OdpuyuaneHsili calim Espasulickoeo aKoHomu4eckozo coro3a, 17.05.2016

PELLIEHUE COBETA EBPA3UNCKOIN SKOHOMUYECKO KOMHUCCUU
12 ¢espans 2016 r. Ne 29
r. MockBa

O IlpaBusax npoBeAeHUS KINHUYECKUX U KINHUKO-
JIA00PATOPHBIX UCHBITAHUH (MCCJIeI0BAHUI) MeIUIUHCKHAX
u3aeJIun

W3MeHeHus 1 TOMONHEHUS:
Pemenne CoBera EBpasuiickoit sxoHoMuueckoit komuccun ot 24 nexadbps 2021 r.
No 146 (odpurmanbHbIi caldT EBpa3uiickoro 3KOHOMHUYECKOTO coto3a, 19.01.2022);
Pemenne Cosera EBpa3zuiickoil 3KoHOMUYECKON KoMHUCCUH OT 26 stHBapst 2024 1.
No 7 (oburmanbsHbIN callT EBpazuiickoro "KOHOMHUYECKOTO cor03a, 29.01.2024)

B cootBercTBHE ¢ myHKTOM 2 cTaTthu 31 /loroBopa o EBpa3uiickoMm 3KOHOMHYECKOM COI03€
oT 29 mas 2014 rona, nynktamu 4 u 5 crarbu 4 CorjlalieHus: O €IMHBIX MPUHIMIIAX U MPaBUIIaX
oOpareHuss MEIUIUHCKUX W3JeNuid (M3AeNUi MEIUIMHCKOTO Ha3HAYCHHUS W MEIUIMHCKON
TEXHUKH) B paMKax EBpa3uiickoro SKOHOMHUYECKOTO coto3a oT 23 aexadbpst 2014 roxa, myHKTaMu
105 u 106 npunoxenust Ne 1 xk Pernmamenty pa®otsl EBpazuiickoil 5KOHOMHUYECKOH KOMHCCHUH,
yTBepxkaeHHOMY PermenueM Briciero EBpa3uiickoro S5KOHOMHUYECKOTO0 coBeTa OT 23 aexadps
2014 r. Ne 98, u Pemenniem Briciiero EBpa3zuiickoro 3KOHOMHYECKOTO cOBeTa OT 23 aexalps
2014 1. Ne 109 «O peanuzaruu CorjameHuss 0 €IWHBIX MPUHIUIIAX W TpaBUjIaxX oOpalmieHus
MEAUIMHCKUX WU3IeNUN (M3AeTUi METUIIMHCKOTO HA3HAYCHHWS W MEIUIMHCKONH TEXHHKH) B
pamkax EBpasuiickoro 3xoHoMuueckoro coro3a» Cosetr EBpa3niickoii 5KOHOMHUYECKONH KOMUCCUU
PEILNII:

1. YTBepautes mpuwiaraemble IlpaBuna mpoBeneHUs KIMHUYECKMX U KIMHHKO-
1a00paTOPHBIX UCTIBITAHUHN (MCCIIEOBAHUI) MEIULIMHCKUX U3CTHUI.

2. YCTaHOBHUThH, YTO I MEIUIMHCKUX W3JEIUN KJIACCOB IMOTEHIIMAIBHOIO pHUCKa
MpUMEeHEeHHS 3, 20 ¥ UMILTAaHTHPYEMbIX METUIIMHCKUX U3CNUH (32 UCKITIOYCHUEM MEAUIIMHCKUX
W3JIEUH ISl TUAarHOCTUKY in Vitro U IPOrPaMMHOTO 0OecrieueHus, IBISIONIErocsl MEIUIIMHCKUM
W3JIeeM) KIIMHUYECKUE UCTIBITaHus (MCCIICIOBAHMS) B LEISIX PETUCTPALMU B CIIydae, eCiii He
JI0Ka3aHO, 4YTO KJIMHHUYEeCcKass >(P(PEKTUBHOCTh U OE30MACHOCTH 3asBISIEMOr0 MEIULUHCKOIO
U3JIeTNsT MOXET OBITh TMOATBEPKIACHA HWHBIM CIOCOOOM, JIOJDKHBI TPOBOAMUTHCS B (hopme
MHOTOIICHTPOBBIX HCIBITAHUN (MCCIEIOBAaHUN) M COOTBETCTBOBAaTH OJHOMY H3 CJEIYIOLIMX
YCIJIOBHIA:

a) KIMHUYECKUE  HWCIBITaHUS  (MCCIIEIOBAHUS) TPOBEACHHI B COOTBETCTBUH  C
3aKOHO/IATENIbCTBOM TOCYAApCTB — 4JIE€HOB EBpa3uiicKOro 3KOHOMHMYECKOrO C€OI03a U Ha HX
tepputopusax 1o 1 saBaps 2022 r. (o gaTe MOCIEIHETO BH3WTA IMOCIEAHETO MalueHTa WIIH
CyOBbeKTa HCIBITaHUS (MCCIEAOBAHUS)) WM MPOJOHKAIN BBIMOIHATHCS 1O COCTOSIHHIO Ha |
ssaBaps 2022 1. (1pu 3aBepIIeHHOM HaOOpe MaIMeHTOB);

0) KITMHUYECKHE UCTIBITaHUs (MCCIIEeIOBAHUS) MTPOBECHBI HA TEPPUTOPHUSIX TOCYNAPCTB, HE
SIBJSIIOITUXCSL Y4ieHaMu EBpa3uiickoro SKOHOMHYECKOTO coro3a, A0 1 saBaps 2022 r. (mo gate
MOCIIEAHETO BU3UTA TOCIEJHETO MAalMeHTa WM CyOheKTa UCIBITaHUs (MCCIEAOBaHWA)) WU
MPOJIOJDKAIIA BBITIOJNHATHCS MO cocTosiHWI0 Ha 1 siHBaps 2022 r. (mpu 3aBepiieHHOM Habope
MAIMEHTOB) B COOTBETCTBHH C PEKOMEHIAIUSAMU MexXIyHapoaHOTO (opyMa peryisTopoB
Menunuackux maenuii (IMDRF);

B) KJIIMHUYECKHUE HUCIIBITaHUS (MCCIIeIOBaHMS), MHULIMMPOBaHHbIe mocie 1 suBapst 2022 1.,
MIPOBEJICHBI B COOTBETCTBUU C MTpaBoM EBpa3suiickoro 3KOHOMHUYECKOT0 COI03a, IPU 3TOM OJHO U3
KIIMHUYECKUX WCTBITAaHUN (MCCIIEIOBaHMI) MPOBEICHO B OJHOM U3 TOCYJIapCTB — YJICHOB
EBpa3uniickoro 3kOHOMHUYECKOT0 COI03a.

STAJIOH Hngpopmayuonno-noucrosas cucmema "9TAJIOH"
Hayuonanenvuii yenmp npasosoii ungpopmayuu Pecnyonruxu benapyce



3. Hactosimee Pemienne BCTymaer B CHly MO uUcTedyeHHHM 10 KalleHDapHBIX JAHEH C JaThl
BCTymuieHus: B cuiy lIpoTtokona, moxamucanHoro 2 aekabps 2015 roma, o mpHCOeOMHEHHH
PecniyOnuku Apmenuss k CoriameHu0 O €IMHBIX MPUHIUNAX W MpaBWiIax oOpalleHus
MEAUIIMHCKUX WU3ENUN (M3 METUIIMHCKOTO HA3HAYCHHWS W MEIUIMHCKONH TEXHHKH) B
pamkax EBpasuiickoro sKOHOMHUYECKOTO coro3a oT 23 mexadps 2014 roga, HO HE paHee YeM TIo
ucredeHuu 10 KaneHAapHBIX THEH ¢ JaThl OUIIMATBFHOTO OMYyOIMKOBAHUS HACTOSIIETO Pernenus.

Ynensl CoBeTa EBpa3uiickoii 3K0HOMHYECKO KOMHCCUM:

Ot Pecnnyostuxkn Ot Pecnny0inkm Ot Pecniyosinkn Ot KbIpreizckoit Ot Poceniickoi
ApMeHus Beaapych Kazaxcran Pecny0nuku Denepanun
B.I'aGpuensin B.MaTtwmeBcKkni b.Carunraen O.IlankpaTtoB N.lyBanos
YTBEPXIEHbBI

Pemennem Cosera

EBpasuiickoil 5KOHOMUYECKOH KOMUCCUU
ot 12 ¢eBpains 2016 r. Ne 29

(B penakmuu Pemmrennst CoeTa
EBpasuiickoil 5KOHOMUYECKOH KOMHUCCUU
ot 26 staBaps 2024 1. Ne 7)

ITPABUJIA
NPoBeeHUs] KIMHUYECKUX U KIUHUKO-1a00PATOPHBIX UCNIBITAHUI (MCCIe10BAHMIT)
MEeINIUHCKUX HU3eJTHi

I. O01ue moJ10KeHUA

1. Hacrosmue [paBumna pazpaboTaHbl B COOTBETCTBUHM C IMyHKTOM 2 ctathu 31 JloroBopa o
EBpasuiickom 3koHOMHUYecKOM coro3e oT 29 mag 2014 roma, mynktamu 4 u 5 craten 4
CornamieHus 0 €AMHBIX MPUHIUIAX U MpaBUiIax oOpalleHus METUIMHCKUX H3Jenuil (M3aenui
MEIULUHCKOTO Ha3HAYEHUSI U MEIUIIMHCKON TEXHUKH) B paMKax EBpa3uiickoro 3KOHOMHYECKOTO
coro3a ot 23 nmekabps 2014 roma m ycTaHAaBIMBAIOT B paMKax EBpa3uiickoro 3KOHOMHUYECKOTO
coro3a (nmamee — Cor03) mpaBWiIa TNPOBEICHHUS KIMHUYECKHMX M KIMHUKO-TA00paTOPHBIX
WCTIBITAaHUH (MCCIIEIOBAaHNUN ) METUITMHCKUX U3CITAM.

2. na uenedt Hacrosmux [lpaBui MCHONB3YHOTCS IOHATHS, KOTOpBIE O3HAYAIOT
clenyouee:

«aHAJUT» — KOMIIOHEHT MPOOBI ¢ U3BMEPUMBIM CBOHCTBOM;

«aHanmuTH4eckas 3(PPEKTUBHOCTb MEIULMHCKOTO W3JEIHS AJI1 TUATHOCTHKU in Vitroy —
CHOCOOHOCTh MEIUIIMHCKOTO W3JENUS ISl TUATHOCTUKU i1 Vitro BBIABISATH MPHUCYTCTBUE HIIU
OTIpEeICTIATh COJIepKaHuEe KOHKPETHOTO aHalluTa B OMOJIOrHYecKoil mpoode;

«Ouonornueckass pedepeHTHas MOMYJALIUS» — OJHOPOAHAS TMOMYJSIUS HHAWBHIYYMOB,
HaXOJSAIIMXCS B XOPOLIO ONpeAeIEHHOM COCTOSIHUU 3[OPOBBS MIIU OOJIE3HU;

«Opolropa HCCIEIOBaTENs» — CBOJHOE W3IIOKEHHWE aKTyaIbHOM KIMHHYECKOH U
HEKJIMHWYECKOW uH}opMaruu 00 HCHBITYyeMOM (HMCCIEAYeMOM) MEIHMIIMHCKOM H3JIEIHH,
OTHOCSIIIEWCS K KIMHHYECKOMY HCIBITAHUIO (MCCICIOBAHUIO) WIH KIMHUKO-Ta00paTOPHOMY
UCIBITaHUI0  (MCcleoBaHHI0) (MpU  TPOBEACHUMM  WHTEPBEHLIMOHHOTO  KIMHHUYECKOTO
uccnenoBanus 3 (HEeKTUBHOCTH);

«TJIaBHBIN HCCIIE0BATENb» — KBAIM(UIMPOBAHHOE JIMII0, OTBETCTBEHHOE 3a MPOBEICHUE
KIIMHUYECKOTO WJIM KJIMHHUKO-Ta00paTOPHOTO UCHBbITaHUs (UccienoBaHus). B ciaydae ecnu
UCIBbITaHuE (MCCIe0BaHNE) MPOBOIUTCS KOMAHIOW HccienoBaTeniel, pyKOBOJIUTENb JaHHOU
KOMAH/IbI SIBJISIETCS TJIABHBIM HCCIIEIOBATENIEM;

«JIBOWHOW CIIETION METO» — TpoIleaypa KIWMHWUYECKUX HCIBITAaHUKN (MCCIICIOBAaHUM), B
KOTOPOU CyOBEKTHI UCTIBITAHUH (MCCIIEIOBAHMIA) M UCCIICOBATEIH, YUYACTBYIOIINE B MOTYYCHUH



1 00pabOTKe MEPBUYHBIX JAHHBIX, HE OCBEIOMJICHBI O (PAKTHYECKOM NMPUMEHEHUHU K CyOBheKTam
WCIIBITAaHUH (MCCIIeIOBAaHUI ) BO3ICHCTBHUS MEAUIIMHCKOTO U3ICIINS,

«IW3aifH KJIMHUYECKOTO UCHBITaHUs (WCCIENOBaHMS)» — METOAOJIOTHSl IPOBEIEHUS
KIIMHUYECKOTO WCMBITaHUS (MCCIEAOBaHUsA) C YyYacTHEM 4YeloBeKa B KadecTBE CyObeKTa
UCHBITaHUs (MCCIIEOBaHMS), C MOMOULIbI0 KOTOPOTO IUIAHUPYETCS MOJYYUTh CTATUCTHUYECKU
JOCTOBEPHbIE OKA3aTeIbCTBA KIMHUYECKOW O0e30MacHOCTH U 3(P(PEKTUBHOCTH HCIBITYEMOTO
(uccnemyemMoro) MEAUIIMHCKOTO W3JENHs, BKIIOYaromas B ce0s MCIOJIb30BaHUE KOHTPOJBHBIX
rpyni cyObEeKTOB UCHBITaHUS (MCCIIeOBaHus), U (MIIM) paclpeaesieHue cyObeKTOB UCIBITAaHUM
(uccriemoBaHuii) O TPYIIAM CIy49allHBIM 00pa3oM, W (WJIM) MCIOJb30BaHUE OJIMHAPHOTO HIIH
JBOMHOTO CJIETIOTO METO/a, & TAKKE BHIOOP OCHOBHBIX M IOTIOJTHUTEIHHBIX KOHEUHBIX TOUYEK;

«JIOTIOJTHUTENbHAsl KOHEYHAas TOYKa» — IoKa3aTenb (MOKa3aTesu), HCIOJIb3YeMbI s
MIPOBEPKHU JOTOTHUTETHHON THITOTE3bI KIIMHUYECKOTO UCTIBITAHMS (MCCIICIOBAHNS);

«3aKOHHBIA TMPENCTAaBUTENb» — (PU3NUECKOe WM IOPUIUYECKOE JIUI0, KOTOpOE B
COOTBETCTBHHM C 3aKOHOIATEIbCTBOM TocyaapcTBa— uieHa Coro3a HMeEeT MpaBoO JaBaTh
MH(OPMHUPOBAHHOE COTJIacH€ Ha ydacThe B KIMHMYECKOM WM KIMHHKO-T1a00paTopHOM (Tpu
MPOBEJICHUU WHTEPBEHIIMOHHOTO KJIMHUYECKOTO HCCIeoBaHMs 3(PPEKTUBHOCTH) HCIBITAHUH
(ucciemoBaHUM) OT MMEHHU TTOTCHIIMAIBHOTO CYOBEKTa UCTIBITAaHUS (MCCIIEIOBAHMUS );

«3asBUTENB» — MPOU3BOJUTENh MEAUIMHCKOTO W3JCNUS WIH €ro YHOJIHOMOYCHHBIN
MIpPE/ICTaBUTED;

«MHIIMBUIYyaTbHAs PETUCTPALIMOHHAS KapTa» — TOKYMEHT, IPEAHA3HAUCHHBIN JIJIs1 BHECECHUS
B HETO BCEH MpeyCMOTPEHHOM TPOrpaMMoii HcibITaHus (KMccleA0BaHus) HHDOPMALIUU O KaXKIOM
CyOBEeKTE UCTIBITAaHUS (MCCIICIOBAHMS);

«MHTEPBEHIIMOHHOE KIMHUYECKOe uccienoBanre 3(G(EKTUBHOCTU» — HCCIIEeI0BaHUE
KIIMHUYECKOU (D PEKTUBHOCTH METUITMHCKOTO W3JCNUs ISl AUATHOCTUKH in Vitro, pe3ylbTaThl
KOTOpOTO BIUSIIOT HAa PELIECHUS 10 BEICHUIO MalMeHTa U (WJIK) UCIIONIb3YIOTCS IPU YIIPaBICHUH
JICUCHUEM ISl IOCTHKEHUS 11eJIel KIIMHUYECKOTO UCCIIE0BaHUS;

«MH(MOPMHUPOBAHHOE COTIACHE» — MUCHMEHHBINA JJOKYMEHT, B KOTOPOM CYOBEKT UCTIBITAHUS
(uccnenoBaHus) WM €r0 3aKOHHBIM MPEICTaBUTENb MOATBEPKAAET T0OPOBOJILHOE COTJIacHe Ha
y4acTue B KIMHMYECKUX WU KIMHHUKO-Ta00paTOPHBIX (MpPU MPOBEACHUN HHTEPBEHLMOHHBIX
KIIMHUYECKUX HUCCIeqoBaHui d()PEKTUBHOCTH) HCTBITAaHUSAX (MCCIEIOBAHUSX) HA OCHOBAaHUU
MPE/ICTaBJICHHON €My TOJHOW HMH(OpPMAIMK O KIMHUYECKOM WM KIMHUKO-Ia0opaTOPHOM
UCTIBITAHUU (MCCIIEOBAHUN );

«HCTIBITYeMOe (UCClIelyeMOoe) MEAUIIMHCKOE U3IeIHe» — MEAUIIMHCKOE U3JIeNine, KOTOpOe B
XO0JIe KIMHUYECKOTO HWCIBITaHMs (MCCICNOBAHUS) WIH KIMHHKO-Ta00paTOPHBIX HCIIBITAHUMA
(uccnenoBaHui) s MEAULIMHCKUX U3JEIHUN JUIsl TUATHOCTHUKY in Vitro OLICHUBAETCs Ha MpeIMeT
6e3onacHocTy U (Win) 3¢ppekTuBHOCTH;

«HCCTeIoBaTeNb» —  YJeH  KOMaHAbl  HCClefoBaTeNiel, Ha3HayaeMblid  IJIaBHBIM
UCCIIeIOBATENIeM ISl OCYIIECTBICHUS OCHOBHBIX IMPOIEAYp, CBS3aHHBIX C KIMHUYECKUM WM
KJIMHUKO-JIa0OpaTOPHBIM ~ UCHBITAHUEM (MCCIEIOBaHUEM), WM Il TPUHATUS pPELIeHU,
CBSI3aHHBIX C KIMHUYECKUM WM KIUHUKO-TA0OPATOPHBIM HUCIBITAHUEM (HUCCIEIOBAHUEM), U
MOTYUHSIOLIUIICS TJIaBHOMY HCCIIE0BATENIO;

«KJIMHUKO-Ta00paTOpHbIE UCTBITAHUS (MCCICIOBAHMS) MEAUIMHCKOTO W3ACIUs IS
IUArHOCTHKHU in  Vitro» — CHCTEMaTHYeCKHE UCHBbITaHUus (MCCIENOBaHUS) aHAIUTUYECKUX
XapaKkTepUCTHK W, TJ€ NPUMEHUMO, KIMHUYECKOW 3((HEKTHBHOCTH, MPOBOJUMBIC C IEJBIO
YCTaHOBJICHUS WJIM MOJITBEPKIEHUS COOTBETCTBUS MEIULMHCKOTO U3ACTHUS JUIsl AMAaTHOCTUKH in
Vitro Ha3HaYEeHUIO, YCTAaHOBJICHHOMY IPOU3BOIUTEIIEM;

«KIUHUYECKass 3(PPEKTUBHOCTh MEAMIIMHCKOTO W3JENUS AJI1 JUArHOCTUKU in Vitroy —
CIOCOOHOCTh MEIHMIIMHCKOTO W3JENusl s JUarHOCTHUKU in Vitro TOKa3bIBaTh pPE3YJIbTATHI,
KOPpEIUPYIOIINe ¢ KOHKPETHBIM KJIMHUYECKUM WIH (PU3UOJIOTUYECKUM COCTOSIHUEM B 1IEI€BOM
MOMYJISINY MPU €T0 MPUMEHEHHH MPEAHA3HAYEHHBIM MTOJIb30BATEIIEM;

«KJIMHUYECKHE TAaHHBIC» — TaHHBIE 10 O0e30macHOCTH U (MK ) 3 (HEKTUBHOCTH, TTOJTyYCHHBIC
MpU KIMHUYECKOM TNPUMEHEHUH MEIUIUHCKOTrO u3nenus. KimHu4Yeckue MaHHbIE MOTYT OBITh



MOJIyYEHBI ITyTEeM TOHUCKAa B HAYYHOM JIUTEpaType NAaHHBIX O METUIIMHCKOM W3JENUU, U3 OIbITa
KIIMHUYECKOTO MPUMEHEHUSI MEAUIIMHCKOTO M3CTHs, B PE3yJIbTaTe KIMHUICCKUX WU KIMHUKO-
71ab0paTOpHBIX UCHBITAHUN (MCCIIEJOBaHMI), MOCPEACTBOM MPUMEHEHUS HECKOJIbKUX U3
YKa3aHHBIX METOJ0B TUO0 UHBIM cITOCOOOM. KIIMHUYECKUMU JaHHBIMU TaKXKE SIBISTFOTCS TaHHBIC
mo Oe3zomacHOCTH W (Wiau) 3(G(HEKTUBHOCTH, TMONYUYEHHBIE TPH KIMHUYECKOM MPUMEHEHUH
MEAWIIMHCKUX W3ACIUN, JKBUBAJICHTHOCTh KOTOPHIX pPACCMATPUBAEMOMY MEIUIITHCKOMY
W3JIETINIO MOXET OBITh JOKa3aHa;

«KJIMHUYECKOE JI0Ka3aTelnbCTBO A(M(PEKTHBHOCTH U  OE30MACHOCTH MEIUIIUHCKOTO
U3JIEIHS» — COBOKYMHOCTh  KJIMHUYECKMX  JaHHBIX, MOATBEPKAAOIIUX  KIMHHUYECKYIO
3¢ (HEeKTHBHOCT, W 0E€30MaCHOCTh MEAMIIMHCKOTO W3JACNUs TPH €ro WCIOIh30BaHUHU TIO0
HA3HAYEHUIO, YCTAaHOBJIEHHOMY IIPOU3BOAUTENIEM, U UX OLIEHKA;

CKJIMHUYECKOE JTOKA3aTeNbCTBO dPHEKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO H3ACIUs
JUIS  JTMaTHOCTUKU in  Vitro» — COBOKYIIHOCTb JIaHHBIX, MOJITBEPKIAIOUINX HAy4HYIO
00OCHOBAHHOCTh AHAJINTA, AHATMTUYECKYIO 3(()EKTUBHOCTh U KIMHHUYECKYIO 3((PEeKTUBHOCTD
MEIUIIMHCKOTO W3AENUsl Al AUATHOCTUKH in Vifro TPU €ro MCMHOJIb30BaHUHU M0 HA3HAYECHHIO,
YCTaHOBIICHHOMY TPOU3BOAMTEINEM, U UX OIEHKA;

