Ta00paTOpHOM (TMpH TPOBEICHUU WHTEPBEHIITMOHHOTO
KJIMHUYECKOTO uccleqoBanus 3G (OEKTUBHOCTH) HCHBITAaHUU (MCCIEJOBAHHUU) B COCTaBe
IPyIIIbI, K KOTOPOU MPUMEHSAETCA UCHBITYEMOE (MCCIIEyEMOE) METULIMHCKOE U3ENIHe, MO0
B COCTaBE KOHTPOJbHOMW IPYIIIbL;

"TeXHU4eCKuH (pails" — JOKYyMEHTHPOBAaHHbIE JAHHBIE, OATBEPKAAIOIINE COOTBETCTBUE
MenuiuHckoro wu3genus OOummM TpeOoBaHuAM 0Oe30macHOCTH W A(PdeKTUBHOCTH
MEIUIMHCKUX HU3JeNuid, TpeOOBaHUSIM K HUX MApPKUPOBKE M HSKCIUIyaTallMOHHOU
JOKYMEHTAalluM Ha HUX, yTBepKJIeHHbIM PemenneM CoBera EBpa3uiickoil 5KOHOMHUYECKON
komuccuu ot 12 despansg 2016 . Ne 27;

"ys3BUMBIE CYOBEKTHI HCIBITaHUS (MCclienoBaHus)" — JUIA, HA JKEeJIaHUE KOTOPBIX
y4acTBOBATh B KIMHUYECKOM WU KIWHUKO-IAOOpaTOpHOM (NpH TPOBEJACHUH
MHTEPBEHIIMOHHOTO KJIMHUYECKOr0 HcciaeqoBaHus 3(PPEKTUBHOCTU) MCHBITAHUU  (



MCCJIEIOBAaHMM) MOXKET OKa3aTh BIUSHUE OXHIaHHe (0OOCHOBAHHOE MM HEOOOCHOBAHHOE)
TEX WM WHBIX NMPEUMYIIECTB, CBSI3aHHBIX C YYaCTHEM B WCIBITAHWUU (MCCICAOBAHUM), WIIH
BO3MOXXHBIE CAHKIIMHM BBIIECTOANIUX JIMI] B CIydae OTKa3a OT Y4YacTHs B HCHBITAHUU (
uccienoBannn). K ysa3BUMBIM cyObeKTaM MCHBITAHUS (MCCIICIOBAHUS) OTHOCSATCS YUaIluecs
BBICIITUX M CPEIHUX MEAHMIIMHCKHX, (PapMarieBTUYECKNX M CTOMATOJOTHYECKUX YUEOHBIX
3aBEJICHUH, MIAIIIWNA TMepcoHal MEIUIMHCKUX YUYPEKICHHH W JabopaTopuid,
BOCHHOCITYXXAIllUe W 3aKJIIOUYCHHBIC, a TaKXke OOJbHBIC, CTPANAIOIINEC HEU3ICUUMBIMU
3a00JIeBaHUSIMU, JIUIIA, HAXOSIIMECS B JOMaX IO YX0y, MajooOecreueHHbIe U 0e3paboTHbIE
auIa, Jauna 0e3 rpakJaHCTBa, MAIMCHTBI, HAXOIANIMECS B HEOTIOKHOM COCTOSHUH,
MPEICTABUTEIN HAIMOHAIBHBIX MEHBIIMHCTB, O€3M0MHBIE, OpOJsArU, OCKEHIIBI,
HECOBEPIIICHHOJICTHAE U JIUIA, HAXOAIIUECS MO OMEKOW I MOTICYMTEIIBCTBOM, a TaKKe
JU1Ia, HECTIOCOOHBIE JaTh NHGOPMHUPOBAHHOE COTJIACHE.

WHble MOHATHUS, UCTIOIb3yEMbIE B HACTOSIIUX [IpaBuiiax, MpUMEHSIOTCS B 3HAUYCHUSX,
OTIpEJICTICHHBIX aKTaMu B cepe oOpamieHuss MEIUITMHCKIX U3, BXOIAIIUMA B TIPABO
Coro3a.

II. O6ocHOBaHMe KMAMIECKO# 3)(HEKTHBHOCTH 1 6€30MaCHOCTH MEAUIIMHCKHX H3ENIHiA, KpOMe
MEeIUOUHCKUX U3AEUH I AUarHOCTHKH in vitro

3. Jlns mokasarenbCTBa KIMHUYECKOH d(D(PEKTUBHOCTH M 0€30MaCHOCTH MEIUIIMHCKOTO
U3JIeTTUS TPOU3BOIUTEIND JOJIKEH:

a) ompeaeauTs TpeboBanus u3 OOHMx TpeboBaHMI 6e30MacHOCTH U dPHEKTUBHOCTH
METUITMHCKIX M3eNni, TpeOOBaHUI K MX MAPKUPOBKE M IKCILIYyaTalIMOHHON JOKYMEHTAIIHH
Ha HUX (manee — OOmue TpebOOBaHUs), NOKA3aTEIbCTBA COOTBETCTBUSL KOTOPHIM JOJIKHBI
OBITh OCHOBaHBI HA KIIMHUYECKUX JAHHBIX;

0) ompenenuTh KIMHUYECKHUE TAaHHbIE, OTHOCSIIUECS K METUIIMHCKOMY W3JICIIUI0 U €ro
Ha3HAYCHHIO, KOTOPBIC IOJYyYCHBI IyTeM IIOMCKAa B HAy4YHOW IUTEpaType, W3 OIbITa
KIMHUYECKOTO TIPUMEHEHHUS WIM U3 KIMHUYECKUX UCIBITAHUNU (HCCIEIOBAHUMN)
MEIUIMHCKOTO U3/IeIHs;

B) OIICHUTH KIMHUYCCKHUE JTAHHBIC HA MPEIMET BO3MOKHOCTH MX WCIIOJIL30BAHUS IS
JI0Ka3aTeIbCTBA KIMHUYECKON A (HEKTUBHOCTH U 0€30MaCHOCTH MEIUIIMHCKOTO U3/IETHS;

') MPOBECTH KJIIMHUYECKUE UCTIBITAHUS (MCCIEAOBAHUSA) M0 TEM aclieKTaM 0€30MaCHOCTU U
3(OPEKTUBHOCTH MEIUIIMHCKUX U3JACNIHHN, JIsI KOTOPBIX HEJOCTATOYHO HWMEIONIUXCSA
KIIMHAYECKUX TaHHBIX;

1) MPOBECTH aHAJIM3 KaK OJIAarOMPUATHBIX, TaK M HEOJArONMPHUATHBIX KIMHUYECKUX JAHHBIX
, TIOJTy9eHHBIX ITyTeM IOMCKA B HAYYHOH JTUTEPATypE, U3 OIbITa KIMHUYECKOTO TIPUMCHCHUS
WU B pe3yJIbTaTe MPOBENCHUSI KIMHUYECKUX HCIBITAHWM (MCCIIeIOBaHWN), W CIeNaTh
000CHOBAHHOE 3aKJIOYEHUE O KIMHUYECKOM J0Ka3zaTeabCcTBE J(PGPEKTUBHOCTH H
0€30MacHOCTH MEIUIIMHCKOTO W3/Aenus B Gopme orueTa. AHANIM3 MPOBOIUTCS C YUETOM
KJIacca MOTEHIUATBLHOTO pUCKa MPUMEHEHHUS, Ha3HaYeHUs U Crieln(PUIecKux 0COOEHHOCTEN



MPUMEHEHUS MEAUIUHCKOro wu3Aeiausa. OT4eT O KIMHUYECKOM JI0Ka3aTebCTBE
3 PeKTUBHOCTH U 0€30MaCHOCTH MEIUIIMHCKOTO U3JIeNIUsI HEOOXOIUMO COTJIACOBBIBATH CO
CIEIMATUCTOM B 00JaCTH MEAUIIMHCKOTO TMPUMEHEHUS MEIUIMHCKOTO W3IEIHs.
KBanudukanus Takoro CHenuagncTa IMOATBEPXKIAACTCS JOKYMEHTOM 00 00pa3oBaHHMM B
o0JlacT MEOWIIMHBI U O CHENHUAIBHOCTH B COOTBETCTBHUU C OOJACTHIO MEIUITMHCKOTO
NPUMEHEHUS] MEUIIMHCKOTO U3/1eNus (CepTU(PUKATOM CIIeUaIucTa 1 (W) AUTLIOMOM U T. [T
.), NyOJWKAUsIMH MEIUIIMHCKOTO CHeluanucTa (Hay4YHbBIMU CTaThsiMHU, U (WJIH)
MoHorpadusiMu, ¥ (WJIM) AUCCEPTAUSIMH B 0O0JACTH MEIUIMHCKOTO MPUMEHEHUS
MEIHWIIMHCKOTO U3ACHUsA). YKa3aHHBIM OTYET SBISIETCS YacThIO JOKYMEHTAIMU
MIPOU3BOJAUTEIS METUITUHCKOTO U3/ICITHA.

4. O6ocHOBaHWE KIMHUYECKON d(PPEKTUBHOCTU U 0€30MACHOCTH METUITMHCKOTO U3EITHS
OCHOBBIBACTCS HA KJIMHUYECKUX JIAHHBIX, TOJYYCHHBIX MPU MPOBEACHUH KIMHUYECKHUX
UCTIBITAHUN (MCCIIeTOBAHMM ), JIJIS:

MEIUIIMHCKUX W3AeNUi (332 UCKITIOUEHUEM ITPOTPaMMHOTO O00ECIIeUeHUs, IBIISIOIMIETOCS
MEUIIMHCKUM H3JIeJIMEeM), €CJIM He JI0Ka3aHOo, 4YTO KIWHHYecKas 3()QPEeKTUBHOCTh U
0€30MacHOCTh 3asBISIEMOT0 MEIUITMHCKOTO H3JEIHUS MOTYT OBITh MOATBEPKIACHBI WHBIM
CIT0CO00OM;

MEUITMHCKUX U3JIeTUH (32 HCKITIOYECHUEM TIPOTPAMMHOTO 00CCIICUCHUS, SIBIISIOMIETOCS
MEUIIMHCKUM H37ieTieM), (YHKIIMOHAJIbHBIC XapaKTePUCTHKU, TPUHIUN JEHUCTBUSA,
Ha3HAYEHHUE, MOKA3aHUs K MEIUIMHCKOMY MPUMEHEHUIO WM OCOOCHHOCTH MEAMIIMHCKOIO
MPUMEHEHUS KOTOPBIX paHee HE MCCIIECIOBAINCE;

MEIUIMHCKUX U3JIETUH, CoJIepKallluX HOBbIE, KOHTAKTUPYIOIINE C OPTaHU3MOM YeJIOBEeKa
, paHee HE M3yYCHHBIC B YACTH OMOJOTHYECKOTO JNCHCTBUS MaTEpHUabl WIJIM WU3BECTHHIC
MaTepuasbl, KOHTAKTUPYIOUIME C TEMU OpraHaMH WM TKAHSIMHU YEJIIOBEKa, B OTHOIICHHUH
KOTOPBIX OTCYTCTBYET ONBIT UX MEIUIIMHCKOTO MPUMEHEHHUS, WU B CiIydyae, €CIM TaKOu
KOHTaKT SBJISIETCS 00JIee MPOTOKUTEILHBIM, UeM paHee U3y4YCHHBIH.

Knuandyeckne wucnblTaHusS (MCCIEIOBaHUS) MEIHMIIMHCKUX HM3JICIMH KIJIACCOB
MOTEHITUATBHOTO pUCKa MMPUMEHEHHUs 3, 20 ¥ UMIUTAaHTUPYEMBIX MEIUIIMHCKUX W3IeNui (3a
UCKIIIOUEHUEM MPOTPAMMHOr0 oOecrnedeHus], SBISIOUIEroCs MEIUIMHCKUM H3JCIHEM),
WHULIMUMpOBaHHbIe Tocie 1 suBaps 2022 r., mpoBoaarcs B (QopMe MHOTOLEHTPOBBIX
UCHIIBITAHUM (MCCTIEOBaHMIT), B TOM YUCIIE B OJJHOM U3 rocyJaapcts — wieHoB Coro3a (nanee —
rocyJapCTBa-4yjieHbl).

5. llony4yeHue KIMHUYECKUX JAHHBIX I MIPOTPAMMHOI0 00ECTICUCHHSI, SIBIISIOMIETOCS
MEIUIMHCKUM H3JCJIHEM, B TOM YHCJIE IPOTPAaMMHOTO OOECIEeUYeHUs] C MPUMCHEHUEM
TEXHOJIOTUHA HMCKYCCTBEHHOTO WHTEIUICKTa, OCYIIECTBIACTCA C HCIOJb30BaHUEM
MEJUIIMHCKUX JIaHHBIX MAaIlM€HTOB, BEePU(DUIIMPOBAHHBIX MEIULMHCKOM opraHuzanuen (
KIIMHAYECKUM IIEHTPOM ), TTOJTYYCHHBIX B XOJI¢ JUATHOCTUKH, JICUCHUS, pCaOMINTAIINN.

6. Knunuueckue naHHbIE, MMOJTYYECHHbIE MPU MPOBEACHUU KIMHUYECKUX HCIBITAHUH (
WCCIICIOBAaHUN) WX TPU MPUMEHCHWH MEIUIMHCKOTO H3JACNHS B TOCYyJapCTBaX, HE



ABJsronMXxcst wieHaMu Coro3a, MPU3HAKOTCS B KAYE€CTBE MCTOYHUKA KIIMHUYECKHUX JTAHHBIX O
MEIUIMHCKOM M3/I€JTUU TIPU BBIMOJIHEHUH OJTHOTO U3 CIEAYIOIUX YCIOBUM:

a) KIMHUYECKUE NAaHHBIC TMOATBEPXKACHBI IMyOIUKAIMAMHU B CIICIIUATU3UPOBAHHBIX
KypHaJlax WM oTdyeTramMu BceMupHOW opraHuzanuu 3paBOOXpPAaHEHHS IO Mporpamme
KOHTpossi Oe3omacHocTd U 3(dexTtuBHOCTH MeaunuHckux wusgenuit ("The WHO
prequalification project"), pa3memeHHbIMM Ha caiite BcemupHOW opraHuszanuu
3IpaBOOXpPaHEHUs B MHPOPMALIMOHHO-TEIEKOMMYHUKAIMOHHON ceTn "MHTepHer" (nanee —
cetb HTEpHET);

0) nmpeacTaBiIeHbl Pe3yJIbTaThl IPOBEACHUS KIIMHUYECKUX UCTIBITAHUN (MCCIEA0BaHM) B
COOTBETCTBUU C peKOMEHAAUMSIMH MexIyHapoaHOro (GopyMma peryasiTopoB MEIUIIMHCKUX
m3aenuit (IMDRF). JlokazatenbcTBa COOTBETCTBUS MPOBEICHHBIX KIMHUYECKUX UCTIBITAHUM (
HCCIIEIOBaHMI) MEXTyHAPOIHBIM TPEOOBAHUSAM JOKHBI ObITh BEpU(UIIUPYEMBI.

7. KiiuHuyeckue aHHble, MOTy4YeHHBIE JIJIS APYTOro MEIUIIMHCKOTO U3/eIHs, MOTYT ObITh
NPUHATBL K PAacCMOTPEHUIO TOJBKO B Ciydae MpEICTABICHUS JOKa3aTeJIbCTB €ro
HKBUBAJICHTHOCTHU 3asBISIEMOMY MEIUIIMHCKOMY U3/CIIUIO MPU OJHOBPEMEHHOM BBITTOJIHEHUH
CIEIYIOLINUX YCIOBUM:

a) paccMaTpUBaeMble MEIULIMHCKUE W3JENIHSI UMEIOT OJUHAKOBOE Ha3HAYEHHE, B TOM
gucJe (Mo NPUMEHUMOCTH) B OTHOIIICHUU:

MMOKa3aHUN K TPUMEHEHHUIO;

peIHa3HAYeHHOT O M0JIb30BaTENS;

TSOKECTH U CTaJINU 3a00JICBaHUS WIIM COCTOSTHUS MAIlMEHTOB,;

IPYIIIBI MAIIMEHTOB, U1 KOTOPBIX MpeIHa3HAYCHO MEAUIIMHCKOE U3/IEIHE;

yacTed Teja 4esIOBEeKa, MOABEPTatolIuXCsl BO3IEUCTBUI0 MEAUIIMHCKOTO M3JEIUS WU
KOHTaKTHPYIOUIUX C HUM;

TUIA KOHTAKTa;

IPOJOJIKUTENBHOCTH UCIIONb30BAaHUS NN KOHTAKTA C TEJIOM;

yCIOBUU TpPUMEHEHUs (HampuMep, MEAUIMHCKOE YUYpexIeHUe, Uil JOMAIIHETro
WCIIOJIb30BaHUsA);

KpPaTHOCTH MPUMEHEHUS, BKIItoUas JIF0Oble OrPAaHUYEHHs] B OTHOIIEHUU KOJMYECTBA WIIU
MPOJIOJKUTEIBHOCTH IOBTOPHOT'O IPUMEHEHNS;

0) TeXHUUYECKHE XapaKTEPUCTUKU (B TOM YHUCII€ MPUHIUI JEHCTBUS, OCHOBHBIC
napaMeTpbl, MaTepuaabl U KOHCTPYKTUBHBIE OCOOEHHOCTHU H3JENHS) U OUOJIOTHYECKHE
XapaKTEPUCTUKH (B TOM YKCIie OMOCOBMECTUMOCTh MAaT€pUaJIOB U OMOJIOTHYECKOE JEHCTBUE
MEJIMLIMHCKOTO H3ENHs) pacCMaTPUBAEMBIX MEIULMHCKUX HW3JENIUA OJUHAKOBBI B TOU
CTEIEeHU, KOTOpasi TapaHTUPYET OTCYTCTBUE PAa3IMUUi B UX KIMHUYECKON 3D PEeKTUBHOCTU U
0€e30IIacCHOCTH;

B) MEJULIMHCKOE U3JIEIHE, 3asBJICHHOE B KAYECTBE SKBUBAJICHTHOI'0, 3aPETUCTPUPOBAHO B
COOTBETCTBHH ¢ MpaBoM Coro3a WK 3aKOHOIaTEILCTBOM T'OCY1apCTBa-UJICHA.



8. OTuer 0 KJIMHHUYECKOM JOKa3aTelbCTBE A(PPEKTUBHOCTH U OE30MACHOCTHU
MEIMIMHCKOIO0 H3JENUs JOJKEH NOAAECPKUBATHCA B AKTYaJbHOM COCTOSIHUHM C Yy4ETOM
JAHHBIX, TIOJYYEHHBIX B XOJE MOCTIPOJAKHOIO MOHUTOPHUHIA U (WJIW) MPU HOSIBICHUU B
HAY4YHOU JIUTEepaType HOBOM MOATBEPkKACHHONW HHPOpPMAIIMH, Kacarolleics ero 6e30nacHOCTU
U 5P PEKTUBHOCTH.

JUIsE MEAUIIMHCKUX U3JIEIUHI KI1acca MOTEHIUAIBHOTO PUCKa IPUMEHEHUS 3, a TAKXKE JJIs
MMIUTAHTUPYEMBIX B OPTraHW3M 4YEJIOBEKA MEIMIIMHCKUX HU3IEIUN KJIacca MOTEHIHAIBHOTO
pUCKa IpUMEHEHUs 20 MPOU3BOAUTENb MEAUIMHCKUX U3ACIUN WIM €ro YHOJIHOMOYEHHBIN
MpEeACTAaBUTENIb 0053aH NPOBOJUTH MOCTPETUCTPALUOHHBIA KIWMHUYECKUA MOHUTOPUHT
0e30macHOCTH U 3(PPEKTUBHOCTH MEIUIMHCKUX H3JEIUH B COOTBETCTBUU C IUIAHOM,
BKJIIOYEHHBIM B OTYET O KJIMHUYECKOM J0Ka3arelbCcTBE 3(P(GEKTUBHOCTU U OE€30MaCHOCTH
MEIMIMHCKOIO0 M3JENIMs, NMPEACTABIAEMBIM B COOTBETCTBUMU C lIpaBunamm npoBeneHus
MOHUTOpPUHra O€30MacHOCTH, KauecTBa W OS(PPEKTUBHOCTH MEIULMHCKUX H3IEIHM,
yTBepkaeHHbIMUA Pemennem Kosuternn EBpazuiickoil SKOHOMHYECKOM KOMMCCHH OT 22
nekadbps 2015 r. Ne 174.

II1. TpeGoBaHwMs K MPOBECHHIO KIIMHMIECKIX MCITHITAHMH (MCCIICIOBaHHI) MEHUIIMHCKUX
H3JIeJIHi, KpOMe METUIIMHCKHAX W3AEIUN 1A JUArHOCTHKH in Vitro

9. KninHnyeckue UCIbITaHUs (MCCIEAOBAHMS) MEIUIIMHCKUX U3ACIUN MPOBOASITCS B
COOTBETCTBUM C MNPUHIMIIAMH XEJIbCUHCKOW JeKjiIapanuu BceMHupHOW MEIUIIMHCKOU
acconmanuu 1964 roga "OTUUecKkue MPUHIMIIBI MEIUIIMHCKAX MCCIEIOBAHUN C yYaCTHEM
YeJIOBEKa B KaueCTBE CyObeKTa ucciaeqoBaHus".

Knunndeckue ucnbiTanus (MCCieIOBaHUS) MEAUIIMHCKUX U3JIENUNA HAa TEPPUTOPUSIX
roCy/IapCTB-WICHOB MPOBOJATCS B BBHIOPAHHBIX 3asBUTEIEM MEIUIMHCKUX OpPTaHu3ausax (
KIMHUYECKUX IIEHTpax), CBEIEHHS O KOTOPHIX BKJIIOYEHBI B EIUHBIA pPEecTp
YIIOJTHOMOYEHHBIX OpTraHu3aIui, UMEIOIIUX MPaBO MPOBOJAUTH UCCIICTOBaHUS (MCIIHITAHMS)
MEIUIUHCKUX M3CIUN B LENAX HX pPEerucTpauuu (Jaiee — peecTp yHOITHOMOYEHHBIX
OpraHu3aIuin).

10. MeauuuHcKue opraHu3anuu (KJIWMHUYECKHE LIEHTPbI), KOTOPbIE MPOBOASAT
KJIMHUYECKUE MCTBITAaHUS (KMCCIEIOBAaHMS), a TaKXKe CIEHHAINCThl 3THX OpraHu3alu,
MPOBOJASIINE KIMHUYECKUE WCIBITAHUS (MCCIEIOBAaHUSI), HE MOTYT HAaXOJUTHCS C
MIPOU3BOAUTENEM MEIULIUHCKOTO U3JCJIHSA, YIOJHOMOYEHHBIM IIPEACTABUTEIEM
MPOU3BOAUTENSI WM JAPYTMMHU 3aMHTEPECOBAHHBIMU B pe3yjdbTaTaX MWCHBITAHUNU (
MCCJICIOBAHMI ) JTUIIAMU B OTHOIIEHUSX, BIUSIONINX HAa X O€CIIPUCTPACTHOCTb.

KommMmepueckoe, ¢ruHaHCOBOE WM MHOE JIaBJIEHUE, CTaBsIllee OCCIPUCTPACTHOCTH
MEJIUIIMHCKOW OpraHu3aiuu (KIMHUYECKOro EHTPA), MPOBOASIIEH KIMHUYECKUE UCTIBITAHUS
(uccrnenoBaHus), MOJ yrpo3y, HE JOMYCKAETCs.

11. Knuanueckue ucnbiTanus (UCCIEAOBAHUS) MEAUIIMHCKUX U3JCJIUI MPOBOMASITCS Ha

OCHOBE TMpOrpaMM HCHBITAaHUN (UCCIIeNOBaHUN) TakUM OO0pa3oMm, 4TOOBI PE3YyJbTaThl



UCOBITaHUN (UCClIeNOBAaHUN) MOTJHM NOATBEPAUTh WIM OINPOBEPTHYTH 3asiBICHHbBIC

MIPOU3BOJAUTEIEM KIMHUYECKYIO d(PGHEKTUBHOCTh U 0€30MaCHOCTh MEIUIIMHCKUX W3JETUH.
KonnyecTBO mpoBeneHHBIX HAOMIOACHUN TOJDKHO OBITH JIOCTATOYHBIM ISl TOTO, YTOOBI
00ecTneYnTh CTAaTUCTHYECKYIO IOCTOBEPHOCTh, BOCIIPOU3BOIUMOCTD PE3yJIbTATOB U HAYUHYIO
000CHOBAaHHOCTbH BHIBOJIOB.

UcnbiTanus (UccieqoBaHusl) MEIUIIMHCKUX H3JENIHH, MpeAHa3HAYCHHBIX IS
HCIMOJIb30BaHUs JIMI[AMH, HE HMMEIONIMMH MEIUIMHCKOTO 00pa3oBaHUs, MPOBOASTCS B
YCIOBUAX, MOJIETUPYIONUX YCJIOBUS HCIOIb30BAaHUSA ITHUX MEIUIMHCKUX H3JIETUN 1O
Ha3HAYECHUIO.

12. Knunuueckue UcCnbITaHUs (MCCIEIOBAHUS) MEAUIMHCKUX U3JEIUN MPOBOJSITCS B
YCJIOBHUAX, YCTAHOBJICHHBIX MPOU3BOIUTENIEM JJIsI IPUMEHEHUS dTUX MEIUIIMHCKUX U3JIeTUN
U TIPEyCMOTPEHHBIX MTPOrpaMMaMU UCTIBITAHUM (MCCIIETOBAHMI).

13. UccnenoBaTenb HECET OTBETCTBEHHOCTh 3a MPOBEACHUE KIIMHUYECKOTO UCIIBITaHUs (
HCCIIeIOBaHUs) MEIUIIMHCKOTO u3nenus. McciaeqoBarenb MOKEH UMETh JOCTYI KO BCEM
UMEIOIIMMCS TEXHUYECKUM U KIMHUYECKUM JTaHHBIM 00 HCHBITYeMOM (HMCCIIEIyEeMOM)
MEJIUIIMHCKOM W3/CIIUH.

14. Jlng obecneueHusi uccienoBareieii HEOOXOAUMBIM 00BeMOM HHMOpPMAIIMU O
MEIUIIMHCKOM H3JICJINM 3asiBUTEIIb MPEACTABISACT OpOIIIOpPY HCCIEN0BATEINsI, COIECPKaHUE
KOTOPO# COOTBETCTBYET TPEOOBAHUSAM COTJIACHO MPUIIOKeHHIO Ne 1.

15. Coneprxkanue nporpaMMbl KIMHUYECKOTO UCTIBITaHUS (UCCIAEA0BAHMS) MEAUIIMHCKOTO
U3JIeTus JOIHKHO COOTBETCTBOBATH TPEOOBAHUSAM COTJIACHO MPHUITOKEHHIO Ne 2.

16. Onucanue nu3aitHa KIIMHAYECKOTO UCTIBITAHUS (MUCCIEOBAaHUs) JOJIKHO BKIIIOYATh B
ceost:

a) cTpaTeruto o0ecrneueHus] KIMHNYECKON 3HAYMMOCTH U Hay4YHOW O0OOCHOBAHHOCTHU
pe3yJabTaToOB ¢ 00OCHOBAaHUEM €€ BHIOODA;

0) OCHOBHBIEC M JIOMOJTHUTEIbHbIE KOHEYHBIE TOYKH ¢ 0OOCHOBaHMEM HX BBIOOpa W
U3MEPEHUSI.

17. Ilporpamma KJIMHUYECKOTO HUCIMBITAHUS (MCCIEIOBAHUS) COTJIACOBBIBAETCS C
MEJIUIMHCKUMU OpraHu3auusIMu (KTMHUYECKUMU EHTPaMM) U
KOOPJIMHATOPOM-UCCIIEA0BATEEM MPU TPOBEACHUM MHOTOLUEHTPOBOIO UCHBITAHUS (
UCCJICIOBAHUS) U YTBEPKIACTCS 3asIBUTEIIEM.

18. lyst mpoBeAeHUsT KIMHUYECKOT'O UCTIBITAHUS (MCCIEA0BaHMUS) MEIUIIMHCKOTO U3/IETHs
3asIBUTEIIb MIPEJCTABIISET B MEIULIMHCKYIO OPTaHU3ALMIO (KJIMHUYECKUHN IIEHTP) CIAEAYIOLIne
CBEJICHUS U JOKYMEHTBhI, O(QOPMJIICHHBIE B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
rocy/apcTBa-ujieHa, Ha TEPPUTOPUU KOTOPOTO MPOBOJIUTCS KIMHUYECKOE HCIBITAHUE (
UCCJIeIOBAHUE):

a) pa3pelieHue ynoJHOMOUYEHHOTO opraHa (3KCHEpPTHON OpraHu3alii) Ha MPOBEJCHHE
KJIMHUYECKOTO HCTBITaHUS (MCCIEOBAHUS) MEIUIMHCKOTO M3Jeius (3a UCKIIOYEHUEM
MPOTPAMMHOTO OOECIIEUCHUS, SBISIOMIEIOCS MEAUIMHCKUM U3JCIHEM) WU PEKBUZUTHI



pEecTpOBOM 3aIUCH B PEECTPE, B KOTOPBINA BHOCSTCSA CBEJICHHS O BBIJIAHHBIX PA3PEIICHUSIX U
MIPEJICTABJICHHBIX YBEAOMIICHUSX O MPOBEACHUN KIMHUUYECKUX WU KIMHUKO-Ta00paTOPHBIX
UCIIBITAHUM (MCCIIEIOBAHMI) MEAUIIMHCKUX U3IETUH (ajiee — peecTp pa3pelieHui);

0) 3asiBJIEHUE O TPOBEJACHNUU KIMHUYECKOTO UCTIBITaHUS (MCCIIEI0BaHUS) MEIUIIUHCKOTO
173 (156 H

B) MUCHbMEHHOE MOATBEPKICHUE TOTO, YTO TAHHOE METUIIMHCKOE U3/IeNIUE yA0BIECTBOPSIET
BCEM NPUMEHUMBIM TPEOOBaHUAM 0€30MACHOCTH U 3(P(HEKTUBHOCTH, 3a UCKIIOUEHHEM TEX
CBOMCTB M XapaKTEPUCTUK, KOTOPbHIE JOJDKHBI OBITh MCCIEIOBAHBI B XOJI€ MPOBOIUMOTO
KJIIMHUYECKOT'O UCTIBITAHUS (MCCIIEA0BaHUs) METUIIMHCKOTO U3JIEIHS;

r) OpoIIopa UCCIe10BaTeNs;

1) MporpamMMa HCHbITaHus (UCCIEOBaHUs), COCTAaBJIECHHAs B COOTBETCTBUH C
TpeOOBaHUSIMU, TPEAYCMOTPEHHBIMU NpuiiokeHueM Ne 2 k Hactosamum [IpaBunam;

e) obOpasmsl (0Opaser;) MEAUIMHCKOTO H3JCIUS BMECTE C MPUHAIICKHOCTIMH,
HEOOXOAUMBIMU JIJIsl MPUMEHEHUSI MEIUIIMHCKOTO U3JEIMs M0 Ha3HAUYCHUIO (MpU HAJTUYUU
NPUHATICKHOCTEN);

) CBEJICHUSI O COOTBETCTBUU METUIIMHCKOTO u3Aenust O0mmm TpeOoBaHUsIM;

3) MHCTPYKIHUS IO NPUMEHEHUI0O MEIUIMHCKOTO u3Aenus (3KCIUTyaTallMOHHAas
JTIOKyMEHTAIHs);

1) TEXHUYECKUH (pailyi Ha MEAUITMHCKOE U3JIeNne, COIepKAaHNE KOTOPOTO COOTBETCTBYET
TpeOOBaHUSIM COTJIaCHO MpuiiokKeHuto Ne 3 (miasg MEIMIIMHCKUX U3JENUH, Kpome
MPOTPAMMHOTO OOECTIEYEHUS W MEIUIIMHCKUX W3JCTUN NI MUATHOCTUKHU INn VItro) WIH
npuwioxkenuto Ne 4 (s mporpaMMHOro oOecTledeHHUs, SBISIOUIErOoCsS MEIUIIMHCKUM
U3JIEJIMEM), 32 UCKIIFOYEHUEM CBOMCTB M XapaKTEPUCTHUK 0€30MacHOCTU U 3(P(HEKTUBHOCTU
MEJUIIMHCKOTO U3/IeTHs, KOTOPbIE JOJKHBI ObITh OMPEEICHBI B PE3yJIbTaTe MPOBOJAUMOTO
KIIMHUYECKOTO UCTIBITAHUS (HCCIIeIOBAHUS);

K) 3aKJIIOYEHHE KOMHTETA MO 3THKE O MPOBEACHHHU KIMHUYECKOTO HUCHBITAHUS (
WCCIIeIOBAHUSI) MEAUITUHCKOTO U3ICIIHS;

J) KOMHUS TOKyMEHTa 00 yCJIOBUSIX CTPAXOBaHUS WJIM BO3MELICHHS (KOMIIEHCAIUU)
BO3MOXKHOTO BpeJla NMpPU BO3HMUKHOBEHUM HEONArOMPUSTHBIX COOBITUM (MHIUJIEHTOB),
OCYILIECTBIISIEMBIX B COOTBETCTBHUH C 3aKOHOJIATEIILCTBOM T'OCYIapCTBA-UJIE€HA, HA TEPPUTOPUU
KOTOPOTO TIPOBOJUTCS KIIMHUYECKOE UCTIBITaHUE (MCCIIeI0BAHNE) MEUIIMHCKOTO U3/IeIHS;

M) hopma HHPOPMHUPOBAHHOTO COTJIACHS, BKIIIOYAsl BCE HEOOXOAMMbBIE Pa3bICHUTEIbHbIE
MaTtepuanbl, a Takxke WHas uHdopMalus, TpeaocTaBisieMas CYObEeKTYy HCIHbITaHHUS (
HCCIICIOBaHUS);

H) (GopMBI MHAMBUIYAITHHOW PETHCTPAIIMOHHON KAapThI, THEBHUKOB U BOMPOCHUKOB,
KOTOpBIE MPEJCTOUT 3aOJIHATh UCCIIEI0BATEISAM;

0) hopma oTuyeTa 0 HEOIATONPHUITHBIX COOBITHSIX (MHIIUICHTAX );

) ¢popMa oTUETa O HEIOCTATKAX MEAUIIMHCKOTO U3IEITHS;



P) GOPMBI OTYETOB O KIIMHHYECKOM UCTIBITAHUU (MCCIIEIOBAHUN) METUITUHCKOTO U3/CIINS,
BKJTFOYAsI IIPOMEKYTOYHBINA OTYET;

C) MaTepuaibl (BKJIIOYasi peKJIAMHBIE), UCTIOIb3YEMBbIE JIJIsl TPUBJICUCHUS MTOTEHITUATBHBIX
CyOBEKTOB UCIIBITAHUS (MCCIICIOBAHUS).