«KJIMHUYECKOE UCTIbITaHUE (MCCeI0BaHNE) MEAUIIMHCKOTO U3/ICTHUS) — JII000€ UCIIBITaHNE
(uccnemoBaHre) C y4yaCTHEM 4YeJOBeKa B KauecTBE CyOBEKTa HWCHBITAHUS (MCCIICTOBAHHUS),
MPOBOIMMOE C IEJbI0 HM3ydeHus: Oe3omacHOCTH u (W) 3(OPEKTUBHOCTH HCIBITYEMOTO
(ucciemyemMoro) MEIUIIMHCKOTO U3/1EIHs;

«KOMHTET TI0 OTHUKE» — HE3aBUCHMBIM SKCHEPTHBIM OpraH, KOTOPBIM JEHCTBYET B
COOTBETCTBHUH C HacTosumMu [IpaBuiiaMu U 3aKOHOJATENILCTBOM TocynapcTBa — wieHa Corosa u
paccMaTpuBaeT BOIPOCHI OOecIeueHus MmpaB, OE30MAaCHOCTH M OXpaHbl 3J0POBbs CYOBEKTOB
UCTIBITAaHUHN (MCCIE0OBAHUN );

«KOHTPOJIFHOE MEJUIMHCKOE U3JeNUe» — H3JeTUe, HCIOIb3yeMOe B KIMHHYECKOM
UCIBITAHUN (WCCIEAOBAHUN) AJII CPABHEHHSI C HCIBITYEMBIM (HUCCIEIYyEMbIM) MEIUIMHCKAM
U3JIEHEM;

«KOOPIMHATOP-MCCIEAOBATEIbY» —  HCCIEAOBATENb, HA3HAYEHHBIA  3asBUTENEM U
OTBEUAIOUINI 3a KOOpJMHAIMIO PaboThl B XOJI€ MHOTOLEHTPOBOTO KIMHUYECKOTO (KIMHHUKO-
1ab0pPaTOPHOTO) UCTIBITAHUS (MCCIICIOBAHMS);

«MEIUIMHCKAs OpraHu3anus (KIMHUYECKUI IEHTP)» — OpraHu3aliys, BEICTyatoIas B POJIu
HCCIIEIOBATENILCKOTO IIEHTpAa TMPH TPOBEACHUM KIMHUYECKUX (KIMHUKO-TA00OPATOPHBIX)
WCTIBITAaHUH (MCCIIETIOBAaHUN );

«MHOTOIIEHTPOBOE HCIBITAHHE (MCCIIEIOBAHNE)» — KIMHUYECKOE (KIIMHUKO-Ta00paToOpHOER)
UcHbITaHue (UCClIeIOBaHKE), KOTOPOE MPOBOJUTCS B IBYX U 0oJiee METUIIMHCKUX OpraHU3aIMsIX
(KJIMHUYECKUX LEHTpax) M0 €IMHON MporpaMMe UCIBITaHUS (UCCIIEOBAHUA);

«MOHHMTOPHUHT KIMHUYECKOTO (KIMHUKO-Ta00pPaTOPHOTO) HMCHBITAHUS (MCCIICIOBAHUS)» —
JeSITeNbHOCTD, CBSI3aHHAs C HAOIIOJACHHUEM 3a XOJIOM KIMHHUYECKOTO (KJIMHUKO-Ta00paTOPHOTO)
UCHBbITaHUs (MCCIEAOBAaHUSA) AJIE MPOBEPKHM TOrO, 4YTO JaHHbIE IMPOBOJUMOIO HCIBITAHUS
(uccnemoBaHusl) 3alUCBIBAIOTCS, OTYET O MOHUTOPUHTE (OPMHUPYETCS B COOTBETCTBHH C
MIPOrpaMMOil UCTIBITAaHUS (MCCIeI0BaHUs), TOKYMEHTHPOBAaHHBIMU MTPOLEAYPAMH M HACTOSIIIUMHU
[IpaBunamu;

«Hay4yHas OOOCHOBaHHOCTh AaHAJIWTa» — CBSA3b aHAJUTa C KIMHUYECKUM WU
(hM3HONTOTHYECKUM COCTOSIHUEM OpPTaHHM3Ma YeIOBeKa,

«OJIMHAPHBIA CJIETION METOM» — MpOolleaypa KIMHUYSCKUX HUCIBITAHUN (MCCIeOBaHUN), B
KOTOPOU CyOBEKThI UCTIBITAHHUH (HCCIET0BaHU) HE OCBEAOMIICHBI O (DAKTHYECKOM MPUMEHEHUH
K HUM BO3JICHICTBUS MEIULIMHCKOTO U3/IENIHNS;

«OCHOBHAsI KOHEYHAsI TOUKa» — TMOKa3aTenb (TOKa3aTeln), UCMOIb3YEeMbI IS TIPOBEPKHU
OCHOBHO# rUNOTE3bl KIIMHUYECKOTO UCIIBITaHUS (MCCIeI0BaHN);

«OTYET O KIIMHUKO-JIA00PATOPHOM UCIBITAHUU (MCCIIETIOBAHUH ) MEAUIIMHCKOTO U3ICTHUS —
MMCbMEHHOE OMHCAHHE KIMHUKO-IA0OPaTOPHOIO HCHBITaHUS (MCCIEAOBaHUSA) MEIULIUHCKOIO
W3JIEHS C MCIIONh30BaHUEM MPo0O W 00pa3lioB, B TOM YHUCIIE MOJYYCHHBIX T€HHO-UHXCHEPHBIM



croco0oM,  OOBENUHSIONIEE  KIMHUKO-TA0OpaTOPHOE W CTAaTUCTUYECKOE  OIHCaHMI,
MIPE/ICTAaBJICHUE JaHHBIX M UX aHAIIN3, IO YCTAHOBJICHHOU (hopme;

«OTYET O KIWHUYECKOM UCHBITAaHUU (MCCIEIOBAaHUU) MEIUIIMHCKOTO HW3JAETHUS) —
MMCbMEHHOE ONMMUCAHHME KIMHUYECKOTO HCIBITAHUs (MCCICIOBAHMS) MEIUIIMHCKOTO U3ICIUS C
yJacTHEM 4YellOBeKa B KadyecTBe CyObeKTa HCHBITaHHUS (MCCIIEIOBAaHUS), OOBEIUHSIONICE
KIIMHUYECKOe U CTAaTUCTUYECKOE OMHCAHMS, MPEICTAaBICHHE IaHHBIX M WX aHalu3, II0
YCTaHOBJICHHOU (opme;

«(TEepBUYHBIC JaHHBIE» — Io0as WHGOpMAaIlMs B BHJE OPUTHHAIBHBIX 3aMucedl WIn
3aBEpEHHBIX KOMHU OPUTMHAIBHBIX 3alUced O KIMHUYECKUX (haKTax, HAOMIOJEHUSAX U JIPYTHX
COOBITUSX BO BpeMsl KIMHUYECKHX (KIMHUKO-TA0OPATOPHBIX) HCIBITAHUNA (KMCCICTOBAHUI),
HEe0oOXoauMast Jisi MOHUTOPUHTA M OIIEHKH PE3YJIbTAaTOB KIMHUYECKUX (KIIMHUKO-J1a00paTOPHBIX )
UCTIBITAaHUHN (MCCIIEOBAHUN );

«TpeHa3HAYCHHBIA TI0JIb30BaTENIby — Oocolas Tpynma (TpyIIbl) JUI, 00O3HA4YeHHas B
COTMPOBOJUTENILHON JOKYMEHTAIIMM K MEIUIMHCKOMY H3JEIHUI0, KOTOopas MOXET MPUMEHSTH
MEAUIIMHCKOE HU3JIee B COOTBETCTBUU C €T0 Ha3HAUCHUEM;

«TporpaMMa HCIBITaHHUS (MCCIENOBaHUS)» — JIOKYMEHT, B KOTOPOM YCTaHOBJICHBI
o0OCHOBaHWe, IENW, JW3aiiH  KJIMHWYECKOro  (KJIMHUKO-TA00OpAaTOPHOTO)  HCIIBITAHUS
(WccnenoBaHusl) U MpeArnoaaraeMblii aHAJIU3, METOOJIOTHSI, MOHUTOPHHT, TPeOOBAHUS K BEICHUIO
3amucedl O KIMHUYECKOM (KJIMHHKO-JIA0OpAaTOPHOM) HCHBITAaHUU (HMCCIEAOBAHUH), OIHMCAHO
MPOBEJICHUE KIMHUYECKOTO (KIIMHUKO-Ta00paTOPHOTO) UCTIBITAHUS (MCCIICIOBAHMUS );

«CYOBEKT UCTIBITaHMS (MCCIIEIOBAHUS )» — U3UIECKOE JTUII0, YUACTBYIOIIEE B KIIMHHYECKOM
WIM  KIMHUKO-TaboparopHOM  (NIPM  TPOBEACHHH  HHTEPBEHIIMOHHOTO  KIMHUYECKOTO
uccnenoBanusi 3PHEKTUBHOCTH) HMCTIBITAHUM (MCCIIEIOBAHMK) B COCTaBE TPYIIIBI, K KOTOPOM
MPUMEHSIETCS UCTIBITYeMOe (MCCleayeMoe) MEAUIIMHCKOE U3/IeNHe, JIM00 B COCTaBe KOHTPOIHHOU
TPy

«TeXHUYECKH (pailm» — MOKyMEHTHPOBAHHBIC JTaHHBIE, MOJATBEPKIAIOIINE COOTBETCTBUE
MEIUIIMHCKOTO u3aenuss O0mmm TpeboBaHUAM 0e30macHOCTH U d()PEKTUBHOCTA METUIIMHCKUX
W3NIeNiA, TpeOOBaHMUSAM K WX MApKUPOBKE M DJKCIUTyaTAllMOHHOW JOKYMEHTAIlMM Ha HUX,
yTBepxkaeHHbIM Pemenuem CoBera EBpa3zuiickoli 35KOHOMHYECKOW KoMuccuu OT 12 deBpans
2016 1. Ne 27;

«ys3BHUMBIE CYOBEKTBbl HCIBITaHMS (MCCIEIOBaHUA)» — JHIA, Ha >KEJaHUE KOTOPBIX
Y4acTBOBATh B KIIMHUYECKOM HITH KIIMHUKO-JIA00pATOPHOM (TIPH MPOBEICHUN HHTEPBEHIIHOHHOTO
KJIMHAYECKOTO uccienoBanus 3()(PEKTUBHOCTH) HCIBITAHUU (HMCCIEAOBAaHMM) MOXKET OKa3aTh
BIUSHUE OXUJaHWe (0OOCHOBAaHHOE WM HEOOOCHOBAaHHOE) TEX WM HWHBIX MPEUMYIIECTB,
CBSI3aHHBIX C YYaCTHEM B MCTIBITAHUH (MCCIIEJOBAHUH ), WJIK BO3MOYKHBIE CAHKIUH BBIIIIECTOSIINX
JTUI] B Clly4ae OTKa3a OT y4acTus B HUCHBITaHWU (WcchepoBaHuu). K ysa3BUMBIM cyObeKTam
UCIBITaHUsA (UCCIIEIOBaHMSI) OTHOCATCS YydyallMecs BBICIIMX M CPEIHUX MEIUIUHCKUX,
(dapMalleBTHUECKUX W CTOMATOJOTHMYECKHX Y4YeOHBIX 3aBEICHHUI, MIIAIIIHAA TepcoHAal
MEAUIMHCKUX YUYPEXKACHUN M IJ1abopaTOpHil, BOGHHOCIY)KallMe U 3aKJIIOUEHHBIE, a TaKXKe
00JbHBIC, CTPAIAIOIINE HEU3IICUUMBIMU 3a00JIEBAHUSIMU, JIUI[A, HAXOSAIINECS B JOMaX 10 YXOIy,
Majoo0ecrnedeHHble U 0e3paboTHBIC JUIIA, JUIa 0€3 rpakIaHCTBa, MAIMEHTHI, HAXOSAIIHUECS B
HEOTJIO)KHOM COCTOSIHHH, TPEICTaBUTENN HAI[MOHATHHBIX MEHBIIUHCTB, O0€3IOMHBIC, OpOJIATH,
Oe’KeHIIbl, HECOBEPIICHHOJETHHE U JIUIA, HAXOASIIMECS MO/ ONEKON WM MONEYUTEIbCTBOM, a
TaKKe JINIA, HECTIOCOOHBIE TaTh NHPOPMUPOBAHHOE COTIIACHE.

Wuble moHsTHS, HCMONb3yeMble B HacTosmmx [IpaBuiiax, MPUMEHSIOTCS B 3HAYCHUSX,
OTIpeIeTICHHBIX aKTaMU B cepe 0OpalieHus MEAUIIMHCKUX U3ACTUi, BXOIHuMHA B ipaBo Coro3a.

I1. O6ocHoBaHMe KIAMHNYECKOH IPPeKTUBHOCTH U 0€30MACHOCTH MeUIIMHCKHUX M31eIHi,
KpoMe MeIMIUHCKUX U31eJHil JJI1 JTMATHOCTUKH in vitro

3. Ins nmoka3arenbCcTBa KIMHUYECKON 3(G(EKTUBHOCTH W 0OE€30MaCHOCTH MEIUITUHCKOTO
N3 CIInA HpOI/ISBOI[I/ITCJ'H: JOJIXKCH:



a) orpeAenuTh TpeOoBaHus u3 OOmmMX TpeboBaHWN Oe30macHOCTH W A()PEKTUBHOCTH
MEIUIIMHCKUX U3, TpeOOBaHUI K MX MapKUPOBKE U IKCILUTyaTAIIMOHHOW JOKYMEHTAIIMHA Ha
Hux (manee — OOmme TpeOOBaHMS), NTOKA3aTEIbCTBA COOTBETCTBUS KOTOPBIM JIOJDKHBI OBITH
OCHOBAaHBI Ha KIIMHUYECKHX JaHHBIX;

0) onpeAenuTh KIMHUYECKUE JaHHbIe, OTHOCSIIMECS K MEIULIHUHCKOMY H3JIEIHI0 U €ro
HA3HAYEHUIO, KOTOPBIE MMOTYYCHBI ITyTEM MIOUCKA B HAYYHOU JIUTEpaType, U3 OMbITa KITHHUIECKOTO
MPUMEHEHHUSI WU U3 KIMHUYECKUX UCTIBITAaHUN (MCCIIeOBAHMI) MEUIIMHCKOTO U3JIEIHS;

B) OLICHUTh KJIMHUYECKHE JaHHBIE HA TPEIMET BO3MOXHOCTH WX HCIOJIB30BAHUS IS
JI0Ka3aTeNbCTBA KIMHUYECKOH 3()(hEeKTUBHOCTH M 0€30aCHOCTU MEAUIIMHCKOTO U3JIENHS;

T') IPOBECTH KIMHUYECKHUE MCTIBITAaHUS (MCCIIEIOBAaHMS) MO TEM acleKTaM O0e30MacHOCTH U
3G (HEKTUBHOCTH METUIUHCKUX U3IETHH, 1711 KOTOPBIX HEJOCTATOUYHO UMEIOIIUXCS KIMHUYECKUX
JAHHBIX;

1) IPOBECTH aHAIM3 KaK OJIarONpHUATHBIX, TAK U HEOMArONPUITHBIX KIMHUYECKUX JTaHHBIX,
MOJTyYEeHHBIX ITyTeM MIOMCKA B HAYYHOU TUTEpaType, U3 OMbITa KITUHUIECKOTO TPUMEHEHUS UK B
pe3ynbTare MpOBEeNCHUs KIMHUYECKUX HCIBITAHUN (MCCIeloBaHUM), U caenaTh 000CHOBAaHHOE
3aKJIFOYEHUE O KIMHUYECKOM J0Ka3aTelbCcTBE d(h(PEKTUBHOCTH U OE30MaCHOCTH MEIUIIMHCKOTO
u3nenuss B (¢opMme oryeta. AHaAJIM3 MPOBOAUTCS C YYETOM Kiacca MOTEHIUAIbHOIO pHCKA
MPUMECHCHHS, HA3HAYCHUS U CHENU(DUYECKUX OCOOCHHOCTEH MPUMEHEHHS MEIHIIMHCKOTO
maenusa. OTdeT O KIMHMYECKOM JIOKa3aTelabCcTBE A(PPEKTHBHOCTH U O€30MaCHOCTH
MEAWIIMHCKOTO W3JETHs HEOOXOJAMMO COIJIACOBBIBATH CO  CIEHHUATINCTOM B  001acTu
MEIUIIMHCKOTO TPUMEHEHHUs] MeIULUHCKOro uznenus. KBamudukamus Takoro crenuagnucta
MOATBEPIKIAETCS JOKYMEHTOM 00 OOpa3oBaHHWH B O0JIACTH MEAWIIMHBI U O CICIHATHLHOCTH B
COOTBETCTBHUH C 00JIACTHI0 MEAUIIMHCKOTO MPUMEHEHHS] MEIULIMHCKOTO u3/enus (cepTuduxkaTrom
crierranycTa u (WIn) JUILIOMOM U T.1T.), TyOJUKaUsIMUA METUITUHCKOTO CIEHaInCcTa (HayYJHBIMU
cTaThsiMu, U (Wiau) MoOHorpadusMH, W (WJIM) AUCCEPTANMAIMU B OO0JACTH MEIMIIMHCKOTO
MPUMEHEHHUSI MEIUIMHCKOTO H3JeNus). YKa3aHHBIA OTYET SBISICTCS YacThIO JOKYMEHTAIMH
MIPOU3BOIUTEINS METUIITHCKOTO U3/IETHSI.

4. O6ocHOBaHUE KIMHUYECKOU d(DPEKTUBHOCTH U 0€30MACHOCTH MEIUIIMHCKOTO HM3IEINHs
OCHOBBIBae€TCS Ha KIMHUYECKUX JAHHBIX, TOJTYYEHHBIX MpPH MPOBEICHUH KIMHUYECKUX
UCIBITAaHUH (MCCTeT0BaHUM), IS

MEIUIMHCKUX H3JEINi (32 MCKIIOYEHHUEM IMPOTrpaMMHOIO oOecredeHHus], SBISIOIIErocs
MEAUIIMHCKUM H3/IEITUEM ), €CIIA HE JIOKA3aHO, YTO KIMHUYecKast 3 PeKTUBHOCTH U 6€30MacHOCTh
3asIBJIIEMOT0 MEIULIMHCKOTO U3JIEHSI MOTYT OBITh MOATBEPHKACHBI HHBIM CIIOCOO0M;

MEIUIIMHCKUX H3JEINi (32 MCKIIOYEHUEM MPOTPAMMHOIO 00eCIeUeHHs, SBISIOMIEIOCs
MEAUIIMHCKUM H37eNueM), GyHKINOHAIbHbBIE XapaKTePUCTUKH, IPUHIIUI JEHCTBUS, Ha3HAYEHUE,
MOKa3aHUs K MEIUIIMHCKOMY NPUMEHEHHI0 WM OCOOEHHOCTH MEAMIIMHCKOTO MPUMEHECHUS
KOTOPBIX paHee HE MCCIIEA0BAINCH;

MEAUIIMHCKUX U3JENINi, COIePIKAIINX HOBBIE, KOHTAKTUPYIOUINE C OPTaHM3MOM YeIIOBEKa,
paHee He U3yUYEHHbIE B YACTH OMOJIOTHYECKOTO ASHCTBUS MaTeprabl MM U3BECTHBIE MaTepHAIIbI,
KOHTaKTUPYIOIIUE C TEMU OPTaHaMU UM TKaHSIMHU Y€JI0BEKa, B OTHOLIEHUH KOTOPBIX OTCYTCTBYET
OTBIT UX MEIUIMHCKOTO MPUMEHEHMs, WIM B Cllydae, €ClIM TaKOW KOHTAKT sBIiseTcs Oosee
MIPOJIOJKUTENLHBIM, YeM paHee U3yUCHHBIN.

Knunnyeckne — ucnbiTaHus — (MCCNEAOBAaHMSA)  MEIUWLUMHCKUX — M3AETUH  KJIacCOB
MOTEHIIMATBLHOTO PHCKA MpPUMEHEHHS 3, 20 U MUMIUIAHTUPYEMBIX MEIUIMHCKUX H3AeTuil (3a
UCKIIIOYEHUEM TMPOTPaMMHOr0 OOecreyeHus, SBJSIOUIErocs MEAMIMHCKUM — H3JeNIUeM),
MHUIMKApOBaHHbIE nocne 1 staBaps 2022 ., mpoBoadTcs B (popMe MHOTOICHTPOBBIX UCIBITAHHM
(ucciemoBaHuii), B TOM YMCJIE B OJTHOM M3 rocyaapctB — wieHoB Coro3a (manee — rocyaapcrpa-
YJICHBI).

5. lomyyeHnue KIMHUYECKUX MAHHBIX NJIS MPOTPAaMMHOTO OOecriedeHusl, SBISIOLIErOCs
MEAUIIMHCKUM U3JIeIHEM, B TOM YHCIIE POTPAMMHOT0 00ECTICUEHUS C MPUMEHEHHEM TEXHOJIOTHIA
UCKYCCTBEHHOTO HHTEJIEKTa, OCYIIECTBISETCS C MCIOJIb30BAHUEM MEIULMUHCKUX JaHHBIX



MAlMEHTOB, BEPUPHUIMPOBAHHBIX MEIUIIMHCKOM opraHuzanueil (KIMHUYECKHM LEHTPOM),
MOJTy9EeHHBIX B XOJI€ TUArHOCTUKH, JICUCHH S, peaOUTUTAIIHH.

6. Knunuueckue naHHbIC, TOMY4YEHHbIE TNPU MPOBEACHUHM KIMHUYECKUX HWCIBITAHUN
(vuccnemoBaHWi) WU TIPU TPUMEHEHUU MEIUITUHCKOTO U3/IeTUS B TOCY1apCTBaX, HE SIBIISIFOIIIXCS
yieHamu Coro3a, MPU3HAIOTCS B KaueCTBE MCTOYHHMKA KIMHMYECKHUX JaHHBIX O MEAMIIMHCKOM
W3JICJIMH TIPH BBIIOJIHEHUU OJTHOTO U3 CIEAYIOIINX YCIOBUI:

a) KJIMHUYECKUE JaHHbIE MOJATBEPXKIEHBl MyONUKAlMsIMH B  CHEHUAIU3UPOBAHHBIX
KypHAJIaX WIM OTYeTaMu BceMUpHOW OopraHu3alvu 3ApaBOOXPAHEHUS 110 MPOTrpaMMe KOHTPOIIS
6e3onacHocTH U 3 dekTuBHOCTH MeauimHcknx n3aenuit («The WHO prequalification projecty),
pa3MeIeHHBIME Ha caiite BcemupHON opraHu3anuu 3ApaBOOXpaHEHHs B WH(GOPMAIMOHHO-
TeJIEKOMMYHHUKAIMOHHOU cetn «IHTepHEeT» (nanee — ceth IHTEpHET);

0) mpeCTaBICHBI PE3yabTaThl MPOBEICHUS KIMHUYECKUX UCTIBITAHUHN (MCCIeNOBaHUMN) B
COOTBETCTBUHM C peKOMeHIalusMu MexayHapoaHoro ¢opyma peryisTopoB MEIUIHHCKHX
m3aenuit (IMDRF). [lokazaTenbcTBa COOTBETCTBUSI MPOBEACHHBIX KIMHUYECKUX HCHBITAHUMA
(ucciemoBaHuii) MEXIYHAPOHBIM TPEOOBAHUAM JOJIKHBI OBITH BEPUDHUIIUPYEMBI.

7. Knuaudeckuie JaHHbBIE, TOMYyYEHHBIC TSl IPYTOro MEIUIIMHCKOTO U3/IETHs, MOTYT OBITh
MPUHSATHI K PACCMOTPEHUIO TOJIBKO B CITyuyae MPeICTaBICHUs 1I0Ka3aTebCTB €ro SKBUBAJIEHTHOCTH
3asBIIIEMOMY MEAMIIMHCKOMY W3JICTHI0 TPU OJHOBPEMEHHOM BBIMIOJIHEHUH CIIEAYIOLIUX
YCIIOBU:

a) paccMaTpuBaeMbie MEAUIIMHCKUE U3/ICTUS UMEIOT OIMHAKOBOE Ha3HAUCHUE, B TOM YHCIIE
(0 MPUMEHUMOCTH) B OTHOIIICHUH

IIOKa3aHUM K IPUMEHEHHUIO;

MpeIHa3HaYE€HHOTO MOJIb30BATENS;

TSDKECTH U CTAANH 32a00JI€BaHUS UM COCTOSIHUS TTAI[UEHTOB;

IpyNIbl NAIMEHTOB, AJI1 KOTOPBIX MpeJHa3HAYeHO MEIULIUHCKOE U3/EIINE;

JacTell Tella 4YeJOBEKa, MOABEPTaIONIMXCS BO3ACHCTBHIO MEIUIIUMHCKOTO H3ACTUS WU
KOHTaKTUPYIOLIUX C HUM;

THUIAa KOHTAKTA;

MPOJOJKUTENEHOCTY UCIIOJIB30BAaHUS MIIM KOHTAKTa C TEJIOM;

YCIIOBUW TNpUMEHEHHs (HAmpuMep, MEIUIUHCKOE YUYPEeKIEHUE, I JIOMAIIHEro
WCIIOIb30BaHMUS ),

KpaTHOCTH NPHUMEHEHUs, BKIIOYas JII0Oble OTpaHUYCHHUs B OTHOIICHHU KOJIMYECTBA WIIU
MPOJOJIKUTENEHOCTH TOBTOPHOTO TPUMEHEHHS,

0) TEeXHUYECKUE XapaKTEPUCTUKH (B TOM YHCIIE MPUHIIUTI ICWCTBUS, OCHOBHBIC TTapAMETPHI,
MaTrepuasbl © KOHCTPYKTUBHBIE OCOOCHHOCTH M3/IENHSI) M OMOJIOTHYECKUE XapaKTEPUCTUKH (B TOM
grciie OMOCOBMECTUMOCTh MATEPUAIOB U OWOJIOTUYECKOE JCWCTBUE MEIUITUHCKOTO HW3JICIIHS)
paccMaTpuBaeMbIX MEIUIIMHCKUX W3AETUIl OJUHAKOBBI B TOM CTENEHM, KOTOpas rapaHTHUPYET
OTCYTCTBHUE Pa3IM4YMi B UX KIMHUYECKON 3PPEeKTUBHOCTH U 0€30MaCHOCTH;

B) MEIULIMHCKOE U3JIENHE, 3asIBICHHOE B KaUeCTBE SKBUBAJICHTHOI'O, 3aPETUCTPUPOBAHO B
COOTBETCTBHH ¢ MpaBoM Cor03a WM 3aKOHOIaTEIHCTBOM T'OCYIapCTBA-UICHA.

8. OTueT 0 KIMHUYECKOM JI0Ka3aTeNbCcTBE dPPEKTUBHOCTH U OE30MACHOCTH MEAUIITHCKOTO
U3JIEHS TOJDKCH TIOIICPKUBATHCS B aKTyaJIbHOM COCTOSIHUU C YYETOM JAaHHBIX, MOJTYYCHHBIX B
X0JIe MOCTHPOAAKHOTO MOHUTOPUHTA W (WJIM) MPHU MOSABIECHUU B HAYYHOH JINTEpAType HOBOM
MOJTBEPXKACHHONU MHPOPMALINH, Kacaloulelcs ero 6e30macHoCcTy 1 3 HEKTUBHOCTH.

Jlig MEIUIIMHCKUX M3JETUil Kilacca MOTEHIMAIbHOTO PUCKAa MPUMEHEHHUs 3, a Takke AJis
UMIUIAHTUPYEMBIX B OPTaHU3M YeJI0BeKa MEIUIIMHCKIUX U3JIEIHH Kiacca MOTEHIIMATLHOTO PUCKa
NpUMEHEHHUsT 20 NPOU3BOAUTENh MEOUIMHCKUX M3ACTUNH WJIM €ro YMNOJHOMOYEHHBIN
MPEICTABUTENh O005S3aH MPOBOAUTH TMOCTPETUCTPALMOHHBIA  KIMHUYECKHA MOHUTOPUHT
O0e3zonmacHOCTH M 3(P(HEKTUBHOCTH MEIUIIMHCKUX W3ACIMA B COOTBETCTBHM C IUIAHOM,
BKJIFOUEHHBIM B OTYET O KIMHUYECKOM JI0Ka3aTelabCcTBE A((HEKTHBHOCTH H OE30MaCHOCTH
MEAUIIMHCKOTO W3JIeNHsl, NPEJCTaBIsgeMblii B coOoTBeTCcTBUU ¢ IlpaBuiamu mnpoBeneHus
MOHHUTOpPHHTa Oe30macHOCTH, KadectBa ©  JI((EKTHBHOCTH  MEIUIMHCKUAX  W3JCIH,



yTBepxkaeHHbIME Pemenuem Komnernn EBpa3uiickoil 53KOHOMHUYECKOW KOMUCCHHU OT 22 AeKa0pst
2015 . Ne 174.

II1. TpeGoBaHuA K MPOBEACHUIO KIMHUYECKUX UCTILITAHUN (MCCIe0BAHMI) MeIMIIUHCKUX
U3/1eJHil, KpoMe MeIMIMHCKUAX U3/1eUii /151 AUATHOCTUKMU in Vitro

9. Knuandeckue wucnpITaHus (MCCIENOBAHUS) MEAUIIMHCKUX W3JIEIUN TMPOBOIITCS B
COOTBETCTBUU C MPUHUMUIIAMHU XEIbCUHCKOM AeKIapauu BceMrUpHON METUIIMHCKON aCCOLMAlUT
1964 roma «OTHyecKue NPUHIUIIBI MEIUIIMHCKUX HMCCIEHOBAHMM C y4YacTHEM YEJIOBEKa B
KauecTBE CyOhEKTa HCCIEIOBAHUSY.

Knuandeckue wucnpiTaHus (MCCICIOBAHUSA) MEAMIMHCKAX W3ACIUA Ha TEPPUTOPHUIX
rOCy/IapCTB-4JICHOB MPOBOMATCS B BHIOPAHHBIX 3asSBUTENEM MEIAUIIMHCKUX OpPTaHH3aIUIX
(KTMHUYECKUX IIEHTPaxX), CBEACHUSI O KOTOPBIX BKIIFOYCHBI B €IUHBIN PEeCTp YIMOTHOMOYEHHBIX
OpraHM3alyii, IMEIOIIUX MPABO MPOBOJUTH UCCICIOBAHUS (MCIBITAHMUS) MEAUIIMHCKUX H3CIUI
B LIEJISIX UX PETUCTPALNH (JJaiee — PeecTp YIOJTHOMOYCHHBIX OPTaHU3aIIHi ).

10. MeauuuHCKUE OpraHu3auny (KIMHUYECKUE LIEHTPHI), KOTOPBIE MPOBOAT KIMHUYECKUE
WCTIBITAaHUS (MCCIICIOBAHUA), a TaKXKe CHICHMUAINCTBl OSTUX OpTraHW3alldid, MPOBOISIINE
KIIMHUYECKUE HCHbITaHUusA (UCCIIEeNOBaHMsI), HE MOTYyT HAaXOAMUThCS C MPOU3BOAUTEIIEM
MEIUIIMHCKOTO H3JENNs], YIMOJHOMOYCHHBIM MPEICTABUTENIEM IPOU3BOIUTENSI WU JPYTHMH
3aMHTEPECOBAHHBIMU B pe3yJIbTaTax HCMBITAHUN (MCCIENOBAaHUN) JUIAMU B OTHOIICHUSX,
BIIUSIOIINX HA UX O€CTIPUCTPACTHOCTD.

KommMmepueckoe, ¢uHaHCOBOE WM WHOE JaBJICHHE, CTaBsllee OeCHpUCTPACTHOCTh
MEJIUIIMHCKOW OpraHu3aiuu (KIMHHYECKOTO IIEHTPA), MPOBOIAIICH KIMHUYECKHE HCIBITAHHS
(uccnenoBaHus), OA yrpo3y, HE JOIyCKaeTCs.

11. Knuanueckue wuCTbITaHUusA (MCCIENOBAHUS) MEAUIIMHCKUX HW3JICTUN TMPOBOAATCS Ha
OCHOBE MPOTPaMM HUCTIBITAHUH (MCCIIEAOBaHUN) TAKUM 00pa30M, 4TOOBI Pe3yIbTaThl UCIIBITAHUN
(uccriemoBaHnii) MOTVIM TOJATBEPAUTh WM ONPOBEPTHYTH 3asBICHHBIC TPOU3BOAUTEIIEM
KIMHUYECKYI0O A(PQPEKTUBHOCTh M 0O€30MacCHOCTh MEIUIMHCKHX u3fenuid. KomnmdecTBo
MPOBEACHHBIX HAOJIOACHUN JIOJDKHO OBITh JOCTATOYHBIM JUISI TOTO, 4YTOOBI 0OECIICUUTH
CTaTHUCTUYECKYIO JJOCTOBEPHOCTH, BOCIIPOU3BOIUMOCTh PE3yIbTAaTOB U HAYYHYIO 000CHOBAHHOCTh
BBLIBOJIOB.

UcnbiTanusa  (uccienoBaHusi)  MEIULIMHCKUAX — M3JENHM, NpeJHA3HAYEHHBIX IS
WCTIOIB30BaHUS JIUIIAMHU, HE UMEIOIMMH MEAUIIMHCKOTO 00pa30BaHUsl, TPOBOSATCS B YCIOBHSX,
MOJCIIUPYIOLIUX YCIOBUS UCMOJIB30BAHUS 3TUX MEAUIIMHCKUX U3/IETUI 1O HA3HAYEHUIO.

12. KnuHnyeckne WCIBITaHUs (MCCIICIOBAHUSA) MEAWIIMHCKUX H3JEIUH MPOBOAITCS B
YCJIOBHSIX, YCTAHOBJICHHBIX MPOU3BOJUTENEM JJIsl PUMEHEHHS 3TUX MEIULMHCKUX U3ACIIUNA U
MPEAYCMOTPEHHBIX MTPOTrpaMMaMH UCTIBITAHUH (MCCIIeIOBAaHUMN).

13. UccnenoBarenb HECeT OTBETCTBEHHOCTh 3a MPOBEACHHE KIMHUYECKOTO HCHBITAHUS
(uccnemoBaHus) MEIUIMHCKOTO u3nenus. McciaemoBarenb TODKEH WMETh JIOCTYN KO BCEM
UMEIOIUMCST TEXHHYECKUM U KJIMHUYECKUM JaHHBIM 00 HCHBITYeMOM (HCCIEIyEeMOM)
MEIUIMHCKOM H3JIEJINH.

14. lna oOecrneyeHus wuccienoBareieil HEOOXOAMMBIM 00BbeMOM HH(poOpManuu o
MEIUIIMHCKOM W3JCIIUHA 3asgBUTENb MPEACTaBIsSET OpOIIIOpYy HCCIENOBaTENs, COACPKaHHE
KOTOPOH COOTBETCTBYET TPEOOBAHUSM COTJIaCHO MpHIIOKeHuIo Ne 1.

15. Coneprkanrie porpaMMbl KIIMHUYECKOTO MCTIBITAHUS (MCCIIEIOBAHUS) MEAUITUHCKOTO
W3JIEIHS IOJDKHO COOTBETCTBOBATh TPEOOBAHUSM COTIIACHO MPUIIOKEHUIO Ne 2.

16. Onucanne au3aifHa KIMHUYECKOTO WCIBITAaHUS (MCCIIEIOBAaHUs) JOHKHO BKIIIOYATH B
ce0st:

a) CTpaTeruto OO0eCreyYeHUs KIMHUYECKONW 3HAYMMOCTH M Hay4YHOW OOOCHOBAaHHOCTH
PE3yJIbTaTOB ¢ 00OCHOBAHHUEM €€ BhIOOpA;

0) OCHOBHBIC U JOIOJHUTEIbHBIE KOHEUHBIE TOYKH C OOOCHOBAaHMEM HX BBIOOpa H
HU3MEPEHHUS.



17. IIporpamma  KIMHUYECKOTO HWCIBITAaHUA (MCCIEIOBAHUS) COTJIACOBBIBACTCA C
MEAUIIMHCKUMU OpraHU3ausIMU (KITHHUYECKUMHE IIEHTPaMH ) U KOOPIMHATOPOM-UCCIIeIOBATEIIEM
IIPU MPOBEIEHUU MHOTOLIEHTPOBOT'O UCTIBITAHUS (MCCIEI0BAaHUS) U YTBEPKAACTCS 3asiBUTEIIEM.

18. Jlnst mpoBeZieHus] KIMHUYECKOTO UCIBITaHUs (MCCIEAOBAHUS) MEAUIIMHCKOTO H3IEIHs
3asiBUTENb MPEJCTaBIseT B MEIUIUHCKYIO OpraHU3aluio (KJIMHUYECKUH LEHTp) CIeXyIoIIne
CBEJICHHUSI W JIOKYMEHTHI, O(DOPMIIEHHBIE B COOTBETCTBHH C 3aKOHOJATEILCTBOM TOCYIapCTBa-
YJieHa, Ha TEPPUTOPUN KOTOPOTO MPOBOAUTCS KIMHUYECKOE UCTIBITaHNE (MCCIIeI0BaHue):

a) pa3pellleHue yINOJHOMOYEHHOIO opraHa (3KCHEpTHOM OpraHu3aliM) Ha IPOBENEHUE
KJIMHUYECKOTO0 HCHBITaHUS (MCCIIEOBaHMS) MEAULHUHCKOrO u3Aenus (3a MCKIIOYEHHEM
MPOrPaMMHOTO OOECIEYCHHUS, SBISIOMIETOCS MEIUIIMHCKUM U3JIEIHEM) WIH PEKBU3UTHI
pEeecTpoBOii 3amKcH B peecTpe, B KOTOPBIA BHOCSTCS CBEIEHUS O BBIJAHHBIX pPa3pEelICHUSX U
MPEJICTABICHHBIX YBEIOMIICHUSX O MPOBEICHUU KIMHUYECKUX WIH KIMHHKO-Ta00paTOPHBIX
WCIIBITAaHUH (MCCIIeIOBAaHUN ) METUITMHCKUX U3ACINN (Jajiee — peecTp pa3pelieHHi ),

0) 3asBlIeHHE O TPOBEACHUM KIMHHYECKOTO WCIBITaHUS (MCCIICTOBAHMS) METUIIUTHCKOTO
U3J1eTHs;

B) MUCHbMEHHOE TIOJTBEPKICHUE TOTO, YTO JAHHOE MEIUIIMHCKOE H3/EIUE YIOBIECTBOPSET
BCEM MPUMEHHMBIM TPEOOBaHUSAM 0€30MacHOCTH M 3(PPEKTHBHOCTH, 32 HMCKIIOYCHUEM TeX
CBOMCTB U XapaKTEPHCTHUK, KOTOPHIE IOJKHBI OBITh HCCIENOBaHBI B XOJAE MPOBOAMMOIO
KJIIMHUYECKOTO UCTIBITaHus (MCCeA0BaHN) MEAUIIMHCKOTO U3/IENIHS;

r) OpolIopa ucciae10BaTes;

1) MporpaMMa  WCTBITaHUsT  (MCCIEOBaHUs), COCTABJIICHHAass B  COOTBETCTBHUU  C
TpeOOBaHUSAMU, IPEYCMOTPEHHBIMHE TIpHIIokeHHeM Ne 2 k HacTtosumM [IpaBunam;

€) oOpas3ibl  (0Opaser)) MEAMIIMHCKOTO HW3JAENIUs BMECTe C MPUHAJIC)KHOCTIMH,
HEOOXOMUMBIMH JUISI TPUMEHEHUS MEAHMIIMHCKOTO W3JENUsS MO HAa3HAYeHWIO (MPU HATUYUH
MIPUHAIC)KHOCTEN );

) CBEJICHUSI O COOTBETCTBUHU MEIUIIMHCKOTO u3enus O0mumM TpeOoBaHUSM;

3) MHCTPYKUUA 1O TNPUMEHEHHIO  MEIULUHCKOro  u3aenus  (dKCIUTyaTal[MOHHAas
JOKyMEHTAIus);

1) TEXHUYECKHUI (aiim Ha MEAMIIMHCKOE U3JIENHe, COJAEPKAHUE KOTOPOrO COOTBETCTBYET
TpeOOBaHUSAM COTVIACHO MPHIOKeHUIO No 3 (11 MeIUIIMHCKHUX U3ENUi, KpOMe MPOTPaMMHOTO
o0ecrieueHrs U MEIUIUHCKUX U3AETUI JUIsl TUarHOCTUKY i1 Vitro) Wiu npuioxkeHuto Ne 4 (ans
MPOrPaMMHOTO O0ECIICUeHUS], SIBISIOMIETOCS MEIUIIMHCKAM H3JENMeM), 33 HUCKIIOYCHHEM
CBOMCTB M XapakTEpUCTUK Oe30macHOCTU U 3((HEKTUBHOCTH MEAMIIMHCKOTO WU3JETus, KOTOphIe
JIOJDKHBI  OBITH  ONpENENICHBI B  pe3ylibTaTeé IMPOBOJMMOTO KIMHUYECKOTO HCIBITAHUS
(uccnemoBanus);

K) 3aKJIFOYEHHE KOMHTETa IO OTUKE O TMPOBEACHUM KIMHUYECKOTO HWCIBITAHUS
(ucciemoBaHus ) MEIUIIMHCKOTO U3ICITHS;

7) KOMUs JOKyMeHTa 00 YCJIOBHSIX CTpaxOBaHUS WM BO3MENIECHUS (KOMIICHCAIIHH)
BO3MOXKHOTO Bpela TP BO3HUKHOBEHWW HEOJArOMPHUATHBIX COOBITUH  (MHITUJECHTOBR),
OCYIIECTBIISIEMBIX B COOTBETCTBUU C 3aKOHOJATEIILCTBOM TOCYJapCTBa-4JieHA, HA TEPPUTOPUHU
KOTOPOTO MPOBOJIUTCS KJIMHUYECKOE UCTIbITaHHE (MCCIIEIOBAHUE) MEAUIIMHCKOTO U3IEIHS;

M) (popMa MHGOPMHUPOBAHHOTO COTJIACHS, BKJIIOYAs BCE HEOOXOAMMBIC Pa3bsCHUTEIbHbIC
MaTepuaibl, a Takke UHas uHpopMmauMs, mperocraBiseMas CyOBEKTYy HCIBITAHUS
(uccnenoBanus);

H) GOpMBl HMHAMBHUIYAIbHOM PETUCTPALIMOHHONW KapThl, JHEBHUKOB U BOIPOCHUKOB,
KOTOpBIE MPEACTOUT 3AMOTHITH HCCIICTOBATEIISM;

0) (hopma oTueTa 0 HeOJIATONPUATHBIX COOBITHSIX (MHITUCHTAX );

) ¢popma OT4eTa O HeJOCTATKAX MEAUIIMHCKOTO U3IEIHS;

p) GOPMBI OTYETOB O KIIMHUYECKOM HCIIBITAHUHU (MCCIICIOBAHNN) MEAUITUHCKOTO W3CIHUs,
BKJTIOYAsi TPOMEKYTOUHBIH OTYET;

C) MaTepuainsl (BKJIIOYas peKjaMHbIe), UCIOIb3yeMble I MPUBJICUYEHUS MOTEHIIMATBHBIX
CYOBEKTOB HCTIBITAHHS (MCCIICTOBAHHS).
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19. IIpu mpoBeneHNN KIMHUYECKUX WCIBITAaHUHN (MCCIEIOBAaHUN) MEIUIIMHCKAX H3EITHI
OCYIIECTBISIOTCS:

a) MPOIEAYPhl B COOTBETCTBHH C MPOrpaMMaMH HUCTIIBITAHUH (MCCIIEOBaHU);

0) BeZicHHEe OIHO3HAYHO HJICHTU(UIIMPYEMBIX 3alUCced MO pe3yJbTaTaM MPOBEICHHBIX
KIIMHAYECKUX UCTIBITAHUHN (MCCIIeIOBaHUN );

B) OLICHKA ¥ AaHalu3 JIaHHBIX, TIOJYYEHHBIX B XOJ€ KIMHUYECKUX HWCHBITAHUN
(ucciemoBaHnii) METUITMHCKUX U3CITHA;

r) 7opaboTKa AKCIUTYyaTAl[MOHHON JOKYMEHTAIIMH TPOU3BOIUTENS Ha MEIUIMHCKOE
W3JIeNIMe 10 pe3yJIbTaTaM UCTIBITaHUH (MCcCieioBanmii) (Tpy HEOOXOIMMOCTH);

1) COCTaBIICHUE U BbIJaua 3assBUTEI0 OTYETa O KIMHUYECKOM HCIBITAHUU (MCCIICTOBAHIH )
MEAUIIMHCKOTO U3/1ETHSI.

20. OT4eT O KJIMHMYECKOM WCHBITAHUN (HMCCICIOBAHUU) MEIUIIMHCKOTO u3Jenus (C
puiIoKeHneM 00o0maromux Tadauil (rpaduKoB) pe3yabTaTOB MCHBITAHUHN (MCCIECIOBAHUMN) C
COOTBETCTBYIOLIEH CTaTUCTHUECKOW 0OpabOTKONW M KOMMEHTapHeB K HUM) JOJDKEH COJIepXKaTb
KPUTHYECKYIO OLIEHKY BCE€X JAHHBIX, MOJYYEHHBIX B XOJE MCHBITaHUS (UCCIENOBaHUS), B TOM
YHCIIe HETaTUBHBIX JIAHHBIX. Takoi OTYET COCTaBISECTCS 1O (hOpME COTIACHO MPMIIOKEHHUIO No 5,
MOJINKCHIBACTCS UCCIIEOBATENSIMU U YTBEP)KIAETCSI PYKOBOJUTENIEM MEIUIIMHCKON OpraHn3aluu
(KJIMHUYECKOTO LIEHTPA).