19. Ilpu npoBeieHUN KIMHUYECKUX UCTIBITAHUHN (MCCIEIOBaHMN) MEIUIIMHCKUX U3ICIIHM
OCYUIECTBIISIOTCS:

a) MpOLETypbl B COOTBETCTBUU C MTPOTpaMMaMU UCIIBITAHUN (MCCIIeIOBaHUM );

0) BelleHHe OAHO3HAYHO UJCHTU(DUITUPYEMBIX 3aMKCel MO pe3yJibTaTaM MPOBEIECHHBIX
KIIMHUYECKUX UCIIBITAHUM (UCCIIeIOBaHMM);

B) OIICHKAa W aHalW3 JAHHBIX, MOJYUYCHHBIX B XOJ€ KIMHUYECKUX HCIBITAHUHN (
HCCIIEIOBAaHUM ) MEIUIIMHCKUX H3ICIIHH;

r) 1opaboTKa SKCIUTyaTallMOHHON MTOKYMEHTAIIUU MPOU3BOIUTENS HA MEIUITMHCKOE
U3JIeNIie 10 pe3yibTaTaM UCTIBITAHHUM (KCCiieI0BaHui) (IpU HEOOXOAUMOCTH);

Jl) COCTaBJICHUE U BbIJaua 3asBUTEII0 OTYETA O KIMHUYECKOM UCIIBITAHUU (UCCIIEIOBAHUUI
) MEAUIIMHCKOTO U3IEITHSI.

20. OTyeT 0 KJIMHUYECKOM HCHBITAaHUU (MCCIIEIOBAHUM) MEAUIIMHCKOTO U3aenus (c
MpHIoKEHUEM 00o0maromux Tadnuil (rpaduKoB) pe3yIbTaTOB UCIBITAHUN (MCCIIEIOBAHUIN)
C COOTBETCTBYIOIIEH CTAaTUCTHYECKOW OOpaOOTKONW M KOMMEHTApHEB K HHUM) JOJDKEH
colepKaTh KPUTUYECKYIO OIICHKY BCEX JIaHHBIX, TMOJYUYCHHBIX B XOJ€ HCIHBITaHHUS (
UCCJIeIOBaHMS), B TOM YHUCJI€ HEraTUBHBIX JaHHBIX. Takod OT4eT cocTaBisieTcs 1o Gopme
corjlacHO mpujoxeHuto Ne 5, moANUCHIBAeTCA UCCIEAOBATEISIMU U YTBEPXKAAeTCs
PYKOBOJUTENEM MEAUIIMHCKON OpraHu3aluu (KIMHUYECKOTO IIEHTPA).

[Ipn mpoBeneHWHM MHOTOIEHTPOBBIX KIMHUYECKUX HCIHBITAHUA (MCCICTOBAHUMN )
COCTAaBJISIETCS] OOITUI OTUET, KOTOPHIN MOAMKUCHIBACTCS UCCIEIOBATEISIMU U PYKOBOAUTEIISIMU
MEIUIIMHCKUX  OpraHu3anuii  (KIMHUYECKUX  IEHTPOB) H  YTBEPXKIAacTCH
KOOPAMHATOPOM-UCCIIEIOBATEIIEM.

21. 3asgBUTEIH UMEET MPABO KOHTPOJIUPOBATH MPOBEACHNUE KIMHUYECKOTO UCIBITAaHUS (
UCCIIeIOBaHUs) MEIUIMHCKOTO M3JENUs Ha BCEX 3Tamax IMOCPEICTBOM Ha3HAYCHUS JIUII,
UMEIOIIMX COOTBETCTBYIOLIYIO KBaTU(UKAIUIO, U TPOBEACHUS MTPOLIETYP MOHUTOPUHTA WU
HE3aBUCHUMOM OLICHKHU COOTBETCTBUS C LIETbIO TOJYYEHHUS IOCTOBEPHBIX JIAHHBIX.

IV. O6ocHOBaHHE KIIMHIIECKOH 3P PEKTHBHOCTH B 6€30IIaCHOCTH MEAUIAHCKUX W3NEIHH I
JMarHOCTHKH in vitro

22. Jloka3aTenbCTBO COOTBETCTBUS MEAMIIMHCKUX U3ACIHUNA NI TUATHOCTUKH In VILro
O6muM TpeOoBaHUSIM BKJIIOYaeT B ceOsi 000CHOBaHUE KIMHUYECKOW 3(P(HEKTUBHOCTH U
0€30MacHOCTH METUITMHCKUX W3ICTTUH JJII TUAarHOCTUKH 1N VItro.

O6ocHoBaHMEe KIMHUYECKOU d(P(HEKTUBHOCTH U Oe3omacHOCTH odopmisieTcs B ¢hopme
OoT4eTa O KJIMHUYECKOM JI0Ka3aTelbCTBE d(PHEKTUBHOCTU U OE30MACHOCTH MEIUIIMHCKOTO
U3JIEUS U, TJie MPUMEHUMO, OCHOBBIBAETCS HAa OMPEICICHUU WU MOATBEPKICHUHN HAyYHON



000CHOBaHHOCTH aHAJINTA, AHATUTUYECKON A(D(PEKTUBHOCTU U KIUHUYIECKON 2PHEKTHBHOCTH
MEJIUIIMHCKOTO U3JEHUs JJIsl AMArHOCTUKU 1N VItro MpU €ro UCIOJIb30BaHUH 10 Ha3HAYEHUIO,
YCTAaHOBJICHHOMY TMpOW3BOAUTENEeM. HenpuMeHMMOCTh YKa3aHHBIX XapaKTEPUCTUK
000CHOBBIBAETCS B OTUETE O KIIMHUYECKOM JI0Ka3aTeIbCTBE 3P(HEKTUBHOCTH M O€30MTaCHOCTH
MEJIUIIMHCKOTO U3EHS.

23. OnpeneneHue Wik MOATBEPKIECHNE HAYYHOM 0OOOCHOBAaHHOCTH aHAJIMTA HE SIBIIAETCS
HEOOXOAUMBIM B Clly4yae, €Cld CBS3b aHAJWTA C KIMHUYECKUM WU (PU3HOJIOTHUYECKUM
COCTOSIHUEM OpraHM3Ma YEJOBEKAa XOPOIIO HM3BECTHA M OCHOBBIBAETCS Ha JIOCTYMHOM
uHpopmanuu.

24. ]Ing HOBOrO aHaJlUTa WJIM HOBOT'O HA3HAYEHHS MEIUIIMHCKOTO W3JENIUS JJIs
JIMarHOCTUKW 1IN Vitro HaydHas OOOCHOBAHHOCTh aHaJUTa YCTaHABJIMBAETCS B XOJe
KIIMHUKO-TA00PaTOPHBIX HCTIBITAHUN (HMCCIIENOBAHUN) MEAUIIMHCKOTO W3JENUS IS
JTUArHOCTHKHU 1N Vitro, €Civ He J0Ka3aHO, YTO Hay4yHass 0O0OCHOBAHHOCTh aHAJIUTa MOMKET
OBITh YCTAaHOBJIEHA UHBIM CIIOCOOOM, HAallpUMEP Ha OCHOBE:

a) JTaHHBIX, MOJYYECHHBIX U3 KIIMHUYECKOTO OIbITAa MPUMEHEHHUSI B TOCYIapCTBAX-UJIEHAX
MEIUIIMHCKUX U3JIeNIUNA 11 TUATHOCTUKU IN VItro, OMPEeAENSIOmMNX TOT e aHAIUT TEM Ke
METOJIOM U UMEIOIIMNX TO K€ Ha3HAUYCHUE;

0) MaHHBIX, MOJYYCHHBIX U3 HAYYHOU JUTEPATyphl O MEIUIIMHCKUX W3ACTUIX IS
JUATHOCTUKY 1N VItro, ONPECISIIONTUX TOT K€ aHAIUT TEM K€ METOJIOM M UMEIOIIUX TO KE
Ha3HaYEHUE.

25. Anamutrdeckast 5QpPEKTUBHOCTh MEIUITMHCKOTO U3MICTHUS IJIsl TUATHOCTUKHU 1IN ViItro
JOJDKHA OBITh TMOJTBEPXKACHA pe3yJibTaTaMH KIMHUKO-TA00paTOPHBIX MCHBITAaHUN (
HCCIICIOBAHUM) JIJIS 3asIBIASEMOTO MEAUIIMHCKOTO U3ACIHS JJIs1 TUarHOCTUKH 11 VItro.

26. OnpeneneHue WM TOATBEPXKICHUE KIMHUYECKON A(DPEKTUBHOCTH B XOJ€
KJIMHUKO-1a00paTOPHBIX HCHBITAHUN (MCCIEIOBAaHUM) MEAUIIMHCKOTO W3JCIHS IS
JUATHOCTUKU IN VIIro HE SIBIAETCS HEOOXOJAUMBIM Uil MEIUIIMHCKUX W3ACIHN IS
JMarHOCTUKHU [N VItro B cllydae, €ciu KIuHu4Yeckas 3()QPEeKTUBHOCTh ITOTO H3JEIHS
MOJTHOCTBIO OTIPEEIISIETCS] aHATUTHIECKON 3(PPEKTUBHOCTHIO U ATOT (haKT XOPOIIIO H3BECTCH
1 000CHOBaH B OTYETE O KIMHUYECKOM J0Ka3aTelbCTBE 3(PHEKTUBHOCTU U OE30MaCHOCTH
MEJIUIIMHCKOTO U3ENHS.

27. Knuanueckas 3QPeKTUBHOCTh MEIUIIMHCKOTO U3JIENUs JUIsl AUATHOCTUKU INn Vitro
yCTaHABIMBAETCA B XOJ€ KIMHUKO-Ta0OpATOPHBIX MCIHBITAHUM (MCCIEIOBaHUMN)
MEJUIIUHCKOTO M3JeIusl I AUArHOCTUKHU In Vitro, €Ciu He JOKa3aHOo, YTO KIMHUYECKas
3(PEeKTUBHOCTh MEAUIIMHCKOTO M3JIeNIUsl MOXKET OBbITh yCTAHOBJIEHA HWHBIM CIIOCOOOM,
HaIrpyuMep Ha OCHOBE:

a) JTAHHBIX, OJYYEHHBIX U3 PELEH3UPYEeMON HayqHOU JUTEPATyphl 00 MCIIOIB30BAHUU
MEIUIIMHCKOTO W3JeNus Ha Mpo0ax, MOJyYeHHBIX OT Ouojorudeckod pedepeHTHOU
HOMYJISIUY;



0) TaHHBIX, MTOJYYEHHBIX U3 KIMHHYECKOTO OIbITA MPUMEHEHUS MEAUITMHCKOTO U3CIIHS
JUIS. TUArHOCTUKHU IN VItro B TOCyAapcTBax-wieHax Ju00 OMyOJMKOBAaHHBIX JTaHHBIX O
KIIMHAYECKOM ONBITe TMPUMEHCHHS] MEIUIIMHCKOTO HM3JeNus Ha Mpo0ax, MOJYyYEHHBIX OT
Ounosiornueckor pe)epeHTHON MOMYJISAIUH.

V. TpeGoBaHMs K IPOBEICHUIO KIIMHIUKO-Ta00PaTOPHBIX HCIIEITAaHMUH (HCCIIe/[0BAHH)
MEeIMIUHCKUX U3AEIUH I JUarHOCTHKH in vitro

28. Knunuyeckue ucnbiTanus (MCCeI0BaHNs) B OTHOIIICHUU MEIUIIMHCKUX U3 JJIsI
JTUArHOCTUKU In Vitro TPOBOAATCS B (opMe KIMHHKO-JTA00paTOPHBIX MCHBITAHUN (
HCCIICTOBAHUM ).

Knunuko-nmabopatopHble UCHBITaHUS (UCCIENOBAHUSA) MEIUIIMHCKUX HU3ACTUN
IPOBOJISITCS B BHIOPAHHBIX 3aIBUTENIEM MEIUIIMHCKUX OPTaHU3alUAX (KIMHUYECKUX LIEHTPaX)
, CBEJICHUS O KOTOPBIX BKJIFOYEHBI B PEECTP YIOIHOMOUYECHHBIX OpraHU3allHi.

29. MenuuuHcKkue opraHu3anuu (KIWMHUYECKUE IEHTPhI), KOTOpPbIE MPOBOIST
KJIMHUKO-1a00paTOpHbIE HCHBITaHUS (UCCIEAOBAaHMS), a TaKXke CIEIUATUCThl 3TUX
OpraHu3alNi, TPOBOJSIINE KIMHUKO-TA00paTOPHbIEC UCTIBITAHUS (MCCIIEIOBAHUSA), HE MOTYT
HaXOJUTHCS C MPOUZBOAUTENIEM MEIUIIMHCKOTO U3ACNHS, YIIOJTHOMOYEHHBIM ITPEACTaBUTEIIEM
MPOU3ZBOJIUTENS] WM JAPYTUMHU 3aWHTEPECOBAHHBIMU B pe3yjibTaTax MCHBITAHUN (
HCCIIeIOBAHUM ) TUIIaMH B OTHOILICHUSIX, BIMSIONIUX HA UX OCCIIPUCTPACTHOCTD.

KommMmepueckoe, ¢puHaHCOBOE WM MHOE JIaBJIEHHE, CTaBAIIEE OECIPUCTPACTHOCTH
MEAUIIMHCKON OpraHu3aiuu (KIMHUYECKOTO LEHTpa), MPOBOSIIECH KIMHUKO-TA00paTOPHbIE
UCIIbITaHUsl (UCCIIEIOBAHUS), TIOJT YTPO3Y, HE JOMYCKAeTCsl.

30. Knnunuko-nabopaTopHble UCTIBITAHUS (MCCIAEAOBAHUS) METUIIMHCKUX U3IEIHUIN s
JMArHOCTUKHM IN Vitro IPOBOJMSITCS HA OCHOBE MPOTrPaMM MCTIBITAHUH (KMCCIIeIOBaHMI) TaKUM
o0pa3om, 4TOOBI pe3yibTaThl HCMBITAHUN (KCCIIENOBAaHUN) MOTJU TOATBEPAUTH WIU
ONPOBEPTHYTh 3asBJICHHBIE MPOUZBOJUTEIECM aHAJIUTHYECKYIO 3G(PEKTUBHOCTh U
KIMHUYECKYI0 S(PGEeKTUBHOCTh MEAUIMHCKUX W3ICIUN JJIsi JUArHOCTUKU In  Vitro.
KonuyecTBO mpoBeeHHBIX 1a00PAaTOPHBIX TECTOB JOKHO OBITH JOCTATOYHBIM JJIsl TOTO,
9TOOBI 00ECMEYHUTh CTATHUCTUYECKYI0 JOCTOBEPHOCTh PE3YyJIbTaTOB MCHBITAHUU  (
UCCIIEIOBAaHUN ).

31. Conepxanuie nmporpaMMbl KIMHUKO-TA00paTOPHOTO UCHBITaHUS (MCCIIEAOBAHMUS)
MEUITMHCKOTO W3JENHS ISl JUATHOCTUKH 1N VItro JIOMKHO COOTBETCTBOBATH TPEOOBAHMSIM
COTJIACHO MPUIIOKEHHIO Ne 6.

32. VcnbiTanust (MCClIeNOBaHUS) MEIUIIMHCKUX W3JICIUN IS JUATHOCTUKU IN VILro,
MpeHa3HAYCHHBIX JIJIS1 UCTIOJIB30BaHUS JIUIIAMU, HE UMEIOIITUMU MEAUIIMHCKOTO 00pa30BaHUsI
B 007acTH KIWHWUYECKON Ja0OpaTOpPHOW JMATHOCTUKU, TPOBOJSITCS B YCIOBHSX,
MOJIETTUPYIOIINX YCIOBUS UCIIONIB30BAHUS ITUX MEIUIIMHCKUX U3CIIU 110 HA3HAYEHUIO.

33. Knunuko-nabopaTopHble UCIBITAaHUS (MCCIEAOBAHUS) MEAUIIMHCKUX U3ACTUN s
JTUArHOCTUKH INn Vitro, peaHa3HaueHHBIX ISl TPUMEHEHUs B COUETaHUH JIPYT C JIPYTOM B



BHUJIC AHAJTUTUYECKUX CHUCTEM, MOTYT IMPOBOJIUTHCA B pPaMKax OJHOTO HCIBITaHUS (
uccienoBanus) (BMeCTe € MNPUHAIEKHOCTSIMU, HEOOXOAUMBIMU JI HMCHOJIb30BaHUS
MEUITTHCKOTO U3/IeIHUs TT0 Ha3HAYCHUIO).

34. ITpoObl, UCTIOJIb3yEeMbI€ B KJIMHUKO-Ta00PATOPHBIX UCHBITAHUSAX (MCCIIETIOBAHUSIX)
MEIUIIMHCKUAX W3JEIUN NI AUATHOCTUKHU 1IN Vitro, MOTYT OBITh COOpaHBbI M3 HECKOJIBKHUX
MCTOYHMKOB, BKJIIOYAsl OCTATOUYHBbIE 00pa3ilbl, apXUBHBIE OOpPA3Ibl WU IEJeHAIPABICHHO
0TOOpaHHbIE 00pA3LIbI.

OcTtaToyHbpIMU OO0pa3llaMU CUYUTAIOTCS OCTATKH OOpa3moB, COOpaHHBIX B XOJ€
ne4eOHO-TMarHOCTUYECKOr0 MpoLecca.

K apxuBHBIM 00pasiam uiu mpodaM OTHOCSATCS OXapaKTepH30BaHHBIC 00pa3ilbl WU
poObI, KOTOpbIE ObLITM OTOOpPaHBI paHEe U MOJIyYEHbI U3 PENO3UTOPUEB (B TOM yuCie OaHKU
TKaHEH, CTaHJaPTHBIC TTAHEN, MY3€HHBIC TECT-IIITAMMbBI U UHBIE KOJIJICKIIUN).

[Tox uenenamnpaBiaeHHO OTOOPAaHHBIMU 00pa3aMy MOHUMAIOTCA 00pa3Ilbl, KOTOPbIE ObLIH
B3SATHl y TAIMEHTOB CIEIMAILHO IS WCIOJb30BAHHUS WX B KOHKPETHOM HCIIBITAHHH (
UCCIIC/IOBAHUN ).

[Tpu poBeieHNH UCTIBITAHUH (MCCIIETOBAHNI) METUITMHCKUX U3ACITUNA JIJIS JUATHOCTUKH
in Vvitro ¢ WCTHOJIb30BAaHHEM IICJICHAIIPABICHHO OTOOpaHHBIX OOpAa3IOB JIOJKHBI OBITH
MOJTy4YeHbl UH(POPMUPOBAHHBIE COTJIACHS.

35. Pe3ynbTaThl TeCTUpOBaHUSA MPOO B XOJE KIMHUKO-IA0OPATOPHBIX UCTBITAHUN (
UCCJIEIOBAHUN) MEIUIIMHCKOTO U3/I€NHs JUIsl IUarHOCTUKY N Vitro (3a UCKIIIOUEHUEM CITy4YaeB
MIPOBEICHMSI MHTEPBEHITMOHHOTO KIIMHUYECKOTO UCCIIeN0BaHUs Y(PPEKTUBHOCTH) HE JOJDKHBI
UCIIONb30BAThCS IS JIPYTUX IleJed, KpPOME OIIEHKH €ro aHaJuTHUYeCKOM u (UJIN)
KJIIMHUYECKOW 3(Q(PEKTUBHOCTH, €CIIM 3THYECKUE COOOpaKeHUs, MOJHOCThIO Pa3EisieMble
BCEMH HCCIIEIOBATEIISIMU, YUYACTBYIOIIMMHU B UCIIBITAHUH (MCCIIEIOBAaHUM), HE TIPEIIOIAratoT
oOpatHoe (BKJIIOYass HEOOXOIMMOCTh HWH(POPMUPOBAHUA CYOBEKTOB MCHBITAHUN (
UCCJIEIOBaHMI) O pe3yibTaTax TECTUPOBaHU). B TakoM citydae uccneoBaTeNb MIPUHUMAET
Ha ce0s MOJHYI0 OTBETCTBEHHOCTbH 3a MOCJEACTBUS MHOTO HMCIOJIb30BAHMS MOJYUYEHHBIX
TaHHBIX.

36. Kinunuko-nabopaTopHble UCTIBITAaHUS (MCCIAEAOBAHUS) MEIUIIMHCKUX U3IEIHUM s
JTUATHOCTUKH 1N VItro HOBBIX MM 0CO00 OMAacHbIX MH(EKIIMOHHBIX 3a00JI€BaHUM, B TOM YHCIIE
MPUPOTHO-0YATrOBBIX MH(PEKIMOHHBIX 3a00JIEBaHUM, MOTYT IIPOBOJIUTHCA B J1aOOPATOPHBIX
YCIOBUAX C MPUMEHEHHEM apXUBHBIX 00pa3uoB u (uiaud) oOpa3loB, MOTYyYEHHBIX
T€HHO-WHXEHEPHBIM CITIOCOOOM.

JI1st MEAUITMHCKUX U3JEIUHN Il AMArHOCTUKHU 1N VILro KJIACCOB MOTEHIIUMAIBHOTO pUCKa
npuMeHenus 1, 2a u 20, KIMHUKO-T1a00paTOPHBIC HCHBITAHUS (MCCIEIOBAHUS) KOTOPHIX
IIPOBEJICHBI B YKA3aHHBIX YCIOBUSX, a TAKXKE JIJIT MEAUIIMHCKUX U3JIEIUIN I TUAaTHOCTUKH 1N
Vitro peaKo BCTpeUYaroUIuxcsi 3a0o0JieBaHUN TMPOU3BOIUTENb [0 COIJIACOBAHUIO C
YIOJHOMOYEHHBIM OPTaHOM (IKCIEPTHON OpraHu3aluei) MpoOBOAUT MOCTPETUCTPAIIMOHHBIN
KIIMHAYECKUA MOHHUTOPUHT 0€30MacHOCTH MW A(DPEKTHBHOCTH MEIUIMHCKUX HW3JICIUNA B



cooTBeTCTBUU ¢ [IpaBuiiamMu mMpoBeACHUS MOHUTOPUHTAa OE30MacHOCTH, KadyecTBa U
3¢ ()EKTUBHOCTH MEIUIMHCKUX U3JIETUHN C LIEeJIbI0 MOJYyUYEeHHs] CTATUCTUYECKH JIOCTOBEPHBIX
XapaKTEPUCTUK MX aHATUTUICCKON U (M) KIMHUYECKOU 3 (PEKTUBHOCTH.

37. llporpamMmma KJIMHHUKO-JIA00pAaTOPHOTO UCHBITAHUS (MCCIIEIOBAHMS) MEAUIIMHCKOTO
M3AeNus JUIsl AUArHOCTUKHU IN VIIro COTJIAaCOBBIBACTCS C MEAULIMHCKUMHU OPTaHU3aIUsiAMH (
KJIMHUYECKUMHU LIEHTPaMU) U YTBEPIKIACTCS 3aIBUTEIIEM.

38. Jlns mpoBeaeHUS KIMHUKO-TA00paTOPHOTO UCHBITaHUS (MCCIIEIOBAHUS)
MEUIIMHCKOTO U3CNUS ISl JUATHOCTUKH 1N VItro 3asiBUTEINb MPEJCTABISET B METUIIMHCKYIO
OpraHu3aluio (KIMHUYECKUH LIEHTP) CIeAYIOIINE CBEIEHUS U IOKYMEHTHI, 0()OpPMIICHHBIE B
COOTBETCTBUU C 3aKOHOJATEILCTBOM TIOCyJapCTBa-wi€Ha, Ha TEPPUTOPUU KOTOPOTO
MPOBOJUTCS KIIMHUKO-1a00paTOPHOE UCTIbITAHUE (HCCIIeIOBAaHUE):

a) 3asiBJICHHE O MPOBEACHUM KIMHHUKO-T1a00pATOPHOTO UCMBITAHUS (HMCCIIETOBAHMUS)
MEAUIIMHCKOTO U3JIeUs AJ1 TUArHOCTUKH in Vitro;

0) NMCHbMEHHOE MOATBEPKIECHHE TOr0, YTO JAHHOE MEIMIIMHCKOE H3JeNIHe s
JTUArHOCTUKHU IN Vitro yJAOBIETBOPSAET BCEM MPUMEHUMBIM TpeOOBaHHUSAM O€30MaCHOCTH U
3 PEKTUBHOCTH, 32 UCKIIOUYEHUEM T€X CBOMCTB M XapaKTEPUCTUK, KOTOPHIE JOJKHBI OBITH
MCCJIEIOBaHbI B X0J1€ KIMHUKO-TA00PATOPHOTO MCIBITAHUS (MCCIIEIOBAHUS) METUIIMHCKOTO
W3JIeUs Iy JTUarHOCTUKY 1N VILro;

B) IporpaMma HCIbITaHHUS (MCCIEIOBAaHUA), COCTABIIEHHAs B COOTBETCTBUU C
TpeOOBAHUSIMU, MPEYCMOTPEHHBIMU MpuiiokeHueM Ne 6 k HactosmuM [IpaBunam;

r) oOpasiel (0Opaserr) MeAUITMHCKOTO W3JSUs I AUATHOCTUKH IN VILro BMECTE C
NPUHAJIEKHOCTAMH, HEOOXOAUMBIMH JJII TPUMEHEHHUS MEIUIMHCKOTO H3JeNusl TO0
Ha3HAYEHUIO (MPU HAIMYUHU PUHATICHKHOCTEN );

1) CBEJICHUS O COOTBETCTBUH MEIMITMHCKOTO M3ACIHS JUIsl TUarHOCTUKH In vitro O0mum
TpeOOBAHUSIM;

€) MHCTPYKIUS MO MPUMEHEHUIO MEIUITMHCKOTO W3ACNUsl JJIS TUATHOCTUKHU In Vitro (
AKCILTyaTallMOHHAS TOKyMEHTAIus);

) TeXHHYECKHU (aiil Ha MEIUIIMHCKOE H3MENHe IS AUATHOCTHKH IN VItro,
COOTBETCTBYIOIIMM TpeOOBaHUAM, MPETyCMOTPEHHBIM MpuiioxkenueM Ne 5 k TpeOoBaHUsSIM K
BHEJIPEHHIO, MOJAJIEPKAHUIO M OLIEHKE CHUCTEMbl MEHEI)KMEHTa KauecTBa MEIULMHCKUX
U3JIeNIUA B 3aBUCUMOCTH OT MOTEHIIMAJIBHOIO PUCKA HUX MPUMEHEHUS, YTBEP>KICHHBIM
Pemenuem Coera EBpasuiickoii skoHomudeckoil komuccuu oT 10 Hosi0psa 2017 1. Ne 106, 3a
HCKIIFOUEHHEM CBOMCTB U XapaKTEPUCTUK 0e30macHOCTH U d(P(HEKTUBHOCTH METUIIMHCKOTO
U3JeNusi, KOTOpble JOJDKHBI OBITh ONpeJesieHbl B pPE3yJbTaTe MPOBOJUMOTO
KJIIMHUKO-J1a00paTOPHOTO UCTIBITAaHUS (MCCIEOBAHNUS );

3) pa3pelieHre YIoJIHOMOYEHHOTO opraHa (3KCIEPTHOW OpraHu3alliu) Ha MPOBEICHUE
KJIMHUKO-1a00paTOPHOT0 UCHIBITAHMS (MCClIe0BaHus) (IpU MPOBEACHUN NHTEPBEHI[UOHHOTO
KJIMHUYECKOTO HCCienoBaHusl 3(P(GEeKTUBHOCTH) WJIM PEKBU3UTHI PEECTPOBON 3alucH B
peecTpe pa3peuieHHUi;



1) 3aKJIFOYCHHE KOMHUTETA 10 STUKE O MIPOBEICHUH KIMHUKO-IA00paTOPHOTO UCTIHITAHUS (
uccienoBanus) (MpU TMPOBEICHUM HWHTEPBEHIIMOHHOTO KIWHHYECKOTO WCCIICAOBAHUS
3¢ (HEKTUBHOCTH);

K) Opomrropa ucciegoBatens (MPU MPOBEICHUN WHTEPBEHIIMOHHOTO KIMHHYECKOTO
uccienoBanus 3QHeKTUBHOCTH);

1) popMa UHPOPMUPOBAHHOTO COTIIACHS, BKIIIOYAsi BCE HEOOXOUMBIEC Pa3bsICHUTEIIbHBIC
MaTepuanbl, a TaKXke WHas wHdOpMamus, TpeaocTaBisieMas CYOBEKTYy HCHBITaHHUS (
uccinenoBanusi) (Mpu MPOBENECHHUH HWHTEPBEHIIMOHHOTO KIMHUYECKOTO WCCIEAOBAHUS
3¢ (peKTUBHOCTH);

M) KOTHUSI JOKyMEHTa 00 yCJIOBHUSIX CTPaxOBaHWS WJIA BO3MEIICHUS (KOMIICHCAIUN)
BO3MOJKHOTO BpeJa MPU BO3HUKHOBEHUM HEOJArONMPHUATHBIX COOBITUN (MHIIUICHTOB),
OCYIIECTBIISIEMBIX B COOTBETCTBUH C 3aKOHOIATEIHCTBOM T'OCYIapCTBA-UJICHA, HA TEPPUTOPHUH
KOTOPOT'O MPOBOJUTCS KIMHUKO-JIA00pAaTOPHOE UCTIBITAHUE (MCCIIEI0BAHUE) MEIUIIMHCKOTO
W3JIeNUS JJIsl TUATHOCTUKH In vitro (Mpy TMPOBEACHUU WHTEPBEHIIMOHHOTO KIIMHHYECKOTO
uccieaoBanus 3PpGeKTUBHOCTH);

H) (GopMBl HHAMBUIYTHPHOW PETHCTPAIIMOHHOW KAapTHI, THEBHUKOB W BOMPOCHUKOB,
KOTOpPBIC MPEJACTOUT 3aAIMOJHATh HCCIEAOBATENSAM (MPU MPOBEICHUM WHTEPBEHIITMOHHOTO
KIIMHUYECKOTO HcciieoBanus 3 (HEKTUBHOCTH);

0) bhopMa oT4eTa O HEONATONPHUATHBIX COOBITUAX (MHIUIEHTAX) (TIPU MPOBEICHUU
MHTEPBEHIIMOHHOTO KIIMHUYECKOTO HccieoBaHus 3 (HEKTUBHOCTH);

) ¢hopMa OTYETa O HEIOCTATKAX METUITMHCKOTO M3CIHS Il TUArHOCTUKY In Vitro (TIpu
NPOBEJICHUU MHTEPBEHIIMOHHOTO KIMHUYECKOTO HcclieoBaHus 3 ()EKTUBHOCTH);

p) MaTepuaibl (BKIIOYAs pEKJIAMHBIE), UCIIOIB3YEMBIC JIJIS TIPUBJICUEHUS MTOTCHITHATBHBIX
CcyOBEKTOB HCTIBITAaHUS (MCcCcaen0Banusl) (IPU IPOBEICHUHN UHTEPBEHIIMOHHOTO KIIMHUYECKOTO
uccien0Banus 3pPEeKTUBHOCTH).