[Ipy npoBeneHHMM  MHOTOLIGHTPOBBIX  KJIMHHUYECKUX HCHBITAHUNH  (MCCIIEJOBaHMIA)
COCTaBJISIETCSI OOIIMIA OTYET, KOTOPBIM MOMUCHIBACTCS UCCIIECIOBATENSIMU U PYKOBOIUTEISIMU
MEAUIMHCKUX OpraHu3aluii (KJIMHUYECKUX LEHTPOB) U YTBEPXKIAETCS KOOPIWHATOPOM-
HCCIIeIOBATEIIEM.

21. 3agBUTENs UMEET MPABO KOHTPOJIUPOBATH IMPOBEIEHUE KIMHHUYECKOIO HCHBITAaHUS
(uccnemoBaHusl) MEIUIIMHCKOTO HW3JETUS Ha BCEX JTanax MOCPEACTBOM HA3HAYCHHUS JIHII,
MMEIOIUX COOTBETCTBYIONIYIO KBATM(PHUKAIUIO, U MPOBEACHUS MPOLEIYp MOHMTOPHUHIA WU
HE3aBHCHMOU OILIEHKH COOTBETCTBUS C IEIBIO MOYYCHUS JOCTOBEPHBIX JaHHBIX.

IV. O6ocHoBaHMe KIMHNYECKOH dPPekTUBHOCTH U 0€30MACHOCTH MeIUIIMHCKUX U31eJTHi
IJIS ANATHOCTHKH in vitro

22. Jloka3aTeabCTBO COOTBETCTBUS MEAUIIMHCKUX W3JACIUM JJIs1 JHArHOCTUKH N Vitro
OOumM TpeOoBaHMAM BKIIOYaeT B ce0s OOOCHOBaHHME KIMHUYECKOH 3(QeKkTuBHOCTH U
0€30MacHOCTH MEIUIIMHCKUX U3ACTUHA Ul AMATHOCTHKH i Vitro.

ObocHOBaHME KIMHUYECKOH >(PQPeKTUBHOCTH M Oe3omacHocTH odopmisiercs B ¢opme
oT4eTa O KIMHUYECKOM J0Ka3areiabcTBe 3(PPEKTHBHOCTH M OE30MAaCHOCTH MEIUIIUHCKOTO
U3JeNusl W, TJIe MPUMEHHMO, OCHOBBIBACTCS HA OMNpPEICNCHHH WU MOATBEPKICHHUH HAy4YHOU
000CHOBAaHHOCTH AHAJINTA, AHATUTHYCCKON 3(PGHEKTHBHOCTH M KIMHHYECKOW 3()PEeKTUBHOCTH
MEIULIUHCKOTO U3JENusl UIsl TUarHOCTUKHU in Vitro TIPU €ro MCIOJb30BaHUM MO Ha3HAYEHUIO,
YCTaHOBIICHHOMY  TpOHM3BOIUTENeM.  HempuMEeHMMOCTh  YKa3aHHBIX  XapaKTEPUCTHK
00OCHOBBIBACTCA B OTUETE O KIMHUYECKOM J0Ka3aTeslbCTBE 3(PPEKTUBHOCTH U OE30MACHOCTH
MEIUIUHCKOTO U3/ICITHSI.

23. Onpenenenre WA MOATBEPKIECHUE HAYYHOH OOOCHOBAHHOCTH AHAIUTA HE SIBIISETCS
HEOOXOJMMBIM B Cllydae, €CJIM CBS3b aHAIUTA C KIWMHUYCCKAM WIH (QH3HOIOTHYSCKIM
COCTOSIHUEM OpraHM3Ma YeJOBeKa XOpOIIO HW3BECTHA W OCHOBBIBACTCA Ha JOCTYITHOM
nHpopMaIuu.

24. ]lns HOBOTO aHANIWTa WJIM HOBOTO HA3HAUYEHUS MEIUIIMHCKOTO W3JENUs s
JIMAarHOCTHKY N Vitro HaydHass 00OOCHOBaHHOCTh aHAJMTA yCTAHABJIMBACTCS B XOJI€ KIMHUKO-
71a00paTOPHBIX MCIIBITAaHUH (MCCIeI0BaHUN) MEAULIIMHCKOTO U3ACIHS Ui TMAarHOCTUKH in Vitro,
€CITi He JI0OKa3aHO, 4TO Hay4Has OOOCHOBAaHHOCTh AHAIHMTAa MOXET OBITh yCTAHOBJICHA HMHBIM
CII0COOOM, HAaIPpUMEpP Ha OCHOBE:

a) JaHHBIX, MOJIYYEHHBIX W3 KIMHHYECKOTO OIBITa MPUMEHEHHS B TOCYIapCTBaxX-uiICHaX
MEIULIMHCKUX HW3ACTUA A TUATHOCTUKU N Vitro, ONPENENSIOUINX TOT K€ aHAJIUT TEM XKe
METOIOM M UMEIOIINX TO YK€ Ha3HAYCHUE;
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0) JaHHBIX, TOJYYEHHBIX M3 HAy4YHOH JHUTEpaTypbl O MEAUIMHCKUX W3ACNUAX s
JTUArHOCTUKU in Vitro, ONPENENSIOMNUX TOT K€ aHAJIUT TEM K€ METOJOM M UMEIOIIUX TO K€
Ha3Ha4YCHHE.

25. Ananutudeckas 3¢(HEeKTUBHOCTh MEIUIIMHCKOTO HM3ACNUs JUIsl TUArHOCTUKH in Vitro
JIOKHa  OBITh  MOATBEP)KJIEHA  pe3yslbTaTaMU  KIMHUKO-Ta0OpaTOPHBIX  WCIBITAHUN
(uccrnenoBaHuii) ISl 3asBJIIEMOTO0 MEIUIIMHCKOTO U3I€TUs JUIsl TUATHOCTHUKY in Vitro.

26. OnpefienieHrie WA TTOATBEPXKICHUE KIMHHUYECKOW 3(PPEKTUBHOCTH B XOJE KIMHUKO-
1abOpaTOPHBIX UCIIBITAHUN (MCCIIEAOBAHU) MEAUIIMHCKOTO WU3MIEHsI U1l TUATHOCTUKH in Vitro
HE SIBJISIETCS HEOOXOAMMBIM JIJIsl METULIMHCKUX U3ACTUH JIJIsl TUarHOCTHKY i1 Vitro B Cllydae, eclid
KIuHUYecKass J(QQPEKTUBHOCTh 3TOTO W3JCNIUS IOJHOCTHIO OMPEACTSETCS aHATUTUYCCKOU
3(PEKTUBHOCTBIO U 3TOT (PAKT XOPOIIO M3BECTCH W OOOCHOBAaH B OTYETE O KIMHUYECKOM
J0Ka3aTenbcTBE 2(PPEKTUBHOCTH U 0€30IaCHOCTH METUIIMHCKOTO H3ETIHSL.

27. Knuaunueckas 3¢G(EeKTUBHOCTh MEIULUHCKOTO H3AeNus AN JUAarHOCTUKU in Vitro
YCTaHABIIMBAETCS B XOJ€ KIMHUKO-TA0OPATOPHBIX HCIBITAHUH (MCCIEAOBaHUN) MEAUIIMHCKOTO
u3Nenusl JJig UMArHOCTHKW in Vitro, €cliv He J0Ka3aHo, 4YTO KIMHHUYecKas 3((eKTUBHOCTH
MEIUIIMHCKOTO U3/IETUS MOXET OBITh YCTAHOBJICHA MHBIM CIIOCOO0OM, HAIpUMep Ha OCHOBE:

a) TaHHBIX, MOJIYYCHHBIX U3 PELEH3UPYyeMOW HayuyHOU JuTepaTypbl 00 HCIOJIb30BaHUU
MEAUIIMHCKOTO U3/IETHS Ha MPo0ax, MOMyUYEeHHBIX OT OMOJIOTHYEeCKON pedepeHTHON Oy TSI,

0) JaHHBIX, TOJYYEHHBIX U3 KIMHUYECKOTO ONbITa MPUMEHEHUS MEIUIMHCKOTO WU3AENus
JUIS TUATHOCTUKW 1 Vitro B TOCYAAapCTBaX-wieHaX IMOO OMyOJIMKOBAHHBIX JAHHBIX O
KJIMHUYECKOM OIBIT€ MPUMEHEHHMs] MEIULMHCKOrO HW3JAeius Ha Npobax, MOJyYeHHBIX OT
O6uosIOrn4YecKoil peepeHTHON MOMyJISLUN.

V. TpeGoBaHus K NPOBEACHUI0 KIMHUKO-JIA00PaTOPHBIX UCIBITAHUI (MCCJIeI0BAHUIT)
MeIMUMHCKUX U3/1euil 1J1sl JUATHOCTUKM in Vitro

28. Kiimandeckue ucnbiTanus (MCCIEIOBaHMs) B OTHOIICHUA MEIUIIMHCKUX W3ICTUN IS
JTUATHOCTHKH in Vitro IPOBOATCS B opMe KITMHUKO-TA00PATOPHBIX UCIIBITAHUH (MCCTIeTOBAHU).

Kinmanko-naboparopHsie HCTIBITaHUS (MCCIIEIOBAHMS ) MEAUITMHCKUX U3ICTHH TPOBOISTCS
B BBIODAHHBIX 3asBUTENIEM MEIUIMHCKUX OpPTraHU3alusax (KIMHUYECKUX IIEHTPax), CBEICHUS O
KOTOPBIX BKIIFOUEHBI B PEECTP YIOJHOMOYCHHBIX OPraHU3aIIAM.

29. MeaMuMHCKUE OpraHu3aluuy (KJIMHUYECKHE IIEHTPHI), KOTOPhIE MPOBOIAT KIMHUKO-
mabopaTOpHBIE HWCTBITAaHUSA (MCCIEIOBaHUSA), a TakKKe CICIHANINCTBl OSTHUX OpraHU3aIui,
MPOBOASAIINE KIMHUKO-JIA00pAaTOPHBIE WCIBITaHUs (UCCIICIOBAHM), HE MOTYT HAXOAUTHCA C
MIPOU3BOUTEIEM MEAUIIMHCKOTO U3CIUS, YIIOJHOMOYCHHBIM MPEICTABUTEIIEM MPOU3BOIUTEIS
WIN JPYTUMH 3aUHTEPECOBAHHBIMU B PpE3yJlbTaTax HCIBITAHUA (MCCICOBAHMI) JHIIAMUA B
OTHOIIEHUSX, BIUSIIOMNX HA MX OECIIPUCTPACTHOCTS.

KommMmepueckoe, ¢uHaHCOBOE WM WHOE JaBJICHHE, CTaBsllee OeCHpUCTPACTHOCTh
MEIUIIMHCKOW OpraHu3aiuy (KJIMHHYECKOTO IIEHTpa), MPOBOMSIICH KIMHUKO-Ta00paTOpHBIC
UCIbITaHus (MCCIIeI0BaHUs ), IO YIPO3Y, HE JAOMYCKAETCS.

30. Kimuauko-mabopaTopHble HCTBITaHUS (MCCICIOBAHMS) MEIUIIMHCKUX W3ACIUNA IS
JTUArHOCTUKHU In Vifro TPOBOASTCS HAa OCHOBE MPOTPAaMM HMCHBITAHUM (HMCCIENOBAHMI) TaKUM
oOpa3oM, dYTOOBI pE3yJbTaThl MCHOBITAHWK (MCCIENOBAaHMWIM) MOTJH TIOATBEPAUTH HIIH
OTIPOBEPTHYTH 3asIBIICHHBIC MPOU3BOJAUTEIEM aHATUTHUECKYIO 3((HEKTHBHOCTh U KIMHHYECKYIO
3(PEKTUBHOCTD MEAMIIMHCKUX M3ACIUN NJIsi TUArHOCTHKH in Vvitro. KonudecTBO MpoOBEIEeHHBIX
mabopaTOpHBIX TECTOB JOJKHO OBITh JOCTATOYHBIM IS TOTO, YTOOBI 00ECHedHTh
CTATUCTUYECKYIO TOCTOBEPHOCTH PE3YJIbTATOB UCTIBITAHUN (MCCIICIOBAHHN ).

31. ConmepkaHue mMPOTpaMMbl KJIMHHUKO-TAa00paTOPHOTO HWCIBITAHUSA (UCCICIOBAHUS)
MEJIUIIMHCKOTO W3JACNUs I JUArHOCTUKH i1 Vitro JOJKHO COOTBETCTBOBATH TPEOOBAaHUSIM
COIJIACHO MpUIOXKeHUI0 Ne 6.

32. UcnbiTanust (MCCenoBaHMs) MEAWIIMHCKAX W3ICTUN JUIsl JUArHOCTHUKH in  Vitro,
MpeIHAa3HAYEHHBIX ISl UCIIOJIb30BAHUS JIMIIAMH, HE UMEIOIUMU MEIUIIMHCKOTO 00pa30BaHUS B
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o0acTi KIMHUYECKOW J1a00paTOpHOIN AMATHOCTUKH, MPOBOISTCS B YCIOBHSIX, MOJEIUPYIOIINX
YCIIOBUS UCTIONB30BAHUS ATHX MEAUIIMHCKIX U3JIEIHIA 10 Ha3HAUCHHUIO.

33. KimuHuko-mabopaTopHble HCTBITaHUS (MCCICIOBAHMS) MEIUIMHCKUX W3ACIUNA IS
JTUArHOCTHKY in Vitro, IpeTHA3HAYCHHBIX ISl IPUMEHEHUS B COYCTAHUU JAPYT C JPYTOM B BHJIE
AQHAJIUTUYECKUX CHUCTEM, MOTYT IMPOBOJUTHCS B paMKax OJHOTO HCHBITaHUA (MCCIEAOBaHUsA)
(BMecCTe ¢ IPUHAITIC)KHOCTSIMHU, HEOOXOIUMBIMU JIJIsl UCTIONB30BaHUS MEAUIIMHCKOTO H3/IEITHS TI0
Ha3HAYCHHIO).

34. IIpoObI, uCHONb3yeMble B KIMHUKO-TA0OPATOPHBIX HUCHBITAHUSAX (MCCIEIOBAHUSIX )
MEAUIMHCKUX HW3JEIUN ISl TUArHOCTUKU in Vitro, MOTYT OBITb cOOpaHbl U3 HECKOJIBbKHX
WMCTOYHUKOB, BKJIIOYas OCTaTOYHBIE OOpPa3Ilbl, apXWBHBIC O0Opa3llbl WM IEJICHANPABICHHO
0TOOpaHHBIE 0OPA3IIHI.

OcTtaToyHBIMH 00pa3llaMi CUUTAIOTCA OCTATKU OOpa3lloB, COOpaHHBIX B XOA€ JeuyeOHO-
JIMarHOCTHYECKOTO Mpoliecca.

K apxuBHBIM 00pa3nam nin mpodamM OTHOCSTCS 0XapaKTEpHU30BaHHbIE 00Pa3LIbl HIIU TPOOHI,
KOTOpBIe OBLTM OTOOpaHbI paHee W MOJYyYEHBl M3 PETO3UTOPHEB (B TOM 4YHCIIC OAaHKH TKAaHEH,
CTaH/IapPTHbBIE TTAHEIH, MY3CHHBIE TECT-IIITAMMBI U UHBIE KOJUICKITUH ).

[Tox nenenanpaBieHHO OTOOPAaHHBIMK OOpa3llaMy MMOHUMAIOTCS 00pa3Ilbl, KOTOPHIE OBLITH
B3SATHl Yy TAIMEHTOB CICUUATbHO /IS HWCIONB30BAHUS WX B KOHKPETHOM HCIIBITAaHUH
(ucciemoBaHun).

[Tpu npoBeeHNH UCTIBITAHUHN (MCCIIEAOBAHMI) METUIIMHCKUX U3JEIUHN JUTsl AMATHOCTHKH in
Vitro ¢ WCIOJIb30BAHMEM ILI€JICHANPABICHHO OTOOPaHHBIX OOPA3I0OB JOJKHBI OBITH MOJTYUYEHBI
UH()OPMHUPOBAHHBIE COTIIACHSI.

35. Pe3ynbrarthl TECTUpPOBaHUS MPOO B XOA€ KIWHUKO-TAOOPATOPHBIX HCIHBITAHUI
(uccnemoBaHWil) MEIUIIMHCKOTO M3JIEHS IJIsl AUATHOCTUKH in Vitro (3a UCKIIOYCHHEM CITy4acB
MPOBEJICHUSI MHTEPBEHIIMOHHOTO KIMHUYECKOro HccieqoBaHus 3()PEKTUBHOCTH) HE OJIKHBI
WCIOJIb30BAThCS ISl APYTUX IIeNiel, KpOME OIEHKH €Tr0 aHAMTUYEeCKOW U (W) KIMHUYECKOM
3 PEeKTUBHOCTH, €CIM  ITUYECKHE COOOpaKCHHS, IIOJHOCTBIO  pa3leisieMble  BCEMH
WCCIIEIOBATEISIMHU, YIaCTBYIOIIUMH B UCTIBITAHUH (MCCIEAOBAHNN), HE MPEANOIAraloT 00paTHOE
(BKIIOYass HEOOXOAUMOCTh HMH(GOPMHPOBAHMUS CYOBEKTOB MCHBITAHUN (HMCCIEIOBaHUN) O
pe3ynbTarax TeCTUpOBaHUs). B Takom cimydyae ucciemoBarelnbh MPUHUMAET HA ce0s TOTHYIO
OTBETCTBEHHOCTD 32 MOCJIECTBUS HHOTO UCIIOJIb30BAHUS MTOYYEHHBIX JaHHBIX.

36. Knuauko-nabopaTtopHble UCHBITAaHUS (HMCCIEIOBAHUS) MEAMIIMHCKUX W3ICIUN IS
JIUArHOCTUKH in Vifro HOBBIX WJIM 0CO0O OMACHBIX MH(EKIMOHHBIX 3a00JI€BaHUI, B TOM YHUCIIE
MPUPOJTHO-0YArOBBIX HH(PEKIUOHHBIX 3a00JIeBaHMIA, MOTYT MPOBOAUTHCS B JTaOOPaTOPHBIX
YCIOBHUSIX C TPUMEHEHHEM AapXUBHBIX 00pa3ioB u (WiH) o00pasioB, MOJYYEHHBIX TE€HHO-
WH)XEHEPHBIM CIIOCOOOM.

Jlis MeAMIMHCKUX W3JENUN JJi1 AUATHOCTUKH in Vitro KJIACcCOB MOTEHIMAJIBLHOTO PHCKA
npuMeHenuss 1, 2a u 20, KIMHUKO-TAOOpAaTOpPHBIE MCIBITAaHUS (MCCIIEAOBAHUS) KOTOPBIX
MIPOBEJICHBI B YKa3aHHBIX YCIOBHSX, a TAKXKe€ JUISI MEIULUMHCKUX W3JENUNA JJIsl AUATHOCTUKH in
Vitro  peAKO  BCTpEYAIOIIUXCsS  3a00JeBaHUN  NPOM3BOAUTENb IO  COTJIACOBAHUIO  C
YIOJHOMOYEHHBIM OpPraHOM (PKCHEPTHOM OpraHu3anueil) MPOBOAMT IOCTPErHCTPAL[MOHHBII
KIIMHUYECKU MOHHUTOPUHT 0€30macHOCTH U J(PPEKTUBHOCTH MEIUIMHCKUX W3JCTUA B
cooTBeTcTBUM ¢ [lpaBunamu mpoBeneHUss MOHUTOpUHra O€30MacHOCTH, KadecTBa U
3 (HEKTHBHOCTH MEIUIIMHCKUX HU3JEIUNA C IENbI0 TMONYyYeHUs CTaTUCTHYECKH JOCTOBEPHBIX
XapaKTEPUCTUK WX aHATUTUYECKOU U (WK ) KIIMHUYECKOU d(PPEKTUBHOCTH.

37. IlporpaMma KIMHUKO-TA0OPATOPHOTO HCHBITAHUS (UCCIEAOBAHUS) METUIIUTHCKOTO
U3Nenausl s AUArHOCTUKH In  Vitro COTJIACOBBIBAETCS € MEAMIMHCKUMH OpTraHU3alUsIMU
(KTMHUYECKUMU LEHTPAMU) U YTBEPKIACTCS 3asIBUTEIIEM.