39. Tlpu mpoBeneHWH KIWHUKO-TaO0OPATOPHBIX HCHBITAHUM (MCCIEIOBAHUMN)
METUITUHCKHUX U3JICTUH T JUATHOCTUKH IN VItro OCyIIeCTBIISIOTCS:

a) IpoLeyphl B COOTBETCTBUHU C MPOrPaMMaMU UCTIBITAHUH (HCCIIeI0BaHU);

0) BeleHre OJHO3HAYHO MACHTU(PUIIUPYEMBIX 3amuceil 00 orneHke (QYHKIIMOHAIBHBIX
XapaKTEPUCTUK, COACPKAIUX BCE PE3YyIbTAThl U3MEPCHHI;

B) OILICHKA ¥ aHAJIM3 MOJYYECHHBIX JAHHBIX C IEJIbI0 MOATBEPKICHUSI UX COOTBETCTBUSA
3asIBJICHHBIM XapPaKTEPUCTHKAM;

r) 1opaboTKa SKCIUTyaTallMOHHON IOKYMEHTAIlUU MPOU3BOIUTENS HA MEIUIIMHCKOE
u3JeNue JUisl TUArHOCTUKHU 1N Vitro Mo pe3yjbTaTaM HUCIbITaHUM (uccinenoBanuil) (mpu
HEOOXOIUMOCTH).

40. Pe3ynbTarhl KIMHUKO-TA00PATOPHOTO UCHIBITAHUS (MCCIIEIOBAHUS) MEIUIIMHCKOTO
W3JICNHS I JUATHOCTUKHU 1N VILro CYUTAIOTCS OTPUIATEIBHBIMU B CJydae, €Clid OHU
CBUJIETEJILCTBYIOT O TOM, YTO aHalUTU4YecKas W (WIM) KIUHHYEeCcKass 3(PPEeKTUBHOCTDH
YKa3aHHOTO MEIULIMHCKOTO U3/IeNMs HE COOTBETCTBYET 3asBICHHBIM IIPOU3BOIUTEIIEM.



41. Otder 0 KIMHHUKO-Ta00OPATOPHOM HMCHBITAHWUU (MCCIETOBAHUHN) MEIUIIMHCKOTO
W3JACNUS JJIsl TUAarHOCTUKY 1N VItro JOJDKEH COACPKaTh KPUTHUECKYIO OIIEHKY BCEX JIAHHBIX,
MOJIYYEHHBIX B XOJI€ UCTIBITAHUS (MCCIEOBaHUs), B TOM YHCJIC HETAaTUBHBIX JaHHBIX. Takon
OTYET COCTaBjisgeTcs MO (¢opMe corlacHO mnpuiaokeHuro Ne 7, moamuchIBaeTCs
HCCIEOBATENSAMU M YTBEPXKAACTCS PYKOBOJIUTEIEM MEIMIMHCKON opraHu3amuu (
KJIMHUYECKOTO LIEHTPA).

B ciyuyae mpoBeAeHHsT MHOTOLIEHTPOBBIX KIWHHKO-T1a00pATOPHBIX HCIBITAHUHN (
HCCIICIOBAaHUN) MEIUITMHCKOTO M3JEIUs JJId JTUArHOCTHKH 1IN VIro COCTAaBISAETCS OOIIUI
OTYET, KOTOPBIM MOJMUCHIBACTCS HUCCIENOBATEISIMU W PYKOBOAUTEISIMHU MEIUIIMHCKUX
opraHu3alui (KIMHUYECKUX LEHTPOB) U YTBEPKAAETCS KOOPAMHATOPOM-HUCCIIEIOBATEIIEM.

V1. Komurer mo 3tHKe

42. B nensix oXpaHsbl *KU3HU, 3I0POBbS U MPaB CYOBEKTOB UCIBITAaHUS (HMCCIIEIOBAHUS)
OpyU TPOBEJACHUM KIMHUYECKUX WIM KIMHUKO-IA00paTOpHbIX (MpU MPOBEIACHUU
MHTEPBEHIIMOHHOTO KJIMHUYECKOTO HcclenoBaHusi SPOEKTUBHOCTH) UCHBITAHUN  (
UCCJIEIOBAHUI) MEIUIIMHCKUX U3JIETUN B TOCyJapCTBax-ujieHax NEHCTBYIOT KOMUTETHI 11O
ATUKE, B TOM YHCJIE HAa YPOBHE MEAUIIMHCKOMN OpraHu3anuu (KIMHUYIECKOTO IIEHTPA).

43. B cBoeil paboTe KOMUTET IO ITHKE PYKOBOJICTBYETCS MPUHITUTIAMU XEJIbCUHCKON
neknapanuu BecemupHoi MenuuuHCKOM accoumauuu 1964 roma "OTuueckue NPUHIUIIBI
MEUITMHCKUX UCCIIEIOBAHHUM C yU4acTHEM YeJIOBeKa B Ka4eCTBE CyOBhEKTa MCCIIEeNOBaHUs" U
3aKOHOJIATEILCTBOM T'OCYIapCTB-YJICHOB.

44. OCHOBHBIMY NIPUHIIUIIAMH ICITEIHHOCTH KOMUTETA TI0 STUKE SBJISTFOTCS:

a) obecrnedyeHue mpaB, 0E30MACHOCTH M OXPaHbl 30pOBbs (U3NUECKUX JIHII,
VYaCTBYIOMHUX B KIWHWUYECKUX WIH KIWHUKO-IA0OPATOpHBIX (MpH TPOBEACHUH
WHTEPBEHIIMOHHOTO KJIMHUYECKOTO HccieAoBaHus A(PEKTUBHOCTH) MCHBITAHUAX (
HCCJICTIOBAHMSIX ) MEAUITUHCKHAX U3ICITHH;

0) cobmtoieHre MOPATbHO-3THYECKIUX HOPM M HOPM OOIIECTBEHHON MOpaIH;
B) COOJIIOZICHUE TTPUHIIUIIOB TYMaHHOCTH;

T') HE3aBUCUMOCTH CYXKJICHUN;

1) coOr0IeHNe KOH(DUACHITMATILHOCTH MTOTyUYeHHOU HH(pOpMaITUK;

€) co0ro/ieHre HOpM NMPo(eCCUOHAIBHOUM 3TUKU;

) HEJIONyIlIeHne KOH(IUKTa HHTEPECOB.

45. OcHOBHBIMU (YHKIIUSIMHA KOMHUTETA 110 ITHKE SBIISIOTCS:

a) paccMOTpeHHE MPOrpaMM KIMHUYECKUX WU KIWHHUKO-JTa00paTOpHBIX (MpH
MPOBEICHIH MHTEPBEHIIMOHHOTO KIIMHUYECKOTO UCCIeA0BaHMS 3P (HEKTHBHOCTH ) UCTIBITAHUI
(uccnenoBaHui);

0) BBIHECEHHUE 3aKJIOYEHUS 00 3THYECKOW OOOCHOBAHHOCTH JUOO 00 ITHUYECKOU
HEOOOCHOBAHHOCTH TIPOBENICHUS KIWHUYECKUX WM KIMHUKO-TA00paTOpHBIX (TIpU
MPOBEJICHUU UHTEPBEHIIMOHHOTO KJIMHUYECKOTO UCCiIe10BaHUs 3(PPEKTUBHOCTH) UCTIBITAHUM



(uccnenoBanuii) MEIUIIMHCKUX M3JCIHI B paMKaxX MPEACTaBICHHBIX MPOEKTOB MPOrpaMm
KIIMHUYECKUX WJIW KIWHHUKO-T1a00paTOpHBIX (MpU TPOBEACHUH WHTEPBEHIIMOHHOTO
KIIMHAYECKOTO Hcciea0Banust 3PPEKTUBHOCTH) UCTIBITAHUM (MCCIICTOBAHNN );

B) OIICHKA COOTBETCTBHS KBaTU(HUKAIIMN MCCIICIOBATENS I yU4acTHs B TIPEIjIaracMoM
UCTIBITAaHUY (MCCITICIOBAHH).

46. B KOMUTET 1O ATUKE MPEJCTABIAIOTCS BCE JOKYMEHTHI U CBEJCHUS, HEOOXOAUMbIE
JUTSI TIOJTHOM M THIATEIbHOW AKCTEPTU3BI TNIAHUPYEMOTO MCCIICIOBAHUSA. ITH JOKYMEHTHI U
CBEJICHUS JOJIKHBI BKITIOYATh B CEOsI:

a) 3asiBJIICHHE Ha PAaCCMOTPEHHE;

0) IPOEKT MPOTPaMMBbI TUTAHUPYEMOTO HCTIBITAHUS (MCCIIEIOBAHNUS );

B) (GOpPMBbI MHIAMBUIAYAIBHBIX PETHCTPAIIMOHHBIX KapT, JTHEBHUKOB M BOIPOCHUKOB,
KOTOPBIE TIPEJICTOUT 3ATOJIHATh UCCIIE0BATEIISIM;

I') OMHUCAaHHWE JAHHBIX MO 0E30MaCHOCTH MEIMIIMHCKOTO H3JeNHs, UCHbITaHue (
HCCIIEIOBAHNE) KOTOPOTO 3aIUTAHMPOBAHO, a TAKXKE €r0 TEXHHYECKHWE XapaKTEePHUCTHUKH,
JaHHBIC MPOBEICHHBIX TEXHUYECKUX HCIBITAHUNA W HMCCIEIOBAHHUMN (HMCIBITAHUN) C IIEJIbIO
OIICHKH OWOJIOTHYECKOTO JCHCTBHUSA, ONMHCAHWUE KIWHUYECKOTO OIbITa MPUMEHCHHS
MEUITUHCKOTO U3/IEIHS;

1) OpoIIIOpYy UCCIIeA0BaTENS;

€) pe3tome uccienoBarens u (Wiu) APYrde MaTepuaibl, MOJATBEPXKIAIOIIUE €0
KBaTM(UKAIHIO;

’K) MaTepualbl (BKIIOYAs PEKIAMHbBIC), NCTIONb3YEeMBbIE JJIS MPUBICYCHUS TTOTCHIIMATBHBIX
CyOBEKTOB UCIIBITAaHUS (HCCIIEIOBAHU);

3) popmy HHGOPMUPOBAHHOTO COTJIACHSI, BKJIFOYAsi BCE HEOOXOIUMbIEC Pa3bsICHUTEIIHHBIC
MaTepualibl, a TaK)Ke HWHYI0 HHPOPMAIUIO, MPEIOCTABISIEMYI0 CYOBEKTY HCHIBITAHUS (
HCCIICIOBaHUS);

M) OMHMCAaHUE BCEX KOMIIEHCAIUM 3a y4acTHE B UCHBITAHUM (MCCIEJOBAHUU) AJIS
YYaCTHUKOB HCIBITAaHUS (MCCIICIOBAaHMS), BKIFOYAsl TOKPBHITHE PACXOIOB M MEIUIIMHCKYIO
MTOMOIIIb;

K) HHpOpMAIUIO 00 YCIOBHUSX BBIIUIAT U KOMIICHCAIIMH CyObeKTaM HCHBITAaHUS (
HCCIICTIOBAHMUS);

J1) ONKMCaHUE YCIOBUM CTPaXOBaHUS YYACTHUKOB UCIIBITAHUS (MCCIICAOBAHMS);

M) TIOJIO)KCHHE O COTJIACHHU CJICAOBATh ITUYECKUM IPUHITUIIAM, HU3J0KCHHBIM B
COOTBETCTBYIOIIHUX PYKOBOJICTBAX;

H) MPEIBIIYIIHNE PEIICHUS, IPUHATHIE KOMATETAMU 10 3TUKE (MTPH HATHYNH).

47. KoMuTeT mo 5THKE paccMaTpUBaeT BOMPOC O MPOBEACHHUHU MPEIaraeMoro
KJIMHUYECKOTO WU KIMHUKO-Ia00paTOpHOTO (MpH MPOBEICHUU HMHTEPBEHIIMOHHOTO
KIIMHAYECKOTO UCCcaeaoBaHus d(PPEKTUBHOCTH) UCTIBITaHUS (McciaenoBanus) B TeueHne 30
pabouux THEW co JHS MOCTYIUICHUS! TOKYMEHTOB U CBEICHUH, MPEyCMOTPEHHBIX MTyHKTOM
46 nactostmux [IpaBwit, u gaeT 3aKIOYEHUE B TMCBMEHHOM BHUJIE, B KOTOPOM JIOJDKHO OBITh



UJCHTU(GUIIUPOBAHO UCTIBITAHKE (MCCIIEIOBAHUE) C YKa3aHUEM PACCMOTPEHHBIX JOKYMEHTOB
Y JIaThl IPUHATHUS PEIICHUS:
a) 00 o100peHny (BbIIaue 3aKIFOUCHIS ) POBEACHUS UCTIBITAHUS (MCCIICIOBAHNS);

0) 0 HEOOXOAMMOCTH BHECEHUSI U3MEHEHUN B MPEJACTABICHHYIO JOKYMEHTAIIUIO IS
MOJTy4eHHUs 0JI00peHus (BbLAauM 3aKJIF0YEHUS ) TPOBEICHUS UCTIBITaHUs (MCCIEOBAHUS);

B) 00 oTkaze B 0J00peHUHU (BblJaue 3aKIIOUYEHHUS) MPOBEICHHUS HCIBITaHUS (
HCCIICTIOBAHMUS);

r) o0 oTMeHe (NMPUOCTAHOBJIECHUM) CHEIAHHOTO paHee 0J00peHHs (BBIJAHHOTO
3aKJIIOUCHMS ) POBEICHUS UCTIBITAHUS (UCCIICTIOBAHMS).

48. B cocTaB koMuUTETa MO ATUKE BKIIOYAIOTCS JIMIA, 00JAA0NIe B COBOKYITHOCTH
HEOOXO0UMOM KBanMM(UKAIIMEH U OMBITOM Il PACCMOTPEHHUS U IKCIEPTHOM OILICHKHU
Hay4YHBIX, MEIUIIMHCKUX U 3TUYECKUX ACTEKTOB IUIAHUPYEMOT'O UCIIBITAHUS (MCCIEAOBAHUA).

49. KoMuTeT MO 3TUKE OCYIIECTBIISET ACATEIHHOCTh B COOTBETCTBUU C JIOKYMEHTAJILHO
0(OpMIICHHBIMH TPOLIETypPaMHU.

50. KomuTeT no 3TUKE HEeCeT OTBETCTBEHHOCTDb 3a TO, YTO OH JICMCTBYET MOJTHOCTHIO B
HMHTEpecax MOTEHIMATbHBIX CYOBEKTOB UCIBITAHUS (UCCIIEIOBAHUS) C YUETOM UHTEPECOB U
MOTPEOHOCTEN YSA3BUMBIX CYOBEKTOB HCIBITAHUS (MCCIEAOBAHUS), a TAaKXKe HAIUYUS
3aKOHHBIX MPEJICTaBUTENIEH B cllydae HEOOXOAMMOCTH.

VII. Pa3pemenue Ha IpOBeACHHE KIIMHAYECKAX WM KIMHUAKO-Ta00paTOPHBIX HCIIBITaHMH (
HACCIICIOBAHMIA)

51. lng npoBeneHus] KIMHUYECKOrO WM KIMHUKO-Ta00paToOpHOro (Ipu MpOBEACHUU
MHTEPBEHIIMOHHOTO KJIMHUYECKOro HccieaoBaHus A((PEKTUBHOCTH) HCHBITAHUSA  (
UCCIIEIOBAHUS) MEAUIMHCKOTO U3AENAUsA JOJKHO OBITh TOJYUYEHO pa3pelieHue
YIOJIJHOMOYEHHOI'0 OpraHa (3KCIEepPTHOW OpraHu3aliii) rocy1apcTBa-4ieHa, Ha TEpPUTOPUN
KOTOPOTO IUIAaHUPYETCA NPOBEICHHE [aHHBIX MCHBITAaHUW (UcciaeqoBaHui) (nanee B
HACTOSILEM pa3jielie — yIOJHOMOYEHHBIN opraH (3KCIepTHAsI OpraHu3anus)).

Pa3penienne BeigaeTcst Ha OyMa)XHOM HOCHUTEIE JIMOO IMyTEM BHECEHUS 3alUCH B PEECTP
pa3penieHui.

JUis poBeeHNs KIIMHUKO-J1a00paTOPHOTO UCIIBITaHUS (MCCIEA0BAaHNSA) MEIULIUHCKOTO
U3eNusl I AUArHOCTHKU In Vitro (3a UCKIIOYEHUEM NPOBEAEHUS WHTEPBEHIMOHHOTO
KJIIMHAYECKOTO uccieaoBaHus 3 (HEKTUBHOCTH) U KIMHUYECKUX UCTIBITAHUN (MCCITIEIOBAHMI)
MPOrpaMMHOT0 00€CIeUeHus, ABISAIOIIETOCS MEAUIIMHCKAM W3/EJIMEM, B YIIOJTHOMOYEHHBIN
opran (PKCIEpPTHYIO opraHuzainuioo) B TedeHue 10 pabouyux JHEH co JHS Havala
OCYILECTBIICHHUS] MPOLEAYP B COOTBETCTBUM C MPOrpaMMON HCHBITAHUS (MCCIIEIOBAHMS)
JOJKHO OBITH HAaNpaBlIEHO yBEJOMIIEHHE B CBOOOJHON (opme, CBEIEHHS O KOTOPOM
BHOCSITCS B PEECTP pa3peIICHUN.

52. Pacxojipl, CBSI3aHHBIE C MMOJYYEHUEM pa3pEIICHUs Ha TPOBEICHUE KIIMHUYECKUX WIIH
KJIMHUKO-1a00paTOpHBIX (MpU MPOBEACHUU HHTEPBEHLUMOHHOTO  KIMHHUYECKOIO



uccaenaoBanus 3QPEKTUBHOCTH) UCTIBITAHUN (HUCCIEIOBAaHUI) MO0 ¢ BHECEHUEM 3aIUCH B
peecTp pa3pelnieHuil B OTHOIICHUU YKa3aHHBIX UCTIBITAHUN (UCCIIEIOBaHMI), HECET 3asIBUTEIIb
B COOTBETCTBUHU C 3aKOHOJATEIHLCTBOM TOCyAapcTBa-wieHa. Tapudsl Ha OCYIECTBICHHE
COOTBETCTBYIOIIUX  JICUCTBUM  ONpPENENSAOTCS B  TOPSJAKE, YCTAHOBICHHOM
3aKOHOJATENBCTBOM IOCY1apCTBA-UJICHA.

BxitoueHue B peecTp paspelieHuil cCBeJeHUN 00 yBEIOMIICHHSX O MPOBEICHUU
KJIMHUKO-1a00paTOPHOT'O UCHBITAHUS (UCCIIEAOBAHUS) MEIULMHCKOTO W3ACIUs IS
JTUArHOCTHKHU In Vitro (3a MCKJIIOYEHHUEM MPOBEICHHS WHTEPBEHIIMOHHOTO KIMHUYECKOTO
uccienoBanuss SOGEKTUBHOCTH) WJIM KIMHUYECKUX UCHBITAHUN (HCClIe0BaHUI)
MPOrPAMMHOI0 O0ECIEUYEHHUs], SIBJISIIOIIETOCS MEAUUMHCKUM HW3AEIUEM, OCYUIECTBIISIETCS
YIOJIHOMOUYEHHBIM OpraHOM (3KCIIEPTHOM opranu3zanueil) Ha 0e3B03Me3/1HON OCHOBE.

53. Jlns mosiydeHus pa3pelieHuss Ha NPOBEACHUE KIMHHUYECKOrO WU
KJIMHUKO-TabopatopHoro (Ipu MNPOBEACHUU HMHTEPBEHIIMOHHOTO  KJIMHUYECKOTO
uccienoBanuss 3P(HEKTUBHOCTH) HUCHBITAaHUS (UCCIEAOBAHUS) MEIUIIMHCKOTO U3JCIUs
3asiBUTENb HAIIPABIISIET B YIIOJIHOMOYEHHBIN OpraH (PKCIEPTHYIO OpraHu3aIlfio) 3asiBJICHUE O
MOJIYUYCHUH TaKOro paspelieHus (gajnee — 3asBJICHUE O MOJIYUYEHUH pa3pelieHus) no ¢popme
COIJIaCHO MNpUIOkKEeHHI0 Ne 8 uiam 9 COOTBETCTBEHHO C MPUIIOKEHUEM CIEIYIOUIUX
JIOKYMEHTOB U CBEJCHUM:

a) 3asBJICHUE TPOU3BOJIUTEIISI METUIIMHCKOTO U3/IENIUSI O TOM, YTO JAHHOE MEAUIIUMHCKOE
U3JIeJIUe YAOBIETBOPSET MPUMEHUMBIM TpeOOBaHUSIM 0€30MaCHOCTH U 3(PPEKTUBHOCTH, 32
HCKITFOUCHHEM CBOWCTB M XapaKTEPUCTUK Oe30macHOCTH U d(P(HEKTUBHOCTH METUITUHCKOTO
u3Jenusi, KOTOPbhIE JOJKHBI OBITh HCCIENOBaHBI B XOJE€ KIMHUYECKUX WIIH
KJIMHUKO-JIAa00paTOpHBIX  (MIpU  MPOBEIEHUM HMHTEPBEHIIMOHHOTO  KIUHUYECKOTO
uccaenoBanus 3PGHEKTUBHOCTH) UCTIBITAHUHN (MCCIIEIOBAHUN), U YTO MO OTHOIICHHUIO K HUM
OBLIN MPUHATHI MEPHI IPEAOCTOPOKHOCTH JIJISl 3AIIUTHI 3I0POBbsI M 0€30MTaCHOCTH CYyOBEKTOB
UCIIBITAHUM (MCCIIEIOBAHMI);

0) 10roBOp MPOU3BOIUTEINS C YIOJHOMOUYEHHBIM MPEJCTABUTEIEM MTPOU3BOIUTENS JTHUO0
ero Konwus (eciu 3asBJICHUE MOAAHO YIIOTHOMOUYECHHBIM MPEICTABUTEIEM TPOU3BOIUTENA);

B) 3aKJIIOYEHHE KOMHUTETa MO JTHUKE, BBIJAHHOE B COOTBETCTBUU C HACTOSIIUMU
[IpaBunamu, 1100 €ro Komus, 3aBepeHHas 3asIBUTENIEM;

r) Opomrtopa ucclieoBarTelis, Coep:KaHhue KOTOPOM COOTBETCTBYET TPEOOBAHUSIM,
peaycMOTpeHHBIM npuiioxkeHueM Ne 1 k Hactosmum [IpaBunam;

1) obpaszell WHAUBUAYAIbHON PErUCTPAIMOHHON KapThl CyOBEKTa HMCHBITAHUS (
HCCIICIOBaHUS);

€) TeXHUUECKui (haily1 Ha MEAUITMHCKOE U3JIeNIie, COJAep>)KaHne KOTOPOTO COOTBETCTBYET
TpeOOBaHMAM, MPENyCMOTPEHHbIM mpuiioxkeHuemM Ne 3 k Hacrosmum I[lpaBunam (ais
MEIUIIMHCKUX U3JIeTUN, KpOME MPOrPaMMHOI0 OOECIICUeHUSI U MEIUIIMHCKUX U3JETUN ISt
JTMArHOCTUKH In Vitro), uin npuioxxkennem Ne 4 x Hacrosimum [IpaBuinam (st porpaMMHOTO
oOecrieyeHusi, SIBISIONMIETOCS MEIUIIMHCKUM H3JCIUEM), WU TpuiiokeHuem Ne 5 k



TpeGoBanusiM K BHEAPECHHIO, TOJJIEPKAHUIO U OIEHKE CHUCTEMbl MEHEI)KMEHTa KauecTBa
MEIUITUHCKUX HU3JICJIMM B 3aBUCHUMOCTH OT MOTEHIUAIBHOTO PUCKA UX MpPUMEHEHUs (11
MEIHUITMHCKUX W3S IS NUArHOCTUKHU [N ViItro), 3a HUCKIIOUYCHUEM CBOWCTB U
XapaKTePUCTUK 0€30MacHOCTH U 3 (HEKTUBHOCTH METUIIMHCKOTO U3JIEIHsI, KOTOPBIC TOKHBI
OBITH OTPECIICHBI B PE3YJIHTATE MPOBOJUMBIX KIMHUYECKUX W KIMHUKO-Ta00paTOPHBIX
UCIIBITAaHUH (MCCTIeIOBAHUMN );

) MporpaMma HUCHbITaHUs (MCCIEJOBAaHUs), COJIEp)KaHUE KOTOPOM COOTBETCTBYET
TpeOOBaHUSIM, MPETyCMOTPEHHBIM mnpuiiokeHueM Ne 2 unm 6 k HactosiuuMm l[lpaBunam
COOTBETCTBEHHO, C 00OCHOBAaHUEM KOJIMYECTBA MEIULIMHCKUX U3EIIHMA, TPEACTABISIEMBIX IS
KIMHUYECKOTO WM KIWHHUKO-1a00paTopHOTO (TIPU TMPOBEACHUU HHTEPBEHIIMOHHOTO
KJIIMHUYECKOTO uccieAoBaHus 3(QPEKTUBHOCTH) HMCHBITAHMS (MCCIEIOBAHMS), CPOKH €TrO
MIPOBEJICHNUS,

3) mepedyeHb HeOJaronpusTHBIX COOBITUM (MHIUICHTOB), B Clydae BO3HUKHOBEHUS
KOTOPBIX HEOOXOJAMMO COOOIIUTh B YIMOJHOMOYEHHBIM OpraH (C yKa3aHUEM CPOKOB
HaITpaBJICHUs COOOIIICHUA);

M) KOMHsSl JOKYMEHTa 00 YCIOBHSX CTpPaxOBaHHS WM BO3MELICHUS (KOMIIEHCAIUH)
BO3MOXXHOTO BpeJa IMpPU BO3HUKHOBEHUM HEOJATOMPUSATHBIX COOBITUM (MHITUICHTOB) B
COOTBETCTBUU C 3aKOHOJATEIbCTBOM TOCYJapCTBa-ujieHa, Ha TEPPUTOPUU KOTOPOTO
MPOBOAUTCS  KIMHUYECKOE WJIM  KIUHUKO-JTabopatopHoe (IpU  TPOBEICHUU
MHTEPBEHIIMOHHOTO KJIMHUYECKOrO0 HCcleNoBaHUusA dS(PGEKTUBHOCTH) HCHbITaHHE (
HCCIIEIOBAHUE);

K) KOIIUU JOKYMEHTOB, MOJITBEPKIAIOIINX OIJIATy ACHCTBUM, CBA3aHHBIX C Bbladeil
paspelieHusi Ha MPOBEACHUE KIUHUYECKUX (KIMHUKO-IA0OPATOPHBIX) UCHBITAHUM (
MCCJIeI0BaHMI) JTMO0 C BHECEHUEM 3alKCH B PEECTP pa3pelIeHUN.

54. 3asgBuTenb NPEACTABISAET CBEICHUS U JOKYMEHTHI, 0()OPMJIEHHBIE B COOTBETCTBUU C
3aKOHOJATEILCTBOM TOCYJapCTBa-4yji€Ha, Ha TEPPUTOPHUU KOTOPOTO MPOBOJUTCA
KIIMHUYECKOE WU KIIMHUKO-JIa00paTOPHOE UCTIBITAHUE (UCCIICIOBAHUE).

55. YomTHOMOYEHHBIM OPraHOM (PKCIIEPTHOM OpraHu3aIueii) B TeueHne 7 pabounx JHel
CO JHA TOCTYIUICHHUS 3asBICHUSI O TOJYYEHUU pa3peuieHus, JOKYMEHTOB U CBEICHUH,
yKa3aHHBIX B TyHKTe 53 Hactosmwux I[IpaBun, mpoBOAUTCS MHpOBEpKAa MOJHOTHI U
JIOCTOBEPHOCTH COJEPKAITUXCSI B HUX CBEJICHUN.

56. B ciyuae eciu 3asBJICHHE O MOJIYYEHUH pa3pelieHus MPEACTaBIECHO ¢ HAPYIIEHUEM
TpeboBaHuii Hactosmux [IpaBui, Wi B HEM yKa3aHbl HEJOCTOBEPHBIC CBEICHUS, WU
JIOKYMEHTBI, YKa3aHHbIe B NMyHKTe 53 Hactosimux [IpaBui, npeacTaBlieHbl HE B MOJHOM
o0BeMe, YIIOJIHOMOYECHHBI OpraH (9KCIEpTHAsI OpraHu3aius) B Te4eHue 7 pabounx ITHEH co
JHS TIOCTYIUIEHUS! TaKUX 3asBJICHHUS M JIOKYMEHTOB HANpaBisieT 3asBUTENIO CIOCOOOM,
YKa3aHHBIM B 3asBJICHUHU, YBEIOMJICHHE O HEOOXOIMMOCTH YCTPAHCHHS BBHISBICHHBIX
HapyLeHUH U (UJIK) TPEACTaBICHUSI OTCYTCTBYIOUIUX JOKYMEHTOB B TeueHue 30 padounx
JHEHN CO JHS HApaBJICHHS TaHHOTO YBEIOMJICHUS.



B crydae ecnu o ucredenuu 30 pabouux JAHEH 3asBUTENIEM HE YCTPaHEHBI BHISIBJICHHBIC
HapymieHusT W (WJIM) HE NPEJCTaBICHbI OTCYTCTBYIOIIUE JOKYMEHTHI M CBEJCHUSA,
YIIOJTHOMOYEHHBIN OpraH (IKCIepTHAs OpTaHU3allvs) B TeUeHUe 3 pabouux JHEH MpUHUMAET
pelieHrue O BO3BpaTe 3asBUTEIIO 3asBJICHUSA O IMOJYYECHHHM pa3pelieHus U MpUiiaraeMblX
JOKYMEHTOB (¢ 000CHOBaHMEM IIPUYMH BO3BPATA).

57. B teuenue 3 pabouux JHEH CO JHS 3aBEPIICHUS MPOBEPKHU, MPETyCMOTPEHHOM
nyHKTOM 55 Hactosimux IlpaBun (B ciydae mpeacTaBi€HHs 3asBICHHS O MOJYYEHHUH
paspenieHus u JOKyMEHTOB, COOTBETCTBYIONINX TpeOoBaHUAM HacTosmux [IpaBui), a Takxke
B cCllydae YCTpPaHEHHS B YCTAHOBJIEHHBIH CPOK BBISABJICHHBIX HapylIeHUU u (WUIJIM)
MPEJCTABICHUSI JIOKYMEHTOB, COOTBETCTBYIOIIMX TpeOoBaHUsM HacTosumx [IpaBun,
YIIOJTHOMOYCHHBIM OpraH (IKCIEepTHAs OpraHu3alys) NpuHUMAeT PelIeHue O PaCCMOTPEHUHN
YKa3aHHBIX 3asIBJICHUS U JOKYMEHTOB.