38. Jlns mpoBeneHus KIMHUKO-1a00paTOPHOTO UCIIBITAaHUS (MCCIeI0BAaHuUS) METUIIUHCKOTO
W3JIeNus JUIS AUArHOCTUKH [N Vitro 3asBUTENb MPEICTABISACT B MEIUIIMHCKYIO OpraHU3aIlUIo
(KTMHUYECKUN IIEHTpP) CIEAYIOIINE CBEACHUS U JOKYMEHTHI, O)OPMIICHHbIE B COOTBETCTBHH C
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3aKOHOAATEIBCTBOM TOCYAApCTBa-uieHa, HAa TEPPUTOPHUH KOTOPOTO MPOBOJIUTCS KIMHHUKO-
nabopaTopHOE UCIIBITaHHE (KCCIeI0BaHNE):

a) 3asBJICHHEC O TIPOBEICHUHM KIWHUKO-TA0OPATOPHOTO WCHBITaHUS (MCCIIEIOBAHMUS )
MEIULUHCKOTO W3NS JUIsl TUarHOCTUKY in Vitro;

0) MUCbMEHHOE MOATBEPHKACHHUE TOT0, YTO JAHHOE METUIIMHCKOE U3JIENE JIJISl TUAarHOCTHUKHU
in Vvitro yJI0BJIETBOPSET BCEM MPUMEHUMBIM TpeOOBaHUSIM 0e30MacHOCTH U 3(PPEKTUBHOCTH, 32
UCKITIOYEHHEM Te€X CBOMCTB M XapaKTEPUCTUK, KOTOPHIE JOJKHBI OBITH MCCIENOBAHBI B XOJI€
KIIMHUKO-JIA00PATOPHOTO UCTIBITAHUS (MCCIETOBAHMS) METUIIMHCKOTO H3ACTUS ISl TMATHOCTUKH
in vitro;

B) MporpaMMma  HUCHBITaHUs  (MCCIEIOBAaHMUS), COCTAaBJIEHHass B  COOTBETCTBHHM C
TpeOOBaHUSAMH, TIPEAYCMOTPEHHBIMH MpUiIokeHreM Ne 6 k HacTosmuM [IpaBunam;

r) oOpa3ubl (0Opasen) METUIIMHCKOTO W3JENHs s TUATHOCTHKHU in Vilro BMECTE C
MPUHAIJICKHOCTSIMH, HEOOXOIMMBIMHU ISl TIPUMEHEHHS] METUIIUHCKOTO U3/ N0 Ha3HAUEHUIO
(Ipy HAIMYMK NPUHALJIEKHOCTEN);

1) CBEJICHUSI O COOTBETCTBUU MEAMIIMHCKOTO M3AENUs JUIsl AUATHOCTUKH in vitro O0mum
TpeOOBaHUSM;

€) UHCTPYKLHSI TI0 MPUMEHEHHIO MEIUIIMHCKOTO W3JENUS NS JUArHOCTUKHU in Vitro
(9KCIUTyaTallMOHHAS IOKYMEHTALIUs );

) TEXHUUECKUH aill Ha MeIULMHCKOe u3Jeiaue M JUarHoCTHUKW in  Vitro,
COOTBETCTBYIOIIMI TpeOOBaHUAM, MPEIyCMOTPEHHBIM mpuioxkeHneM Ne 5 k TpeGoBaHusiM K
BHEJPEHUIO, TIOJJICPKAHUIO U OLEHKE CUCTEMbl MEHEI)KMEHTAa KauecTBa METUIIMHCKUX W3IEITHA
B 3aBUCHMOCTH OT MOTEHIIMAIILHOTO PUCKA WX MPUMEHEeHHUs, yTBepkaeHHbIM Pemennem CoBeta
EBpaswmiickoit sxonHomMuueckon komuccun ot 10 HostOpst 2017 1. Ne 106, 32 uCKIIFOYeHHEM CBOWCTB
U XapaKTEPUCTUK 0€30MacHOCTH U 3(P(PEKTUBHOCTH MEIUIIMHCKOTO HM3/EHs, KOTOPbIE JOJDKHBI
ObITh OmNpeAeNeHbl B pe3ysibTaTe MPOBOAUMOTO  KIMHUKO-TA0OPATOPHOTO  HUCHBITAHUS
(uccnenoBanus);

3) pa3perieHue YIOJHOMOYEHHOTO OpraHa (SKCIEPTHOW OpraHu3alid) Ha IPOBEIACHHUE
KJIMHUKO-JIA00paTOPHOTO MCIBITaHUS (McciaenoBaHus) (MPU MPOBEACHUM WHTEPBEHLIMOHHOTO
KJIIMHUYECKOr0 HccheAoBaHus 3(PPEeKTUBHOCTH) WIM PEKBU3UTHI PEECTPOBOI 3allMCU B peecTpe
pa3peleHui;

1) 3aKJII0YCHHE KOMUTETa MO 3THUKE O MPOBEACHUH KIMHUKO-JIa0OpaTOPHOTO MCHBITAHUS
(uccnenoBanusi) (IpU  TMPOBEACHUM HWHTEPBCHIMOHHOTO  KIMHUYECKOTO  HCCIEIOBaHMS
s exTuBHOCTN);

K) Opomrropa uccienoBatens (IpU TMPOBEJCHUM HMHTEPBEHIIMOHHOTO KIMHUYECKOTO
nccaenoBanus 3pHEKTUBHOCTH);

1) opma MHGOPMHUPOBAHHOTO COTJIACHUS, BKIIIOYAst BCE HEOOXOAMMBIE Pa3bICHUTEIbHBIC
MaTepuaibl, a Takke UHas uHpopMmauMs, mperocrabisieMas CyOBEKTYy HCIBITAaHUS
(uccnenoBanusi) (IpU  TMPOBEICHUM HWHTEPBCHIMOHHOTO  KIMHUYECKOTO  HCCIIEIOBaHMS
¢ pexTuBHOCTN);

M) KOTHsI JOKYMEHTa OO0 YCIOBUSX CTPaxOBaHHsI WJIA BO3MEIIEHUs (KOMIICHCAIIHH)
BO3MOXKHOTO Bpela TpPH BO3HUKHOBEHWW HEOJArOMPHUATHBIX COOBITUH  (MHIIUICHTOBR),
OCYIIECTBIISIEMBIX B COOTBETCTBUU C 3aKOHOJATEILCTBOM TOCYJapCTBa-4ieHa, HA TEPPUTOPHH
KOTOpPOTO MPOBOJUTCS KJIMHUKO-Ia00pAaTOPHOE HCHBITAaHUE (KCCIEIOBaHUE) MEAULIMHCKOIO
u3JeNnusl JUIs JUArHOCTUKU in Vitro (IpU TPOBEACHWU WHTEPBEHIIMOHHOIO KIMHUYECKOTO
nccaenoBanus 3pHEKTUBHOCTH);

H) GOpMBI HHAUBHIYAILHON PETUCTPAIMOHHOW KapThl, JHEBHHKOB W BOIPOCHUKOB,
KOTOpbIE TMPEICTOUT 3allOJIHATH UCCIENOoBaTeNsiM (NP TMPOBEACHUHM HWHTEPBEHLIMOHHOTO
KIIMHUYECKOTO HccieoBaHus d3PPEKTUBHOCTH);

0) bopma oryeTa O HEOIATONMPHUATHBIX COOBITHUAX (MHIUACHTAX) (MpU TPOBEACHUH
MHTEPBEHIIMOHHOTO KIIMHUYECKOTO HCCIe0BaHus 3(PPEKTUBHOCTH);

) ¢popma oT4eTa 0 HeIOCTaTKaX MEAMIIMHCKOTO M3AENus A JUArHOCTUKH in vitro (Tpu
MPOBEICHUU MHTEPBEHIIMOHHOTO KIIMHUYECKOTO Hccae1oBaHus 3P (HEKTUBHOCTH);
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p) MaTepuaibl (BKJIOUYas pEeKJIIaMHBIC), UCTIOJIb3yeMbIe ISl TIPUBJIICYCHUS MOTCHITHATBHBIX
CyOBEKTOB WCHBITaHUsI (MCCIEeNOBaHUs) (MPU MPOBEICHUU HWHTEPBEHIIMOHHOTO KIMHHUYECKOTO
uccaenoBanus 3pHEKTUBHOCTH).

39. Ilpu npoBeIeHNN KIMHUKO-Ta00paTOPHBIX UCIIBITAHUNA (MCCIeTOBAHUIN) METUIIMHCKIX
W3ACNUN ISl TUaTHOCTUKH i1 Vitro OCYIIeCTBIISIOTCS:

a) MPOLIeyPhI B COOTBETCTBUU C TIPOTPAMMaMHK UCTIBITAHHUN (MCCIICIOBAHMIA);

0) BeleHHE OJHO3HAYHO HACHTH(GUIUPYEMBIX 3amuceid 00 oreHKe (YHKIIMOHAIBHBIX
XapaKTePUCTHK, COACPKAIIUX BCE PE3YIbTAThl U3MEPEHUI;

B) OIICHKA W aHAJIW3 TOJYYCHHBIX JMAHHBIX C IEIbI0 MOATBEPXKICHHUS WX COOTBETCTBHS
3asIBJICHHBIM XapaKTePUCTUKAM;

') 10pa0OTKa AKCIUTyaTallMOHHOW JOKYMEHTAIlMH TIPOWM3BOJMTENS Ha MEIUIMHCKOE
u3Nenue s JUAarHOCTUKU i1 Vitro TO pe3yibTaraM WCHbITaHUN (WccinenoBanuil) (mpu
HEOOXOIUMOCTH).

40. Pe3ynbTarhl KIMHUKO-TA00PAaTOPHOTO HCIHBITaHUS (HMCCIEIOBAHUS) MEIUIIMHCKOTO
W3CNUs Ui JUArHOCTUKH in  Vitro CYWTAIOTCA OTPUILIATEILHBIMH B Cjydae, €ClId OHH
CBUJCTEIHCTBYIOT O TOM, YTO aHATUTHUYECKas U (WIK) KITuHUYecKast 3pPEeKTUBHOCTh YKa3aHHOTO
MEIUITMHCKOTO U3/ICIHS HE COOTBETCTBYET 3asiBIICHHBIM IMPOU3BOIUTEIIEM.

41. OT4eT 0 KIMHUKO-JIA00PATOPHOM UCIBITAHUU (MCCIICIOBAHUH ) METUITUHCKOTO H3CTHs
JUTSl AMATHOCTUKH i Vitro JTOJDKEH COACPIKATh KPUTHYECKYIO OIEHKY BCEX JIAHHBIX, MOTYyYCHHBIX
B XOJE€ HCIBbITaHUs (MCCIICIOBaHMs), B TOM UYHCJIE HETaTUBHBIX JaHHBIX. Takod oT4eT
cocTaBisieTcsi 0 (OopMe COTVIACHO TMPHUIIOKEHUIO Ne 7, TOAMMUCHIBACTCS HCCIICIOBATEISIMU U
YTBEPKIACTCS PYKOBOJIUTENIEM MEIUIIMHCKON OpraHu3ay (KIHHUIECKOTO [EHTPA).

B cayuae nmpoBemeHHssT ~MHOTOLIEHTPOBBIX — KIMHUKO-TA0OPaTOPHBIX — MCHBITAHHI
(WccieIoBaHNi ) METUIIMHCKOTO M3CIHS ISl AUArHOCTUKH i1 Vitro COCTaBIISIeTCS OOLIUN OTYET,
KOTOPBIA TOAMKMCHIBACTCS HMCCICIOBATEIIMA M PYKOBOJIUTEISAMH MEAUIIMHCKUX OpTaHU3aIfil
(KTMHUYECKUX IIEHTPOB) U YTBEPIKIACTCS KOOPAHMHATOPOM-HCCIIEA0BATEIEM.

VI. Komurer o 3TuKe

42. B uensx oXpaHsbl )KU3HU, 3J0POBBS U TIPAB CYOBEKTOB HCIIBITAHUS (MCCIEIOBAHUS) IPU
MPOBEICHUHN KIMHUYECKUX WM KIMHUKO-Ta00paTOpHBIX (IIPH MPOBEAECHUN WHTEPBEHIIMOHHOTO
KIIMHUYECKOTO HCCeoBaHus J(PQPEKTUBHOCTH) WCHBITAHUN (HMCCIENIOBAaHUI) MEIUIIMHCKUX
U3JIeINi B TOCyJapcTBax-ujeHaX AEUCTBYIOT KOMHTETHI MO STHUKE, B TOM YHCIIE Ha YpOBHE
MEIUIIMHCKOW OpraHu3auu (KIMHUYECKOTO IIEHTPA).

43. B cBoeit paboTe KOMHUTET MO ITHKE PYKOBOACTBYETCS NPHUHIUIAMHU XeJIbCHHCKON
nexnapaiuu  BecemupHoOM MeaunuHCKOW accomuanuu 1964 roma «OTHYECKHE MPUHIUIIBI
MEAUIIMHCKUX HCCIIEOBAHUNM C ydacTHEM 4YeloBeKa B KadecTBe CyObEKTa HMCCIEAOBaHUS» U
3aKOHOAATEIHCTBOM TOCYAapCTB-UJICHOB.

44. OCHOBHBIMH MPUHIUIIAMH I€ATEIHHOCTH KOMHUTETA MO STUKE SBIISIOTCA:

a) o0ecrieyeHue Mmpas, 6€30MaCHOCTH M OXPaHbI 37I0POBbs (PU3UUYECKHX JIUL, YIACTBYIOIIUX
B KIMHMYECKUX WIM KIMHHUKO-Ta00paTOpHbIX (IpU MNPOBEACHUM HHTEPBEHLMOHHOIO
KIIMHUYECKOTO HccaenoBaHusl dP(GEKTUBHOCTH) HCIBITAHUAX (MCCICIOBAHUSAX) MEIUITMHCKUX
U3 EIINH;

0) cob0IeHre MOPaTbHO-3TUYECKHX HOPM U HOPM OOIIECTBEHHON MODPAJIH;

B) COOJIIO/ICHHE MPUHIIMIIOB TYMaHHOCTH;

') HE3aBUCUMOCTb CYKJICHHII;

1) coOmroeHne KOH(DUICHIIMATILHOCTH TTOJTyYeHHOU HH(POPMAIINH;

€) coOmoIeHNe HOPM MPOPECCHOHATBHON ITHKH;

) HEJIOMyIIeHNE KOH(DIMKTAa HHTEPECOB.

45. OCHOBHBIMU (PYHKITUSIMU KOMHUTETA IO STUKE SBISIOTCS:

a) pacCCMOTPEHHE MPOrpaMM KIMHHUYECKUX WM KIMHUKO-T1a00paTOPHBIX (pU MPOBEIECHUN
WHTEPBEHIIMOHHOTO KJIMHUYECKOTO UCCIIeT0BaHMs 3P (HEKTUBHOCTH ) HCTIBITAHHM (MCCIIeIOBAHUH );
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0) BBIHECEHHE 3aKJIIOYCHUSI 00 OTHYECKONH OOOCHOBAHHOCTH JIMOO 00 3THYECKOM
HE0OOCHOBAHHOCTH TPOBEACHUS KIMHUYECKUX WIH KIMHHKO-Ta00paTOPHBIX (IIPH MPOBEACHUH
WHTEPBEHIIMOHHOTO KIIMHUYECKOTO UccaeaoBaHust 3G (HEKTUBHOCTH ) HCTIBITAHUH (MCCICIOBAHMH)
MEAWIIMHCKUX H3JCTUI B paMKaX MPEACTABICHHBIX MPOEKTOB MPOTpaMM KIMHHUYECKHX WM
KJIIMHUKO-JIA00paTOpHBIX (IPU HPOBEACHUM WHTEPBEHLUOHHOTO KIMHHUYECKOTO HCCIIEI0BaHUs
3¢ (HEeKTHBHOCTH ) UCTIBITAHHUI (MCCIICIOBAHUIA);

B) OLIGHKA COOTBETCTBHUS KBaJU(UKALWU HCCIEAOBATENs [UIsl ydacTus B IpeasiaraeMoM
UCIBITAHUY (HCCIIEIOBAHUN ).

46. B KOMUTET 1O 3TUKE MPEICTABISIOTCS BCE JOKYMEHTHI U CBEACHUS, HEOOXOAUMBIE IS
MOJIHOM M TIIATEIHHON SKCIIEPTU3bI TUIAHUPYEMOTO UCCIICOBAHMS. JTU JOKYMEHTBI M CBEICHUS
JOJKHBI BKITIOYATh B CEO0SI:

a) 3asIBJICHHE HA PAaCCMOTPEHHUE;

0) MPOEKT MPOTrpaMMBbI INTAHUPYEMOTO HCTIBITAHUS (MCCICIOBAHMS);

B) (GOpMBI UHANBUAYATBHBIX PETUCTPAIIMOHHBIX KapT, THEBHUKOB M BOIIPOCHUKOB, KOTOPBIC
MIPEJICTOUT 3aMOIHITh UCCIIEeI0BATEISAM;

) OMMCAaHWE JAaHHBIX 1O Oe30MacHOCTH MEAWIIMHCKOTO  W3JENHs, HUCIbITAHHUe
(uccnenoBaHne) KOTOPOTO 3aIJIAHUPOBAHO, a TAKXKE €r0 TEXHUUECKHUE XapaKTepUCTUKU, TaHHbIE
MPOBEJICHHBIX TEXHUYECKUX HWCIBITAHUA M HWCCIEeNOBaHUHN (UCHBITAHUN) C LEIbI0 OIEHKH
OMOJIOrMYECKOro JIEHCTBUS, OMHCAHHME KIMHMYECKOTO OIMbITa MPUMEHEHHS] MEAUIIMHCKOIO
W3 JICTIHS;

1) OpOIIIIOPY UCCIIEIOBATEIIS,

€) pestome wuccienoBarens u (WIM) JApyrue MaTepuaibl, MOJITBEPKIAIONINE €ro
KBaTH(UKAITHIO;

) MaTepuanbl (BKIOYas peKIaMHbIe), UCIOb3yeMbIe I MPUBJICUCHHS MOTEHIIHATBHBIX
CyOBEKTOB HCTIBITAHUSI (MCCIEAOBAHUSN);

3) hopMy HHPOPMUPOBAHHOTO COTIACHS, BKIIOYAs BCE HEOOXOIMMBIC Pa3bsICHUTEIbHBIC
MaTepuasbl, a TakXkKe HUHYI UHGOpMalLUIO, MPEIOCTaBIAEMYI0 CYObEKTY HWCIBITaHUs
(uccnenoBanus);

1) OIMCaHUE BceX KOMIIEHCAIIH 3a yJacTre B UCIIBITAHUU (MCCIIEJOBAaHUH ) JIJIs1 y4aCTHUKOB
UCIBITaHUs (MCCIIEOBAHMUS ), BKIIOUYAs MOKPHITHE PACXOIOB M MEIUIIMHCKYIO TTIOMOIIIb;

K) uHpopManuio 00 YCIOBHSIX BBIIIAT W KOMIICHCAIIUH CyOBEKTaM HCHBITAaHHS
(uccnenoBanus);

J1) ONMCAHKE YCIOBUH CTPAaxOBaHUS YYACTHUKOB UCIIBITAaHUS (MCCIICIOBAHMS ),

M) MOJIOKEHUE O COMVIACHU CJIEIOBaTh OJTUYECKUM NPHUHIUIAM, H3JI0KEHHBIM B
COOTBETCTBYIOIIHUX PYKOBOJICTBAX;

H) MPEeABIAYIINE PEIICHHS, TPUHSITHIE KOMUTETAMU TI0 ATHKE (TIPU HATUYHH).

47. KoMuter 0O OTHKE pPacCMaTpUBAET BOMNPOC O TMPOBEACHUM MPEAJIaraeMoro
KIIMHUYECKOTO0 WM  KIMHHKO-TaboparopHOro (IpH  TPOBEACHHH  WHTEPBEHIIMOHHOTO
KIIMHAYECKOTO HuccaeaoBaHusl A(PQPEKTUBHOCTH) WCHBITaHUS (HMCCICAOBAaHMS) B TCUCHHE
30 pabouunx qHEW CO THS MOCTYIUIEHHUS JOKYMEHTOB U CBEJICHHH, TIPEAYCMOTPEHHBIX ITyHKTOM 46
HacToamux IlpaBui, W maeT 3akiiouyeHWEe B NMUCHMEHHOM BHJAE, B KOTOPOM JOJKHO OBITH
UICHTH()UIIMPOBAHO HCHBITAHUE (MCCIEI0BaHNE) C YKA3aHHEM PAaCCMOTPEHHBIX TOKYMEHTOB W
JaThl IPUHATHS PEILICHUS:

a) 00 0m00peHny (BhIJaUE 3aKIIFOUCHUS) TIPOBEACHUSI UCTILITAHUS (MCCIICIOBAHMUS );

0) 0 HEOOXOIMMOCTH BHECEHHS HW3MEHEHUW B MPEJCTABICHHYIO JIOKYMEHTAIMIO IS
MOJTy4eHUs 0I00peHus (BBIIAUX 3aKIIFOUEHUS) TIPOBEICHUS UCTIBITAHUS (MCCIICOBAHNS);

B) 00 0TKa3e B 0,100peHMH (BbIAaUe 3aKIFOYCHUS ) TPOBEACHUS UCTIBITAHUS (MCCIICIOBAHMUS ),

r) 00 oT™MeHe (ITPHUOCTAaHOBIICHUH ) CIICIIAHHOTO paHee 0J00peHMS (BBIIAHHOTO 3aKITFOYCHHUS )
MIPOBEACHUS UCTIBITAHUS (MCCIICIOBAHU).

48. B coctaB KOMHTETa IO STUKE BKJIIOYAIOTCS JHIA, OONATaIoNIfe B COBOKYITHOCTHU
He0oO0X0IuMOM KBaMH(pHUKAIMEHl U OMBITOM JJII PACCMOTPEHHUS U SKCIIEPTHON OLIEHKH HAay4HBIX,
MEIUIIMHCKUX U ATHYECKUX ACTIEKTOB IUIAHUPYEMOTO UCTIBITAHUS (MCCIIETOBaHN).
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49. KoMHUTeT MO 3THKE OCYIIECTBISET NEATEIbHOCTh B COOTBETCTBUU C JOKYMEHTAIbHO
o(hopMIIEHHBIMU TTPOLIETypaAMH.

50. Komuter mo 3THKE HECET OTBETCTBEHHOCTh 3a TO, YTO OH JIEUCTBYET IMOJHOCTHIO B
HHTCPCCaX MNMOTCHIUAIBHBIX CY6’[:CKTOB UCIIBITAHUA (I/ICCJIGI[OBaHI/IH) C YUYCTOM HHTCPECOB H
MOTpeOHOCTEH YSI3BUMBIX CYOBEKTOB UCIBITAHUS (MCCIICIOBAHMS), a TAKXKE HATMYUS 3aKOHHBIX
MPEICTAaBUTENCH B CTydae HEOOXOIUMOCTH.

VII. Pa3penienue Ha npoBeieHNe KIMHAYECKUX UM KIUHUKO-1a00PATOPHBIX MCIIBITAHUI
(uccaenoBaHmii)

51. Jlng mpoBeACHHUS KIMHHUYECKOTO WM KIWHHUKO-TA00OpaTOpHOTO (TpU TPOBEACHUH
WHTEPBEHIIMOHHOTO KIIMHUYECKOTO UCClIe0oBaHUs d3()PEKTUBHOCTH) UCTIBITAHUS (MCCIICIOBAHMUS)
MEAUIMHCKOTO HW3JIENHsl JOJKHO OBITh IOJIYYEHO pa3pelleHre YIOJIHOMOYEHHOrO0 oOpraHa
(9KCTIEpTHOM OpTraHW3alliK) TOCYNapCTBA-WICHA, HA TEPPUTOPUU KOTOPOTO TUIAHUPYETCS
MPOBEACHUE JIaHHBIX HCMBITAHUNA (WCCeNOBaHMM) (ajlee B HACTOSIIEM — paszene —
YIIOJJHOMOYEHHBIN OpraH (3KCIEepTHAask OpraHu3aLus)).

Pa3pemenne BrigaeTcsi Ha OyMa)XHOM HOCHUTENE JIMOO MyTEeM BHECEHHUs 3alHCH B peecTp
pa3peLeHun.

Jlns mpoBeneHus KIWHUKO-Ia0OpaTOPHOTO HCIHBITAHUS (HMCCIeIOBaHUS) MEIUIIUHCKOTO
W3enusl JUIS TUATHOCTHKU in  vitro (32 HWCKIIOYEHUEM TMPOBENCHUS WHTEPBEHIIMOHHOTO
KJIMHAYECKOTO HCCIIeI0OBaHUus d(PPEKTUBHOCTH) W KIMHHUYECKUX HCIBITAHUN (MCCICTOBAHMI)
MPOrPaMMHOTO OOECTICUeHUsI, SBJISIONICTOCS MEIUIIMHCKAM H3JIEIHEeM, B YIOJTHOMOYEHHBIH
opraH (dKCIEpTHYIO OpraHu3aino) B TeueHue 10 pabounx aHEH co AHS Havama OCYIECTBICHUS
MPOLIEAYP B COOTBETCTBHH C TPOTPAMMOI UCIIBITAHUS (UCCIIEIOBAHUS ) JOIHKHO OBITH HAIPABIECHO
yBeZIOMJIEHHE B CBOOOIHOM popme, CBEIEHHSI O KOTOPOM BHOCSITCSI B PEECTp pa3pelieHUH.

52. Pacxonpl, CBS3aHHBIC C TMOJIYYCHHUEM pa3pelIcHHs] Ha MPOBEACHUE KIMHUYECKUX WU
KJIMHUKO-JIA00paTOPHBIX (IIPU NPOBEACHUM WHTEPBEHLHUOHHOTO KIMHHUYECKOTO HCCIIEI0BaHUS
3¢ HEKTUBHOCTH) UCIIBITAHUH (MCCIIEAOBAHMIT) MO0 C BHECEHHUEM 3aIlMCH B PEECTpP pa3pereHHi
B OTHOUICHHM YKa3aHHBIX HCIBITAaHUU (MCCIEeAOBaHUI), HECET 3asBUTEIb B COOTBETCTBHH C
3aKOHOAATETLCTBOM TOCYyJapcTBa-wieHa. Tapudbl Ha OCYIIECTBIEHHE COOTBETCTBYIOIIMX
NEHCTBUI OnpeNeNsitoTCs B MOPsIIKE, YCTAaHOBICHHOM 3aKOHOAATEIbCTBOM I'OCy/1apCTBa-uIeHa.

BrxroueHue B peecTp paspelieHud CBEACHUN 00 yBEIOMIICHHSIX O MPOBEICHUN KIMHHUKO-
71a00pPaTOPHOro UCHBITAaHUS (UCCIEeI0OBAaHUS) MEIUIIMHCKOTO U3AENus A AUATHOCTUKH N Vitro
(32 HMCKJIIOUYEHHWEM  TMPOBENCHUS  HMHTEPBEHIIMOHHOTO  KJIMHHYECKOTO  HCCIIECIOBaHUS
3 PEKTUBHOCTH) WM KIMHUYECKUX WCIBITAaHUH (MCCIIeIOBAaHUN) MTPOTPaMMHOTO 00€CTIeUeHuUs,
SBIIIOIIETOCS ~ MEIUIIMHCKAM — H3JICTIMEM, OCYIIECTBISIETCS  YIOJHOMOYEHHBIM  OPraHOM
(3KCTIepTHOM opraHu3alei) Ha 6€3B03ME3THON OCHOBE.

53.Jlns momydeHHWs] pa3pelieHuss Ha [POBEJIEHUE KIMHUYECKOTO WU KJIMHHUKO-
nabopatopHoro (Mpu  MPOBEACHUHM HWHTEPBEHLHMOHHOIO  KIMHUYECKOTO  HUCCIIEJOBAHUS
3¢ (HEeKTHBHOCTH) UCTIBITAHUS (MCCICIOBAHUS) MEIUIIMHCKOTO MU3/IEHs 3asiBUTEIb HAMPABIISET B
YIOJHOMOYEHHbI oOpraH (PKCHEpTHYIO OpraHM3aliio) 3asBICHHE O TMOJIYYEHHUH TaKoro
paspeleHus (Janee — 3asiBICHUE O MOTYYSHHUH pa3pelieHus) mo (GopMe COriacHO MPHUIIOKEHUIO
No 8 unum 9 COOTBETCTBEHHO C MPUIIOKEHUEM CIEAYIOMNX TOKYMEHTOB U CBEICHUM:

a) 3asIBJICHUE TPOU3BOIUTEINST MEIUIMHCKOTO M3JENUs O TOM, YTO JAaHHOE MEIUIIMHCKOE
W3/IeNIe YIOBJIETBOPSECT MPUMEHHMBIM TpeOoBaHUAM Oe3omacHOCTH M 3(P(HEKTUBHOCTH, 3a
UCKJIIOYEHUEM CBOMCTB M XapaKTEpUCTHK Oe3omacHOCTH M 3((HEKTUBHOCTH MEIHIIMHCKOTO
U3JIeNNs, KOTOpbIe IOJDKHBI OBITh HCCIENOBAaHBI B XOJ€ KIMHUYECKUX WM KIMHHUKO-
nabopaTopHbIX  (MPU  TPOBEACHUM  WHTEPBEHIMOHHOTO  KIMHUYECKOTO  UCCIICOBAHHUS
3(PEKTUBHOCTH) HCTIBITAHUM (MCCIICIOBAHUI ), U YTO 110 OTHOIICHHUIO K HUM OBLITH MPUHSATHI MEPBI
MPEIOCTOPOKHOCTA ISl 3AIUTHI  3I0POBbsSI H  0OE30MACHOCTH CYOBEKTOB HCIIBITAHHIA
(uccrnemoBaHuii);

0) JOrOBOP MPOU3BOIUTENS C YIIOTHOMOYECHHBIM MIPEICTABUTEIIEM MPOU3BOIUTEIS JINOO €T0
Konus (ecnu 3asBIE€HUE NMOJAAHO YIIOJTHOMOYEHHBIM MTPEICTABUTENIEM ITPOU3BOIUTEINS);
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B) 3aKJIIOUYEHUE KOMHUTETA 0 ATHKE, BBIIAHHOE B COOTBETCTBUU ¢ HacTosumu [IpaBuiamuy,
00 €ro KOMHsl, 3aBepeHHas 3asIBUTEIIEM;

r) Opolrtopa HMCCIIENoBaTeNsl, COJEPKaHHE KOTOPOM COOTBETCTBYET TPEOOBAaHMSIM,
pexyCcMOTpeHHBIM TpuioxkeHueM Ne 1 k Hacrosimum [IpaBunam;

1) oOpaszer;  WHAMBUAYATbHONW  PErMCTPAllMOHHONW  KapThl  CyOBbEKTa  MCIBITAHHS
(uccrnenoBanus);

€) TeXHUYecKui (aila Ha MEAUIIMHCKOE H3JeHe, COJlepKaHhe KOTOPOrO0 COOTBETCTBYET
TpeOOBaHUSAM, MPEAYCMOTPEHHBIM TpuiokeHueM Ne3 k HacrosmuMm [lpaBunmam (s
MEAUIMHCKUX H3AENTUN, KpOMe MPOTrpaMMHOI0 OOecredeHUs] W MEAUIMHCKUX H3AENuN Ui
JTUArHOCTHKY in vitro), win npunoxerrneMm Ne 4 k HacrosmmMm [IpaBunam (a1 mporpaMMHOTO
o0ecrniedeHus, ABISIOUIETOCs MEIULIMHCKUM U3/IeTueM ), Win npunoxenreMm Ne 5 k TpeGoBaHusIM
K BHEPEHUIO, OJICPKAHUIO U OIIEHKE CHCTEMbI MEHEIPKMEHTA KaueCTBA METUITUHCKUX U3IEITHIA
B 3aBHCHMOCTH OT MOTEHLHAJIbHOI'O PHUCKA MX NMPUMEHEHHUs (A7 MEAMLIMHCKUX U3JENUN Ui
JTUATHOCTHKHU i1 Vitro), 3a UCKIIOYCHHEM CBOWCTB M XapaKTEPHUCTUK O€30MacHOCTH H
3¢ (HEeKTUBHOCTH MEAMIIMHCKOTO W3JEJHS, KOTOPbIE JOKHBI ObITh ONpEAeNeHbl B pe3ynbTare
MPOBOAMMBIX KIIMHUYECKUX UM KIIMHUKO-Ta00paTOPHBIX UCTIBITAHUH (HCCIIeIOBaHMH);

) MporpaMMa HMCHBITaHUS (MCCIIENOBaHMs), COJEPKaHHE KOTOPOH COOTBETCTBYET
TpeOOBaHUSAM, TPEAYCMOTPEHHBIM mpuioxkeHneM Ne?2 wmm 6 k HacrosumMm [IpaBuinam
COOTBETCTBEHHO, C OOOCHOBAaHUEM KOJMYECTBA MEIUIIMHCKUX W3AENUH, MPEACTaBISIEMbIX AJIs
KIIMHUYECKOTO WM  KIMHHKO-TaboparopHOro (IpH  TPOBEACHHH  WHTEPBEHIIMOHHOTO
KIIMHAYECKOTO HCClieoBaHus S(PGEKTUBHOCTH) HWCMBITAHUA (HMCCIEAOBAaHMS), CPOKH €Tro
MIPOBEICHUS;

3) epevYeHb HeOIAroNPHUATHBIX COOBITHI (MHIIMACHTOB), B CIy4ae BO3SHUKHOBEHHS KOTOPBIX
HE0OXOUMO COOOIIUTh B YIOJHOMOYCHHBIH OpraH (C yKa3aHHEM CpPOKOB HaIlpaBJICHUS
COO0mICHUS);

1) KoMl JOKyMEHTa 00 YCJIOBHSIX CTpPaxOBaHUS WM BO3MEMICHUS (KOMIICHCAIIHH )
BO3MOXKHOTO BpeJa TpPH BO3HUKHOBEHUM HEOJArompUsITHBIX COOBITUH (MHIIUIACHTOB) B
COOTBETCTBUH C 3aKOHOAATEIHCTBOM IOCYJapCTBa-4JIeHA, HA TEPPUTOPUU KOTOPOTO MPOBOAUTCS
KJIIMHUYECKOE MM KIMHUKO-1a0opaTopHOE (IIPU MPOBEIECHUU MHTEPBEHIMOHHOTO KIIMHUYECKOTO
uccienoBanus 3QpPEeKTUBHOCTH) UCTIBITAHUE (UCCIIEIOBAHUE);

K) KOMUU JOKYMEHTOB, MOJTBEP)KIAIOUINX OIUIaTy JCHCTBHM, CBSI3aHHBIX C Bblauei
paspeiieHuss Ha  MPOBENCHHWE  KIMHUYECKUX  (KJIMHUKO-JTA0OpATOPHBIX)  UCHBITAHUI
(uccnemoBaHuii) TMO0 C BHECEHUEM 3aITMCH B PEECTP pa3pelieHui.

54. 3asBUTENHh MPEACTABISAET CBEACHUS U JOKYMEHTBI, O)OPMIICHHBIE B COOTBETCTBUU C
3aKOHOAATEIHCTBOM TOCYyJapCTBa-ujieHa, Ha TEPPUTOPUU KOTOPOTO MPOBOJIUTCS KIMHUYECKOE
WIN KJIMHUKO-JIA00PAaTOPHOE UCTIBITaHUE (MCCIICIOBAHHE).

55. YIIOJITHOMOYEHHBIM OpPraHoM (IKCIIEPTHOW OpraHu3aiyell) B TedeHue 7 pabouux JTHEH
CO JHSI TOCTYTUICHHS 3asBIICHUS O TIOTyUYEHUH pa3peiieHusi, TOKyMEHTOB U CBEJCHH, yKa3aHHBIX
B nyHKTe 53 Hacrosmmx IlpaBui, npoBOAMTCS MPOBEPKAa MOJHOTHI U JOCTOBEPHOCTH
COJIEP>KAINXCS B HUX CBEJICHUH.

56. B ciydyae eciu 3asBJI€HHME O MOJYYECHHM pa3pelIeHUs MPEICTABICHO C HapyIICHUEM
TpeboBanuii Hacrosimux [IpaBwii, wWiM B HEM YKa3aHbl HEIOCTOBEPHBIC CBEICHUS, WU
JOKYMEHTBI, YKa3aHHbIe B IyHKTe 53 HacTosmux [IpaBum, mpencraBieHbl He B TIOJTHOM 00beMe,
YIOJHOMOYEHHBIH OpraH (9KCIEepTHas OpraHu3alus) B TeueHHe 7 pabouumx THEH co JHS
MOCTYIUICHUS TaKUX 3asBJICHUS U JOKYMEHTOB HAMpaBJsieT 3asiBUTEINI0 CIOCOOOM, YKa3aHHbBIM B
3asIBJICHUHU, YBEIOMIIEHHE O HEOOXOJUMOCTH YCTpPaHCHWs BBISBICHHBIX HAPYIICHUN ¥ (WJIH)
MIpe/ICTaBICHHs] OTCYTCTBYIOIIUX JOKYMEHTOB B TeueHue 30 pabouux JHEHl co THS HallpaBJICHUS
JTAHHOTO YBEIOMIICHHUS.

B cnyuae ecnu o ucreuenuu 30 pabouymx THEW 3asABUTENIEM HE YCTPAHCHBI BBHISBICHHBIC
HapymeHuss © (WIM) HE TPEICTaBICHBl OTCYTCTBYIOIIME JOKYMEHTBI U  CBEACHHS,
YIOJHOMOYEHHBI OpraH (dKCIEpPTHAsl OpraHu3anus) B TedeHue 3 pabouux AHEW NpUHUMAET
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pelieHre O BO3BpaTe 3asBUTENIO 3asABICHHUS O TMOIYYEHHHM pa3pelieHus U MpHilaraeMbIX
JOKYMEHTOB (C 000CHOBaHHEM NPUYMH BO3BpATa).

57. B Teuenue 3 pabounx AHEH CO THS 3aBEPIICHUS MPOBEPKH, MPETyCMOTPEHHON MTyHKTOM
55 mactosmux [lpaBun (B cimydae TpeICTaBICHHS 3asBICHUS O IMONYYCHHH pa3pellieHus
JOKYMEHTOB, COOTBETCTBYIOIIMX TpeOoBaHUsAM HacTtosmux I[IpaBui), a Takxke B cilydae
YCTpaHEHUs] B YCTAHOBICHHBIM CPOK BBIABICHHBIX HAPYIMIEHUH © (WIU) MPEICTaBICHHUS
JOKYMEHTOB, COOTBETCTBYIOIIUX TpeOoBaHMSIM HacTosmux [IpaBuil, yHmoJHOMOYEHHBIN opra
(9KcTiepTHAs OpraHMW3allysl) MPUHUMAET PEIICHHEe O PACCMOTPEHUU YKa3aHHBIX 3asBICHUS W
JOKYMEHTOB.

58. B ciydae ecnu npH MpOBEACHUHU SKCIIEPTU3HI 3asBIICHUS O MOJyUYEHUH Pa3pelIeHus 1
JOKYMEHTOB, YKa3aHHbIX B MNyHKTe 53 Hacrosumx [IpaBui, mocie NpUHATUS pPELICHUS O
PaCCMOTPEHHH 3THX JOKYMEHTOB BBISIBICHO, YTO MAaTEPHAJIOB M CBEICHUI HEIOCTATOYHO IS
MPUHSATHS PELICHHS O BO3MOKHOCTH (HEBO3MOKHOCTH ) MPOBEACHUSI KITMHUYECKOTO MIH KIMHUKO-
nabopaTopHoro (Ipu  MPOBEACHUHM MHTEPBEHIIMOHHOTO  KJIMHUYECKOTO  HCCIIEIOBAHHS
3¢ peKTUBHOCTH) WCTHBITAHUS (MCCIIEOBAaHUS), YIIOJTHOMOYEHHBIM oOpraH (dKCIepTHas
OpraHm3aiys) HalpaBiIsIeT 3asBUTENIO0 COOTBETCTBYIOIIMI 3ampoc (C yKa3aHHEM XapakTepa
3aMEYaHM W CIOCOOOB MX YCTpaHEHHs). 3ampoc HaIpaBiseTCs OIHOKPATHO CIOCOOOM,
YKa3aHHBIM B 3asBJICHUU O TIOTYUYECHUHU PA3PEUICHHS.

3asBUTENb 0053aH MPEJICTABUTHh OTBET Ha 3ampoc B TeueHue 60 pabouux gHEH co JHS ero
nmoyiydeHus. B cioyuae HempencTaBleHUs OTBETa B YKa3aHHBIA CPOK YHNOJHOMOYCHHBINH OpraH
(3KcrepTHas OpraHu3alys) MPUHUMAET pEUICHHE OTHOCHUTENbHO BO3MOXKHOCTH IPOBEIEHUS
KIIMHUYECKUX WITH KIIMHUKO-JIA00paTOPHBIX (TIPU MPOBEICHUN HHTEPBEHIIMOHHOTO KITMHUYECKOTO
uccaenoBauss 3(PGHEKTUBHOCTH) HCMIBITAHUNA (MCCIIENOBAHUM) MEIUIIMHCKOTO W3S Ha
OCHOBAHHUU JIOKYMEHTOB, UMEIOILIUXCS B €T0 PaCTIOPSIKCHHH.

[Ipu  BBIIBIEHWHM  YIOJHOMOYECHHBIM OpPraHoM (IKCIIEPTHOM  OpraHu3ammeii) B
MPEJICTABJICHHBIX 3asBUTENIEM B OTBET HA 3alpoC JOKYMEHTAaX HEJOCTOBEPHBIX JaHHBIX
YIIOJITHOMOYCHHBIM OpraH (9KCIEpTHasl OpraHu3anus) B TeUYeHHE 2 pabouumx mgHEH co JHS
MOJIy4CeHUsI TAaKUX JTOKYMEHTOB BpydYaeT 3asBUTEIIO CIOCOOOM, yKa3aHHBIM B 3asSBICHHH O
MOJIyYE€HUH pa3pelleHus, pellieHue 0 BO3BpaTe YKa3aHHBIX JOKYMEHTOB (C 000CHOBaHUEM MTPUYUH
BO3BpaTa U COOOIEHHUEM O BO3MOXKHOCTU IMOBTOPHOTO MPEJCTABICHUS 3asBUTEIEM JTOKYMEHTOB
710 UCTEUYEHHUS CPOKa, YKA3aHHOTO B ab3alle BTOPOM HACTOSIIETO IMyHKTA).

Bpemsi co nHsA HampaBiieHUs YNOJIHOMOYEHHBIM OPraHoM (SKCIIEPTHON OpraHM3alueil)
3ampoca /10 JHS MOJIy4eHHs OTBETa Ha 3alpocC WM YBEIOMIICHHUS O HENPEICTaBICHUH OTBETa Ha
3alpoc HE YYHUTHIBACTCS MPH MCUUCICHHH CpPOKAa NPHHSITHS YIOJIHOMOYCHHBIM OpPraHOM
(3KCTepTHOM opraHu3alueil) peleHrus OTHOCUTEIBHO BO3MOKHOCTH MPOBEACHUS KIMHUYECKUX
WIM  KIAHUKO-Ta00paTOpHBIX (TpU  TPOBEACHUM  HMHTEPBEHIIMOHHOTO  KIMHHUYECKOTO
uccaenoBanus 3HEKTUBHOCTH ) UCTIBITAHUM (MCCIICIOBAHMI).

59. YIONMHOMOUYEHHBIM  opraH (dKCIIEPTHAsl OpraHu3alus) MPOBOJUT  3KCIEPTU3Y
MPE/ICTABICHHBIX JOKYMEHTOB M O(QOpPMIISIET SKCHEpTHOE 3akitoueHue Mo ¢GopMe COrjaacHo
npunoxennto Ne 10 B redenue 30 pabouux AHEH CO THS MPUHATHS UM PEIIEHUS O pACCMOTPEHUH
3asBJICHHS O TOJYYEHHM pa3pelleHds W JOKYMEHTOB, YKa3aHHBIX B NMyHKTE 53 HACTOALIUX
[TpaBwi. BeiBoabl, cofepskaniiecst B SKCIIEPTHOM 3aKIIOYCHHUH, TOJKHBI OBITh OJHO3HAYHBIMU U
MOHSTHBIMHU.

60. YIoJTHOMOYEHHBIH opraH (3KCIepTHAs OpraHu3alys) B TeueHue 5 pabounx qHer co qHS
o OpMIIEHHUS FKCIIEPTHOTO 3aKIIFOUEHUS:

a) IPUHUMAET PelIeHHE O BO3MOKHOCTH (HEBO3MOKHOCTH) MPOBEICHHS KIIMHUUECKUX WU
KJIIMHUKO-JIA00paTOPHBIX (IIPU NPOBEACHUHM WHTEPBEHLHUOHHOTO KIMHHUYECKOTO HCCIEI0BaHUS
3¢ (HEeKTHBHOCTH) UCTIBITAHUN (MCCIEAOBAHUN) MEIUIIMHCKOTO U3JENUs, KOTOpoe oopmiIseTcs
MPUKA30M YIOJHOMOYEHHOI'O OpraHa (9KCIEepTHOW OpraHM3alii), U yBEAOMIISICT 3asBUTEINS O
MPUHITOM PELICHUH;

0) BbIIaeT (HampaBiseT 3aKa3HbIM TOYTOBBIM OTIPABICHUEM C YBEAOMIICHHUEM O BPYUEHUU
Wi B opMe 3JIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHON IMOAINKUCHIO) 3asBUTEINIO
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paspellieHue Ha TMPOBEACHHE KIMHUYECKUX WIM KIMHUKO-Ta00paTOPHBIX HCHBITAaHUI
(uccnenoBaHuil) MEAUIIMHCKOTO U3JENNS U (MJIM) BHOCUT COOTBETCTBYIOLIUE CBEICHUS B PEECTP
paspeiieHuil OO BbIIAET 3aABUTENIO YBEIOMJIEHHE O HEBO3MOXKHOCTH HUX IPOBEIEHUS C
MPUJIOKEHUEM 3KCIIEPTHOTO 3aKIIOYEHUs (¢ 00OCHOBaHMEM MPUYMH OTKa3a B pa3pelieHUd Ha
MPOBEJECHUE KIMHUYECKUX WM KIWHUKO-TA0OpPATOPHBIX  MCHBITAHUM  (HMCCIIEeIOBaHMI)
MEIUITUHCKOTO HU3CIHS).

61. Pa3pemenue (peecTtpoBasi 3aluch) Ha TMPOBEICHHUE KIMHUYECKOTO WM KIHMHHKO-
1abopaTOpPHOTO HUCHBITaHUS (UCCIIEIOBAHUS) MEIUIIMHCKOTO H3IENUs COJEPIKUT CIEIYIOIIHe
CBEICHHUS:

a) HOMEp U J1aTa TaKoro paspelieHus (peecTpoBOi 3aIUCH);

0) HAMMEHOBAHHUE 3aABUTEISI, €T0 MECTO HAXOXKICHHS (aapec IOPpUIUYECKOTO JIUIA) — IS
IOPUANYECKOTO JIUIA WU (aMuiIns, UMsI, OTYECTBO (IMPU HATUYHMH), MECTO KUTEIbCTBA — JUIS
(bu3MYecKoro Juila, 3aperUCTPUPOBAHHOIO B KAYECTBE MHAMBUAYAIBHOIO MPEANPUHUMATEINS,
CBEJICHHUSI O TOCYAAPCTBEHHOW PETUCTPALUU IOPUIWYECKOTO JHIAa WM (DPU3MYECKOro JnMia B
KauyecTBE MHMBUYaIbHOTO MPEANPUHUMATEIS, a TAK)KE KOHTAKTHBIE TaHHBIE 3asBUTENS (HOMEp
TenedoHa, aipec FICKTPOHHOM MOYTHI);

B) HAHMEHOBAHKME MEIMIIMHCKOTO M3AeNus (C yKazaHueM MoAelu (MapKu) MEIUIIMHCKOTO
W3JIeNs, €r0 COCTaBa, MPUHAICKHOCTEH, HEOOXOMUMBIX i MPUMEHEHUS MEIUIIMHCKOTO
W3JIeNUS 110 HA3HAYEHUIO);

I') HAMMEHOBAHKE TIPOU3BOAUTENS, €T0 MECTO HAXOXKICHHS (aJApec IOPUINIECKOro JINIa) —
VIS FOPUAMYECKOTO JIMIA WK (aMUIIHsL, UMSI, OTYECTBO (IIPH HAJIUYKH ), MECTO KUTEJIbCTBA — JUIS
(U3MUYECKOTO NI, 3aPETUCTPUPOBAHHOTO B KAYECTBE MHIUBUYyaTLHOTO MIPEATNPUHUMATEIIS;

1) HAMMEHOBaHHe yYMOJIHOMOYEHHOTO MPEACTaBUTENS MPOU3BOAUTENS (IIPH HAJIMYUH), €TO
MECTO HaXO0XIACHUS (aIpeC IOPUIUIESCKOTO JHIA) — [Tl FOPUIUIECKOTO JIHUIA WIH (paMuIus, UMs,
OTYECTBO (IIPU HAMYHMH ), MECTO JKUTEIbCTBA — ISl (PU3UUECKOr0 JUIa, 3aPETUCTPUPOBAHHOTO B
KaueCTBE MHIMBUIyaIbHOTO MPEATPUHUMATEIS;

€) HAMMEHOBAaHHE U aJpec MecTa OCYIIECTBICHMS JEATENIbHOCTH MPOU3BOACTBEHHOMN
TIOMIAAKH (ITPOU3BOJICTBEHHBIX TUIONIAIOK), OCYIIECTBISIONIEH BECh MPOIECC MPOU3BOJCTBA
MEIUIIMHCKOTO U3/IEIUS WK €T0 OIpe/IeTICHHbIE CTa/luu;

’K) HAMMEHOBAHMUS W aJgpeca MEIUIIMHCKUX OpraHu3anuil (KIMHHUYECKUX IEHTPOB), B
KOTOpPBIX MPOBOAUTCA KIMHUYECKOE WIM KIMHUKO-TabopaTopHoe (Npu  IPOBEICHHUU
WHTEPBEHIIMOHHOTO KJIMHUYECKOTO UCCIIeqoBaHus YP(EKTUBHOCTH ) HCIIBITAHHE (MCCIICIOBAHUE)
MEAUIIMHCKOTO W3/ETUs, CBEIEHUS O KOTOPbIX BKIIOUYEHbI B PEECTp YMOJIHOMOYEHHBIX
OpraHu3aLuim.