58. B ciyuae ecnu npu NpoOBEICHUH SKCIIEPTU3BI 3a4BJICHUS O MTOJIYUYECHUH Pa3pelIeHus U
JTIOKYMEHTOB, yKa3aHHbIX B MyHKTe 53 Hactosimux [IpaBui, mocie OpUHATHS PEIICHUs O
PAcCCMOTPEHUHU ATUX JOKYMEHTOB BBISIBJIEHO, UTO MAaTE€PUAJIOB U CBEICHUI HEAOCTATOYHO AJIS
MIPUHSTUS PEIICHUSI O BO3MOXKHOCTH (HEBO3MOXKHOCTH) MPOBEACHUSI KIMHUYECKOTO WU
KJIIMHUKO-J1abopatopHOro (Impu  MPOBEJACHUM HMHTEPBEHIIMOHHOTO  KJIMHUYECKOTO
uccienoBanus 3Q(OEKTUBHOCTH) HUCHBITAHUS (MCCIEIOBAaHUS), YIOJTHOMOYEHHBIN opraH (
AKCIEPTHAsl OpraHU3alvs) HAMPaBIIAET 3asBUTENI0 COOTBETCTBYIOIIMM 3ampoc (C yKazaHUEM
XapakTepa 3aMeyaHuid U crnocoOOB MX YCTpaHEHHs). 3ampoc HampaBiseTCs OJHOKPATHO
cocoO0M, YKa3aHHBIM B 3asBJICHUH O TIOJTYyYEHUH Pa3pEIICHHUS.

3asBuTENH 0053aH NMPEJICTABUTH OTBET Ha 3ampoc B TeueHue 60 paboyux IHEN co AHS ero
noyiydeHus. B ciydae HenmpeacTaBiIeHUs! OTBETA B YKa3aHHBIM CPOK YIIOJIHOMOYEHHBIA OpraH
(aKcmiepTHasi OpraHu3alys) MIPUHUMAET PellleHne OTHOCUTEIFHO BO3MOKHOCTU MPOBEACHUS
KJIMHUYECKUX WM KIWHUKO-TabopaTopHbIX (MIpU MPOBEACHUM HWHTEPBEHIIMOHHOTO
KIIMHAYECKOTO UccienoBanus 3G (HEKTUBHOCTH) UCTIBITAHUH (MCCIIeI0BaHMI) MEAUITMTHCKOTO
W3J/1eNIUsl HA OCHOBAaHUHU JJOKYMEHTOB, UMEIOIIUXCS B €70 PACTIOPSIKCHUH.

[Ipy BBISIBIEHUU YNOJIHOMOYEHHBIM OpPraHOM (PKCIEPTHOW OpraHu3anuei) B
NPEACTABIEHHBIX 3afBUTEJIEM B OTBET HA 3alpOC JTOKYMEHTAaX HEJOCTOBEPHBIX AAHHBIX
YIIOJTHOMOYEHHBIA OpraH (IKCIEepTHasi OpraHu3alus) B TeueHue 2 pabodyux AHEH co JIHS
MOJIYYeHUS! TAaKUX JIOKYMEHTOB BPYYaeT 3asiBUTEIIO CIIOCOOOM, YKa3aHHBIM B 3asBIICHUH O
MOJIyYEHUHU pa3pEIICHHUs, PEIIEHHE O BO3BpATE YKa3aHHBIX JOKYMEHTOB (C 00OCHOBaHUEM
MPUYHMH BO3BpaTa U COOOIIEHUEM O BO3MOXKHOCTH MOBTOPHOTO MPECTABICHUS 3asIBUTEIIEM
JOKYMEHTOB JI0 HCTEUEHHUS CPOKa, YKa3aHHOTO B a03a1le BTOPOM HACTOSIIETO IyHKTA).

Bpewmst co nHs HampaBlieHUs! YIOJIHOMOYEHHBIM OPraHOM (IKCIEPTHON OpraHu3aiuei)
3ampoca 10 JHA NOJy4YeHUsI OTBETA Ha 3alPOC WM YBEAOMIICHUS O HENPEICTABICHUN OTBETA
Ha 3alpoC HE YUYUTHIBACTCSA MPU UCUUCICHUU CPOKA MPUHATHUS YIIOJTHOMOYEHHBIM OPraHoM (



AKCIEPTHONW OpraHu3alueil) pemeHuss OTHOCUTEIbHO BO3MOXXHOCTH MPOBEACHUS
KJIMHUYECKUX WM KJIWHHUKO-Ta0opaTopHbIX (MIpU TPOBEACHUM HWHTEPBEHIIMOHHOTO
KIIMHAYECKOTO ncciaeaoBanust 3PPEeKTUBHOCTH) UCTIBITAHUM (MCCITICTOBAHIN ).

59. YnosHOMO4YEHHBIH OpraH (dKCHEpPTHAs OpraHu3alus) MPOBOJAUT IKCIEPTU3Y
MPEACTABICHHBIX JOKYMEHTOB M O(DOPMIISIET IKCIEPTHOE 3aKIIOUCHHE MO (DOpME COTIACHO
npuioxeHnto Ne 10 B teuenue 30 pabouyux AHEW cO JHA NPUHSATHUS UM PEHICHUS O
PacCMOTPEHUH 3aABJICHUS O MOJTYUYCHUH pa3pelieHus U JOKYMEHTOB, YKa3aHHBIX B MyHKTE 53
Hacrosinux [IpaBui. BeiBoabl, copepskanuecs B AKCIEPTHOM 3aKIIOYEHUH, JOJDKHBI OBITh
OJIHO3HAYHBIMU U TTOHSITHBIMHU.

60. YioTHOMOYEHHBIN opraH (dPKCIepTHAs OpraHu3alys) B TeUeHUEe 5 pabouux gHEH co
THS. 0(hOPMIICHUS SKCIIEPTHOTO 3aKITIOUCHUS:

a) NPUHUMAET PELICHHE O BO3MOXKHOCTHU (HEBO3MOXKHOCTH) MPOBEACHUS KIMHUUYECKUX
WIN KIWHHUKO-1a00paTOpHBIX (MpU MPOBEACHUM HWHTEPBEHIUMOHHOTO KIMHUYECKOTO
uccienoBanusi 3p(OEKTUBHOCTH) HCHBITAHUN (MCCIEIOBAHUN) MEIMIIMHCKOTO W3JeNusl,
KOTOpoe oopMIIsieTCsl MPUKA30M YIIOJTHOMOYEHHOTO opraHa (3KCIEepTHOM OpraHu3aluu), u
YBEJIOMJISIET 3asIBUTEJISI O IPUHATOM PELIECHUH;

0) BbIAaeT (HampaBiseT 3aKa3HBIM MOYTOBBIM OTMPABICHUEM C YBEIOMIICHHEM O
BpYYEHUU WK B (hOpME 3JIEKTPOHHOIO JIOKYMEHTA, MOAMUCAHHOTO YJIEKTPOHHOM MOAMKUCKIO)
3aSBHUTENIO pa3pelieHrne Ha NPOBEJACHHWE KIMHUYECKUX WM KIWHUKO-Ia00paTOPHBIX
UCTIBITaHUM (MCCleI0BaHUI) MEAUIIMHCKOTO M3 U (MJIM) BHOCUT COOTBETCTBYIOIIME
CBEJICHUSI B PEECTP pa3pelieHuil 1100 BhIAACT 3asIBUTEIIO YBEAOMIICHUE O HEBO3MOKHOCTH
UX MPOBEJACHUS C MPUIIOKEHUEM SKCIIEPTHOIO 3aKIt0ueHus (C 000CHOBaHMEM MPUUMH OTKa3a
B pa3pellieHUU Ha MPOBEJACHUE KIMHUYECKUX WM KIMHUKO-Ta0OPATOPHBIX HCTBITAHUU (
MCCIIEIOBAHUM ) MEIUITUHCKOTO U3IETIUA).

61. Paspemenue (peecTpoBas 3aluch) Ha MPOBEACHUE KIMHUYECKOTO WIIH
KJIIMHUKO-JTA00pAaTOPHOTO HUCIBITAaHUS (MCCIEAOBAHUS) MEIUIIMHCKOTO W3JEIHUS COJCPKHUT
CJIEIyIOLIUE CBEICHUSI:

a) HOMEP U J1aTa TaKOTO pa3pelieHust (peecTpoBOM 3aMucH);

0) HaMMEHOBAaHUE 3asBUTEIS, €0 MECTO HaXOXKACHHUS (aJIpec IOPUANYECKOTO JIUIA) — JIJIst
IOPUIMYECKOTO JUIA WU (haMuIus, UMs, OTYECTBO (IIPU HAJTMYKH ), MECTO JKUTEJIbCTBA — JJIS
(U3UYECKOro JINIIA, 3aPETUCTPUPOBAHHOTO B KAYECTBE MHIUBUIYAIbHOTO MPEATPUHUMATES,
CBEJICHUS O TOCYJIapCTBEHHOMN PETUCTPaLMK IOPUIUIECKOrO JIKMIA Win (U3NYECKOro JIUIa B
KaueCTBE MHIMBUAYAIBHOTO MPEANPUHUMATENSA, @ TaKKE KOHTAKTHBIE JaHHbIC 3asBUTENA (
HOMep TenedoHa, aJIpec IEKTPOHHOU MOYTHI);

B) HAUMEHOBAHUE MEAUIIMHCKOTO U3/IeNus (C YKa3aHUEeM Mojiesid (MapKu) MEAUIIUHCKOTO
U3JIEUsl, €ro COCTaBa, MPUHAIJICKHOCTEN, HEOOXOAUMBIX AJI MPUMEHEHHS MEAUIIUMHCKOTO
W3eIus 110 HA3HAYEHUIO);

') HAUMEHOBAHUE MMPOU3BOUTEIISI, €T0 MECTO HAXOXKACHUS (aIpec I0PUANUECKOTO JIUIA) —
JUTSL FOPUIAYECKOTO JINIA WM (haMUJTUSL, UMSI, OTUECTBO (MPU HAJIMYWHU), MECTO KUTEIHCTBA —



s GU3MYECKOTO JIMIla, 3apEeTHUCTPUPOBAHHOTO B KA4eCTBE WHAMBHAYATBHOTO
peAnpPUHUMATEIIS,

1) HAMMEHOBAHUE YIIOJIHOMOYEHHOTO MPEICTaBUTENS TPOU3BOAUTENS (IIPU HATTUYUH), €TO
MECTO HaXOXJeHus (apec IOPUANYECKOTO JIMIA) — JJIS FOPUANIECKOro JUIa Wik haMuius,
UMs, OTYECTBO (IIpM HAIWYMH), MECTO JKUTEIhCTBA — I (PU3UUECKOTO JIUIIA,
3aperucTPUPOBAHHOTO B KAUYECTBE MHIUBUIYAIBHOTO MPEANPUHUMATEIIS;

€) HAaMMEHOBAHHUE W aJ[peC MECTa OCYILUECTBIICHHS AEATEIbHOCTU MPOU3BOJICTBEHHOMN
TIOMAKU (MTPOU3BOACTBEHHBIX IJIOMIAIO0K), OCYIIECTBIISIONIEH BECh MPOIECC TPOU3BOICTBA
MEJIUIIMHCKOTO U3JIEIHS WU €ro ONpeeICHHbIC CTaNH;

’K) HAMMEHOBAHUS U aJipeca MEIUIMHCKUX OpraHu3auuil (KJIMHUYECKHX IIEHTPOB), B
KOTOPBIX MPOBOJUTCA KIWHUYECKOE WU KIWHHUKO-TabopaTopHOoe (MpU MPOBEACHUU
WHTEPBEHIIMOHHOTO KJIWHUYECKOTO HucclenoBaHus d3(PGEKTUBHOCTH) WCHBITaHHE (
UCCIIEIOBAHNE) MEIUIIMHCKOTO W3JENHs, CBEJACHUS O KOTOPHIX BKIIOYEHBI B PEECTp
YIIOJTHOMOYEHHBIX OpTraHU3aIUu.

62. OcCHOBaHMSIMU /JISi BBIHECEHHUS YIIOJHOMOYEHHBIM OpPTraHOM (3KCIEPTHOM
opraHu3aiyeil) 3akial4YeHHss O HEBO3MOXXHOCTU TPOBEJACHUS KIMHUYECKUX WU
KJIIMHUKO-Ta00paTOpHBIX  (IIPU  TMPOBEJECHUH HUHTEPBEHIIMOHHOTO  KIUHUYECKOTO
uccienoBanusi 3(PGEeKTUBHOCTU) HCIHBITAHUN (KMCCIIEAOBAHUM) MEIMIIMHCKOTO U3ACIUS
SBJISIIOTCSL:

a) HEMOATBEPKJAEHHE COOTBETCTBYIOIIMMH JOKYMEHTAMU M CBEACHUIMH,
MIPEJICTABIICHHBIMU 3aBUTENEM, JOIMYCTUMOCTH PUCKOB, CBA3AHHBIX C KIMHUYECKUMU WUIIU
KJIMHUKO-Ta00paTOpHbIMU  (MPpU  TPOBEJICHUU HUHTEPBEHIIMOHHOTO KJIMHUYECKOTO
uccnenoBanus 3PHEKTUBHOCTH ) UCTIHITAHUAMU (MCCIEOBAHUSIMHU );

0) HeyCcTpaHEHHUE BBISABICHHBIX HAPYIICHUN U (WJIM) HEMpEACTaBIeHNE JOKYMEHTOB U
CBEJCHUH T10 3a1pocCy.

VIII. TpeGoBaHAA kK MEAUITMHCKUM OpraHU3anusIM (KIMHUIECKAM IEHTPaM), IPOBOIAIHAM
KIIMHWYESCKAC ¥ KIIMHAKO-JIA00PaTOPHBIC HCIIBITAHUA (MCCIICIOBAHMA) MEAULMHCKIX W3 IEIHiH

63. ®opMHpOBaHME H BEICHHE pPEEeCTpa YNOJHOMOYEHHBIX OpPraHHU3alHN
ocymiecTBissoTcs EBpasuiickoli 3kKoHOMuYeckod komuccued (mamee — Kommuccus) B
cootBeTcTBUM ¢ [lopsakoM ¢popmHupoBaHUs U BeACHHS HHPOPMALMOHHOMN CUCTEMBI B chepe
oOpamieHuss MEIUIMHCKUX H3Jenui, yTBepkaeHHbiM Pemennem CoBera EBpaswuiickoi
sKOHOMHYECcKOM komuccuu oT 12 ¢eBpans 2016 r. Ne 30, Ha OCHOBE CBeJCHUH,
MPEICTABIISIEMBIX  YINOJHOMOYEHHBIMU OpraHaMH, C HCIOJIb30BAHUEM CPEJCTB
MHTErpUpPOBAaHHON MHPOpMalIMOHHOM cuctembl Coro3a.

64. B peecTp yNOJHOMOYEHHBIX OPraHU3alNN BKIIOYAIOTCS CBEICHUS O MEIULIMHCKUX
opraHuzanuax (KIMHHUYECKUX IEHTPax), OCYHIECTBISIONIMX TPOBEICHUE KIMHUYECKUX
UCIBITAHUN (MCCIEOBAHUI) MEIUIMHCKUX H3ACIHA M COOTBETCTBYIOLIMX CIIEAYIOIIHM
TpeOOBaAHUSM:



a) HAUIMYKE PErUCTPallid MEIUIIMHCKOW OPraHU3alnK (KJIMHUYECKOTO IIEHTPa) B KaUeCTBE
IOPUJAMYECKOTO JIMIla Ha TEPPUTOPUU TOCyAapcTBa-duieHa B COOTBETCTBHUU C €ro
3aKOHOAATEIbCTBOM;

0) HayiMuKe pazpenieHus (JULEH3WN) Ha OCYIIIECTBICHUE MEIUIIMHCKON JIEITEIbHOCTH (C
yKa3aHUeM TMepedHs padoT (YCIyr), COCTaBISIOMHUX MEIUIIMHCKYIO ACSTEIBHOCTH),
COOTBETCTBYIOIIEH HAa3HAYCHHI0 M O0JaCTU TPUMEHEHUS MEIUIIMHCKUX W3JEIuil, B
OTHOIIEHUN KOTOPBIX MPOBOJATCS HUCHBITAaHUS (HUCCIEAOBAaHUS), NMPU HAJTUUYUHM TaKOIO
TpeOOBaHMS B 3aKOHOATEIIbCTBE TOCY1apCTBA-UIICHA;

B) HaJIMYME JOKYMEHTOB (CTaHAAPTHBIX OTMIEPAITMOHHBIX MPOLETYP), PETIAMEHTUPYIOITUX
MPOBEJICHUE KJIMHUYECKUX UCIIBITAHUN (MCCIIeIOBAaHUMN) METUIIMHCKUX U3/I€IUH, B TOM YHCIIE
OTPEIEIISIIOIINX:

KBATH(PUKAIIMOHHBIE TPEOOBAHUS U TIOPSAOK OOYUCHHSI IEPCOHAA;

B3aMMOJICHCTBHE C KOMUTETOM 10 ITHUKE;

NOJIy4eHHEe HHPOPMUPOBAHHOTO COIJIACHS;

MOPAJIOK MTPOBEACHUS KIMHUYECKUX UCTIBITAHUHN (MCClIeIOBAaHUN);

pPEerucTpalyi0 M HalpaBjI€HUE B YIOJHOMOYEHHBIH OpraH COOOIIEHHH O
HEOJIArONpUSTHBIX COOBITUSIX (MHITUACHTAX);

BEJICHHE U YUeT JOKYMEHTAIMH O KIMHUYECKUX UCTIHITAHUAX (UCCIICIOBAHUSX );

oOecrieueHune 3aiuThl KOHPUACHIIMAITBHON HH()OpPMAITUH;

') HAJIMYUE YCIOBUM JJIs1 MPOBEJAEHUS 3asBISIEMOr0 NMPOpuiIs KIMHUYECKUX UCTIBITAHUH (
HCCIICIOBAaHUM ) MEUIIMHCKUX U3ICIIHM;

1) HATMYUE YCIOBUH JJIsl TPOBEICHUSI MHHTEHCUBHOM Tepanuu U peaHuMalluy;

€) HaJlM4Me MepcoHana, MMEIOLIEro MEAULHUHCKOE 00pa3oBaHUWE M JOKYMEHT,
MOATBEPXKIAIONIUNA TPOXOXKICHHE OOydYeHUs TMpaBuiaaM TPOBEACHHUS KIMHUYECKHUX
WCIIBITAHUM (MCClIeIOBaHM) (Haaexanied KIMHUIECKON TPaKTUKH ).

65. B peecTp ynoJHOMOYEHHBIX OpPraHU3alHUi BKIIOYAIOTCS CBEICHUS O MEIUIIMHCKUX
opranu3zamnusax  (KIMHUYECKHUX  IEHTpax),  OCYIISCTBISIOMINX  MPOBEJCHUE
KIIMHUKO-TTA00PaTOPHBIX HUCIHBITAHUN (MCCIEAOBAHMI) MEAUIIMHCKAX W3ICIHN IS
JVArHOCTUKH 1N VItro U COOTBETCTBYIOIIMX CJIEAYIOIIUM TPEOOBAHUSIM:

a) HAUIMYKUE PETUCTPAllMd MEIUIIMHCKOW OpraHu3aliy (KJIMHUYECKOTO IIEHTPa) B KaueCTBE
IOpUIMYECKOTO JIMI[a Ha TEPPUTOPUU TOCyAapcTBa-uieHa B COOTBETCTBHU C €r0
3aKOHOJATENbCTBOM;

0) HaJIMuMe paspenieHus (JTUIEH3UHN) Ha OCYIECTBIEHNE MEIUIIMHCKOMN e TEIbHOCTH B
obOnactu 7a0OpPaTOPHOM NMATHOCTUKHU (KJIMHUYECKOW J1a0OpaTOpHOM AMArHOCTUKH) TPH
HAJIMYUH TaKOTO TPEOOBAHMS B 3aKOHOJATEIHCTBE TOCY1apCTBA-UICHA;

B) HAJIMYKE JOKYMEHTOB (CTaHIAPTHBIX OMEPALIMOHHBIX MPOLIEAYP), PETIaMEHTUPYIOIINX
MIPOBEJICHUE KIMHUKO-TA00PATOPHBIX UCTBITAHUHN (HUCCIIEIOBAaHUN) MEAUIIMHCKUX HU3JETUN
JUTSL TAATHOCTUKY 1N VItro, B TOM YHUCJIE€ ONPEIETSIOIINX:

KBaTM()UKAIMOHHBIE TPEOOBAHUSA U MOPSATOK 00yUEHHs IEPCOHAIA;



MOPAJIOK TTOBEPKHU U KaTUOPOBKHU 000PYAOBAHMUS;
MOPSIZIOK MTPOBEACHUS KIIMHUKO-1a00paTOPHBIX UCIIBITAHUM (MCCIIeIOBaHUM );
BEJICHNE U yUeT JOKYMEHTAINH O KIIMHUKO-Ta00paTOPHBIX UCIIBITAHUSIX (MCCIEIOBAHMSIX )

o0ecrniedeHre 3alIiThl KOHPHUACHINATbHON HHPOPMAIIIH;

B3aUMOJICCTBUE C KOMUTETOM 10 3TUKE (B cllydae, €clii MEAUIIMHCKON OpraHu3anuei (
KIIMHUYECKUM [IEHTPOM) 3asBJIEeHa BO3MOXKHOCTb NPOBEICHUS WHTEPBEHIIMOHHBIX
KJIIMHAYECKUX UCCIeIoBaHul 3(h(PEKTUBHOCTH).

66. YonHOMOYEeHHbIN opraH B TeueHue 20 pabouyux AHEH CO JHS MOJYYEHHUS OT
MEJIUIMHCKOW OpraHu3anuy (KJIMHUYECKOTO LEHTpa) 3asBKM O BKJIKYEHHH B PEECTP
YIIOJTHOMOYEHHBIX OpraHM3alui pacCMaTpUBAEeT YKa3aHHYI0 3asiBKy M cOOOHIaeT
MEIUIUHCKOW OpraHu3alyy (KIMHUYECKOMY LIEHTPY) O NMPUHATOM PELIEHUH B MUCbMEHHON
dbopme myTeM mepenayd yBEJOMIJICHUS JMYHO MOJ MOANUCH €€ MPEeICTaBUTENI0, 00
HaIlpaBJIsIeT €ro 3aKa3HbIM MOYTOBBIM OTHPABICHUEM C YBEIOMJIEHUEM O BPYUYEHHUH, JTUOO
nepeaacT €ro B DJIEKTPOHHOM BHUJE MO TEIEKOMMYHUKAIMOHHBIM KaHalaM CBSA3U WJIU B
(bopme PIEKTPOHHOTO TOKYMEHTA, MOJIMUCAHHOTO 3JIEKTPOHHON LIM(PPOBOM MOANUCHIO.

B ciyyae npuHATHSA yIIOJHOMOYEHHBIM OPTaHOM PEIIEHUS O BKIIOUEHUH MEJULIUHCKON
OopraHu3aluy (KJIMHUYECKOTO LIEHTPA) B PEECTP YIIOJIHOMOYEHHBIX OpraHU3allil CBEIEHUS O
MEIUIIMHCKON opraHu3anuu (KJIMHUYECKOM LEHTpe) Hampasistorcs B Komuccuro ¢
UCIIOJIb30BAaHUEM CPEJICTB MHTErPUPOBAHHON HH(pOpMauuoHHOW cuctembl Coroza s
BHECEHHUs B PEECTP YIOJIHOMOYEHHBIX OpPraHM3allMii, a TakKe MOIYT pa3MellaTbCs Ha
opUIMATBHOM CaiiTe yIOJIHOMOYEHHOTO opraHa B ceTu MHTepHeT.

B ciiyyae HECOOTBETCTBUSI MEAULIMHCKOW OpraHu3alry (KIMHUYECKOTO LIEHTPA) OJHOMY
U3 KPUTEpPHEB, YKa3aHHBIX B MyHKTe 64 unu 65 Hacrosmux [IpaBuin cCOOTBETCTBEHHO, U
MPUHATUSA penieHus: 00 0TKa3e BO BKIIOYEHUU MEIUIMHCKOW OpraHu3aluu (KIMHHUYECKOTO
LIEHTPAa) B PEECTP YIOJIHOMOYEHHBIX OPraHU3allMi YIIOJTHOMOYEHHBIA OpraH yBEJOMIISIET
MEJIULIMHCKYIO OpraHu3anuio (KIMHUYECKUH LIEHTP) O MPUYMHAX OTKa3a B NMHUCbMEHHOU
dbopme myTeM mepenadd yBEAOMIICHHS JUYHO MOJ MOAMHCH €€ MPEeJCTaBUTENI0, JHOO
HaIpaBJjsieT ero 3aKa3HbIM MMOYTOBBIM OTMIPABICHUEM C YBEIOMJIEHHUEM O BPYUYEHHH, JHOO
NepeaeT ero B JIEKTPOHHOM BHUJE MO TEIEKOMMYHHMKAUMOHHBIM KaHajaM CBSI3M WU B
(dbopme IEKTPOHHOTO TIOKYMEHTA, MOIMTUCAHHOTO 3JIEKTPOHHOUN IM(PPOBOI MOAMUCHIO.

67. O6xaoBaHKE PELICHHS YIIOTHOMOYEHHOTO OpraHa OCyUIECTBIISIETCS B COOTBETCTBUU
C 3aKOHOJATEJIbCTBOM €0 rocyapcTBa-uieHa.

68. B ciiyyae u3MeHEHHUs] CBEJCHUM, COJAEPKAIIUXCS B PEECTpe yHNOJIHOMOYEHHbBIX
OopraHu3anui, MEIULUHUHCKAas OpraHu3anus (KJIMHUYECKH LEHTpP), BKIIOUYECHHAas B PEECTp
YIOJHOMOYEHHBIX OpraHu3aluil (Jajgee — YINoJHOMOYEHHAs opranusauus), B TeueHue 30
KAJICHJAPHBIX JHEHN MPEICTaBISAET B YIIOJTHOMOYEHHBI OPraH 3asBKYy O BHECEHUH U3MEHEHUI
B YKa3aHHbBIC CBEJICHUS, a TAKXKE JOKYMEHTHI, MIOJITBEPKIAIOIINE TaHHbIE U3MEHEHHUS.



YrnonHoMoueHHbIM opraH B TedeHue 10 paboumx JHEH cO JIHS MpEACTaBICHUS
YIIOJTHOMOUYEHHOW OpraHu3aiieil 3asBKU 0 BHECEHUU U3MEHEHUM B CBEJICHMUS, COJIEpIKaIIECS
B peecTpe yIOJIHOMOYEHHBIX OpraHu3alui:

paccMaTpuBaeT MpeACTaBICHHbBIC 3a5BKY U JIOKYMEHTHI,

HAIPaBJISET COOTBETCTBYIONIYIO HHpopMaIuio B KoMuccrio ¢ uCmoib30BaHUEM CPEICTB
UHTErpUpOBaHHOW uHPopMammoHHoil cuctembl Corws3a (B ciydyae MNPUHATHUA
YIIOJTHOMOUYEHHBIM OPraHOM PEIICHUS] 0 BHECEHUU U3MEHEHUI), a TaAKXKE MOXKET pa3MeniaTh
ee Ha cBoeM o(UIIMaTILHOM caiiTe B ceTu MIHTepHeT;

COOO0IIIaeT YIOTHOMOYEHHON OpraHu3alii O MPUHATOM PEIIEHUH B MUCbMEHHOM BU/IE
MyTeM Tepeaaund YBEIOMIICHUS JTMYHO MO MOJIUCh €€ MPEJCTABUTEINI0, TNO0 HAMpPaBISICT
€ro 3aKa3HbIM MMOYTOBBIM OTIPABJIECHUEM C YBEIOMIICHHUEM O BPYUYEHUH, JTMOO MepeiaeT ero B
AIIEKTPOHHOM BHJIE IO TEJICKOMMYHHUKAITMOHHBIM KaHAJIAM CBSI3H WA B (POpPME JIEKTPOHHOTO
JOKYMEHTa, MOAMUCAaHHOTO 3JIEKTPOHHON HU(PPOBOI MOIMHUCHIO.

69. HckiroyeHne MeIUIMHCKOW OpraHu3alnuu (KIMHUYECKOro I[EHTpa) U3 peecTpa
YIOJIHOMOYEHHBIX OpraHu3aluii OCYIIECTBISETCSA YIIOJTHOMOUYEHHBIM OPTaHOM B CIEAYIOIIUX
ClTyvasx:

a) MOCTYIUICHHE 3asBJICHUS 00 UCKIIOUCHUH MEIUIIMHCKON OpraHu3anuu (KIMHUYECKOTO
IIEHTpa) U3 peecTpa YIOJHOMOYCHHBIX OpraHW3alui, MOJMHUCAHHOTO PYKOBOJUTEIEM
MEIMUITMHCKON OpraHu3aliy (KJIMHUYECKOTO IEHTPA);

0) BBISBIICHUE HECOOIOICHUS MEAUITMHCKON opraHu3anued (KIMHUYECKUM LIEHTPOM)
TpeboBanuid Hactosimux IIpaBun 1o pe3yiabTaTaM KOHTPOJS, OCYIIECTBISIEMOIO
YIOJIHOMOYEHHBIM OPTraHOM;

B) JIMKBUAAIUSI MEAUIIMHCKON OpraHu3aiuu (KJIMHUYECKOTO LIEHTPA) WIH MPEKpalleHUE
JIENUCTBUS pa3penieHus (JIMIEH3UN) Ha OCYIIECTBICHUE METUIIMHCKON JesATeIbHOCTH (IIpU
HaJIMYUU TaKoro TpeOOBaHUS B 3aKOHOATEILCTBE IOCYIapCTBa-UJICHA);

I') HECBOEBPEMEHHOE MPEICTABICHUE UM HENPE/ICTABICHUE CBEACHUN U JOKYMEHTOB,
MPEeyCMOTPEHHBIX MyHKTOM 68 HacTosux [IpaBui.

70. YIOJTHOMOYECHHBIM OpraH B TeUeHUEe 3 pabouux AHEH CO AHS MPUHATHUS PEIICHUs 00
UCKJIIOUEHUH CBEJICHUM U3 peecTpa YMNOJIHOMOYEHHBIX OpraHU3aluil NpEeaCTaBIISET
COOTBETCTBYWOIYIO HH(popmamnuio B KoMmuccuio ¢ HCHOIb30BAHUEM CPEJCTB
MHTErPUPOBAHHON MH(POPMAIIMOHHONW cucTeMbl Coro3a, a TaKkkKe MOXKET Pa3MEeCTUTh €€ Ha
CBOEM O(PUIMAIBHOM caiiTe B ceTu IHTepHeT.

71. XpaHeHue, cucTeMaTu3anus U u3MeHeHue mHpopMamnuu o0 yImOoJIHOMOYEHHBIX
OpraHU3aIusiX, a TAKKe 3alliTa OT HECAHKIIMOHUPOBAHHOTO JIOCTYIIAa K HEH 00ecTieYnBarOTCs
YIOJIHOMOYEHHBIMH OpraHaMHU.

72. PeecTp yNOJTHOMOYEHHBIX OpraHU3alMi MyOiIuKyeTcs: Ha THOPMAIIMOHHOM MOopTaje
Coro3a.

73. KoHTpoab coOt0IeHUs] MEAUIIMHCKUMU OpPTraHu3alusiMy (KIMHUYECKUMHU IIEHTPAMH ),
MMEIOIIMMHU TIPABO Ha MPOBEACHUE KIMHUYECKUX WU KIMHUKO-IA00PATOPHBIX UCTIBITAHUH (



MCCJIEIOBaHUI) MEAUIIMHCKUX U3JeNui, TpeboBanuii HacTosimux [IpaBuin ocymiecTBisercs
YIIOJTHOMOYEHHBIM OPTaHOM B COOTBETCTBHUU C 3aKOHOJIATEILCTBOM CBOETO TOCY/IapCTBA.

74. IlpenocraBlicHHE 3aMHTEPECOBAHHBIM JIMIIAM CBEICHHN 00 OpraHu3almsix,
BKJIIOYEHHBIX B  PEECTP YMNOJHOMOYEHHBIX OpraHu3aiuil, OCYIIECTBIAETCH
YIIOJJHOMOYEHHBIMU OPTaHAMH B COOTBETCTBHUU C 3aKOHOIATEILCTBOM I'OCYIapCTB-YICHOB.

Ipunoxenue Ne 1
k [IpaBunam mpoBeIeHUS KIIMHIYECKUX
1 KIIMHUKO-Ta00PaTOPHBIX HCITBITAHIHA
(uccnenoBaHnii) METUIIMHCKUX U3ICITAN

TPEBOBAHW
K COAEpKaHUI0 GPOIIIOPEI HCCIIEAOBATENA O MEAUIIMHCKOM H3/EIHH

I. O6mee onmcaHne METUIIAHCKOTO H3EIIAA

1. Bpourtopa uccnenoBaTenst 0 MEAUIIMHCKOM H3/1EJIUN JT0JKHA COJAEPKATh CIIETYIOLIYIO
uH(}OopMaInIo:;

a) HAMMEHOBAHUE MEJUIIMHCKOTO U3/CIIHS;

0) omrcaHue ¥ Ha3HAYCHUE MEIUIIMHCKOTO U3/IEIHS;

B) nH(pOpMaIus, NO3BOJISIIONIAs UACHTU(PUIMPOBATh MEAULIMHCKOE U3/ENINE, B TOM YHCIIE
HOMEp MojJenu (MapKv) MEIUUUHCKOro wu3Aenus (NMpU HAJW4YWU) WIH YKa3aHue
UIEHTUPUIUPYIOLIET0 HOMEpa MOJIeTH (MapKu) MEIUIIMHCKOTO U3/EITHS;

') BUJ MEIUIIMHCKOTO MU3/ICJIHS B COOTBETCTBUM C HOMEHKIIATYPO MEAUIIMHCKUX U3JIETUN
, IpUMeHsAeMOol B pamkax EBpa3uiickoro 3KOHOMUYECKOT0 COI03a;

1) uHdopMalus 0 MpeJHa3HAYCHHBIX MMOJIb30BaTEISIX;

€) MPUHIIUIIBI IEUCTBUS MEAUIIMHCKOTO U3IEIHS;

) KJIACC MOTEHIMAJIBHOTO PUCKA MPUMEHEHUS! U MPUMEHUMbIEC KJacCU(PUKAIIMOHHBIC
nmpaBwia B COOTBETCTBMM ¢ IlpaBmiamu kinaccupuKaluy MEIUIIMHCKUX H3JENUA B
3aBUCUMOCTH OT TMOTEHIIMAJbHOTO pHUCKAa MPUMEHEHUs, YTBEPXKICHHBIMU PerieHuem
Komneruun EBpasuiickoii s3koHOMHYECKON KoMuccuu oT 22 nexadpst 2015 r. Ne 173;

3) ONKUCAHUE HOBBIX CBOMCTB M XapaKTEPUCTUK METUIIMHCKOTO U3CIIHS;

1) ONMUCAHUE MPUHAMICKHOCTEN U MEIUIIMHCKUX HU3JENHI, TPeAyCMOTPEHHBIX IJIs
UCIIOJIb30BaHUSI B KOMOMHAIIUY C UCCIIEYEMBbIM MEIUIIMHCKUM U3JIETTUEM;
K) onucanue u (Wim) nepeyeHsb Mojeneit (MapoK) MeIUIIMHCKOTO u3/ienus (Ipy HATUYWH )

J) ONMHMCaHWE OCHOBHBIX (YHKIIMOHAJIBHBIX DJIEMEHTOB MEIMIIMHCKOTO H3AeIHs (
auarpaMmmbl, ¢poTorpaduu U pUCYHKH, TEMOHCTPHUPYIONINE OCHOBHBIC YacTH (KOMIIOHEHTHI)
MEUIIMHCKOTO W3JICNUs U BKIIOYAIONINE B ce0s MOSCHUTEIbHBIE HAIIUCH K JHarpaMMam,
dboTorpadusiM U puCyHKam);

M) OIMCaHWE MaTePUaOB, BCTYIAIOIINX B HETIOCPEACTBCHHBIN WIIM OTIOCPEIOBAHHBIN
KOHTAKT C TEJIOM YEJIOBEKa.



II. ITppMeHEeHTIE MEUIMHCKOTO M3/ICIIASL

2. bpomropa uccienoBatesss JOJDKHA COAEPKATh CHEAYIOLIYI0 HH(POPMALMIO O
MIPUMEHEHUU MEULIUHCKOTO U3EIIHS:
a) HA3HAYCHHE MEAUIIMHCKOTO U3IeIHs;
0) MHCTPYKITUHU TI0O MOHTAXY (BBOJy B 9KCILTyaTaIlHIo);
B) HHCTPYKIIMS IO MPUMEHEHUIO, BKIIFOYAs YCJIOBUS TPAHCIIOPTUPOBKHU U XPAHCHUSI.

II. Cepenms 06 HCOBITAHUAX (MCCIEAOBAHMAX ) MEAUIMHCKOTO H3IEIIHA

3. bpomrtopa uccinenoBarens AOJKHA COJEpKaTh CIEAYIOUIYI0 HHPOPMAIUIO O
MIPOBEICHHBIX PaHEe UCTIBITAHUSX (MCCIICTOBAHMSIX) MEAUITMHCKOTO U3ICTTHUS:

a) pe3yJbTaThl JOKJIMHUYECKUX UCTIBITAHUHN (MCCIIeIOBAaHUN);

0) UMeroIrecs KIMHUYECKUE JaHHbIE, B TOM YHCIIE:

JaHHBIE HAYYHOU JTUTEPATYPHI (C yKa3aHHEM UCTOYHUKOB JIAHHBIX, a TaKKe HH(popMmaIuu,
obecrieynBarOIed WX MPOCICKUBAEMOCTh), COJECpP)KAIIUE CBEACHUS O KOHCTPYKIIHH,
6e3omacHoCTH, 3G()EKTUBHOCTM W HA3HAYEHUHM AHAJIOTUYHBIX WM HSKBUBAJICHTHBIX
MEIUITUHCKHUX U3JICTUH;

JaHHBIC HAYYHOU JTUTEPATYPHI (C YKa3aHHEM UCTOYHUKOB JIAHHBIX, a TaKKe WH(popmaIuu,
oOecrnieynBaroIe MX MPOCIEKUBAEMOCTh), COJEpPKAIIUE CBEACHUS O KOHCTPYKIIHH,
0e3onacHOCTH, A(PHEKTUBHOCTH W HA3HAYCHUM AHAJOTUYHBIX WM HKBUBAJICHTHBIX
MEUIIMHCKHUX U3JIETTUH TOTO K€ MTPOU3BOAMUTENS, BKIIIOYAsl IaHHBIE O BPEMEHU WX OOpallieHus
Ha PBIHKE, a TAaK)KE€ CBEJACHHUS O BBIABICHHBIX IMPOOJeMax, CBSI3aHHBIX C 0€30MaCHOCTHIO
NPUMEHEHHUS MEIHMIIMHCKOTO WU3AeNus W ero 3(MQPEeKTUBHOCTHIO W MPEANPUHSATHIX
KOPPEKTUPYIOIINX JTCHCTBUAX;

B) pe3yJIbTaThl aHAJIA3a PUCKOB, CBEICHUS O TOOOYHBIX P dEeKTax U MPOTUBOMOKAZAHUSIX;

I') IEpPEUYCHb BO3ZMOKHBIX HEOIArONPUATHBIX COOBITUM (MHITUACHTOB) U HEOIarONpUATHBIX
BO3JICHCTBHIA, BOSHUKAIOIINX B PE3yJIbTATE TPUMEHEHUS METUITTHCKOTO U3/ICITHS;

1) IepeyYeHb CTaHAapTOB, MPUMEHIEMBIX B ITOJIHOM 00bEME WJTU YaCTUYHO.

[punoxenne Ne 2
K HpaBI/IHaM MPOBCACHUA KIIMHUYCCKUX
U KIMHUKO-Ta00paTOPHBIX HCIIBITAaHUH
(uccrenoBaHMit) MEAUIIMHCKUX M3/IEIINi

TPEBOBAHMA
K COIEPKaHUIO IIPOrPaMMBl KIIMHHIECKOTO MCILITAHAA (ACCICAOBAHAA) MEIUIMHCKOTO M3CIAA

I. O6mee onrcanre METUITMHCKOTO H3EIIHA

1. I[IporpaMma KJIMHHYECKOTO HCIIBITaHHS (MCCIEIOBAHUS) MEIUIIMHCKOTO H3JICIUsI
JIOJKHA COJiep KaTh CIEAYIONIYI0 HH(OpMaIIHIO:
a) HAMMEHOBaHWE MEIUIIMHCKOTO U3EIus;



0) HaMMEHOBaHUE TTPOU3BOAUTEIISA, €TO MECTO HAXOXKACHHUS (aIpec IOPUIUIECKOTO JTUIA)
— JUISl FOPUIMYECKOTO JIUIA WK haMUIIUSL, UMs, OTYECTBO (MPU HAIUYUH ), MECTO JKUTEIbCTBA
— s (QuU3MYECKOoTo JWIla, 3apETHUCTPUPOBAHHOTO B KA4YECTBE WHIMBUIYAIBHOTO
npeANpUHUMATEIS;

B) HAMMEHOBAHKE 3aBUTENIS, €M0 MECTO HAXOXKJCHUS (aApec IPUANYECKOTO JULA) — AJIsI
IOPUAMYECKOTO JINIA WU haMuiusi, UMsi, OTYECTBO (MPU HATTUYHH ), MECTO JKUTEIbCTBA — JJIs
(bu3MYecKoro JuIla, 3aperuCTPUPOBAHHOIO B KQU€CTBE UHAUBUYAILHOTO MPEAPUHUMATEIIS,
CBEJICHUS O TOCYJIAPCTBEHHOW PErHCTpalMK IOPUIUYECKOTO JIUIA UK (PU3NYECKOro JIUIIA,
3apEruCTPUPOBAHHOTO B KAayeCTBE WHIAWBUIYAJbHOTO TMpPEANPUHUMATENS, a TaKKe
KOHTaKTHbBIC JaHHBIC 3asiBUTENS (HOMep TenedoHa, aapec AIeKTPOHHOMN MOYTHI);

I') HAMMEHOBAHHUE YIOJHOMOYEHHOTO MPEICTAaBUTENS TPOU3BOIUTENS (IIPU HATUYUH), €T0
MECTO HaXOXJEHUS (aIpec IOPUINYECKOTO JIUIA) — JIJIs1 FOPUIUYECKOTO JINIA Wik HaMuIIns,
UMsI, OTYECTBO (MpPU HAJIUYHMHU), MECTO >KUTEJIbCTBA — I (PU3UUYECKOro JHULA,
3apEeTUCTPUPOBAHHOIO B KAUE€CTBE MHAUBUIYaIbHOIO MPEPUHUMATEIS;

1) “H(pOopMalus, MO3BOJISIONMIAs UICHTU(OUIIMPOBATH METUIIMHCKOE U3IETTUE, B TOM YHUCIIE
HOMEp MojJeau (MapKu) MEIUIUHCKOro wu3ienus (Mpu HAIWYMU) WIH YKa3aHUe
UICHTUGUIIMPYIOIIETO HOMEpa MOIeNH (MapKu) MEIUIIMHCKOTO U3JIEIHS;

€) BHUJ MEIUIIMHCKOT'O0 M3JIeJIUS B COOTBETCTBUU C HOMEHKJIATYpPON MEIUIIMHCKHUX
W3IENUHI, IPUMEHAEMOM B paMKax EBpa3suicKOro 3JKOHOMHUYECKOIO COH03a;

) KJIAcC MOTEHIMAIbHOIO pUCKa MPUMEHEHUS U MPUMEHUMBbIE KJacCU(DHUKaMOHHbIE
mpaBwia B COOTBETCTBHHM ¢ llpaBmiamu kinaccupuKauy MEIWIIUHCKUX W3JCTUA B
3aBUCHUMOCTH OT IMOTEHIIMAIbHOTO pHUCKAa NPUMEHEHHs, YTBEpKJACHHbIMU Pemenuem
Konnerun EBpazuiickoil 5koHOMUYECKON KoMuccuu ot 22 nekadps 2015 r. Ne 173;

3) HA3HAYEHUE MEIUIIMHCKOTO U3/IETIUs;

1) OMHUCaHNE MEIUIIMHCKOTO U3JIEITHS;

K) 0OBSICHEHHE HOBBIX CBOWCTB M XapPaKTEPUCTHK MEIUITUHCKOTO U3/,

J) OMHMCaHWE MaTepUalioB, BCTYIAIOIIUX B HEMOCPEACTBEHHBIN WU OMOCPEIOBAHHBIN
KOHTAKT C TEJIOM YEJIOBEKA;

M) CBEJICHUSI O KOHTPOJIbHBIX MEIUIIMHCKUX U3JIETHUSAX, B TOM YUCJE O pa3pelIuTeIbHbIX
JIOKYMEHTaX Ha X oOpallleHHe B CTpaHe, Ha TEPPUTOPUU KOTOPOM MPOBOJATCS UCIBITAHUS (
UCCJIeIOBAHNUA );

H) ONMCAHUE TOTO, KaK JOCTUTAETCS MPOCIEKUBAEMOCTb BO BPEMS U TIOCJI€ TTPOBEICHUS
KJIMHUYECKOTO HWCIBITAaHUS (MCCIENOBAaHUSA) MEIUIIMHCKOrO u3Aenus (C MOMOIIbIO
MIPUCBOCHUSI HOMEpaA CEepUU, HOMEpa MapTHUU, 3aBOJICKUX CEPUMHBIX HOMEPOB WJIU HWHBIM
criocoboMm);

0) CyOBEKTHl KJIMHUYECKMX HCHBITAHHHN (MCclenoBaHuil) (rpylmna MmalueHToB) U
MEJIUIIMHCKHE MOKa3aHUs, AJIsl KOTOPBIX MPEIHA3HAYEHO MEUIIMHCKOE U3JIeHE.

I1. TanHBIe 0 KIIMHAYECKOM HCIBITAHAH (HCCIICIOBAHIUH) MEIUIIMHCKOTO H3SIIHA



2. IlporpaMma KJIMHUYECKOTO MUCIBITAHUS (MCCIEIOBAHMS) MEAUIIMHCKOTO W3/CIU
J0JIKHA COJIEpXkaTh CIEAYIONIYI0 MH(pOpMaLHIO O NMPoLeaype KIMHUYECKOIO UCIbITaHus (
HCCIIeIOBaHUS):

a) HaMMEHOBaHUE U HACHTU(UKAIMOHHBIC JAHHBIE KIMHUYECKOTO HCHBITAaHUS (
UCCIIEIOBAHUS ),

0) HaMMEHOBaHHME M aJpec MecTa HAXOXJCHUS MEIMIIMHCKOW opraHuzanuu (
KIIMHUYECKOTO 1IEHTpa) (MEAUIIMHCKUX OpraHu3aiuil (KIMHUYECKUX IIEHTPOB)), TPOBOIAIICH
(TpoBOASAIINX) KIMHUYECKUE UCTIBITAHMS (UCCIIEIOBAHMS);

B) JaHHBIE 00 HCCIIeIOBATEIIIX, KOOPAUHATOPE-UCCeioBaTelie (IPU HATUYUN);

r) TpeboBaHHs K TMpo(PecCHOHANBHON MOATOTOBKE M OOYUCHHUIO MEIUIIMHCKHX
CHEIUAKCTOB;

1) TpolecC MOTy4eHUs WHPOPMHUPOBAHHOTO COTIACHSA CYOBEKTOB KIMHUUYECKUX
UCIIBITAaHUN (MCCTIeIOBAaHUMN );

€) ONMCAaHNE ATUYECKUX ACTIEKTOB KIMHUYECKOTO UCTBITAHUS (UCCIIEIOBAHUS ), BKITIOUAsI
MHTEPECHI YSI3BUMBIX CYOBEKTOB KIIMHUYECKOTO UCIIBITAaHUS (MCCIIeIOBAHU);

) o01Iast oxugaemMasi IpoJOJKUTENBHOCTh KIMHUYECKOTO UCTIBITAaHUS (MCCIIeIOBaHU);

3) ONKMCAHHWE CHEHHUAJbHBIX XUPYPIrUUYECKUX U APYTHUX MEAULIHUHCKUX MOPOLEAYD,
CBSI3aHHBIX C UCIOJIb30BAHUEM MEAUIIMHCKOTO U3EIHS;

¥) ONKCAHUE YCJIOBUU JJISI MPOBEACHUSA KIMHUYECKOTO HCHBITAHUS (UCCIIEIOBaHUS),
OTIPEJICIICHHBIX MPOU3BOIUTEIEM;

K) ONKMCAHUE PUCKOB U MOJIb3bl TPUMEHEHUSI MEUIIMHCKOTO U3/IETUs MIPU MPOBEACHUU
KJIMHUYECKOTO UCTIBITAHUS (MUCCIEIOBaHMS);

J) ONMCAaHWE MPUHAMICKHOCTEH, IPYTHMX MEIULMHCKUX HU3ACIHN W HU3JIENuid, He
SBJISIFOITUXCSI MEAMIIMHCKUMHM, HO MPETyCMOTPEHHBIX JIJISl UCIIOJIb30BaHUSI B KOMOWHAIIUU C
MEJIUIIMHCKUM U3JIeTTUEM;

M) OMMCaHUE U3aiiHa KIMHUYECKOTO UCIBITAHUS (MCCIEA0BaHUA);
H) IIEJIM ¥ TUMOTE3bl KJIMHUYECKOTO UCTIBITaHus (MCCIIeIOBAHMUS);
0) OCHOBHAasl M JOMOJHUTEIbHASA KOHEYHBIE TOYKU KJIMHUYECKOTO HCIHBITAHUS (
UCCJIeIOBAHNUA);
1) 00beM BBIOOPKHU CyOBEKTOB KIMHUYECKOTO UCTIBITaHUS (MCCIIEI0BAaHHUS );

p) pacuer oObemMa BBIOOPKH, B TOM YHCJIE OXKHJAeMOU J0JM BBIOBIBAaHUS CyOBEKTOB
KIIMHUYECKOTO UCTIBITAaHUS (MCCIIeI0OBAHUS);

C) KpUTEPUHU BKIIOUCHHUS, KPUTEPUU UCKIFOUCHUS TIPU BHIOOPE CyOBEKTOB, KPUTEPUU U
MpoLEeNyphl TpEKpalleHus WIW MPUOCTAHOBJICHUS Y4YacTUs CYOBEKTOB KIMHUYECKOTO
UCIIBITaHUSI (UCCIIEIOBAHMUS);

T) KOJIMYECTBO UCIOJIb3YEMbIX UCCIIETYEMbIX MEAUIIMHCKUX U3EHM (C 000CHOBAaHUEM);
y) ONMCaHUE NPoLEayp KIMHUYECKUX UCIIBITAHUH (HCcCaeqoBaHmuil);

¢) omucaHue MpoLEnyp COCTABJICHUS OTUETAa O JIOOBIX OTKIOHEHHSX OT MCXOJHOMU

MpOrpaMMbl KIMHUYECKUX UCTIBITAHUM (UCCIIeIOBaHU);



X) IJIaH OCYIIECTBJIEHUS MOHUTOPUHTA B XOJ€E MPOBEAECHUS KIMHUYECKUX UCIBITAaHUN (
UCCJIEI0BaHMI) ¢ YKa3aHUEM YacTOThI MOCEUIEHUH (BU3UTOB), KOJIMYECTBA MOHUTOPOB U UX
KOHTaKTOB;

1) CTATUCTUYECKHE METObl aHATN3a JaHHBIX.

Ipunoxenne Ne 3
k [IpaBunam npoBeneHUs KIMHUYECKUX
Y KIIMHAKO-1a00paTOPHBIX UCTIBITAaHUH
(uccnenoBaHMit) MEAUIIMHCKUX M3/IEIUH

TPEBOBAHUA
K COIepiKaHHIO TEXHHIEeCKOro (aita Ha MeIUIMHCKOE u3zenHe (KpoMe IMporpaMMHOT0
obecniedeHns ¥ METUITMHCKUX M3SIHI I JUArHOCTHKH in Vitro)

I. O6mee onmcaHne MEAUIIEHCKOTO H3EIIAA

1. Texuuueckuid pailn Ha MEAUIIMHCKOE U3zenaue (KpoMe IporpaMMHOro o0ecrneyeHus u
MEIUIMHCKUX HW3ACNHN I JUATHOCTUKHU 1N VItro) JOJXKEH COAEPXKATh CIEAYIOIIYIO
UH(pOpMaIHIO:

a) HAMMEHOBAHUE MEIUIIMHCKOTO U3EIHS;

0) o01Iee onmMcaHue U Ha3HAYCHHE MEIUITUHCKOTO H3/ICIIHS;

B) HH(pOpMaIHs, MO3BOJISAIONIAas UISHTUPUIUPOBATH MEAULIMHCKOE U3/IeNINe, B TOM YHCIIe
HOMEp Mojenu (MapKv) MEIULUMHCKOTO u3Jenus (Mpu HaJIW4YMHU) WM YyKa3aHue
UACHTU(DULIHUPYIOIIET0 HOMepa MOJENH (MapKH ) MEIUIIMHCKOTO U31EIHS;

T') BUJI METUIIMHCKOTO U3/EJIUS B COOTBETCTBUU C HOMEHKIIATYPOH MEAUIIMHCKUX U3/IEITHIM
, IPUMEHSAEMON B paMKax EBpa3uilCKOro 5JKOHOMHUYECKOIO COI033;

1) IPEJHA3HAYEHHBIE M10JIb30BATEIIN;

€) MPUHLUIIBI IEUCTBUS MEAULIMHCKOTO U3IEIHS;

) KJIacC MOTEHIIMAIBLHOTO PUCKA MPUMEHEHUS U MPUMEHUMBIE KiacCU(DUKAIMOHHbBIE
npaBwia B cOOTBeTCTBUM ¢ llpaBuiamu kinaccupukaluy MEAMIMHCKUX W3JEeNUi B
3aBUCHUMOCTH OT IOTEHIMAJIbHOIO pPHUCKAa NPHUMEHEHMS, YTBEPKAECHHbIMU PemeHnem
Komnerun EBpasuiickoii s5koHOMHUECKON KoMuccuu oT 22 aexadpst 2015 . No 173;

3) 0OBSCHEHHE CBOMCTB U XapaKTEPUCTUK MEAULUHCKOIO U3/IEIHS;

M) OINUCaHUE MPUHAJICKHOCTEH, NPYTUX MEIUIIMHCKUX HW3ACNUN U U3JeNuid, He
ABJISIFOUIUXCSI MEAUIIMHCKUMHM, HO MPETyCMOTPEHHBIX ISl UCIIOJb30BaHUsI B KOMOMHALIUU C
paccMaTpUBaEMbIM MEULIMHCKAM U3/IETUEM;

K) onucanue u (Win) nepedeHsb Mojiesneit (MapoK) MeIUIIMHCKOTO U3/ieaus (MIpy HAJTUYWHN )

J) ONMUCaHWE OCHOBHBIX (YHKIIMOHAIBHBIX JJEMEHTOB MEIUIIMHCKOTO u3Aenus (
auarpaMmebl, ¢GoTorpaduu U PUCYHKH, TEMOHCTPHUPYIONNE OCHOBHBIC YacCTH (KOMIIOHEHTHI)
MEIUIIMHCKOTO H3CNNs, BKIIOYAIONIME B ceOs MOSCHUTENBHBIE HAAMUCH K AUarpaMmma,
(dboTorpadusiM u pucyHkam);



M) ONMCAHUE MATEPHUAJIOB, BCTYIAIONIUX B HEMOCPEICTBEHHBIN HIIM OMOCPEIOBAHHBIN
KOHTAKT C TEJIOM Y€JIOBEKa.

II. Onucanne METUIAHCKOTO H3AEHA

2. Texuuuecku (Qaln MOMKEH coAepKaTh MepedyeHb OCHOBHBIX XapaKTEPUCTHK,
pa3MepoB M YKa3aHHUI MO 3KCIUTyaTallMd MEAUIMHCKOrO W3JENHs, €ro MoJeneil (MapoK) u
[IPUHAUIC)KHOCTEN, KOTOpPbIE HMMEIOTCS B TEXHMYECKOW TOKYMEHTAIMU MEIULUHCKOIO
W3JENNS U IPYTUX MaTepuanax, JOCTYIIHBIX KOHEYHOMY IOJIb30BATEINI0, 4 TAKKE IEPEUYCHb
IIPUMEHSIEMBIX IPOU3BOAUTEIIEM CTaHAAPTOB.

1. Micropusa o6pameHns MEAUIMHCKOTO H3AEHA, CBEACHHA O ONOOHBIX B IpebLIYIIHNX
Mo (pHUKAIMAX MEAUIIHHCKOTO U3EIIHA

3. Texnuueckuil ¢aityl TOMKEH COJIepKaTh CBEJACHHUS O HAJWYUM WM OTCYTCTBUU
HUCTOPHUH OOpAIICHUs] MEIUIIMHCKOTO W3/IETUs Ha MEXIyHAPOIHBIX PBIHKAX, B TOM YHUCIIE
MH(GOPMAIINIO O MAPKETHUHTE,

ClaydasiX BO3HUKHOBEHHS HEOIArompUSTHBIX COOBITHH (MHIUACHTOB), CBSI3aHHBIX C
HCIOJb30BAHUEM MEIULMHCKOTO M3AEIUS U OT3bIBOB MEAUIIMHCKOTO M3AENHS C PhIHKA, a
TaKXe OMUCAHUE KOPPEKTUPYIOUTUX ACHCTBUM, MPEANPUHSITHIX B OTBET HA YKa3aHHbBIE CITydau
, 1 (UII1) UX aHaIu3a.

4. B ciydae HCHOJb30BaHUsS MHPOpPMAIMU O MOJOOHBIX WM MPEIbIIYIINX
MOAu(DHUKAIMSAX MEIUIIUHCKOTO W3JeNus Ui JI0Ka3aTelIbCTBa COOTBETCTBUS OO0mum
TpeboBaHUsIM 06€301acHOCTH U A(H(PEKTUBHOCTU METUIIMHCKUX U3ENUN, TpeOOBAHUAM K HX
MapKUPOBKE U SKCIUTyaTallMOHHOW JIOKYMEHTAIlMM Ha HUX, YTBEPKJICHHBIM PemieHuem
Cogera EBpaswuiickoii s3xoHOMuYeckoir komuccuu oT 12 despans 2016 r. Ne 27 (nmanee —
OO6mue TpeboBaHusl), TEXHUYECKUM (paiii JOJKEH COACPKATh KPATKOE OMUCAHUE:

a) MPEBIIYINX MOAU(PUKAIIMA METUIIMHCKOTO U3enus (IPU HATUYWN );

0) mogoOHBIX MOAUGDUKAIIMN MEAUIIMHCKUX U3JICNIUM, HaXOAIUXCS B OOpallleHUU B

paMkax EBpa3uiickoro SKOHOMHUYECKOIO COK03a U Ha MEKIYHAPOIHBIX PHIHKAX.

IV. ConpoBogurensHas nHGOpMaIa

5. Texuuueckuit (haiilsl JOJKEH COJEPKaTh:
a) JaHHbIE O MAPKUPOBKE MEIUIIMHCKOTO U3ENIUS U €r0 YIAKOBKH (MPOEKTHI MapKUPOBKHU
);
0) UHCTPYKUHIO MO MPUMEHEHUIO MEIUIMHCKOTO H3JeNus (SKCITyaTallMOHHYIO
JIOKYMEHTAIIHIO).

V. HPOCKTHPOBaHIIe H paapaﬁoma MEIHUITHHCKOI'O U3 CIIHA



6. Texunueckuii ¢aiin MTODKEH coaepKaTh MHGOPMAIIUIO, TTO3BOJISIONIYIO MOJTYYUTh
oO1iee mpeIcTaBiIeHne 00 OCHOBHBIX CTAIUSAX IPOSKTHPOBAHUS M Pa3pabOTKH METUITUHCKOTO
usnenusi. Jlanaas nH(popManus MOXeT ObITh TIPE/ICTaBIIeHA B BUJIE OJIOK-CXEMBI IPOIIECCOB.

VL. IIpon3BOACTBEHHBIC IPOLECCHI

7. Texuudyeckuil Qailnl 10KEH coiepkKaTh MHPOPMAIUIO, MO3BOJIAIONIYIO MOTYUUTh
o011ee npeAcTaBlIeHUe O MPOU3BOACTBEHHBIX Npoleccax. JlanHas nHpopManns MOXKeET ObITh
IpPEACTaBIE€Ha B BHJE OJIOK-CXEMBI IPOLIECCOB, AAOLIEN o00mIiee NpenCcTaBICHUE O
IIPOU3BOJICTBE, COOPKE, 3aKIIOYUTENIbHBIX HCHBITAHUAX (MCCIEAOBAHMUSIX) MEIULIUHCKOIO
W3JIENIHSI 1 OKOHYATEIbHOM YITAKOBKE TOTOBOI'O MEAUIIMHCKOTO U3/IEIIHS.

VII. IIpou3BoACTBEHHBIE IUIOMIA KA

8. B texHuueckoM (haiisie TOJKHBI OBITh MACHTU(DUIIMPOBAHBI MPOU3BOJCTBEHHBIE
IUIOIIAIKK, Ha KOTOPBIX OCYIIECTBIAECTCS IPOU3BOIACTBEHHAS NEATEINBHOCTh II0
MEAMIMHCKOMY H37enuto. Eciau ams JaHHBIX MJIOLIAJ0K UMEIOTCA CepTU(UKATHI CUCTEMBI
MEHE/)KMEHTa KadecTBa WJIM PABHOLICHHBIE JOKYMEHTBI, TO WX KONHUHU JOJKHBI OBITH
IPUIIOKEHBI K TEXHUUYECKOMY (haiiiy.

VIII. Ceeperns o coorBercTBHM OOnmM Tpe6oBaHMIM

9. Texnuueckuil ¢ain JOIKEH BKIHOYATh B ce€0S CBEJACHHS O COOTBETCTBHU
MeIUIMHCKOTo u3aenust O0nmM TpeOOBaHUSAM.

IX. Pe3ympTaThl aHaIv3a U YIIPaBICHUA PECKOM

10. Texuuueckuii (aiin TOJKEH coepkKaTh KPAaTKUN MepeuyeHb PUCKOB, BHISABICHHBIX B
mpoliecce aHajln3a pUcKa, U OMHCAaHHE CIOCOOOB YMpaBlIEeHHWS 3TUMHM PUCKAaMHU B LIEJAX
CHIIKEHUS UX JI0 JOITYyCTUMOI'O YPOBHS.

X. JeAarersHOCTh MO0 BepUPHUKAIUH ¥ BAJIIAIUA

11. Texuuyeckuil daiin JODKEH coAaepKaTh CISAYIONIUME CBEICHHUS U JOKYMEHTHI 1O
BepU(pUKAIMU U BaluJalUK, KOTOPbIE UCIOJIB30BAIKUCH ISl JOKA3aTEeIbCTBA COOTBETCTBUS
MEIUIUHCKOTO u3nenus OOumwmM TpeboBaHUsSM (B TOM uucie Mo npuMeHuMocTH OOmux
TpeOOBaHMI):

a) pe3yJIbTaThl UCTIBITAHHH (MCCIIEIOBAaHUI) B HCTIBITATEIBHBIX JTAOOpaTOpUsX (IIEHTpax)
Y MEJIUIIMHCKUX OpraHu3aiusX (KIMHUYECKUX LEHTPax);
0) pe3ynbTaThl COOCTBEHHBIX Ja0OpPAaTOPHBIX M (WUJIM) 3aBOJCKUX HCHBITAHUN (
UCCIIEIOBAHUIN) MPOU3BOJIUTENS] MEAUIMHCKOTO H3JEIUs, B TOM YHCJIE pPE3yIbTaThl
UCIIBITAHUM (UCCIIEIOBAHMI) B YCIIOBUSIX, UMUTUPYIOIIUX SKCILTyaTallMOHHBIE;



B) pe3yJibTaThl JIAOOPATOPHBIX HMCHBITAHUN (HCCIEJOBAHUIN) HA XUBOTHBIX IS
MOATBEPKAEHUS TPABUIBHOCTH KOHILIETILIMK TOTOBOI'O MEIULIMHCKOTO U3/EIIHNS;

) AeKjapauus (JIeKjaapalu) O COOTBETCTBUM CTaHJAApTaM M3 MEpPEYHs CTaHIapTOB, B
pe3yabpTare MPUMEHEHUS! KOTOPBIX Ha JIOOPOBOJBHONM OCHOBE MOJHOCTBHIO WM YACTUYHO
o0ecrnieunBaeTcst COOJI0IEHNE COOTBETCTBUS MEAMIIMHCKUX n3aenauii OOumm TpedoBaHMsIM
6e3onacHoCTH U 3(Q(PEKTUBHOCTU MEIUIIMHCKUX M3JIENU, TPEOOBAHUSAM K UX MapKUPOBKE U
AKCIUTYaTallMOHHOW JOKyMEHTallMi Ha HuUX (npuioxkeHue K Pexomenpauum Komneruu
EBpasuiickoit sxoHOMHUuYeckor kKomuccuu oT 4 ceHtssops 2017 r. Ne 17), nubo uHBIM
cTaHaapTaM ¢ 000CHOBaHUEM UX MPUMEHEHHS;

1) 0030p OnMyOJMKOBAHHBIX JINTEPATYPHBIX UCTOYHUKOB, COJIEPKAIINX UHHOPMAITHIO O
MEIUIMHCKOM U3JIeTTUU WIH MOAO0OHOM MEAUIIMHCKOM U3IEIHH.