62. OcCHOBaHUSMH IS  BBIHECEHHS  YMOJHOMOYEHHBIM  OpraHoM  (PKCIEpPTHOM
OpraHm3alyeil) 3akIoueHUs O HEBO3MOXXHOCTU TPOBEACHHS KIMHUYECKUX WIA KIMHHUKO-
nabopaTopHbIX  (MPU  TPOBEACHUM  WHTEPBEHLHMOHHOIO  KJIMHUYECKOTO  HUCCIIEJOBAHUS
3¢ (HEeKTHBHOCTH ) UCTIBITAHUM (MCCIIEAOBAHUI) METUIIMHCKOTO U3/ICIHS SIBIISTFOTCS:

a) HETMOATBEPKICHUE COOTBETCTBYIOIIUMU JIOKyMEHTaMU u CBEICHUSMH,
MPE/ICTABJICHHBIMU 3asiBUTENIEM, JOMYCTUMOCTH PHUCKOB, CBSI3aHHBIX C KIMHUYECKUMH WIH
KJIMHUKO-JIa00paTOPHBIMU (TIpY MPOBEIEHUU MHTEPBEHLMOHHOTO KIIMHUYECKOTO HCCIIeI0BaHUs
3¢ (HEeKTHBHOCTH ) UCTILITAHUSMH (UCCIICIOBAHUSIMH );

0) HEyCTpaHCHUE BBISIBJICHHBIX HapYyIMIEHWH W (WJIM) HEMPEACTABICHHE TOKYMEHTOB M
CBEJICHUH 10 3a1pocy.

VIII. TpeOoBanus K MEAMIUHCKUAM OPraHU3AMUAM (KJIMHUYECKUM IEHTpam),
NMPOBOASIIIUM KJINHUYECKHE U KIMHUKO-1a00PaTOPHbIE HCTIBITAHUSA (MCCIe0OBAHUS)
MeINIUHCKUX U3eJTHil

63. ®opMupoBaHNE U BEICHUE PeECTpa YIOTHOMOUYEHHBIX OPraHU3alNNi OCYIECTBIISIFOTCS
EBpaswmiickoii skoHOMUYecKoi kommccuen (manee — Komuccus) B coorBerctBuM ¢ [lopsiakom
¢dbopmupoBaHUa W BeACHUS WHGOPMALMOHHON cHUCTeMBbl B cdepe oOpalieHus MEAMLIUHCKUX
u3nenui, yrBepxkaeHHbIM Pemenuem CoBera EBpa3uiickoil 3KOHOMHUYECKOWM KOMHUCCHHM OT
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12 deBpans 2016 1. Ne 30, Ha OCHOBE CBEJICHUM, MPEICTABISEMBIX YIIOJTHOMOYEHHBIMU OpPTaHAMH,
C WCTIOIh30BAaHUEM CPEJICTB MHTETPUPOBAHHON HHPOpMAIIMOHHOM cucTeMbl Coto3a.

64. B peecTp yNOJHOMOYEHHBIX OPTraHU3aIllMi BKJIIOYAKOTCS CBEICHUS O MEIUIIMHCKUX
opranm3anusax (KIMHUYECKHX I[IEHTPax), OCYIIECTBISIONINX MPOBEICHUE KIMHUYECKUX
UCOBITAaHUN (MCCNEAOBaHUN) MEAMLIMHCKUX U3JEIUA U COOTBETCTBYIOIIMX CJIEAYIOIIUM
TpeOOBaHUSM:

a) HaJIM4Me perucTparuy MEeAUIIMHCKON OpraHn3aluy (KIMHUYECKOTO LIEHTPa) B KaUueCTBE
IOPUANYECKOTO JIMIa Ha TEPPUTOPUU TOCYJapCcTBa-4iieHa B COOTBETCTBUM C  €rO
3aKOHOAATEIHCTBOM;

0) HanmuuKe pasperieHus: (JIMLEH3UH) Ha OCYLIECTBICHUE MEIMIMHCKON NesTeNbHOCTH (C
yKa3zaHHeM TiepedHs paboT (yCiayr), COCTABJISIONIMX  MEIUIMHCKYIO  JICSITEIIbHOCTB),
COOTBETCTBYIOIIEH HAa3HAYCHHUIO U 00JIACTH MPUMEHEHUSI METUIIUHCKUX U3/, B OTHOIICHUU
KOTOpBIX TPOBOJATCS HWCIBITaHUSA (MCCIENOBaHUS), NpPU HAIUYMHM Takoro TpeOoBaHHS B
3aKOHOAATEIHCTBE TOCYJaPCTBA-UIICHA;

B) HAJIMYME JOKYMEHTOB (CTaHJAPTHBIX OMEPAIMOHHBIX MPOLEAYP), PErJaMeHTHPYIOIINX
MPOBEJICHUE KIMHUYECKUX HCTIBITAaHUHA (UCCIICIOBAHMI) MEAUIIMHCKUX U3JENHA, B TOM YHCIIe
OTIPEACTSIONIUX

KBaJTM(HUKAIIMOHHBIE TPEOOBAHUS U TIOPSIO0K 00YUEHUS IIepCOHAIA;

B3aMMO/ICIICTBIE C KOMUTETOM IO 3THKE;

MoJTy4eHrne HHPOPMUPOBAHHOTO COTJIACHS;

MOPSAIOK TPOBEACHUSI KIMHUYECKUX UCIIBITAHNHN (MCCe10BaHu);

PETUCTPALIMIO ¥ HAMPABJICHHUE B YIIOJTHOMOYCHHBIN OpraH COOOIICHH 0 HEOIaronpusiTHBIX
COOBITUSX (MHIIMICHTAX);

BEJICHUE U y4eT JOKYMEHTAIMH O KJIMHUYECKUX HCIBITAaHUSIX (MCCIIEOBAHUSAX );

oOecrieueHre 3amuThl KOH(DHUICHIIHATbHON HHOpMAITUH;

') HATMYWE YCIOBUH ISl MPOBEICHUS 3asBIIEMOTO MPOGUis KIMHUYECKHX HCIBITAHUN
(ucciemoBaHnii) METUITMHCKUX U3CITHA;

1) HaJTM4Ke YCIOBHH JIJIsl MPOBEICHUS MHTEHCUBHOW TEPAIUU U peaHuMAaIuH;

€) HaJlMuMe TepcoHajia, HMEIOIIEro MEIULUHCKOe O00pa3oBaHWEe U JOKYMEHT,
MOATBEPIKIAIONIUHN MMPOXOXKICHUE OOYUYCHHS MPaBUIAM MPOBEACHUS KIMHUYECKUX HCIBITAHUN
(uccrnemoBanuii) (HaaJIekKaIEH KITMHUYECKON TTPAKTUKH ).

65. B peecTp yHNOJTHOMOYEHHBIX OpraHU3allMi BKIIOYAIOTCS CBEACHHUS O MEIUIIMHCKHX
opranu3anusx (KIMHUYECKUX [IEHTPax ), OCYIIECTBISIOINX IPOBEACHIE KIMHUKO-T1a00paTOPHBIX
UCOBITAHUN  (WCCNEAOBaHUN) MEIUIHUHCKUX W3JENUA JUIsi JUArHOCTUKUA in  Vitro W
COOTBETCTBYIOIIUX CIEAYIOIIUM TPeOOBaHUSIM:

a) HaJIM4ME PEerucTpaluy MEAUIIMHCKON OpraHu3aluy (KIMHUYECKOTO LIEHTPA) B KAUECTBE
IOpUAMYECKOr0 JIMIa Ha TEPPUTOPUM TOCYJapcTBa-4ieHa B COOTBETCTBUM C  €rO
3aKOHOAATEIHCTBOM;

0) Hanmuuue pas3pemeHus (JTUIEH3MH) Ha OCYIIECTBICHHE MEIMIIMHCKON ACSITEIHHOCTH B
obactu 1a00paTOPHON MUArHOCTUKHU (KIMHHYECKOH 1abopaTOPHON AUATHOCTUKH ) TIPH HATTMYUN
TaKkoro TpeOoBaHMs B 3aKOHOJATENIbCTBE TOCY1apCTBA-WICHA;

B) HAJIMYME JOKYMEHTOB (CTaHAAPTHBIX OMEPAIMOHHBIX MPOIEAYP), PErIaMEHTHPYIOIINX
MPOBEJICHUE KIMHUKO-TA00PaTOPHBIX MCHBITAaHUH (MCCIeI0BaHUN) MEAUIIMHCKUX U3ACTUN Ui
IUArHOCTHUKH N Vitro, B TOM YHUCIE ONPEAEIIAIOMIMNX:

KBaTM(UKAITMOHHBIC TPEOOBAHMS M TIOPSAIOK OOYUCHHS TIEpCcOoHaa;

MOPSI0K OBEPKHU U KaTHOPOBKK 000PYI0BAHUS;

MOPSIIOK MPOBEICHUS KIIMHUKO-JTA00pAaTOPHBIX MUCTIBITAHUN (MCCIICTOBAHMN);

BEJICHUE U y4eT JOKYMEHTAIIMH O KJIMHUKO-Ta00PaTOPHBIX UCIBITAHUAX (MCCIIETIOBAHUSIX);

obecrieueHre 3amuThl KOH(DHUICHIIHATbHON HH(OpMAITUH;

B3alMO/JICIICTBUE C KOMHUTETOM IO 3TUKE (B Cllydyae, €clii MEIUIMHCKOW OpraHu3aunuein
(KTMHUYECKUM LIEHTPOM) 3asBJIEHAa BO3MOKHOCTh MTPOBECHUSI HHTEPBEHIIMOHHBIX KIMHUYECKUX
uccie10BaHui 3¢ (HEeKTUBHOCTH).
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66. YolTHOMOYEeHHBI opraH B TedeHue 20 pabouymx JHEH CO MHS TOJMYy4YeHUS OT
MEAUIIMHCKOW OpraHu3anuu (KJIMHHYECKOTO IIEHTpa) 3asBKH O BKJIIOYEHHH B PEECTp
YIOJHOMOYEHHBIX OpPraHU3alui pacCcMaTpUBAaeT YKa3aHHYIO 3asBKY M COOOIIAeT MEIUIIMHCKOM
opranmu3anyu (KIMHUYECKOMY IIEHTPY) O NPHUHATOM pPEIICHWH B MUCHBMEHHOW ¢GopMe myTem
neperayy yBeIOMIICHUS JIMYHO TOJT TOAMKCH €€ MPEICTaBUTEINIO, TM00 HAIPABIISET €ro 3aKa3HbIM
MTOYTOBBIM OTITPABJICHUEM C YBEIOMIICHHEM O BPyUEHUH, TUOO0 Mepe1aeT ero B AJIEKTPOHHOM BUJIEC
M0 TEJEKOMMYHUKAIIMOHHBIM KaHallaM CBSI3M WU B (GoOpMe HIIEKTPOHHOTO JOKYMEHTA,
MOANKCAHHOTO YJIEKTPOHHOM U(POBO TOIMHUCHIO.

B ciydyae npuHATHS YNOTHOMOYEHHBIM OpPraHOM PEUIEHUS O BKJIFOUEHHHM MEIUIMHCKOMN
opraHu3anuu (KJIMHAYECKOTO IIEHTpa) B PEECTp YHMOJIHOMOYEHHBIX OpPTraHM3alui CBEACHUS O
MEIUIMHCKOW opraHu3anuu (KJIMHUYECKOM IeHTpe) Hampasisiorcs B Komwuccuio ¢
HCIOJIb30BaHUEM CPEICTB HHTETPUPOBAHHOM NHPOPMAITMOHHON crucTeMbl CO103a I BHECCHHS B
peecTp yNOJIHOMOYEHHBIX OpraHU3allui, a TaKk)Ke MOTYT pa3MellaThcs Ha OpUIMAIbHOM caiiTe
YIIOJIHOMOYEHHOT0 oprana B cetu IHTepHeT.

B ciyuyae HecooTBeTCTBUSA MEAUIIMHCKOM OpraHU3aluy (KIMHUYECKOTO LIEHTPA) OJHOMY U3
KpUTEpUEB, YKa3aHHBIX B NMyHKTe 64 win 65 Hacrosumx [IpaBuil COOTBETCTBEHHO, U MPUHSTHS
pelieHrs 00 0TKa3e BO BKIIOYECHUH MEAUIIMHCKON OpraHu3alu (KIMHUYECKOro IEHTPa) B peecTp
YIOJIHOMOYEHHBIX OpraHu3alMii  YINOJHOMOYEHHBIM OpraH yBEAOMIIIET MEIUIMHCKYIO
OpraHu3anuio (KIMHUYECKUN HEeHTP) 0 MPUUYMHAX OTKa3a B MUCbMEHHOU (popme myTem mnepeaadn
YBEAOMJICHHUSI JMYHO IIOJ TOJMUCH €€ MPEICTABUTENI0, JHOO HaMpaBisIeT €ro 3aKa3HbIM
MTOYTOBBIM OTITPABJIEHUEM C YBEJOMJIEHUEM O BpYyUEHUH, JTUOO0 MepeiaeT ero B AJEKTPOHHOM BUJE
M0 TENEKOMMYHUKAIIMOHHBIM KaHallaM CBS3M WU B (OpME DIIEKTPOHHOTO JOKYMEHTA,
MTOAMMCAHHOTO JICKTPOHHOU ITUGPOBOM MOIHUCHIO.

67. O0xaioBaHUE PEUICHUS YIIOJTHOMOUYEHHOTO OpPraHa OCYIIECTBISIETCS B COOTBETCTBUU C
3aKOHOJIATEIbCTBOM €r0 roCy1apCTBa-4JICHa.

68. B ciyyae HW3MEHEHHsS CBEICHUW, COACPKALIUXCS B PEECTpPE YMOIHOMOUYEHHBIX
OpraHu3anuii, MeIWLMHCKasg OpraHu3anus (KIMHUYECKUH LIEeHTP), BKIIOYEHHas B peecTp
YIOJHOMOYEHHBIX OpraHu3aluii (jajee — yIMOJIHOMOYEHHas opraHuszaius), B TedeHue 30
KaQJICHJIApHBIX JHEHN MPEACTaBIsSeT B YIIOJHOMOYEHHBIN OPTraH 3asBKY O BHECEHUU M3MEHEHHI B
yYKa3aHHbIE CBEACHUS, a TAKXKe JOKYMEHTBI, TOATBEPKIAIOIINE JaHHbIC U3MEHEHUS.

YrnonHoMoueHHBIM opraH B TeueHue 10 paboumx pAHEH CO JHS TPEACTABJICHHS
YIIOJJHOMOYEHHOM OpraHU3alMel 3asiBKH O BHECEHUU U3MEHEHUHN B CBEIICHMS, COJIEpIKAILNECS B
peecTpe yIOJIHOMOYEHHBIX OpraHu3aluil:

paccMaTpuBaeT MPEACTABICHHBIC 3asIBKY U JJOKYMEHTHI;

HaImpaBJIIeT COOTBETCTBYIOLIYI0 HH(popManuio B Komuccuio ¢ HCIOIb30BaHUEM CPEICTB
WHTETPUPOBAHHON MHPOpMAIIMOHHON cuctembl Coro3a (B cllydae MPUHSATHS YIIOJTHOMOYEHHBIM
OpraHOM peUIeHHs] O BHECEHHM W3MEHEHMI), a TakXKe MOXeT pa3MellaTb €€ Ha CBOeM
ounmansHOM caiite B cetu MHTEpHET;

COOOIIaeT yMOJTHOMOYEHHON OpraHu3alliyd O MPUHSATOM pEUIeHHH B NMHCbMEHHOM BHJE
MyTeM TMepeIaydl YBEIOMIICHUS JTUYHO TMOJ MOANUCH €€ MPEICTAaBUTENI0, TN00 HAIMPABISIET €ro
3aKa3HbIM MOYTOBBIM OTIIPABIEHHWEM C YBEIOMIIEHHEM O BpPYYEHHHU, JUOO Iepelaer ero B
ANEKTPOHHOM BHUJE MO TEIIEKOMMYHHKAIMOHHBIM KaHallaM CBSI3U WM B (DOpMe DIIEKTPOHHOTO
JOKYMEHTA, MOJIMCAHHOT0 3JIEKTPOHHOM IIU(PPOBOI MOANKCHIO.

69. UckiroueHne MEIUIMHCKONW OpraHu3aluu (KIMHAYECKOrO LEHTpa) M3 peecTpa
YIIOJITHOMOYEHHBIX OpraHU3alMi OCYIIECTBIIAETCS YIOJIHOMOYEHHBIM OPraHOM B CIIEIYIOLIUX
ciIyyasix:

a) MOCTYIUICHHE 3asBJICHUS 00 MCKIIOYEHUH MEIUIIMHCKOM OopraHu3aluu (KIMHHUYECKOTO
LIEHTpa) W3 peecTpa YMNOIHOMOYEHHBIX OpraHu3aluii, MOAMUCAHHOTO PYKOBOJIUTEIEM
MEIUIIMHCKOW OpraHu3auu (KIMHAYECKOTO IIEHTPa);

0) BBISIBJICHHE HECOONIOACHUS MEIUIIMHCKOW OpraHu3anueil (KIMHUYECKHUM IIEHTPOM)
TpeOoBaHuil  Hacrosmux [lpaBun 1o  pesynbraraM — KOHTPOJIA,  OCYILECTBISEMOIO
YIIOJIHOMOYEHHBIM OPTaHOM;
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B) JIUKBUJALM MEJUIMHCKOM OpraHu3aluy (KJIMHMYECKOrO LIEHTpPA) WM IpEeKpalleHue
JEeWCTBUSL pa3pelleHuss (IMIEH3WM) Ha OCYIIECTBICHHE METUIMHCKON JesSTeIbHOCTH (IIpH
HAJINYMH TAKOTO TPeOOBAaHUS B 3aKOHOJIATENILCTBE FOCY1apCTBA-UICHA);

I') HECBOEBPEMEHHOE IPEICTABICHUE WM HEIPEJICTaBICHUE CBEACHUM U JIOKyMEHTOB,
MPEeyCMOTPEHHBIX MyHKTOM 68 HacTosmux [IpaBut.

70. YIOTHOMOYEHHBIM OpraH B TeueHue 3 pabouux THEH co AHA MPUHATUS PelIeHHs 00
UCKIIIOYEHUM CBEICHMM W3 peecTpa  YNOJIHOMOYEHHBIX OPraHU3aldd  MPEJCTABIIACT
COOTBETCTBYIOIIYI0 MH(popMaIio B KoMHuCCHIO C MCIIONB30BaHUEM CPEICTB MHTETPHUPOBAHHOM
nHpopManMoHHOI cucteMbl Coro3a, a TakKe MOXET Pa3MECTHTh €€ Ha CBOEM O(UIUAIBHOM
caiite B cetu IHTEpHET.

71. XpaneHue, cucTemMaTu3alus HW HW3MeHeHHWe wuHdopmanuu o0 YIOJTHOMOYEHHBIX
OpraHu3alysIX, a TaKKe 3alluTa OT HECAHKIMOHHMPOBAHHOTO JOCTyNa K HeW oOecrednBaroTcs
YIOJJHOMOYEHHBIMU OpPTaHaAMHU.

72. PeecTp ymONHOMOYEHHBIX OpraHU3allUil MyOIuKyeTcs Ha WHPOPMALMOHHOM TOpTaje
Coro3a.

73. KoHTpOIb COOMIOICHUS MEAUIIMHCKIME OpPTaHU3AMsIMH (KITHHUYECKUMU [EHTPAMH),
HMMEIOIIMMHU IIPaBO Ha MPOBEJCHHME KIMHUYECKUX WM KIMHUKO-T1a00paTOPHBIX MCIBITAaHUH
(uccnenoBaHuil) MEIUMIMHCKUX H3A€IMNA, TpeOoBaHMN HacToAummx IIpaBui ocyuiecTBiseTcs
YIOJHOMOYEHHBIM OPTaHOM B COOTBETCTBHH € 3aKOHOJATEIBCTBOM CBOETO I'OCYJapCTBa.

74. llpenocraBieHue 3aMHTEPECOBAHHBIM JIMIIaM CBEACHUI 00 OpraHu3alusiX, BKIIOUCHHBIX
B PEECTp YNOIHOMOYEHHBIX OPTraHU3ALMN, OCYIIECTBIISICTCS YINOIHOMOYEHHBIMM OpraHaMH B
COOTBETCTBHUU C 3aKOHOJATEJILCTBOM I'OCY1apCTB-YICHOB.