12. Texanueckuii (aitn TOHDKEH CONepKaTh:

a) CBEICHUS O OMOJIOTMYECKOW COBMECTUMOCTH;
0) cBeJIeHUs O JIEKApCTBEHHBIX CPEJICTBAX, BXOIALIMX B COCTAB MEIULIMHCKOTO U3/EIINS;

B) CBEJICHUSI O OMOJIOTMYECKOM 0€30MaCHOCTH MEAUIIMHCKUX U3/EINi, BKIIOYAIOIIUX B
ce0sl KIeTKU, TKaHU WM X TPOU3BOAHbBIE, B3STHIEC Y UETOBEKA UJIU )KMBOTHBIX;

I') CBEJICHHSI O METO/IaxX CTEPUIIN3ALINH;
1) CBeleHUus O BepuUKAIMM W BaJIuJallMd MPOTPAaMMHOI0 OOecrnedeHus Mpu
MPOEKTUPOBAHUU METUIIUHCKOTO WU3EIIHS;
€) oTyeT 00 000CHOBAHUM KIMHUYECKON d(PPEKTUBHOCTH U O€30MaCHOCTH MEAUITMHCKOTO
U3JIETHS.

13. U3noxxenue pe3ybTaToB MPOBEICHHBIX KIMHUYECKUX UCTIBITAHUN (MCCIIEIOBAHUN),
KpOME BBIBOJOB, JOJKHBI BKJIIOYaTh B C€0sl OTYETHI (IIPOTOKOJIbI) 00 HUCHBITAHUIX (
UCCIJIEJOBAHMSIX ) B IIOJHOM OOBEME.

14. Texuuueckuil Qaitn AOIKEH COAEPKATh MEpEeYeHb MATEPHAIIOB, HAXOAIIUXCS B
HEIMOCPEACTBEHHOM WJIM ONOCPEIOBAHHOM KOHTAKTE€ C OPraHM3MOM 4elloBeKa. B memsax
omnpeaeneHus (HU3NUECKUX, XUMUUYECKHUX, TOKCHKOJIOTHYECKHMX U OHOJIOTMYECKUX
XapaKTEPUCTUK MaTepHuaa HEOOXOJUMO B COOTBETCTBHM C PE3yJIbTATAMH aHAIN3a PUCKOB
IIPOBECTH UCTIBITAHUS (MCCIIeIOBAHMUs) OMOIOTUYECKONH COBMECTUMOCTH.

B texHuueckuil (aiis ciaeayer BKIIOUYUTH MOAPOOHYI0 HHPOPMALIMIO O IPOBEAECHHBIX
UCIIBITAHUSX (MCCIEOBAHUSIX), MPUMEHEHHBIX CTaHJapTax, MPOTOKOJaX HCHBITAHUN
UCCIIEIOBAaHUI), aHAJIW3 IMOJYYEHHBIX JaHHBIX M KPAaTKOE H3JI0KEHHE pPe3yIbTaTOB

~

UCIIBITAHUN (MCCIIEIOBAHUI).

15. Ecnmu mMeauIHCKOE W3/eNne BKIOYaeT B ce0s JeKapCTBEHHBIE CPENCTBA, TO
TeXHUYECKUM alsl MODKEH COoAepXaTh MOAPOOHYI0 HHQPOPMAIUIO O MPUMEHSIEMBIX
JIEKAPCTBEHHBIX CPEACTBAaX, UX MPOU3BOJAUTENE (MPOU3BOAUTENSAX), MPUUMHE BKIIOUYEHHUS B
MEIUIIMHCKOE HU3/eNine, OC30MacCHOCTH MPUMEHEHUS W MEXaHU3ME JICHCTBUS B COCTaBE



u3aciayusg npu InpcayCMOTpCHHOM IIPHMCHCHHH, a TAKKC JOKYMCHT, HOILTBep)KI[aIOHH/Iﬁ
perucTpanunio JCKAPpCTBECHHOI'O CPEACTBA B CTPAHC IIPOU3BOJUTECIIA JICKAPCTBECHHOI'O CPCACTBA

16. Texunueckuit daitn JOHKEH COJAEPKATh MEPEYeHb MaTEPHUATIOB KMBOTHOT'O WJIU
YEeJI0BEUECKOI0 MPOUCXOXKIACHUS, MCIOJb30BAHHBIX B MEIUIIMHCKOM HW3JECIUU, a TAaKKe
noApoOHy10 nHpOpMaIHIO 00 3TUX MaTepHallaX ¢ YKa3aHHEM BhIOOpA UCTOYHHUKOB (JIOHOPOB)
, B3ATUSI P00, 00pabOTKMU, XpaHEHHUsI, UCCIICIOBAHUS U OOpallleHUsI C TKAHAMU, KIETKaMHu U
BEILIECTBAMU KUBOTHOI'O WJIM YEJIOBEYECKOTO POUCXOKIACHUS.

B TexHuueckuil Qain cieayeT TakKe BKIOUYATh pe3ysibTaThl BajlWJIallMU Mpollecca,
MOJTBEPKAAIOIINE HAJIN4YUe MPOU3BOACTBEHHBIX MPOUEAYpP, MHHUMHU3UPYIOUIUX
OMOJIOTUYECKHE PHUCKH, B YACTHOCTH B OTHOIIECHUM BUPYCOB U JPYTUX BO30yauTeIeh
Oone3Heil.

Taxxe ciienyer BKJIIOYATh OMHCAHUE CHUCTEMbI XpaHEHUs 3alucel, MO3BOJSIONICH
OCYILIECTBIISITh MPOCIEKUBAEMOCTh OT HCTOYHUKOB MAaTEPUATIOB 10 TOTOBOTO MEAUIIMHCKOTO
U3JIEIHS.

17. B cayyae eciu MEIHUIIMHCKOE M3JEJIME IOCTABISIETCS B CTEPUIBHOM BHJIE,
TEXHUYECKUM (haiiyl TOJDKEH COJepk aTh CBEACHUS O BAIHMAAIMH Ipolecca CTePUIN3aiuu (
BKJIIOYAsi UCTIBITAHUS (MCCIEIOBaHUs) HA OUOJOTHUUECKYIO HArpy3Ky, HAIMUYUE MUPOTEHHBIX
BEIIIECTB, HAIMYHE OCTATOYHOTO KOJIMYECTBA CTEPHIM3YIOIIETO BEUIECTBA) U O BaIUAAlUU
npoiecca ynakoBbiBaHusA. Mudopmanus o Banmupanuu A0JKHA BKIOYaTh B ceds
MPUMEHEHHBIA METOM, JOCTUTHYTHIM ypPOBEHb 00€CIEUEHUs] CTEPUIIBHOCTH, TPUMEHEHHBIE
CTaHAAPThI, MPOTOKOJI CTEPUIIU3AINH, pa3paO0TaHHBIA B COOTBETCTBUU C ’TUMU CTaHAAPTAMU
, 1 KpaTKOE U3JI0KEHUE MOTYYCHHBIX PE3YIbTaTOB.

18. Texuuueckuit (haiisn JOMKEH COJIepkKaTh CBEEHUS O MPOIEcCe MPOCKTUPOBAHUS U
pa3paboTKH MNPOrpaMMHOI0 OOECHeUYeHHs W BaIUAAIMU MPOTPAMMHOIO OOeCTeUYeHHs,
HCIIOJIb3YEMOTO B TOTOBOM MEIMITMHCKOM H3JEIUHU. YKa3zaHHass uH(OpMAaIUs BKIIOYAET B
cels KpaTKoe H3JIOKEHHE PE3YyJbTaTOB JESITEILHOCTH MO BepUPHUKAIUM, BalualUU U
PE3yJbTATOB UCIBITAHUN (MCCIEAOBAHNUI), BHIMIOJHEHHBIX B OPraHU3ALMU-TIPOU3BOIUTENE, A
TaKk)kKe CBeJIEHUs 00 MMEIOIUXCSl KOHPUTYpALUSIX annapaTHbIX CPEACTB U ONEpPaALMOHHBIX
CUCTEMaX, COAECPKAIIUXCS B COMPOBOIUTENLHON TOKYMEHTAIIUH.

19. Texuuueckuit ¢haita J0HKEH coepkaTh HHPOPMAIIMIO O MPOBEIEHHBIX UCTIHITAHUSX (
HCCIICIOBAHUSX) HA KMBOTHBIX ISl TIOATBEPKICHUSI COOTBETCTBUA OOIuM TpeOoBaHUsAM (
npu Hanuuuu). B TexHudeckom Qaiise AOJDKHBI OBITH OMHMCAHBl 1M YKa3aHHBIX
HCCIIeIOBAHUM, METOJIOIOTHS, PE3YJIbTaThl, aHAIU3 U 3aKJIIOUCHMUSI.

ITpunoxenune Ne 4
k [IpaBunam mpoBeaeHUs KIMHUUECKUX
Y KIIMHAKO-Ta00PaTOPHBIX UCTIBITAaHUH
(uccrenoBaHMi) MEANIIMHCKUX M3ISIHH



TPEBOBAHUA

K COIepKaHHIO0 TEXHHIEeCKOro (haiia Ha mporpaMMHOe 00ecIIeueHue, ABIIIOMIEeeC METATHHCKIAM
H3IEIHMEM

I. O6mee ommcanne MPOrpaMMHOro 00ecedeHN, ABIAIOMEr0Cs] MEUIIMHCKUAM H31eIHeM

1. Texuuueckuit ¢aiii Ha TPOrpPaMMHOE OOECIeUeHUE, SBIISIIONICECS MEIUIIUHCKUM
uzgenueM (Janee — MpOrpaMMHOE OOecHeyeHHe), MODKEH COJEpPKaTh CIEAYIONIYIO
uH(}OpMaIHIO:

a) HAMMEHOBAaHUE MPOTPAMMHOT0 00€CTICUCHUS;

0) oO1iiee onricaHre U Ha3HAYEHHE MPOTPAMMHOI0 00eCTIeUeHNUs;

B) H(GOpMAIIHS O IPeAHA3HAYSCHHBIX TOJIH30BATEIISIX TPOTPAMMHOTO O0ECTICUCHHUS;

r) uHbOpMaIus, MO3BOJISAIONIAS UAECHTU(UIIMPOBATH MPOrpaMMHOE oOecrieueHre, B TOM
yuclie CBEJCHHUS O MOJAENSAX (Mapkax) mporpaMMHOro oOecmeueHwusi, ero (ux) Bepcuu (
BEpCHUSIX);

1) pa3bsICHEHHUE TOPSIKa HyMepaluid BEpCcHil MporpaMMHOI0 00eCIIeueHHUs;

€) nHpopMaIms O BO3MOXKHBIX M3MEHEHHIX MPOTPAMMHOTO OOECIeYeHHUs, KOTOPhIC
BIMSIOT (HE BJMSIOT) HA HEU3MEHHOCTHb €ro (PyHKIMOHAJIBHOT'O Ha3HA4YeHUs U (W)
MPUHLNINA 1eUCTBUSA (IIPU HATTUYUN);

) BUJ MEIUIUHCKOTO H3ENHUS B COOTBETCTBUU C HOMEHKJIATYPOH METUIIMHCKHUX
W3JIEJIAN, IPUMEHAEMON B paMKax EBpazuiiCKOro 3KOHOMHUYECKOIO COK03a;

3) KJacC MOTEHIHUAIBHOIO PUCKa MPUMEHEHUSI U MPUMEHUMBIE KiIacCU(pUKAIMOHHBIC
npaBuiia B cooTBeTcTBUM ¢ [lpaBunamu kinaccupukanuu MEAUIUHCKUX H3ICIUN B
3aBUCHUMOCTH OT TMOTEHIIMAIBHOTO pPHUCKAa MNPUMEHEHHS, YTBEPXKJACHHbIMU Pemennem
Komnerun EBpasuiickoit sKoOHOMHUYECKOW KoMuccuu OT 22 aekabps 2015 r. Ne 173 (c
000CHOBaHUEM BBIOPAHHOTO KJIacCa MOTCHIIMAIBLHOTO PUCKA TPUMEHEHU );

W) MPUHLUIBI AEUCTBUS TPOrPAMMHOTO O0ECIICUEHMS;

K) CBelleHUs] 0 (PYyHKIIMM WHTEPIIPETAllNK, UCTOYHUKE HaOOpa MaHHBIX, alllapaTHOU
wiargopme, crocode pazMelieHus: MPOrpaMMHOT0 00eCTIeueHus U NMPEJOCTABICHUH JIOCTYTIA
K HEMY;

J1) ONIMCAaHNEe COCTaBHBIX YacTel, MOy iel, OJIOKOB IMTPOTrpaMMHOTO 00eCIIeYeHUs, KOTOPOe
MOJKET COINPOBOXKIATHCS CTPYKTYPHBIMM CXEMaMH apXUTEKTyphl MPOTPaAaMMHOIO
o0ecIeYeHHs;

M) CBeJEHUSI O HAIMYUHU (OTCYTCTBUH) B MPOTrPaMMHOM OOECIEUCHUN TEXHOJOTHUMN
MCKYCCTBEHHOI'O MHTEJJIEKTA U UX OMHUCAHUE;

H) OMNUCAHUE XapaKTEPUCTHK MPUHAJICHKHOCTEH MPOrpaMMHOTO oOecredeHus,
MEIUIIMHCKUX U3JCIUNA UIU U3JENUi, HE SBISIONUXCA MEIUIMHCKUMHU, HO
IPEeTyCMOTPEHHBIX JUIsl UCIOJIb30BAHUS B KOMOWHAIIUM C MPOrPaMMHBIM OOecIlieueHrueM, a
TaK)K€ OMHUCAaHHUE CHEIUATBHOTO O0OpyJ0BaHUS W (WMJM) NPOTPAMMHOIO OOECIeUECHUS,



TECTOBBIX 0a3 TaHHBIX, pa3pabOTaHHBIX MPOU3BOIUTENEM ISl UCIIOJIB30BAHUS IPOTPAMMHOIO
oOecrnieueHust (IpU HATTUYKH).

II. Onrcanue TpOrpaMMHOTO 00ecIIeueHUA

2. Texanveckuid ¢aliia TOJDKEH COMEPkKATh MEPEUCHb OCHOBHBIX XapaKTEPUCTHK, B TOM
qHCcIie CIEAYIONYI0 HHPOPMAIIHIO:

a) OIMMCaHNUE TEXHUYECKUX XapaKTEPUCTUK MPOTrPaMMHOT0 0OeCrieUeHUS;

0) omucaHHWe amnmapaTHbIX CHUCTEMHBIX TpeOOBaHUU, HEOOXOIUMBIX IS
(GYHKIIMOHUPOBAHUSL TPOTPAMMHOTO oOecreueHus: (C yKa3aHUEM TMOJJIEPKUBAEMbIX
OTICPAIIMOHHBIX CHUCTEM, almapaTHeIX IIatGopM, TpeOyeMol oOmepaTHBHOW MaMSATH,
TpeOyeMoro JHUCKOBOTO  TMPOCTPAHCTBA, JOMOJHUTENBHBIX TpeOOBaHUM K
MIPOTrPaMMHO-AITIIAPaTHBIM CPEACTBAM);

B) TIPOTOKOJIbI OOMEHA JaHHBIMU IS MCIIOJIB30BAHUS MPOTPAMMHOTO OOECIICUCHHUS
BMECTE C APYTMMH MEIUIIMHCKUMU U3IETUSAMU U (WIIH) TPUHAIIICKHOCTSIMU;

r) mapameTpsl 3PPEKTUBHOCTH, YCTAHOBICHHBIC TIPOU3BOAUTEIEM B 3aBUCHMOCTH OT
Ha3HA4YEHUs MPOTPAMMHOTO OOecredYeHHUs, a TakKe C YYETOM COBPEMEHHOTO YPOBHS
Pa3BUTHUS B COOTBETCTBYIOIIEH cepe;

J1) OMHCAHHUE MPOIEAYPhl YCTAHOBKHM (MHCTAIUISALMK) U yHaleHus (IEeUHCTAIIISIINN)
MPOTPaMMHOTO 00€CTICUEHUS;

€) mepeyeHb TpeboBaHUN K MPOPECCHOHATHHON MOATOTOBKE WM KBaNU(DUKAIIUK JIUII,
OCYIISCTBJISIONINX YCTAHOBKY (MHCTALIAINIO) M yIaJIeHUE (ICHHCTALIAINIO) MPOTPaMMHOTO
oOecrieueHus (TIpU HATTUIWH ),

) TEepeueHb MEp M CPEACTB 3aIIUThl OT HECAHKIIMOHMPOBAHHOI'O JOCTyMNa K
MPOTPAMMHOMY OOECIIEUECHUI0, a TAKXKE MEP MO OOECIEeUeHUI0 ero KubepOe30macHOCTH, B
TOM YHCIIE:

CBEJICHUS O MOTEHIHMAIbHBIX PUCKAaX BO3HUKHOBEHHS yrpo3 KuOepOe3omacHoCTH (
UJeHTUUKAIIS aKTUBOB, YTPO3 U YSI3BUMOCTEN, HHOE);

CBEJICHUSI O TIOPSJIKE OTPaHWYCHHS JTOCTYTA I BCEX YPOBHEH C YKa3aHHEM METOIOB,
KOTOPBIMH TaKO€ OTrpaHUYCHUE JOCTUTACTCA (JOCTYN TOJBKO IS JOBEPEHHBIX
N0JIb30BaTelIel, JOCTYI TOCPEACTBOM ayTeHTU(DUKAIIMY MTOJIb30BATENEH );

CTENCHh W BO3MOXKHOCTH BIUSIHUS YTPO3 M YSI3BUMOCTEH Ha (PyHKIIMOHATHHOCTH
IPOrpPaMMHOTO OOECTICUEHHS U MPEeTHA3HAYEHHBIX M0JIb30BaTENCH;

CBeJCHUS 00 WCIOJb30BAHUM ABTOMATHYECKHX METOJOB CHHXPOHHU3AIUU IS
3aBEpIICHUS] CEAaHCOB B CHUCTEME, €CIIM ATO HEOOXOAMMO IJisi CpeIbl HCIOJIb30BAHUS
MIPOTPaMMHOTO 00€CTICUCHUS;

CBeJleHUsT 00 HCIOJb30BaHHMM MHOTOYPOBHEBOW MOJEIW aBTOPU3AIUU H
g depeHnranyy mpaB Ha OCHOBE POJIH TTOJIb30BATENs HITU POJIA yCTPOMCTBA;

CBEJICHUS O TEXHHMYECKHX M MPOTPAMMHBIX CPEICTBax 3aIUThl, TPUMCHIEMBIX B
IPOrpaMMHOM 00€CTIeUeHUN;



HOPSZIOK MPOBEIEHUS MPOLEYphl ayTeHTU(UKALIUY T10JIb30BaTENs Mepe pa3pelieHueM
OOHOBJIEHUI MPOTPaMMHOI0 00ECHEYEHHs, B TOM YMCII€ 3aTPAaruBaIOMINX ONEPALMOHHYIO
CUCTEMY U MPUIIOKEHUS;

CBEJICHUSI O HEOOXOJAMMOCTHU MCIOJIb30BAHUSI CUCTEMATUUYECKUX MPOUEAYp IS
ABTOPHU30BAHHBIX [OJIb30BaTENEd IMpPU YCTAHOBKE (MHCTAIALMU) U OOHOBJIECHHUU
IPOrPaMMHOT0 00ECTICUEeHHUS;

CBEJICHUS O HEOOXOJIMMOCTH HCHOJIb30BAHUS CPEACTB 3AIIMTHI OT BPEIOHOCHBIX
nporpaMM (aHTUBHUPYCHOE IPOTPaMMHOE OOECIEUeHHE), €CJIM TaKhe CpeACTBa He
MpPEayCMOTPEHBI TMPOU3BOJUTENIEM MPOrPAMMHOIO OOECIEeUeHHs, KOTOPOE JOJIKHO
HCIIOJIb30BaTHCSl COBMECTHO C MHBIM ITPOTPaMMHBIM 00€CTIeUeHUEM;

CBEJIeHUs1 00 HUCTIOIB30BAHUM CPEICTB KpUITOrpaduueckoil 3amuThl nHGopmanuu (pu
HaJINYKH);

CBEJICHUSI 0 HEOOXOIUMOCTH HCMOJIb30BaHUsA QYHKIIMHU apXUBUPOBAHUS, PE3EPBHOIO
KonupoBaHus (AyOnupoBaHMs) JaHHBIX Ha CepBepax OpraHu3allud C M[OMOIIbIO
ayTeHTU(PUITUPOBAHHOTO MPUBUIIETUPOBAHHOTO MTOJIH30BATENS;

CBEJICHUS O CPEJICTBAX, IPUMEHAEMBIX ISl 3aIIUTH OT HE3aKOHHOTO PacipoCTpaHeHus (
MpY HATUYHH);

3) KJIMHUYECKHE PEKOMEHJAIMU, HUCIOJb3yeMble aJrOPUTMOM HPOTPAMMHOIO
oOecrieueHus (TIpU HATTUYHH ),

M) yKazaHue crocoba MoJydyeHHus MOJIb30BaTeleM CBEJACHUN O TEKyIllel Bepcuu
MPOrPaMMHOTO 00ECTICUEHHS U MOPSIOK €r0 OOHOBIICHUS;

K) IEpEeUeHb CTaHAPTOB, IPUMEHSIEMBIX POU3BOJUTEIIEM MPOTPAMMHOT0 00€CTIeUEHUSI.

III. ¥icropma obpamenns mporpaMMHOT0 00eceueHns, CBEAEHIA O TIOAOOHBIX M IIPEIBIIY X
BEpCHAX IPOrpaMMHOro obecriedeHus

3. Texuuueckuil paiin IOIKEH COAEPKATh CBEIEHHS O HAIMYUM WM OTCYTCTBUU
UCTOPHUH OOpalleHHs MPOrpaMMHOI0 00eCreYeHNs Ha MEXTyHAPOIHBIX PHIHKAX, B TOM YHCJIe
uH(OpMaLMI0O O MapKETUHIE, CIydasXx BO3HUKHOBEHHS HEOJArompusTHBIX COOBITHUH (
WHLHJICHTOB), CBA3aHHBIX C HUCIIOJb30BAHUEM IPOrPAMMHOIO OOECIIEYEHHS] U OT3bIBOB
IPOrpaMMHOI0 OOECIIEUEHHUsI C PbIHKA, a TAKXKe OINMUCAHUE KOPPEKTUPYIOUIUX JCHCTBUIA,
MPEANPUHATHIX B OTBET HA YKa3aHHbIE CIy4yau, U (UJIM) UX aHaIU3a.

4. B cimydae MCHOJb30BaHUS MH(OpPMALUMU O MOAOOHBIX WM MPEIbIIYIINX BEPCUSIX
MPOrpaMMHOr0 OO€ecleueHus JJisl J0Ka3aTelbcTBa COOTBETCTBUS OOUmMM TpeOOoBaHUAM
6e3omacHoCTH U A3(Q(PEKTUBHOCTH MEIUIIMHCKUX W3JIETUi, TPEOOBAHUAM K UX MapKUPOBKE U
AKCIUIYaTallMOHHOW IOKYMEHTAllM1 Ha HUX, yTBEpKAeHHbIM Pemennem Cosera EBpasuiickoit
PKOHOMUYECKOW Komuccuu oT 12 despans 2016 r. Ne 27 (manee — O6mmue TpeboBaHus),
TEXHUYECKUH (haiii1 TOHKEH CoAepKaTh KPaTKOe OMUCaHUE:

a) MpebIAYIINX BEPCUM MPOrpaMMHOIo obecreueHus (Mpy HaJTu4yum);



0) MOJIOOHBIX BEPCHM MPOTrpaMMHOI0 OO0eCTeUeHUs, HAXOMSAIIUXC B OOpaIeHnu B
pamkax EBpa3niickoro 3KOHOMHYECKOTO CO03a M Ha MEKIYHAPOHBIX PhIHKAX.

IV. ConpoBoguresHas FHGOpMaIHs

5. Texuuueckuit (haits1 JOJDKEH COJEPKaTh:

a) JaHHbIE O MAPKUPOBKE NMPOTPAMMHOI0 00ECIEUYEHHMS], €r0 MIEKTPOHHOIO HOCUTEINS U
YIaKOBKH (TIPOEKThl MApPKUPOBKH);

0) MHCTPYKIIUIO MO NPUMEHEHUIO (IKCIUTYyaTalMOHHYIO TOKYMEHTAIINIO) TPOrPaMMHOTO
obecrieueHusl.

V. IIpoexkTHpoBaHHe H pa3paboTKa IPOrpaMMHOTO obecIeYeHH

6. Texuuueckuii ¢aia MOIDKEH coaepKaTh MHOOPMAIIUIO O MPOIEccax KU3HEHHOTO
[MKJIa TPOTPaMMHOI0 oOecrnedeHus, BKIYas HHPOPMALUIO 00 OCHOBHBIX CTaJHsIX
NPOCKTUPOBAHUA U Ppa3pabOTKH MPOrPaMMHOIO OOECHeueHHs, KOTOpask MOKET
CONPOBOKJIATHCS CXEMaMU, PUCYHKAMH, THarpaMMaMi U NHBIMHU MMOSCHEHUSMH.

VI. IIpon3BOACTBEHHBIE ITPOLIECCH

7. Texanueckuii (aiia AOIDKEH coaepkaTh MH(OPMAINIO, MO3BOJISIIONIYIO MMOJIYYHUTh
oO1iee mpeAcTaBlIeHUE O MPOU3BOACTBEHHBIX Mporieccax. JlanHnas nadopmanus MOXKeT ObITh
npeAcTaBiieHa B BHJIE OJIOK-CXEMBbl MpPOILIECCOB, Jarolledl oliiee NpencTaBiIeHUE o
MPOU3BOJICTBE, 3aKIIOYUTEIBHBIX HCHBITAHUAX (MCCIEAOBAHUAX) MPOTPAMMHOTO
oOecreyeHusT M OKOHYATEJIbHOW YIMAaKOBKE 3JIEKTPOHHOIO HOCUTENS MPOTPaMMHOTO
oOecrieueHus (€ciu MPUMEHUMO).

VII. IIpou3BOACTBEHHEIE IUIOMAAKI

8. B TexHuueckoMm (aiisie ITOIKHBI OBITh UACHTU(UIIMPOBAHBI MPOU3BOJICTBEHHBIE
IJIOMIAIKK, Ha KOTOPBIX OCYIIECTBIACTCS MPOU3BOJCTBEHHAS JESATEIBHOCTh IO
nporpaMMHOMY oOecrniedeHnto. Eciau s maHHBIX TUIOMIAZA0K HMEIOTCS CepTH(HUKATHI
CHUCTEMbl MEHE)KMEHTa KaueCTBa, OTUETHl O MPOBEICHHBIX MHCIEKIUSIX HA COOTBETCTBUE
CHUCTEM TpeOOBaHUSIM CTAaHJAPTOB WJIM PABHOIICHHBIE JOKYMEHTBI, TO MX KOIHU JOJKHBI
OBITh MPUJIOKEHBI K TEXHUYECKOMY (pailiy.

VIII. Ceperns o coorBercTBHM OOIMM TpeGOBaHUAM

9. TexHuueckuil ¢ailn JOIKEH BKIHOYATh B CE€0S CBEJACHHUS O COOTBETCTBHUU
mporpaMMHoro obecrneueHuss OOIUM TPEOOBAHUSM.

IX. Pe3ynpTaThl aHaIu3a U YIPaBICHUA PACKOM



10. Texnuueckuit ¢ailn MODKEH COAEpkKaTh KPAaTKUH TEepedyeHb PHUCKOB,
UJICHTU(UITUPOBAHHBIX B MPOIIECCE aHalM3a PUCKA, U OMHCAHHUE CIOCOOOB yIpaBlICHUS
ATUMU PUCKAMHU B LEJSAX CHUXKEHHUS UX J0 JIOIYCTUMOI'O YPOBHS.

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
nporpaMMHoro odecrnedeHus: O0wmM TpeOOBaHUAM (B TOM YHCIIE 10 TPUMEHUMOCTH OO0IImX
TpeOOBaHMI):

a) pe3yabTaThl UCMBITAHUN (MCCIEAOBAaHUI) B UCTIBITATENbHBIX Ja0opaTopusix (IEeHTpax)
Y MEJIMIIMHCKHUX OpraHu3aliusx (KIMHUYECKUX LIEHTPaXx);

0) IPOTOKOJBI MPEABAPUTENBHBIX HUCIHBITAHUN (KCCIIeNOBaHUNM) MPOTrPaMMHOIO
oOecrieueHus (BKIIIOYAst OTYETHI O TECTHPOBAHUHU, BATUAAITNN U BepUPUKAIINHI TPOTPAMMHOTO
obecrieueHus1), UCIBITAHUM (MCCIIeI0BaHUI) MPOTPaMMHOTO O0OEeCIIeueHrs Ha TeCTOBBIX 0a3zax
JAHHBIX;

B) JeKkJiapalus (JeKaapaiii) 0 COOTBETCTBUM MPOrPaMMHOT0 00ecrieueHusl CTaH1apTam
U3 MEpPEeyYHs CTAHAAPTOB, B pE3yJbTaTe€ NMPUMEHEHUS KOTOPBIX Ha JOOPOBOJILHON OCHOBE
MOJIHOCTBIO WJIM YaCTHMYHO OOecreuyuBaeTCsi COOJIIOJICHHE COOTBETCTBUS MEIMLIMHCKUX
m3nenuii O6muM TpedoBaHUsIM 0€30MaCHOCTH U 3(P(PEKTUBHOCTH METULMHCKUX U3JEIUH,
TpeOOBAHMAIM K UX MAPKUPOBKE U IKCIUTyaTAITMOHHON TOKYMEHTAIIMU HA HUX (TMPUJIOKEHUE K
Pexomennanuu Komnnernu EBpaszuiickoit s3xoHoMuueckot komuccuu ot 4 ceHTssops 2017 r. Ne
17), nubo uHBIM CTaHIapTaM ¢ 0OOCHOBAHHEM MX MPUMEHEHUS;

r) 0030p OMyOJUKOBAHHBIX JINTEPATYPHBIX UCTOYHUKOB, COACPKALIUX UHPOPMALIHIO O
paccMaTpuBaEMOM MPOTPAMMHOM OOECTIEUEHUH WM MOJI00HOM TPOTPAaMMHOM OOECIICUEHUH.

12. Texnudeckuil ¢Gain JAOJIKEH COACPKATh OTYET 00 OOOCHOBAHMM KIMHUYECKOU
3¢ (HeKTUBHOCTH U 0€30MMACHOCTH TPOrPAMMHOI0 00ECIEYEHUS.

13. Texauueckuii daiii TOKEH coaepKaTh HHPOPMAITHIO O TPOBEACHHBIX KIMHUYECKUX
HCTIBITAHUSIX (MCCIIEIOBAHUSX), KPOME BBIBOJIOB, KOTOPHIE JOJKHBI BKJIIOUATh B C€0s1 OTUYETHI,
MIPOTOKOJIBI UCTIBITAHUH (MCCTIEAOBAHMI) B TIOJTHOM O00BEME.

Ipunoxenne Ne 5
K [IpaBunam npoBeneHus: KITMHUYECKUX
1 KIIMHUKO-Ta00PaTOPHBIX HCITBITAHIH
(uccneaoBanmii) METUIIMHCKUX U3EITAN

OOPMA
OT4eTa 0 KIMHAYECKOM UCIBITAHUU (MCCIIEIOBAHNH)
MEIHUIIMHCKOTO H3CIIHs

YTBEPX/JAIO

(PyKOBOAHTEIH METUIIITHCKOM



OpTaHHU3aLIH
(KIHHAYECKOTO EHTpa), (haMHIIHS, UM,
OTYECTBO,

MOJNHUCH (KOOPANHATOP-NUCCIIENOBATEb,
(hammus,

UM, OTYECTBO (IIPU HAJIMYMH), TOJIHUCH —
B
ClTyyae IPOBEACHHUSI MHOTOLIEHTPOBBIX
WCTIBITAHUT))

OTYET
0 KJITHUYECKOM HCIILITAHUH (UCCIICAOBAHUA) MEIUIIMHCKOTO H3/IEIIHST

(HaMMEHOBAaHUE MEIUITMHCKOTO M3/ICIIHS)
No or" " 20_ T.
1. CocraBien

(HaMMEHOBaHUE M a/IPeC MECTa HAXOXKICHUS METUITMHCKONW OpraHu3aIiuy (KITMHIIECKOTO
LIEHTpA))
2. ITomHOMOYHMS Ha MPOBEICHUE KIMHUYCCKOTO UCIIBITAHUS (MCCISIOBaHM)

3. PaspemieHne Ha TpOBEJCHHE KIMHUYECKOTO HMCIBITAaHUS (HMCCISIOBAHUA)
MEIUIIMHCKOTO U3Jeus (3a HCKIIOYEHUEM NPOTPaMMHOI0 OOecredeHus, SBISIOMIEroCs
MEJIUIIMHCKUM H3JIeJIUEM), WU CBEACHHUS 00 YBEIOMJICHHH O MPOBEICHUU KIMHUYECKOTO
UCTIBITAaHUS (MCCIIEAOBAHUS) MEAUIIMHCKOTO HW3JACHUs (i1 MPOTPpaMMHOI0 OOecIeueHus,
SIBJISIFOIIETOCS MEIUIIMHCKHUM HM3JICJIMEM), UM PEKBU3UTHI PEECTPOBOM 3aMuCH B peecTpe, B
KOTOPBINA BHOCSTCSI CBEJICHUS O BBIJIAHHBIX Pa3peIICHUAX U MPEICTaBICHHBIX YBEIOMIICHUIX
O MPOBEACHUMU KIMHUYECKUX WU KIMHUKO-TA0OpPATOPHBIX HUCHBITAHUU (KMCCIIEIOBAHUM)
MEIUIUHCKUX U30eITUHN

4. Ilepnon npoBeIeHHS] KIMHUYECKOTO UCTIBITAHUS (UCCIIEIOBAHMS)

5. HaumeHoBaHuE 1 aJipec MECTa HAXOXKICHUS MPOU3BOIATEIIS

6. HaumeHoBaHMe U aipec MecTa OCYILECTBICHUS JEATEIbHOCTH MPOU3BOICTBEHHON
IJIOMIAIKHU (TTPOU3BOICTBEHHBIX TLJIOIIAIO0K )
7. HaumeHnoBaHue U aipec MecTa HaXOXKISHUSI 3assBUTEIS

8. HaumeHoBaHHE U aJpec MeCTa HAXOXICHUS YIOJTHOMOYEHHOTO MpPEACTaBUTEIS
POU3BOJUTENS (TIPU HATUYHH)

9. HanHble 00 HcclienoBaTelNsIX, KOOpAMHATOpE-UCcienoBarelie (Mpyu HaJTudun)




(bamummst, UMs, OTYECTBO (TIPU HAIUYUHN), MECTO PabOTHI, TOKHOCTD, YUeHasi CTEIEHb (
3BaHue) (IPU HATTUYHH))

10. UnenTudukanust ¥ omucaHue MCCIEAYEMOT0 MEIUIIMHCKOTO W3JENHsI, BKIIOYas
nepedyeHb MojeNiel (Mapok) MEIUIMHCKOro u3enus (B TOM YHCIE HX COCTaB H
MIPUHAJIJICAKHOCTH ), HA KOTOPbIE PACIPOCTPAHAIOTCS PE3yJIbTaThl KIMHUYECKOTO UCTIBITAaHUS (
ucciaeaoBanus) (MIpU HAJTUIUH)

11. HazHaueHne MEIUIMHCKOTO U3AETUS

12. Kiacc moTeHIMaabHOr0 pucKa MPUMEHEHUSI MEIMITUHCKOTO U3ACIUs

13. Kox Bu1a MEAMIIMHCKOTO U3/ENIHS B COOTBETCTBUN C HOMEHKIATYPO MEIUIUHCKHUX
W3JEeNU, IPUMEHSIEMON B paMKax EBpa3uilcKoro 3JkOHOMHYECKOT0 COK3a

14. HGJII/I N THUITOTC3bI KIIMHUYCCKOT'O MCIIbITAHHUA (I/ICCJICILOBaHI/IH)

15. Cxema KIMHUYECKOT'O HUCIBITAaHUS (I/ICCJIG,ZIOBaHH}I), BKJIFO4Yas OIIMCAHUC KOHCYHBIX
TOYECK

16. KonnuecTBo cyOBEKTOB KIMHUYECKOTO UCIBITaHUS (HMCcienoBaHus) (B ciaydae
MPOBEJACHUSI MHOTOIEHTPOBBIX HCHBITAHUN (MCCIEIOBAaHUM) KOJIUYECTBO CYOBEKTOB
KJIMHAYECKOTO HCHIBbITaHHUSl (UCCIEOBAHUSA) B KaXJIOW MEIUIIMHCKOW oOpraHu3zanuu (
KJIMHUYECKOM LIEHTPE)) MO0 CBEACHUS O MOJYYEHHBIX B XOJAE JUATHOCTUKH, JEUECHUS,
peaduIuTallid MEIWIIMHCKUX JaHHBIX TAIMeHTOB, BEPUPUIMPOBAHHBIX MEIUIIMHCKON
opraHuzanueil (KIMHAYECKUM HEHTPOM) (IIJIsi MPOrpaMMHOr0 00ecTieueHusl, SBISIOIIETOCs
MEJIUIIMHCKUM U3]ICTTUEM )

17. KonmyecTBO 00pa3loB HCCIACAYEMOTO MEIMIIMHCKOTO H3JEIUS M X
UJIeHTU(UKAIIMOHHBIE TPU3HAKU (MapKa, MOJENb, BEpCHUsl MPOTPAMMHOr0O OOecTedeHus,
Macca, 0o0beM, JaTa TPOU3BOJICTBA (M3TOTOBJIEHHUS), CPOK TOMHOCTH (CPOK CIyKOBbI),
KaTaJIOXKHBI HOMEP, 3aBOJACKOM (cepuiiHblil) HOMep (HoMep cepuu, maptuu (jJota)) u ap.) (

€CJIM IPUMEHUMO)

18. Menuiuuckue opraHu3alnuyl (KJIMHUYECKHUE IIEHTPHI), B KOTOPBIX MPOBOJUIOCH
KIMHUYECKOE HCHbITaHue (ucciaenoBaHue) (11 MHOTOIEHTPOBBIX HCHBITAHUM  (
HCCIIETIOBAHU))

19. Craructuueckun obpaboTaHHbIEC JaHHBIE MO KOHEYHBIM TOUYKAM KIUHUYECKOTO
UCIIBITaHUS (UCCIIEIOBAHMS)

20. IloarBepxaeHHbIE (OTKIOHEHHBIE) THUMOTE3Bl MO pe3ysibTaTaM IPOBEICHUS
KJIIMHUYECKOT'O UCTIBITAHUS (MCCIIeI0BaHUs)

21. BI)IBO,ZII)I 10 pe3yJibTaTaM IIPOBCACHHUA KIIMHUYCCKOI'O UCIIbITaAHUA (I/ICCJ'IG,ZIOB&HHH)




[Toanucu pykoBoAUTENEH MEAUIMHCKUX OpraHU3alyi (KIIMHUYECKUX LEHTPOB) (B ciiydae
MIPOBEICHHS] MHOTOLICHTPOBBIX UCIIBITAHUH (MCCIIEJOBAaHU)):

(bamuusi, uMst, OTYECTBO (TIPU HAJTMYUHU), MECTO pabOThI, JOJDKHOCTD, YU€HAs CTENEHb (
3BaHue) (IpU HATTUYHH))

(bamunusi, uMsi, OTYECTBO (TIPU HAJIMYUU), MECTO pabOThI, JOJKHOCTD, YU€HAs! CTETEHb (
3BaHue) (MIPU HATUYHUN))
IToanucu uccienoBaTeicu:

(pamunus, uMsi, OTYECTBO (IIPU HATMYHWN))

(bamMumnus, uMs, oT4eCcTBO (IIPU HATTUYHUH))

[Tepeuenb npunaraeMbix 10KYMEHTOB:

1) mporpamMma KJIMHUYECKOTO UCTIBITAHUS (MCCIIEI0BaHMUS );

2) nepBUYHbBIC TAaHHBIC KIMHUYECKOTO UCTIBITAHUS (MCCIEA0BaHUA);

3) Komus pa3zpenieHrs Ha MPOBEICHUE KIMHUYECKUX UCTIBITAHUM (MCCIEI0BaHUN);

4) KOs 3aKJIIOYCHUST KOMUTETA 10 ITUKE;

5) uaopMUPOBAHHOE COTIIACHE;

6) Opoliropa ucciaea0BaTeNs;

7) oOpa3iubl U 3anodHEHHbIE (POPMBI MHIAMBUAYAIBHONU PETHUCTPALIMOHHOW KapThI,
JTHEBHUKOB M BOIPOCHHUKOB;

8) TexHU4eCcKui (Paill Ha MEIUIMHCKOE U3/ENINE, COAEPKaHUE KOTOPOTO COOTBETCTBYET
TpeOOBaHUSIM COTJIaCHO TpuiiokeHuto Ne 3 (mimsg MEIMIIMHCKUX U3JAENHH, KpoMme
MPOrPaMMHOT0 OOeCTeUYeHUs] U MEIUIIMHCKUX W3JETUN JJIsi TUArHOCTUKH In Vitro) Wi
npuioxkeHuto Ne 4 (mms mporpaMMHOTO OOECIEeUeHHMs, SBIISIIONIETOCS MEIUITMHCKUM
u3aenuem) K [lpaBuwiam npoBeaeHUs KIMHUYECKUX U KIMHUKO-T1a00paTOPHBIX UCTIBITAHUH (
MCCIIEIOBAHUIN) MEAUIMHCKUX U3Jenuid, yTBepxkAeHHbIM Pemennem CoBeta EBpaszuiickoit
PKOHOMHUYECKON komuccuu ot 12 depans 2016 r. Ne 29, 3a uckiroueHueM CBOWCTB U
XapaKTepUCTUK 0e30MacHOCTH U 3 (PEKTUBHOCTH METUIIMHCKOTO U3JIEIHS, KOTOPBIE TOKHBI
OBITH OMpe/IeICHBI B pe3yIbTaTe MPOBOAUMOr0 KIMHUYECKOTO UCTIBITAaHUS (MCCIIeI0BAHNUSA);

9) popma nepedHst HEONMATONPUATHBIX COOBITUM (MHIIUJEHTOB), B CJIy4ae BOSHUKHOBEHUS
KOTOPBIX HEO0OXOIWMO COOOIIUTH B YMOJHOMOYEHHBIM OpraH (C yKa3aHHEM CpPOKOB
HaIpaBJICHUS COOOIIECHUS), a TAKXKE OTYET O HEOJArOMpPHUSTHBIX COOBITUAX (MHIUICHTAX),
BO3HUKIIIHNX B XOJI€ KIIMHUYECKOTO UCIBITaHUS (MCCIEIOBAaHMS), BKIIOUAOIIUN B TOM YUCIE
CBEJICHUS] O HEOJIarOmpHUsATHBIX COOBITUSAX (MHUIUIEHTAxX), O KOTOPHIX OBLJIO COOOIIEHO B
YIIOJITHOMOYEHHBINA OPraH (C yKa3aHUEM CPOKOB HAIPaBIICHUS COOOIICHU);

10) 3asBIEeHHE O MOJYYEHUHU pa3pellieHUs] Ha TPOBEJACHUE KIMHUYECKUX HCTBITAHUH (
HCCIIEIOBAHUM ) METUITMHCKOTO U3/,



11) otuer 0 HemoOCTaTKaX MEAUIIMHCKOTO W3AENHS, BBISIBICHHBIX B X0OJI€ KIIMHUYECKOTO
UCTIBITaHUsI (UCCIICIOBAHMUS);
12) npomMexKyTOUHBINA OTYET O KJIMHUYECKOM UCIBITAaHUU (MCCIEIOBAHUH ) MEAUIIUHCKOTO

u3zienus (Mpy HaJTu4dun).

Ipunoxenne Ne 6
k [IpaBunam npoBeneHUs KIMHUYECKUX
Y KIIMHAKO-1a00paTOPHBIX UCTIBITAaHUH
(uccreoBaHM) MEAUITMHCKUX M3/1EINI

TPEBOBAHUA
K COZIep>KaHMIO IPOrpaMMEl KIIMHUKO-I1a00pPaTOPHOTO HCIBLITAHUA (MCCIIEHOBAaHIA) METUITAHCKOTO
H3JIeJAA [UIA JUArHOCTHKH in Vitro

I. OOmee onmcaHre MEIUIIMHCKOTO M3EINA i1 IHArHOCTHKH in vitro

1. IIporpamma KIMHHUKO-T1a00PATOPHOTO UCTBITAHUS (MCCIEAOBAHMS) MEAUIIMHCKOTO
U3JIEHS JIs1 TUATHOCTUKH 1N VItro JOJKHA COJIePKaTh CIETYIONIYI0 HH(POPMAIIHIO:

a) HaHMEHOBAHUE MEIUIIMHCKOTO U3ACNIHS Il JUarHOCTHKHU 1N VItro;,

0) HaMMEHOBaHUE TTPOU3BOAUTEIISA, €TO MECTO HAXOXKACHHUS (aIpec IOPUIUIECKOTO JTUIA)
— JUISl FOPUIAYECKOTO JIMIA WK haMIIIUSL, UMSI, OTYECTBO (MPU HAIMYUH ), MECTO JKUTEIbCTBA
— 1 (QU3MYECKOTO JWIla, 3apETHUCTPUPOBAHHOTO B KA4YECTBE WHIMBUIYAIBHOTO
npeANPUHUMATES;

B) HAMMEHOBAHKE 3aBUTENIS, €M0 MECTO HAXOXKCHUS (aApec IPUANYECKOTO JULA) — JJIsI
IOPUANYECKOTO JIUIA WU haMuiIusi, UMsi, OTYECTBO (MPU HATTUYHH ), MECTO KUTEIbCTBA — JJIS
(bu3MYeCKoro JIMIla, 3aperuCTPUPOBAHHOIO B KQU€CTBE UHAUBUIYAIILHOTO MPEAPUHUMATEIIS,
CBEJICHUS O TOCYJIApCTBEHHOW PErHCTpAlMK IOPUIUYECKOTO JUIA UK (PU3NYECKOTo JIUIIA,
3apEruCTPUPOBAHHOTO B KAayeCTBE WHIAMBUIYAJbHOTO TMpPEANPUHUMATENS, a TaKKe
KOHTaKTHbBIC JaHHBIC 3asiBUTENS (HOMep TenedoHa, aapec AIeKTPOHHOM MOYTHI);

I') HAMMEHOBAHHUE YIOJHOMOYEHHOTO MPEICTAaBUTENS TPOU3BOIUTENS (IIPU HAJTUYUH), €T0
MECTO HaXOXJEHUS (aIpec IOPUINIECKOTO JIUIA) — JIJIs1 FOPUINYECKOTO JINIA Wik HaMuIIns,
UMsl, OTYECTBO (MpPU HAJIUYHMHU), MECTO S>KUTEJIbCTBA — I (PU3UUYECKOrO JIHULA,
3apEeTUCTPUPOBAHHOIO B KAUE€CTBE MHAUBUIYAJIbLHOIO MPENPUHUMATEIS;

1) ONMCaHKe U Ha3HAYEHUE MEUITMHCKOTO U3/IeNuUs ISl TUarHOCTUKY N VILro;

e) uHdopmanus, MO3BOIAONIAS UACHTUPUIUPOBATH MEIUIIMHCKOE HU3JEIUe s
JTUArHOCTHUKY IN Vitro, B TOM YHUCJIe HOMEpP MoJenu (MapKu) MEIUIIMHCKOTO u3Aenus (Tpu
HaJU4YUM) WIK YKa3aHWe UACHTHU(PUUUPYIOLWEro HOMepa MOAENH (MapKu) MEAUIUHCKOTO
WA3eIUs O JUarHOCTHKU 1N VILro;

) BUJl MEIMIMHCKOTO M3JENHS JJsi AUACHOCTUKU INn VIro B COOTBETCTBHUH C
HOMEHKJIATypOol MEIULIHWHCKUX W3JeNul, NPUMEHSIEeMOW B pamkax EBpasuiickoro
AKOHOMHYECKOTO COI032;



3) XapakTepucTUKa oOpasIoB WM MPOO, UCIOIb3YEMbIX B KIMHUKO-TA00paTOPHOM
UCTIBITAaHUH (MCCIICIOBAHNH );

M) KJIacC MOTEHIMAIIBHOTO PHCKA MPUMEHEHUS U MPUMEHUMBIC KJacCU(UKaIMOHHbBIE
npaBWJIa B COOTBETCTBUHM C IIpaBmiamu KiaccupUKAIMM MEIUIIMHCKUX HW3JCTUN B
3aBUCHUMOCTH OT IMOTCHIIMATBHOTO pPHUCKAa NPUMEHEHHWS, YTBEPKJACHHBIMU PemeHnem
Komnneruu EBpasuiickoii s5koHOMHYECKON KoMuccuu ot 22 aexadpst 2015 . No 173;

K) OOBSICHCHHE HOBBIX CBOWCTB W XaPAKTEPUCTUK MEAUIIMHCKOTO H3ICIUS IS
IUArHOCTUKH In VILro.

II. JlaHHBIE O KIIMHHAKO-IA00paTOPHOM HCIBITAHHH (HCCIIC0BAHNH) MEIUIMHCKOTO M3AEIHS IS
JHArHOCTHKH in vitro

2. IlporpaMmmMa KJIMHUKO-TA00PAaTOPHOTO MCIBITAHUS (MCCIEIOBAHMS) MEIULIIUHCKOTO
W3NS U TUArHOCTUKH 1N VItro OJDKHA COAEPkKATh CIEIYIONTY0 HH(HOPMAITHIO:
a) 11eJIb U 33J1a4¥ KJIMHUKO-1a00paTOPHOTO UCTIbITAaHUS (MCCIIeI0BaHNUS );

0) HaMMEHOBAaHWE U aJpec MECTa HAXOXIACHUS MEIUIMHCKOW opraHu3anuu (
KIMHUYECKOTO I[eHTpa) (MEOUIIMHCKUX OpraHu3anuii (KJIMHUYECKUX IIEHTPOB)),
NpUHUMAaKOIEel (MPUHUMAKOIINX) yYacThe B KIWHUKO-TA00pPaTOPHOM HCHBITAaHUU (
HCCJICIOBAHUM );

B) MecTO (MecTa) MpOBEICHUsI U3MEepeHUM (aHanu3a) (€CIM HE COBIAJAET C aIpecoM

MeCTa HaXO0XJIECHHUS MEIUITMHCKON OpraHu3aliuy (KJIMHUYECKOTO IIEHTPA));

') METO/bl aHAIHN3a JAHHBIX;

1) CTATUCTUYECKUE YPOBHU 3HAYUMOCTHU;

€) pa3Mep BBIOOPKHU ISl OLIEHKH MOoKa3aTesael KIMHUYeCKor 3 PpeKTUBHOCTH;

) Orosiorndeckas peepeHTHast MOMmyJIsIus HaCeJICHHUS;

3) KPUTEPHUH TIPUTOTHOCTH P00, 00beM 00pa3IoB U KPUTCPUH UCKIIOUCHHS 00pa3IloB;

1) JAeTaJIM MPEAHATUTUYECKOIO JTara;

K) TIPOLIETyPHI CIETBIX MPO0;

J) ydeT BO3JeUCTBUS (aKTOPOB MHTEP(HEPEHIINHU, BHI3BAHHBIX YCIOBUSMH B3SITHUS
00pa3loB WM MAaTOJOTUYECKUM ((PU3MOJIIOTUYECKHUM) COCTOSIHUEM JOHOpa MpoObl MO0
JICYCHHUEM;

M) BBIOOp U 0OOCHOBaHHE METO/1a CPAaBHEHNS;
H) MPONEAYPHI KATMOPOBKHU, BKIIIOYAsI IAHHBIE TI0 MTPOCIEKUBAEMOCTH KaTuOpaTopoB;
0) KpUTEPUU JJIsI POBEICHUS TIOBTOPHOTO TECTA U UCKIIIOUEHUS JTAHHBIX;

1) COOTBETCTBYIOIIUE MEPHI IS MPEAYTIPEKACHHS prcka HHPUITUPOBAHUS TOJTH30BATEIIS.
IIpunoxenue Ne 7
K [IpaBunam nposenexus
KITMHAYECKUX U KIMHUKO-
1ab0PaTOPHBIX UCTIBITAHUN
(uccnemoBaHuil) METUITUTHCKIX
H3JIETUH



®OPMA
0T9eTa 0 KIMHAKO-1a00paTOPHOM HCIIBITAHUHM (HCCICIOBAHUM)
MEIUITMHCKOTO H3IeIN U JHArHOCTHKH in Vitro

YTBEPXIAIO

(pyKOoBOAMTENH MEAUIIMHCKON
OpTaHH3aIIH
(KIMHUYECKOTO 1IeHTpa), paMIITHsL, UM,
OTYECTBO,

MOJNUCH (KOOPANHATOP-NUCCIIE0BATENb,
hammms,

M1, OTYECTBO (TIPH HAIWYHHN), TOIITUCH —
B
clly4ae pOBECHUS MHOT'OIIEHTPOBBIX
UCTIBITAHUI))

OTYET
0 KIIMHUKO-Ta00paTOpHOM HUCIIBITAHUH (HCCICOBAHNH)
MEIUIIHHCKOTO M3ENH U AHArHOCTHKH in Vitro

(HaMMEHOBaHUE METUIIMHCKOTO U3ACIHS JJIsl IMATHOCTUKY 1N VILro)
No or" " 20_ T.
1. CocraBieH

(HaI/IMGHOBaHI/IG " apcC MCCTAa HAXOXKICHUA MGHHHHHCKOﬁ OpraHu3anmnu (KJ'II/IHI/IIIGCKOI“O

LIEHTpa))
2. ITomHOMOYMS Ha MPOBEICHUE KIIMHUKO-T1a00paTOPHOTO UCTIBITAHUS (MCCIICIOBAHMS)

3. Pa3pemnienune Ha mpoBeneHNE KIMHUKO-T1a00PATOPHOTO UCTIBITAHUS (UCCIIEOBAHNS)
MEIUIIMHCKOTO W3JENUs [ JUArHOCTUKHU In Vitro (Ipu MPOBEACHUU WHTEPBEHIIMOHHOTO
KIIMHUYECKOTO uccienoBaHus 3(PGEeKTUBHOCTH), WIM CBEICHUS 00 YBEIOMIICHUH O
NPOBEIECHUH KIIMHUKO-TA00PATOPHOIO UCTIBITAHUS (MCCIEOBAHUS) MEAUIIMHCKOTO U3EIHUs
JUISL TUAarHOCTUKHU 1N VItro, Wi PEKBU3UTHI PEECTPOBOM 3amucu B peecTpe, B KOTOPBIU
BHOCSATCSl CBEJICHUSI O BBIJJAHHBIX pa3pelICHUSX M MPEIACTABICHHBIX YBEIOMIICHUSX O
MPOBEJICHUU KIMHUYECKUX WM KIMHUKO-TA0OPATOPHBIX MCIBITAHUN (MCCIEOBAHUMN)
MEIULMHCKUX U3ETINN

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

5. HaumeHnoBaHue u aapeC MECTa HAXOXACHUS ITPOU3BOANTCIIA




6. HaumMeHoBaHuEe M aJipec MeCTa OCYIIECTBICHHUS JAEITEIbHOCTH MPOU3BOJACTBEHHOM
TJIOMIAAKHU (TTPOU3BOJICTBEHHBIX TLIOIIAIO0K )

7. HauMeHoBaHuME U aJipec MecTa HaXOXKICHUS 3asBUTEIIS

8. HaumeHoBaHMe M aJipec MecTa HAXOXJEHUS YIOTHOMOYEHHOTO MPEIACTABUTEIS
MPOU3BOIUTENA (MIPU HATTUYUN)

9. lanHbie 00 uccneaoBaTeNsaxX, KOOpAUHATOPE-UCCiIe0BaTeNe (Mpy HATUYHUN )

(bamummst, UMs, OTYECTBO (TIPU HATUYWHN), MECTO PabOTHI, TOKHOCTD, YUeHAs! CTEIEHb (
3BaHue) (MIPU HATUYUN))

10. Mnentudukanus ¥ ONUCAHUE HCCIEAYEMOTO0 MEIUIMHCKOTO H3JSTUS IS
JIMArHOCTUKHY INn Vitro, BKIIIOYasi IepevyeHb Mojeliel (MapoK) MEAUIIMHCKOTO u3zenust (B ToM
Yyuclie UX COCTaB M MPUHAJICKHOCTH), HA KOTOPBIE PACIPOCTPAHSIOTCS PE3YIbTaThI
UCTIBITaHUs (MCCaeA0BaHMs) (IPU HATUYHUN)

11. Haznauenwue MCAMIOHUMHCKOI'O U3ACIHUA OJI1 JUMarHOCTHUKH in vitro

12. Kiacc mOTEHIIMANBLHOTO pHCKAa NMPUMEHCHHUS MEIHIIMHCKOTO H3ISIHS IS
JTUArHOCTHKH 1N VILro |

13. Kox Buma MEAUIIMHCKOTO U3/CIIHS B COOTBETCTBUU C HOMEHKJIATYPOU MEIUITMHCKIX

U3JICIINH, MPUMEHSIeMOM B paMkax EBpa3uiicKoro 3KOHOMHYECKOT0 COr03a

14. llenu KIMHUKO-TA00PATOPHOTO UCTIBITAHUS (MCCIICIOBAHU)

15. Be16op 1 000CHOBaHHE METO/Ia CPAaBHEHUS

16. Pazmep BBIOOpKU AJIsi OLICHKHU MOKa3aTesleld aHaJIUTUYECKOW M KIMHHYECKOU

3¢ HEKTUBHOCTH (T10 TPUMEHUMOCTH )
17. KonugecTBO 00pa3IioB UCCIEAYEMOTO METUIIMHCKOTO U3ACIHS JIJI1 JUATHOCTUKH 1N
vitro U uUX uJAeHTUPUKAIIMOHHBIE MpU3HAKU (Mapka, MOJEeNb, Macca, o0beM, Jara
IPOU3BOJICTBA (M3TOTOBJICHUSA), CPOK TOJHOCTU (CPOK CIY>KObI), KaTaJIOKHBIM HOMED,

3aBOJICKOM (cepuiHbIN) HOMEp (HOMEp cepuu, mapTuu (Jiota)) u Ap.) (€C’au IpUMEHUMO)

18. MenuiuHcKkue opraHu3alnuu (KJIMHUYECKHE IIEHTPHI), B KOTOPBIX MPOBOJIUIOCH
KJIMHUKO-1a00paTOpHOE HCTIbITaHNE (MCCIIeIOBAaHKe), M (MJTM) MECTa TIPOBEICHUS U3MEPECHHM
(ecnru oTnMYAIOTCS OT ajpeca MecTa HaxOXKAEHUS MEIUIMHCKON opraHuzanuu (
KIIMHUYECKOTO LIEHTPA))




19. Cratuctuuecku oO6pabOTaHHBIE JAaHHBIE KIMHUKO-T1a00paTOPHOTO HCIBITAHUS (
HCCIICIOBAHMS)

20. OueHka 3asABICHHBIX XapaKTEPUCTUK M TOJYUYEHHBIX pPE3yJIbTaTOB
KJIMHUKO-JIA00PaTOPHOTO UCTIBITAaHUS (MCCIEIOBAHNUS )

21. BeIBOABI O 3asBJICHHBIX XapaKTEPUCTUKAX MEAUIIMHCKOTO U3AEIUS ISl JUATHOCTUKU
in vitro Mo pe3yjabTaTaM MPOBEACHUS KIMHUKO-Ia00paTOPHOTO UCIBITAHUS (MCCIEAOBAHUS)

[Toanucu pykoBoAUTENEH MEAUIIMHCKUX OpraHu3aluil (KIMHUYECKUX IIEHTPOB) (B Cy4dae
MPOBEJICHUS] MHOTOIIEHTPOBBIX UCTIIBITAHUH (MCClIe0BaHuU)):

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

(bamunusi, uMst, OTYECTBO (TIPU HAJIMYUU), MECTO pabOThI, JOJKHOCTD, YU€HAs CTENEHb (
3BaHue) (TIPU HAJTUYHH))
[Tonmmcu ucciaenoBaTenei:

(pamunus, uMsi, OTYECTBO (IIPU HATMYHUN))

(dbamMumnus, umsi, oT4eCTBO (IIPH HATTUYHUH))

[Tepeuensb npunaraeMbix 10KYMEHTOB:

1) mporpamma KJIMHUKO-I1a00paTOPHOTO UCTIBITAHUS (MCCIIEIOBAHNUA);

2) nepBUYHbBIC TAaHHBIEC KIMHUKO-1a00paTOPHOTO UCTILITAHUS (MCCIICIOBAHMUS);

3) xomusi pa3penieHs Ha MPOBEJACHUE KIMHUKO-IA0OpaTOPHOTO HCHBITaHUS (
uccienoBanus) (MpU MPOBEACHUM HWHTEPBEHIIMOHHOTO KIMHUYECKOTO MCCIE0OBAHUS
3¢h(HEeKTUBHOCTH);

4) xomus 3aKJIIOUYCHHUS KOMUTETA IO ATHKE (MPH MPOBEJACHUM HMHTEPBEHIIMOHHOIO
KIIMHUYECKOTO HCClIeIoBaHus 3 (HEKTUBHOCTH ),

5) undopmupoBanHoe coriacue (Mpu MPOBEACHUU MHTEPBEHIIMOHHOTO KIMHUYECKOTO
uccienoBanud 3P(EKTUBHOCTH W NPU NPOBEICHUU HUCIBITAHUN (MCCIENOBaHUN) C
UCIIOJIb30BAaHUEM IIEJICHANPABIEHHO OTOOPAaHHBIX 00Pas3IloB);

6) Opomurtopa uccienoBarens (Ipu MPOBEICHUU UHTEPBEHIIMOHHOTO KIMHUYECKOTO
uccienoBanus YPpPeKTUBHOCTH);

7) oOpa3ibl ¥ 3anmojdHEeHHbIE (POPMBI MHIAMBUAYAIHHONW PETUCTPAIIMOHHOW KapThI,
JTHEBHUKOB W BOMPOCHUKOB (TP TPOBEICHUU HWHTEPBEHIIMOHHOTO KIWHUYECKOTO
uccieaoBanus 3PpGeKTUBHOCTH);

8) TexHMUecKuil (haity Ha METUIIMHCKOE M3JENHE IJIs1 TUArHOCTHUKH in Vitro, comepKaHue
KOTOPOTO COOTBETCTBYET TpeOOBaHUSIM coriacHo mpuioxkeHuto Ne 5 k TpeOGoBaHUSIM K
BHEJPEHUIO, MOAACPKAHUIO U OIEHKE CHCTEMbl MEHEIKMEHTa KadeCTBa MEIUIIMHCKUX



M3JEeIUid B 3aBUCUMOCTH OT IOTEHI[MAIBHOTO PUCKA UX NPUMEHEHHS, YTBEPKICHHBIM
Pemenuem Coera EBpasuiickoii skoHomudeckoit komuccuu oT 10 Hosi0psa 2017 1. Ne 106, 3a
HCKIIFOUCHHEM CBONCTB M XapaKTEPUCTUK 0e30macHOCTH U d(P(HEKTUBHOCTH METUITUHCKOTO
U3Jenus, KOTOpbIE [IOJKHBI OBITH ONpEAeJeHbl B pe3yJbTaTe MPOBOJAUMOTO
KJIMHUKO-1a00paTOPHOr0 UCIIBITAHUS (MCCIEA0BAHMS);

9) popma nepedHst HEOMATONIPUATHBIX COOBITHM (MHITUJECHTOB), B ClIy4ae BOSHUKHOBEHUS
KOTOPBIX HEOOXOJAMMO COOOIIUTh B YIMOJHOMOUYEHHBIA OpraH (C yKa3aHUEM CPOKOB
HaIpaBJieHUs COOOIIEHUs), a TAaKXKE OTYET O HEOJAroNmpUATHBIX COOBITUSX (MHIIUACHTAX),
BO3HHUKIIUX B XOJ€ KIMHUKO-Ia00pAaTOPHOTO UCHBITAHUS (MCCIEIOBaHUS), BKIIOYAIOIINMA B
TOM YHCJI€ CBEJCHUS O HEOJArONMPHUATHBIX COOBITUAX (MHIUICHTAX), O KOTOPBHIX OBLIO
COOOIIEHO B YIIOJHOMOUYEHHBIN OpraH (C yKa3aHHUEM CPOKOB HaIlpaBJIECHUSI COOOIICHMUS);

10) 3asiBiieHME O MOJIyYEHHM pa3pelICHUs] HA MPOBEICHUE KIMHUKO-Ta00PATOPHBIX
UCHIIBITAHUH (MCCIIeI0BaHU) MEAUIIMHCKOTO U3Jeus (IIpU MPOBEACHUN WHTEPBEHLIMOHHOTO
KIIMHUYECKOTO HcciieoBanus 3p(HEKTUBHOCTH);

11) oTyer O HemocTaTKaXx MEIUIMHCKOTO H3JENHs, BBIABICHHBIX B XOJ€
KJIMHUKO-1a00paTOPHOT0 UCIIBITAHUS (MCCIEA0BAHMS);

12) mpoMeXyTOYHBIA OTYET O KIMHUKO-TA00paTOPHOM UCTBITAHUH (UCCIIEIOBAHUN)

MEJIUIIMHCKOTO U3EIUS sl AMArHOCTUKY 1n Vitro (Mpy HaJW4uK).

ITpunoxenne Ne 8
k [IpaBuiam npoBeaeHNs KITMHUYECKUX
Y KIIMHAKO-Ta00PaTOPHBIX UCTIBITaHUH
(uccrnenoBaHMi) MEANIIMHCKUX M3ISIHH
(dbopma)

B ynonHoMmoueHHbII opran
(3KCTIePTHYIO OpTaHU3aIHUIO)
rocyaapcTBa — wieHa EBpasuiickoro
9KOHOMHYECKOTO COI03a

(HaMMeHOBaHUE YIIOJTHOMOYCHHOTO
opraHa
(3KCTIepTHOM OpraHU3aIlNH) TOCYAapCTBa
— YJieHa
EBpazuiickoro s5KOHOMUYECKOTO COI032)

SASIBJIEHUE

O IOJIYy9€HHH PAa3pCIICHUS Ha ITPOBEACHHUC KIIMHAICCKHAX HCTIBITAHUH (HCOJIC,T.[OB&HHﬁ)
MCIOHUIINHCKOI'O U3OCIIHNA

I. CBenerns 0 MEIUIIMHCKOM H3IETAHN

1. HauMeHoBaHKMe MEIULIMHCKOTO U3ACIUS
2. HasHaueHue MeIUIIMHCKOIO U3AEIINs
3. Krnacc noreHImanbHOro pucka NpUMEHEHMsI METUITUHCKOTO U3eIHs



B cocrase MCIUIHUHCKOI'0 U3AC/Iusd UMECTC JICKAPCTBEHHOC CPEIACTBO

?

Mogens (Mapka) MEIUIITHCKOTO U3/IeIHs, €€ COCTaB M MPUHAATICKHOCTH

Ne HaumenoBanue
Monenn (mapxa)

I. MEIUIMHCKOTO H3Aenus (
IIPU HAJIMYHN)

2. Cocras (TIpy HAJTUYUH)

3 [Ipunaanexuoctu (pu

HaJTMYUH)

CBCHCHI/ISI O IPOU3BOAUTCIIC

OpraHU3alOHHO-TIPaBOBAs
dbopwma,

HAauMMCHOBAHHUC

IIOJTHOC
u
COKpalm€HHOC
HanMCHOBAHUC

HOMep, JaTa
perucTpanuu
(npu Hamuuwmm), crpaHa (

®.11.0. uHAMBHUYaTBHOTO
TPEATIPUHIMATEIIS)

O Her
IIpousBoautens Crpana
ajgpec
IOPHIYECKO
'O JIMIa WiH
azpec mecra
HOMeEpa
KHUTEJIBCTBA o
azpec Mecta TenedoHa u
¢$uznyeckor P O.U1N.0. un
ocymiecTBiie (axca, agpec
0 JuIa, JIOJDKHOCTD
HU A 3JIEKTPOHHO
3aperucTpup N PYKOBOIUTE
JESTeNbHOCT W MmOoYTHl (
OBaHHOTO B
u npu
Ka4yecTBe
HAJIN4HN)
WHANBUAYyAI
BHOTO
IIPeANPUHUM
aTes

CeeneHHs 0 IPOU3BOICTBCHHOM IUTOMIAIKE (IPON3BOICTBCHHBIX TUIOMIAIKAX )

OpraHu3aLuo
HHO-TIPaBOBa
1 dopma,
MOJIHOE
HAaMMEHOBaH HOMED, JaTa
ue " U CpOK
. ajpec Mecra

COKpAILIEHHO IEHCTBUSA

OCYIIECTBIIE
e paspemu-Ten

Ne HU A

HaUMEHOBaH bHOTO

JESATEIbHOCT
ue (mpu  JOKyMEHTa
Hanuuuu) ((mpwm
®.1.0. HAJIAYHN)
WHIUBUAYaI
BHOTO
MPEAPUHUM
aTes)

©.1.0. n
HOMepa TenedoHa U Qaxca,
JOJDKHOCTD

aZpec IEKTPOHHOW MOYTHI

PYKOBOJUTE
(pm HaTTIYWH)

v}

CBCHCHI/ISI 00 YHOOJIHOMOYCHHOM IPEACTABUTCIIC IIPOU3BOAUTCIIA (HpI/I HaJ'II/I‘II/II/I)

OpraHru3aliluOHHO-IIPpaBOBasd

dbopwma, MMONTHOE

anpec
FOPHIHYECKO
ro JIMia Win
ajzipec Mecra
KHUTEIBCTBA

HOMepa
TenepoHa u



HalMEHOBaHUE u ¢usmueckor anpec mecra (dakca, agpec ®.1M.0. u

8. HOMeEp, Jata
COKpaIlieHHoe 0 JIMIla, OCYUIECTBJIE 3JIEKTPOHHO JOJKHOCTH
perucTpanuu o

HanMeHoBaHue  (IpH 3aperucTpup H U s i ouTHI PYKOBOJIUTE
Hanmunn), crpada (O.1.0. OBaHHOTO B JIEATENBHOCT (I pH IS
HHIUBUIYAJIbHOTO KayecTBe u HAIIUYUH)
MpEeAIPUHIMATEIS) HHIUBULYAIT

BHOTO

MPEANPUHUM

aTcia
II. CBeneHys 0 KIMHHIECKUX MCIIBITAHUAX (MCCISIOBAaHHUAX)

1. SIBnAIOTCA M KIMHUYECKHUE UCTIBITAaHUA (UCCIIEIOBAHMS) MHOTOLICHTPOBBIMU?

2. MeauuuHckas opraHu3zanus (KIMHAUYECKUH LEeHTp) (MEAUIMHCKUE OpraHu3anuu (
KIIMHUYECKUE IIEHTPhI)), OCYLIECTBIISAIOIIAA IPOBEACHUE KIWNHUYECKUX HWCIBITAHUN (
UCCJIeI0BaHUM), C YKa3aHUEM ajjpeca MecTa HaXOXKJeHHUs, HOMEpOB TeinepoHa U Qakca, a
TaKXke ajpeca dJIEKTPOHHOU MOUTHI (IpH HATHUYHH )

3. PexBU3UTHI pacnoOpsAIUTEILHOTO JOKYMEHTa (PactopsIIUTEIbHBIX JOKYMEHTORB), Ha
OCHOBaHUU KOTOPOTO (KOTOPHIX) MEIUIIMHCKOW OpraHu3anuu (KIMHUYECKOMY LEHTpY) (
MEIUIMHCKUM OpraHu3aiusM (KJIMHUYECKUM II€HTpPaM)) pa3pelieHo MpoBEeeHUe
KIIMHAYECKUX (MCTIBITAHUN) MEAUITMHCKUAX W3/IEITHM

4. TlnaHupyemblii NepUOJl BPEMEHHM MNPOBEIECHUS KIMHUYECKUX MCIBITAaHUN (
HCCIIETOBAHM)

5. Januble 00 uccneaoBaTelisxX, KOOpAUHATOpe-uccieaoBaTene (Mpyu HaaTudum)

(bammnst, ©MsI, OTYECTBO (IIPU HAJTMYWHU ), MECTO pabOThI, JOJDKHOCTD, YU€HAs CTETEeHb (
3BaHue) (IpU HATTUYHH))
6. Llenb ¥ TUNOTE3bI KIMHUYECKOTO UCIBITAHUS (MCCIEI0BAHMUS)

7. KonudyecTBO CyOBEKTOB KIMHMYECKHX HCIBITAaHUM (MccienoBanuii) (B ciydae
POBEICHUS MHOTOIIEHTPOBBIX HCHBITAHUM (MCCIEOBAHUN) KOJHMYECTBO CYOBEKTOB
KIMHUYECKUX MCIBITAaHUN (MCCIEOBaHUN) B KaXXJIO0WM MEIUIIMHCKONW opraHu3anuu (
KJIIMHUYECKOM IIEHTpE))

8. KomnuuecTBO 00pa3noB HCCIEAYEeMOr0 MEIMIMHCKOTO H3JEIUi U HUX
UIeHTU(DUKAIIMOHHBIE TIPU3HAKK (MapKa, MOJENb, BEPCHs MPOrPaMMHOTO oOecTedeHwus,
Macca, 00beM, Jara MPOU3BOJCTBA (M3TOTOBIICHUS), CPOK TOJHOCTH (CPOK CIYXKOBI),
KaTaJOKHbIM HOMEp, 3aBOJACKON (cepuiiHblii) HOMep (HoMep cepuu, naptuu (iota)) u ap.) (
€CJIM IPUMEHHMO)




II. JomomawnTensHas HHEGOPMAIUL

1. ®amunust, UMs, OTYECTBO (MIPU HAIMYMM), ajipec, Homepa TenedoHa u dakca, aapec
AIIEKTPOHHOM TOYTHI (MPY HAJTMYHMH ) KOHTAKTHOTO JIUIIA 110 JTAHHOMY 3asIBJICHHUIO

2. IIpy moBTOPHOM MoJaye 3asBJICHUSA MO JAHHOMY MEIULIHMHCKOMY M3JIEJIMIO 1aTa U
HOMEp MPEABIAYIIEro 3asiBICHUSA

3. CBeneHus O NOKYMEHTE, MOATBEPKIAOIIEM OIUIATYy OCYIIECTBICHUSA JIEHCTBHUIA,
CBSI3aHHBIX C TMIOJYYEHHEM pa3pelIeHUus Ha MPOBEACHHE KIMHUYECKUX HCHBITAHUU (
HCCJICOBAaHUN) WJIM BHECEHUEM 3alHUCU B PEECTP, B KOTOPBIM BHOCATCS CBEACHUS O
BBIJIAHHBIX PA3PEIICHUAX U MPEJACTABICHHBIX YBEIOMIICHUSIX O MPOBEICHUU KIMHUYECKUX
WM KJIIMHUKO-JIA00PATOPHBIX UCIIBITAHUM (MCCIICTIOBAHUMN) METUIIMHCKUX WU3CITHM

4. Cnoco6 monydeHus: yBeJOMJIEHUM (pelIeHui) OT yMOJIHOMOYEHHOTo opraHa (
AKCIIEPTHOM OpraHu3aluu) rocy1apcTBa — uieHa EBpa3suiickoro 3KOHOMUYECKOTO COr03a:
O JIMYHO O] POCIUCH;
O 3aKa3HBIM IIOYTOBBIM OTIIPABJIECHUEM C YBEIOMJIEHHUEM O BPYUECHHH;

O B 3JEKTPOHHOU (popMe MO TeNTEeKOMMYHUKAIIMOHHBIM KaHajaM CBA3M (MpU BbIOOpE
JTAHHOT'0 crocoba HeoO0XO0IMMO yKaszaTh ajpec (aapeca) 2JIEKTPOHHOM MOYTHI, HA KOTOPBIN
CJIEyEeT HAPaBUTh YBEIOMIICHMUS);

O B BUJIE JIEKTPOHHOTO JOKYMEHTA, MOANUCAHHOTO 3JIEKTPOHHOU HU(PPOBOI NOIMHUCHIO.
["apaHTHUpYyIO0 TOCTOBEPHOCTh M HJAECHTUYHOCTh HMH(POPMALUH, COJEpKAIICHCSH B
NPEJICTABICHHBIX JJOKyMEHTAaX.
[Toamuce 3asBUTEIS:

(bamusust, UMsi, OTUECTBO (MIPU HATTMYUH ), MECTO PaOOTHI, TOTKHOCTH)
I[aTa " "
[lepeuens npuaaraeMbIX TOKYMEHTOB:

...
2) ...

ITpunoxenue Ne 9
k [IpaBunam npoBeIeHNS KIIMHIYECKUX
1 KIIMHUKO-TTA00PATOPHBIX UCILITAHUHN (
UCCIIETIOBAaHUI ) MEIUIIMHCKUX WU3JIETHH
(dopma)

B ynonHomoueHHbIH opraH
(3KCIIEPTHYIO OPTaHU3AITHIO)
rocynapcTa — uieHa EBpa3suiickoro
9SKOHOMHUYECKOTO COH03a

(HaI/IMeHOBaHI/Ie YHOOJIHOMOYCHHOT'O



opraHa (9KCIEPTHON OpraHU3aIlym)
rocyaapctsa — wiena EBpasuiickoro
SKOHOMHYECKOTO CO03a)

3ASBJIEHUE

0 IIOJIy9eHHH Pa3pemIeHud Ha MPOBeIeHNe KIMHUKO-Ia00paTOPHBIX HCIILITAHUH (MCCIICTOBAHMEA)
MEIUIUHCKOTO H3eNH (IIPY IPOBeJCHUH HHTEPBEHITMOHHOIO KIIMHAIECKOT0 HCCIIeAOBAHNA

3¢ ($EeKTHBHOCTH)

I. CBenerns 0 MEIMIIMHCKOM H3IEMHN

1. HanmeHoBaHME METUIIMHCKOTO U3EITHS
2. Ha3HaueHne MEIMIIMHCKOTO M3IEIHs
3. Krnacc noreHnmanbHOTo prucka MpUMEHEHH MEAUIIUHCKOTO U3 AETHS

MOI[GJ'H: (MapKa) MCAUIHUHCKOI'O U3aeiivs, €€ CoOCTaB U MPUHAAJICIKHOCTU

No HaumenoBanue IIpousBoaurens Crtpana
Mopgens  (mapka)
4 1. MEIUIIMHCKOTO M3/IeITHS
’ (TIpy HATMYKH)
2. CocraB (py HATAYIUH )
3 [punamiexnoctu
’ (pu HaTIMYMK)
CBeneHns 0 IPON3BOIUTEIIE
aapec
IOPHIITYECK
OpTaHN3allOHHO- oro Jumna
npaBoBast Gopma, WM ajpec O
NOJHOE MecTa o
O.n
HalMEHOBaHUE W JKHUTENbCTBA HOMepa TenedoHa
JIOJK
5 COKpalieHHOe ¢usmueckor aapec Mecta  u ¢akca, aapec
. HOMED, paTa . HOCT
HauMeHoBaHUe  ( 0 JHWIa, OCYIIECTBICHUS  DIEKTPOHHOH
perucrpanuu b
Mpy  HaJIUYUK), 3aperuCTpH  AEATEILHOCTH noutsl  (mpwu
KO
ctpana (@.1.0. pO-BaHHOTO HATAYHN) 124
BOJAH
WH/IUBUJIY alIBHOTO B KauecTBe
TeIs
peAnpUHUMATEIS WHAUBUYA
) JIBHOT O
MIpeIIpUHH
Mares
CBeneHns 0 IPON3BOICTBEHHOM TUTOMAAKE (IPOM3BOICTBEHHBIX IUIOMIAIKAX )
OpTaHU3allOHHO-
mpaBoBast (opma,
MOJHOE
HAMMEHOBAHUE W @.1.
COKpaIlIeHHoe O.u
HOMEp, Jara u CpOK
HauMeHoBaHHE ( . HOMepa TenedoHa TOTDK
JeulcTBUS agpec MecTa
npu Hanuuuu) ( u ¢akca, ajgpec  HOCT
pa3pelnTeNbHOrO OCYIIECTBJICHHS .
6. O.1N.0. 9JEKTPOHHOH T1OoUTHl ( b
JOKyMEHTa JeSTeNIbHOCTH

(pu HaTMUUK)

TIPY HAJTUIHN)



WHWBHYaJTBHOTO pyKxo
MpeANPUHAMATEIS BOJAH
) TS

Caenenus 00 YIOJTHOMOYEHHOM IPEICTaBUTENE TPOU3BOIUTENS (TIPU HATIIMYUH )

OpraHu3anu
OHHO-TIPaBO
Bas popma,
MOJHOE
HauMCHOBa
HUE | aJipec HOPUIUYECKOrO HOMEpa d.U.
COKpAIICHH JUIa WM aJpec MecTa teneponau O. u
o e KUTEJIbCTBA ¢daxkca, JIOJDK
7 agpec MecTa
. HaUMEHOBA HOMED, naTa ¢uszngeckoro nuIa, anpec HOCT
OCYIIECTBICHUS
HUE perucrpanyun 3apeTUCTPUPOBAHHOTO B JIEKTPOHHO b
JIeSITeIIbHOCTH .

(npmn KadyecTBe 7 oYTHI pyKoO
HaJININHN), UHJUBUYaIbHOTO (npm BOJIH
crpaHa  ( IIPEIPUHUMATENIS HaIW4YUK)  Ted
®.1.0.
WHAMBHIYA
JBHOTO
MIpEIIPUHA
MaTest)

II. CBenenys 0 KIIMHUKO-Ta00paTOPHBIX HCIIKITAHUSX (MCCICAOBaHMUAX)

1. SBasArOTCA 1M KIWHUKO-TA00paTOpHBIE UCHBITAHUSA (MCCIETOBAHUS)
MHOTOLEHTPOBBIMU ?
2. MeaunuHckasi opranu3anus (KIMHAYECKUM HEeHTp) (MEIUIIMHCKUE OpraHu3aiuu (
KJIMHUYECKHE LIEHTPHI)), OCYIIECTBIISIONIAs TPOBEACHUE KIMHUKO-Ia00paTOPHBIX UCTIBITAHUN
(uccnenoBaHmil), C yKazaHHEM aJpeca MeCTa HaXOXJeHusl, HoMepoB TenedoHa u dakca, a

TaKKe ajgpeca dJIEKTPOHHOU MOYTHI (MPY HATHUYUHN )
3. PekBU3UTHI pacnopsAuTEIbHOTO JOKYMEHTA (pacnopsiAUTEIbHBIX JOKYMEHTOR), Ha

OCHOBAaHMU KOTOPOTro (KOTOPBIX) MEIUIIMHCKOW OpraHu3anuu (KIMHUYECKOMY LEHTPY) (

MEIUIIMHCKUM OpTraHu3amnusM (KJIMHUYECKUM IIEHTpaM)) pa3peuieHo MpOoBeeHHUE

KJIIMHUKO-1a00paTOPHBIX (MCIIBITAHUN) METUIIMHCKUX U3ETHUI

4. IInanupyemblii Iepuoa BPEMEHU MPOBEACHUS KIMHUKO-TA00pATOPHBIX UCIBITAHUM (
HCCJIEIOBAHUM )
5. lanHble 00 HcclienoBaTeNsiX, KOOpAMHATOpE-UcciienoBarene (pyu HaJIudun)

(bamuust, uMst, OTYECTBO (TIPU HAJIMYUHU), MECTO pabOThI, JOJKHOCTD, YU€HAas CTENEHb (
3BaHue) (IpU HATTUYHH))
6. Lleaun 1 runoTe3bl UCTbITaHUs (MCCIIeI0BaHNUSA)




7. KonuyecTBO CyOBEKTOB KIMHUKO-TA00OPATOPHBIX UCIBITAaHUN (MCciaeaoBaHuil) (B
Cllydae MPOBEJICHUSI MHOTOIICHTPOBBIX MCIBITAHUM (MCCIIEI0BAaHUN) KOJUYECTBO CYOHEKTOB
KIIMHUKO-Ta00paTOPHBIX UCIIBITAHUM (MCCIIeI0BaHUI) B KAXKI0M METUIIMHCKON OpraHu3alliu
(KJIMHUYECKOM LIEHTPE))

8. KomnmuecTBO 00pa3noB HCCIEAYEeMOr0 MEIMIMHCKOTO H3JEIUS U HUX
UACHTU(DUKAIMOHHBIE TPU3HAKU (MapKa, MOJelNb, BEpCUs MPOTPAaMMHOr0 OOecreueHus,
Macca, 00beM, Jara MPOU3BOJACTBA (M3TOTOBIICHUSA), CPOK TOJHOCTH (CPOK CIYXKOBI),
KaTaJIOKHBI HOMEP, 3aBOJICKOH (cepuiiHbIil) HOMep (HOMep cepuu, maptuu (Jota)) u ap.) (
€CJIM IPUMEHHMO)

[I. JononanTenbaas HEGOpMAaIuI

1. ®amunus, uMs1, OTYECTBO (MPU HATWYHH), aapec, Homepa TenedoHa u Qakca, aapec
AJNIEKTPOHHOM MOYTHI (MPU HAJTMYKMK ) KOHTAKTHOTO JIMLIA [0 JAHHOMY 3asIBJICHHUIO

2. IIpu mOBTOPHOI Mojaye 3asBJICHUS MO JAHHOMY MEIULIMHCKOMY HM3JIEIIHIO J1aTa U
HOMED MPEAbITYLIETO 3asIBIICHUS

3. CBeaeHusl O JTOKYMEHTE, MOATBEPKIAOIIEM OIUIaTy OCYUIECTBJICHUS JEHCTBUU,
CBSI3aHHBIX C MOJYUYCHHEM pa3pellieHUs Ha MTPOBEJCHUE KIMHUKO-TA00paTOPHBIX UCTIBITAHUN
(uccrnenoBaHMil) UM BHECEHUEM 3allUCU B PEECTP, B KOTOPBIA BHOCATCS CBEICHUS O
BBIJIAHHBIX Pa3pEUICHUSIX U MPEACTABJICHHBIX YBEJIOMIICHUAX O MPOBEACHUU KIMHUYECKUX
WM KIIMHUKO-TTA00PATOPHBIX UCTIBITAHUM (MCCIICTOBAHNN) METUIIMHCKUX U3ICTTUI

4. Cnoco0 mony4yeHus: yBEIOMJICHUM (pellleHul) OT YMOJHOMOYEHHOTO opraHa (
HKCIEPTHOM OpraHu3alnn) rocyJapcrsa — wieHa EBpasuiickoro SkOHOMHUYECKOTO CO03a:
O JIMYHO O] POCIIUCH;
O 3aKa3HBIM IIOYTOBBIM OTIIPABJIEHUEM C YBEIOMIIEHUEM O BPYUYEHHH;

O B DJIGKTPOHHOM (popMe MO TEIEKOMMYHUKAIMOHHBIM KaHallaM CBA3U (IIpU BbIOOpE
JaHHOTO croco0a HeoOX0AUMO yKazaTh ajapec (aapeca) MEKTPOHHOM MOYTHI, HA KOTOPHIiA
CJIeIyeT HAPaBUTh YBEIOMIICHHUS);

O B BHJIE AJIEKTPOHHOT'O JJOKYMEHTA, MOANUCAHHOTO 3JIEKTPOHHOU HU(PPOBOI NOAMHUCHIO.
["apaHTUpyI0 OCTOBEPHOCTh M HJECHTUYHOCTh HMH(POPMAIUM, COJEpKaIleics B
MPEICTABICHHBIX IOKYMEHTaX.
[Tognuce 3asBUTENS:

(pamunms, uMsi, OTYECTBO (IIPU HATUYUH ), MECTO PAOOTHI, TOTKHOCTH )
HaTa " "

[Iepeuenp npuitaraemMpIx JOKyMEHTOB:

...




2) ...

punoxenne Ne 10
K [IpaBunam npoBeneHus: KIMHUYECKUX
U KIMHUKO-Ta00paTOPHBIX HCITBITAaHUH
(vccreIoBaHuil) MEIUIIUHCKHUX M3ACTHN

(tbopma)

(HaMeHOBaHMUE YIIOJIHOMOYEHHOTO OpraHa (PKCIEePTHON OpraHu3aIum)

rocyaapcTsa — wieHa EBpa3uiickoro 5JKOHOMHUECKOTO COI03a)
VTBEPXKJIAIO

(®.1.0. pyxoBogutens
YIIOJIHOMOYEHHOTO OpraHa
(3KCTIEpTHOM OpraHU3aI1H )

rocyAapcTBa — 4iieHa
EBpa3uiickoro s5K0OHOMHUYECKOTro
COI03a, MOJIITNCh, IIeYaTh)
" " 20 T

SKCITEPTHOE 3AKJIIOYEHUE

0 BO3MO>KHOCTH (HEBO3MOXXHOCTH) IPOBENCHAA KIIMHHISCKHX

WM KJIMHUKO-JIa00paTOpHEIX (IpU MPOBEIECHHH HHTEPBEHIIMOHHOTIO KIIMHAIECKOTO HCCIIE{OBAaHAS
3((eKTHBHOCTH) HCIIBITAHUH (MCCISIOBaHMI) MEAUIIMHCKOTO H3AEIHA

Ne or"_ " 20__r.

I. OOmue cBeneHNI 0 MEAUIIMHCKOM H3ICIIHHA

1. Homep u nata peructpaiuu 3asiBJICHUS O MOJYyYCHUU pa3pelieHus Ha MPOBEICHUE
KIMHAYECKOTO WM KJIWHUKO-T1abopaTopHOro (Ipu TMPOBEICHUHM HHTEPBECHIIMOHHOTO
KJIIMHUYECKOT0 UcciieoBaHus 3 (PEKTUBHOCTH) UCTIBITAaHUS (MCCIEeIOBAHMS) MEAUITUHCKOTO
A3

2. HauMmeHoOBaHMe MEIUIIMHCKOTO U3AEIINUS

3. IIpou3BoaUTENH MEAUIIMHCKOTO U3/IEIINS, CTPAHA
4. Y1I0JJTHOMOYEHHBIN PEACTaBUTENb MPOU3BOAUTENS (TTPH HATUYMH)

5. IlpousBocTBeHHAs TUTONIAAKA (TUIOMAIKK), CTPaHa

6. O0nacTh MPUMEHEHUS U Ha3HAYCHUC

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

8. Moaenu (Mapku) MEIUIIMHCKOTO U3JIeNNs, MX COCTaB U MPUHAIJIC)KHOCTH




9. OCHOBHBIE TEXHHUUECKUE XapaKTEPUCTUKH MEIUIIMHCKOTO u3aenus (Moaenu (MapKu)
MEJIUIIMHCKOTO U3/1eusl (ITpy HAJTUYHH))

I1. Pe3ynbTaThl SKCOEPTH3HL B IEJIAX ONpPeNeICHA] BO3MOXKHOCTH (HEBO3MOXKHOCTH) IIPOBEICHHA
KIIMHAYECKUX WM KJIMHHAKO-1a00paTOPHBIX (IpH MPOBEICHHH HHTCPBEHIIHOHHOIO KIIMHAIECKOTO
rccienoBadus 3 (PeKTHBHOCTH) UCIILITaHN#H (MCCIICIOBaHHI) MEIUIIMHCKOTO H3ICITAST

1. OI_IGHKa IMPpaBUJIBHOCTHU OTHCCCHUA U3ACIINA K MCIUIIMHCKUM HU3ICIUAM

2. OueHka COOTBETCTBUSI YKAa3aHHOTO 3agABUTENIEM KJIacCa MOTEHIUAIBHOTO PHUCKA
NPUMEHEHHSI MEJUIIMHCKOTO W3JeIus B COOTBeTCTBUMU ¢ I[lpaBuiamu kinaccudukamu
MEIQUIMHCKUX HW3JEJIUM B 3aBHUCHUMOCTH OT MOTCHUHAJIbHOIO pPHUCKA IPUMEHEHUS,
yTBepkacHHbIMU Pemenunem Komnerun EBpasuiickoil 3KOHOMHUYECKOWM KOMHMCCHHM OT 22
nexadbps 2015 r. Ne 173

3. O1eHKka BO3MOXKHOCTU TMPOBEICHHS KIMHUYECKUX WU KIMHHUKO-JTa00paTOPHBIX

UCTIBITAaHUN (MCCIEIOBAaHUM) 3asBJICHHBIX MOjeNel (MapoK) MEIUIMHCKOTO H3JeNUs IO
OJIHOM TIPOrpaMMe KIMHUYECKUX MW KIMHUKO-Ta00paTOPHBIX UCIIBITAHUH (MCCIICIOBAaHUMN)

4. Ananu3 MNpCACTABJICHHBIX TOKYMCHTOB, B TOM YHUCJIC B HaCTU:
COOTBCTCTBUA JOKYMCHTOB YCTAHOBJICHHBIM Tp€6OBaHI/ISIM

MOJTBEPXKACHUS (HEMOATBEPKICHUS]) COOTBETCTBYIOIIUMH CBEJICHUSAMHU,
COJICpKAIIMMUCS B TPEJCTABICHHBIX JOKYMEHTaX, JOMYCTUMOCTH PHUCKOB, CBSI3aHHBIX C
MPOBEJACHUEM KIMHUYECKUX WM KIMHUKO-Ta00paTOpHBIX (NIpU MOPOBEACHUH
MHTEPBEHIIMOHHOTO KJIMHUYECKOTO HCclenoBaHuss A(POEKTUBHOCTH) UCHBITAHUN  (
HCCIIETOBAHMI)

ONpCaACICHUA AOCTATOYHOCTHU (HC}IOCT&TO‘IHOCTI/I) J0Ka3aTCJIbCTB 0e301acHOCTH
MCAUITMHCKOI'O U3ACIHUA

[I. O6mee 3axmo9eHNe 0 BO3MOXKHOCTH (HEBO3MOXKHOCTH) IPOBEACHUS KIIMHAIECKHUX WA
KIIMHAKO-J1a00paTOPHBIX (TIPH ITPOBEICHHH HHTEPBEHIIMOHHOTO KIIHHHIECKOTO HCCIIEIOBaHHUA
3(¢(eKTHBHOCTH) HCTILITAHUH (ACCIIEAOBAHMIA) MEIUIIMHCKOTO H3/1eIIHA

OO0 OTBETCTBEHHOCTU 3a JOCTOBEPHOCTb CBEJCHUMN, M3JIOKEHHBIX B SKCIEPTHOM
3aKJIIOYEHUH O BO3MOXKHOCTU (HEBO3MOXKHOCTH) TMPOBEICHUS KIMHUYECKUX WIIH
KJIMHUKO-JIA0OpAaTOPHBIX  (MPU  MPOBEJACHUM HHTEPBEHIMOHHOTO  KIUHUYECKOTO
uccienoBanusi 3p(OEKTUBHOCTH) HCHBITAHUN (MCCIEIOBAHUN) MEIUIIMHCKOTO W3JeNusl,
MpEeaYyTNPEKICH.



(monmwuck, GpamMunus, UM, oT4eCTBO (MIPU HAIMYHUH) DKCTEPTA, JOJDKHOCTh, yUeHAs
cTerneHb (3BaHue) (mpu HaM4Yum))".
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