IIpunoxenne Ne 1

K [IpaBmiiaM mpoBeeHNsT KIIMHUYECKAX
1 KIIMHAKO-TA00PaTOPHBIX MCIIHITAHUH
(uccnenoBaHuil) MEAMIIMHCKAX U3ICITHHA

TPEBOBAHUS
K COJIeP’KAHUI0 OPONIIOPHI HCCIEA0BATENSA 0 METUIIUHCKOM U31eJTHU

1. O01ee onucanue MeIUIMUHCKOT0 U3

1. Bpourtopa uccnenoBarenss 0 MEIULUUHCKOM H3ENUU JOKHA COJAEPKATh CIEAYIONLYIO
UH(pOPMAIIHIO:

a) HAMMEHOBAaHHE MEIUIIMHCKOTO U3AEIus;

0) omrcaHue U HA3HAYCHNUE MEAUIIMHCKOTO MU3IEIHS;

B) nHGOpMaIHs, TTO3BOJISIONAs UACHTU(PHUIIMPOBATh MEIUIIMHCKOE U3JIENINe, B TOM YHUCIIC
HOMEp Mojaend (MapKu) MEOUIIMHCKOrO u3nenuss (MpU  HaIW4uh) WIH  yKa3aHhe
UICHTH(QUIHPYIOMIETO HOMEpa MOJIEH (MapKH) METUITUHCKOTO H3CIHUS;

I') BUJ MEAUIIMHCKOTO U3/I€TUSI B COOTBETCTBUU C HOMEHKJIATYPON MEAULIMHCKUX U3JIEITHH,
IIPUMEHSAEMON B paMKaxX EBpa3uiicCKOro 5KOHOMHUYECKOI0 COI03a;

1) uHGOpMaIHs O TpeAHaA3HAYEHHBIX MOTH30BaTENIAX;

€) MPUHITUIIBI ACHCTBUS MEAUITMHCKOTO U3/ICIIHS;

) KJIacC TOTEHLMAJIBLHOTO pUCKA MPUMEHEHUS W MPUMEHHMbIE KilacCU(UKaIlMOHHBIE
mpaBmiia B COOTBETCTBUU ¢ [IpaBumamu knaccudukanuy MEANIIMHCKIX H3/ICTUI B 3aBUCUMOCTHU
OT MOTEHIMAIIBHOTO pUCKa MpUMEHEHHUs, yTBepxkAeHHbIMU Pemenrem Komternn EBpasuiickoit
AKOHOMHYECKOM Komuccuu ot 22 nexadps 2015 . Ne 173;

3) OMKMCAaHNUE HOBBIX CBOMCTB M XapaKTEPUCTUK MEIUIITHCKOTO U3/1EITHS;

1) OMMCAaHUE TPUHAUIKHOCTEH W MEAWIMHCKUX W3JCIHA, MPEAYyCMOTPEHHBIX s
MCIOJIb30BaHUS B KOMOMHAIIMU C UCCIIEAYEMbIM METULIUHCKUM U3JIEITHEM;

K) OMHCaHue U (UIN) TepeueHb MoJeneid (MapoK) MEIUIIMHCKOTO u3ienust (IpU HaJINdun );
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J) ONIMCAaHUE OCHOBHBIX  (DYHKIMOHAIBHBIX JJIEMEHTOB  MEAUIMHCKOTO  H3JENUS
(mmarpammel, ¢otorpaguu U PUCYHKH, AEMOHCTPHUPYIOIINE OCHOBHBIE YacCTH (KOMIIOHEHTBHI)
MEIUIIMHCKOTO W3JENHsl W BKIIOYAIOIIME B ce0s TMOSCHUTENBHBIC HAANUCH K JAWarpaMmam,
dororpadusm u pucyHkam);

M) OIMCAaHNWE MAaTEPHAIOB, BCTYMAIOIIMX B HEMOCPEACTBEHHBIH WM OIOCPEIOBAHHBIH
KOHTAKT C TEJIOM YeJIOBEKa.

I1. IlpuMeHeHre MeTUIITUHCKOTO U3/1eHs

2. Bportopa uccienoBarens 10JKHA COAEPKATh CASAYIONTYI0 HHPOPMAIUIO O TPUMEHEHUN
MEIUIUTHCKOTO U3JIEIHS:

a) Ha3HAYEHHE MEIUITMHCKOTO U3/IeIus;

0) MHCTPYKIIUU 110 MOHTaXY (BBOAY B SKCIUTyaTaIlHIo);

B) MHCTPYKIMS 110 IPUMEHEHHIO, BKJIIOYasl yCJIOBUS TPAHCIIOPTUPOBKH U XPaHEHUS.

II1. CBenenusi 00 UCHIBITAHUSAX (MCCAETOBAHUAX) METUIIMHCKOI0 H3/1eJIMsl

3. bpomtopa  wccienoBarens  JIOJDKHA — COIEpXKaTh  CICAYIOMIYI0 HH(POPMALUIO O
MIPOBEJICHHBIX paHee UCTIBITAHUAX (MCCIIEOBAHUSIX) METUIIMHCKOTO U3/IEIINS:

a) pe3yJIbTaThl JOKIMHUYECKUX UCIIBITAHUN (MCCIIE0OBAHUN );

0) UMeroNIMeCs KIIMHUYECKHUE JTAaHHbBIE, B TOM YHUCJIE:

JaHHBIE HAYYHOU JTUTEpPaTyphl (C yKa3aHWEM HCTOYHHMKOB JAHHBIX, a TakkKe WH(popmammu,
o0ecnieunBaoIIed HMX TMPOCIEKUBAEMOCTh), COAEP)KAIUE CBEIEHUS O KOHCTPYKIIHH,
6e3omacHoCTH, 3((HEKTUBHOCTH ¥ HA3HAYCHUU aHAJIOTUYHBIX WM SKBUBAICHTHBIX MEIUIIMHCKHIX
U3 EIINH;

JaHHBIE HAYYHOU JTUTEPaTyphl (C yKa3aHWEM HCTOYHHMKOB JaHHBIX, a TakkKe WH(popmammu,
o0ecnieunBamoIIed HMX TMPOCIEKUBAEMOCTh), COAEP)KAIUE CBEIEHUS O KOHCTPYKIIHH,
6e3omacHoCcTH, 3((HEKTUBHOCTH ¥ Ha3HAYCHUH aHAJIOTUYHBIX WM SKBUBAICHTHBIX MEIUIIMHCKHIX
W31 TOTO K€ MPOU3BOIUTENS, BKIIIOYAsl JaHHBIE O BpEMEHU MX 0OpaIlleHHsI Ha PHIHKE, a TAKXKe
CBEJICHUSI O BBISIBJICHHBIX MPOOJIEMax, CBI3aHHBIX C 0€30MaCHOCTHIO MPUMEHEHUSI MEAUIIMHCKOTO
u3zenus u ero 3p(HEeKTUBHOCTHIO U MPEIIPUHSITHIX KOPPEKTUPYIOMIUX IEUCTBUSAX;

B) pe3yJIbTaThl aHAIN3a PUCKOB, CBEJICHHS O MOOOYHBIX 3(h(peKTax U MPOTUBOMOKA3AHHUSAX;

T') IepeYeHb BO3MOXKHBIX HEOJIArONpHUATHBIX COOBITHH (MHIIMACHTOB) U HEOJArONMPUATHBIX
BO3/ICHCTBUH, BOSHUKAIONINX B PE3YyJIbTaTe MPUMEHEHHSI METUITTHCKOTO H3ACIHUS;

1) IepeueHb CTaH/1apTOB, IPUMEHSIEMbIX B ITIOJIHOM 00bEME WM YaCTHUYHO.

IIpunoxxenne Ne 2

k [IpaBuiiaM npoBeieHNS KIMHUYECKUX
Y KJIMHHUKO-JIA00PATOPHBIX UCTIHITAHHHA
(uccnemoBaHuii) MEIUIIMHCKUX U3ICITAN

TPEBOBAHUSA
K CO/IEPKAHMI0 MPOrPaMMbl KIMHUYECKOT0 UCIBITAHHS (MCC/IeI0BAHNS) METUIIMHCKOTO
n3aeIus

1. O01mee onucanue MeTUIIUHCKOI0 U3AEIHS

1. IIporpaMMa KIMHUYECKOT'O UCTIBITAHUS (MCCIEA0BAHMS ) METULIMHCKOTO U3ACIIUS JOJIKHA
COZIEPIKATh CIEAYIONIYI0 HHPOPMAIIUIO:

a) HAMMEHOBAHUE MEIUITMHCKOTO U3]IEIIHS;

0) HaMMEHOBAaHHUE TTPOU3BOIUTEISI, €0 MECTO HAXOXKACHUS (apec IOPUIUISCKOTO JIUIIA) —
TUTSL FOPUAMYECKOTO JIUIA WK (haMUIIHSL, UMSI, OTYECTBO (TP HAJTMYKH ), MECTO KUTEIIbCTBA — IS
(U3NIECKOTO JTUIA, 3aPETUCTPHUPOBAHHOTO B KAYECTBE MHANBUIYAIBHOTO MTPEIIPUHUMATEIS,
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B) HAHMEHOBAHHE 3asSBUTEIIS, €T0 MECTO HAXOXKICHHS (aapec IOPUIUIECKOTO JUIA) — IS
IOPUANYECKOTO JIUIA WU (aMuIns, UMsI, OTYECTBO (IPU HATUYHMH), MECTO KUTEIbCTBA — JJIS
(bu3nyecKoro Juila, 3aperUCTPUPOBAHHOIO B KAYECTBE WHAMBUAYAIBHOIO MPEANPUHUMATEINS,
CBEICHHUSI O TOCYAAPCTBEHHOW PETUCTPALUU IOPUAMYECKOTO JHUIAa WU (PU3UYECKOro JIHIIA,
3aperucTPUPOBAHHOIO B KAYECTBE MHAMBUAYAIBHOIO MPEANPUHUMATENS, a TaKKe KOHTAKTHBIE
TaHHBIE 3asBUTENS (HOMEp TenedoHa, aipec SIEKTPOHHOM MOYTHI);

I') HAUMEHOBAHHE YIOJHOMOYEHHOI'O MPEACTaBUTENs MPOU3BOIUTENS (IIPU HAIMYUU), €r0
MECTO HaXO0XIACHUS (aIpeC FOPUIUIESCKOTO JHIA) — [Tl FOPUIUIECKOTO JIUIA UIH paMuIus, UMs,
OTYECTBO (ITPU HAJIMYHMH ), MECTO JKUTEJIbCTBA — IS (PU3UUECKOT0 JIUI[A, 3aPETUCTPUPOBAHHOTO B
KaueCTBE MHIWBUIyaIbHOTO MPEATPUHUMATEIS;

1) nHopmanus, MO3BONIAIONIAs UACHTUPUIINPOBATH MEIULIMHCKOE U3/IENINe, B TOM YHUCIIE
HOMEp Mojaenu (MapKH) MEOUIIMHCKOro w3Aenus (IpU HaIU4My) WIH — yYKa3aHHE
UJICHTU(DUIMPYIONMIETO HOMEpa MOJIeTH (MapKu) MEIUIIMHCKOTO U3/ICITHIS,

€) BH]l MEAUIIMHCKOTO M3/IETUSI B COOTBETCTBUU C HOMEHKIIATYPOU METUIIMHCKUX U3ICITUH,
MpUMeHsieMOl B pamkax EBpa3uiicKoro 3KOHOMHUYECKOTO COH03a;

) KJIaCC TOTCHIIMAJIBLHOTO PUCKA TPUMEHEHUS W TMPUMEHUMbBIE KIIacCU(UKAIMOHHBIC
mpaBmiia B cOOTBeTCTBUH ¢ [IpaBuinamu kinaccudukanuy MEAUIIMHCKUX U3/I€TIUI B 3aBUCUMOCTHU
OT MOTEHIMAJIBHOIO PUCKA NMPUMEHEHUS, YTBepKIeHHbIMU Pemennem Komnernn EBpazuiickoit
SKOHOMUYECKON KoMuccuu oT 22 nexadps 2015 r. Ne 173;

3) HAa3HAYCHHUE METUITTHCKOTO H3CITHUS;

1) ONMCaHUE METUIIUHCKOTO U3eIHs;

K) 00BsICHEHUE HOBBIX CBOMCTB M XapaKTEPUCTUK MEAUIIMHCKOTO W3/ICTIHS;

JI) ONMCaHNe MAaTepUalioB, BCTYMAIOMIMX B HEMOCPEICTBEHHBIM WM OMOCPEIOBAaHHBIN
KOHTAKT C TEJIOM YEJIOBEKa;

M) CBEJIEHUS O KOHTPOJBHBIX MEIUIIMHCKUX U3JIENUSX, B TOM YHUCIE O Pa3pelINTeNbHbIX
JOKYMEHTaX Ha WX OOpalleHHe B CTpaHe, Ha TEPPUTOPHUH KOTOPOH MPOBOASTCS HCIBITAHUS
(uccnemoBanus);

H) OIMCAHUE TOTO, KaK JOCTUTAETCS MPOCICKUBAEMOCTh BO BpeMsl M TOCIE MPOBEICHUS
KJIIMHUYECKOTO MCHBITaHUS (UCCIIEOBAHUS) MEIUIIMHCKOTO M3/eHs (C TOMOIIbIO MPUCBOCHUS
HOMEpa Cepuu, HOMepa MapTHH, 3aBOJICKUX CEPUHHBIX HOMEPOB MUJIM HHBIM CIIOCOO0M);

0) CyOBEKThl KJIMHUYECKUX HCIBITAHUNA (WccienoBaHuii) (Tpynma TaIluMeHTOB) |
MEAUIIMHCKUE MTOKA3aHWUSL, JUISI KOTOPBIX MPeIHA3HAYeHO MEIUIIMHCKOE U3 IEIHE.

I1. IJanHble 0 KIMHUYECKOM HCNBITAHUU (MCCAe0BAHNH) METULIMHCKOT0 U3/1eJusl

2. [IporpamMMa KIMHHUYECKOTO HUCTIBITAHUS (MCCIIET0OBAHMS) MEIUITMHCKOTO U3 IEIHsI JOKHA
COJZIep>KaTh CIEAYIOLIYI0 HH(POPMALIHIO O MPOLIEType KIMHUYECKOTO UCTIBITAHUS (MCCIe0BaHNUs):

a) HAMMEHOBaHWE W  HMJACHTU(QUKANHUOHHBIC JIaHHBIE  KIMHUYECKOTO  HMCIBITAHUS
(uccnemoBanus);

0) HaMMEHOBAHHE U A/IPEC MECTA HAXOXKJACHHUS METUIIMHCKON OpraHu3anuu (KIHHHYECKOTO
1eHTpa) (MEIUIIMHCKUX OpraHu3anuil (KIMHUYECKUX IICHTPOB)), MPOBOJISIICH (ITPOBOISIINX )
KJIIMHUYECKHUE UCTIBITAHUS (MCCIEA0OBAHMS);

B) JJaHHBIE 00 MCCIIEIOBATENAX, KOOPAMHATOpE-UCCIenoBarese (Mpyu HATUIUN);

r) TpeOoBaHusl K Mpo(ecCHOHATBHOW TOATOTOBKE M OOYYEHHIO MEIUIIMHCKUX
CHELHAJIUCTOB;

1) IpoliecC  TONyueHUss WHQPOPMUPOBAHHOTO COTVIACHS CYOBEKTOB  KIMHHYECKHX
WCTIBITAaHUH (MCCIIETIOBAaHUN );

€) OMKMCAaHUE PTUYECKUX ACMEKTOB KIMHUYECKOTO UCIHBITaHUs (MCCIIEIOBaHMS), BKIIOUYAs
MHTEPECHI YA3BUMBIX CyObEKTOB KIIMHUYECKOTO UCTIBITAHUS (MCCIIEIOBAHMUS);

k) 001I1ast OKuAaeMast MPOI0JKUTEIILHOCTh KITMHUYECKOTO HCTIBITAHUS (MCCIIeIOBAHMS);

3) ONMKMCAHNE CHEIUAIBHBIX XUPYPIrHUECKUX U IPYTUX METUIIMHCKUX MPOLIETYP, CBI3aHHBIX
C MCTIOIH30BAaHUEM METUITUHCKOTO U3ICIHS;
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1) ONMCAaHUE YCIOBUI MJii TPOBENEHUS KIMHUYECKOTO HCHBITaHUs (MCCIIEOBAHMUS),
OTIpEeCTICHHBIX TPOU3BOAUTEIIEM;

K) ONKMCAaHUE PUCKOB M TOJB3bl MPUMEHEHHUS] MEAMIIMHCKOTO H3JENUs MpU MPOBEACHUU
KJIMHUYECKOTO UCTBITaHUs (MCCIEA0BaHUS);

J1) OTIMCAaHWE TPUHAMICKHOCTEH, IPYTrUX MEAUIIMHCKUX W3S W H3JeNui, He
SIBIISFOIIUXCS MEJIMIIMHCKAMH, HO TPEIyCMOTPEHHBIX ISl MCIOJh30BAHUS B KOMOWHAITMH C
MEAULIMHCKUM H3JEIUEM;

M) onHcaHue Au3aiiHa KIMHUYECKOTO UCTIBITaHUs (MCCIEI0BAHUS);

H) IIEJTM ¥ TUTIOTE3bl KIIMHUIECKOTO UCTIBITaHUS (MCCIICIOBAHNUSA);

0) OCHOBHAsT W JIONOJHUTENIbHAs KOHEYHBIE TOYKH KIMHUYECKOTO  HCIBITAHUS
(uccnemoBanus);

1) 00beM BBIOOPKHU CYOBEKTOB KIIMHUYECKOTO HCITIBITAHMS (MCCIICIOBAHNS);

p) pacueT oObeMa BBIOOPKH, B TOM YHCJIE OXHIACMOW JIOJIM BBHIOBIBAHUS CYyOBEKTOB
KJIMHUYECKOTO UCTBITaHUs (MCCIEA0BAHUS);

C) KpUTEpHUH BKIIOUYEHUS, KPUTEPUU HCKIIIOUEHUS MPHU BHIOOpE CYyOBEKTOB, KPUTEPUU U
MPOLIEAYPBI IPEKPALICHISI UITH IPHUOCTAHOBIICHUS Y4acTHsI CyOBEKTOB KIIMHUYECKOTO UCTIBITAHUS
(uccnemoBanus);

T) KOJIMYECTBO UCTIOIB3YEMBIX HCCIEAYEMBIX MEIUIIMHCKIX U3ENU (C 000CHOBAHHUEM);

y) ONHUCAaHKE MPOIEAYP KINHUUECKUX UCTIBITAHUH (MCCIeOBaHU);

¢) onMcaHue MpOUENyp COCTaBICHHUS OTYeTa O JIOOBIX OTKIOHCHHSIX OT WCXOMIHOU
MPOrpaMMbl KIIMHUYECKUX UCTIBITAHUN (MCCIIeIOBAHUIA);

X) IUTAaH OCYIIECTBICHUS MOHHTOPHHTA B XOJ€ MPOBEACHUS KIMHHUYECKHUX HCIBITAHUN
(ucciemoBaHnii) ¢ yKa3aHMEM YacTOThI MOCEIMICHWH (BU3UTOB), KOJIMYECTBA MOHHTOPOB M HX
KOHTAaKTOB;

1) CTAaTUCTUYECKHE METO/IbI aHATIN3a JaHHbBIX.

[Ipunoxxenne Ne 3

k [IpaBuiiaM npoBeIeHNS KITMHUYECKUX
Y KJIMHHUKO-JIA00PATOPHBIX UCTIBITAHHHA
(uccnemoBaHuil) MEIUIIMHCKUX U3CITHAN

TPEBOBAHUSI
K CO/IEPKAHMI0 TEXHHYECKOro (paiiia Ha MeIUIMHCKOoe u3ejine (KpoMe NporpaMMHOr0
oOecrnieyeHUsI U MeIUIUHCKMX U3/1eJIMi IJIsl AIMATHOCTUKM in vitro)

1. O011ee onucanue MeIUIUHCKOT0 U3AEIUA

1. Texuuueckuil ¢aitl Ha MEAULIMHCKOE H3/eHe (KpOMe MPOrpaMMHOTO OOECTIeUeHUs U
MEAUIMHCKUX W3ACNTUN ANl JOUArHOCTHKU i1 Vitro) JOJDKEH COJepXKaTh CIETYIOIIYIO
UH(pOPMAIIHIO:

a) HAMMEHOBaHHE MEIUIIMTHCKOTO U3EIHs;

0) oO1ee onMcaHre U Ha3HAYCHHE MEIUIIMHCKOTO U3JICIIU;

B) nHGopMaIus, NO3BOJISAIONIAS UACHTU(PUIIUPOBATh METUIIMHCKOE U3JeNIie, B TOM YHUCIIe
HOMEp Mojaenu (MapKW) MEOUIIMHCKOro w3Aenus (IpU HaaU4My) WIH — YKa3aHHe
UJICHTU(DUIMPYIONMIETO0 HOMEpa MOJIeTH (MapKu) MEIUIIMHCKOTO U3/ICITHIS;

') B MEJAUIIMHCKOTO U3/EJIUsI B COOTBETCTBUU C HOMEHKJIATYPOU MEIUIIMHCKUX U3JIETUH,
MpUMeHsIeMOl B pamkax EBpa3uiickoro 3KOHOMHUYECKOTO COH03a;

1) IpeIHa3HAaY€HHbIE TTOJIb30BATEIH;

€) MPUHIUIBI ASHCTBUS MEAUIIMHCKOTO U3/1EIHS;

) KJIaCC TOTCHIIMAJILHOTO pPUCKA TPUMEHEHUS W TMPUMEHUMbBIC KIIacCU(UKAIMOHHBIC
npaBmiia B cOOTBeTCTBUH ¢ [IpaBuinamu kinaccudukanuym MEAUIIMHCKUX U3/IETIUI B 3aBUCUMOCTHU
OT MOTEHIMAJIBHOIO PUCKA NMPUMEHEHMs, YTBepKIeHHbIMU Pemennem Komnernn EBpazuiickoit
SKOHOMUYECKON KoMuccuu oT 22 nexadps 2015 r. Ne 173;
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3) 00BbsICHEHUE CBOMCTB U XapaKTEPUCTUK METUIIMTHCKOTO U3AEus;

1) ONIMCAHUE NPUHAUIEKHOCTEH, APYIHMX MEAMIMHCKUX MW3AECIUNA W U3JENUH, He
SBIIAIOIIMXCS MEAMIMHCKUMH, HO TPEIyCMOTPEHHBIX JUJIsl MCIOJb30BaHUS B KOMOHMHAIMH C
paccMaTpuBaeMbIM MEIUITUHCKUM U3JICITHEM;

K) onucanue v (WIn) epedeHb MoJieei (MapoK) METUITMHCKOTO U3/eus (MPY HAJTUIHH ),

J) OMMCAaHUE OCHOBHBIX (DYHKIHMOHAJIBHBIX  DJIEMEHTOB  MEAMIMHCKOTO  W3JCNUs
(muarpammel, ¢gotorpaduu U PUCYHKH, JEMOHCTPUPYIOIIME OCHOBHBIC YacTH (KOMITOHEHTHI)
MEAUIIMHCKOTO W3JIENHs, BKIIOYAIONIME B ce0s TOSCHUTENbHBIE HAIIMUCH K JHarpamMMmam,
dboTorpadusiM u puCyHKaMm);

M) OMMCAaHUE MAaTEPUANIOB, BCTYMAIOIMX B HEMOCPEIACTBEHHBIH WM OINOCPEIOBAHHBIN
KOHTAKT C TEJIOM YeJIOBEKa.

II. Onucanue MeITUIMHCKOr0 U3Je U

2. Texunueckuii dhaia JOKEH COAECPKATh NMEPEUECHb OCHOBHBIX XapaKTEPUCTHK, pa3MEPOB
M YKa3aHUH [0 OKCIUTyaTalldd MEIUIMHCKOTO W3JENusi, €ero Mojenei (Mapok) u
MPUHAIICKHOCTEH, KOTOPhIE UMEIOTCS B TEXHUYECKOM TOKYMEHTALNN MEAUIIMHCKOTO U3/IEHS U
APYrux marcepuajiax, JOCTYIMHBIX KOHCYHOMY ITOJIB30BATCIIIO, a@ TAKKC MCPCUCHb IMPHUMCHACMBIX
MIPOU3BOJIUTENIEM CTaHIapPTOB.

I11. UcTopusi oOpameHus MeIUIIMHCKOT0 U3/1e/IUs, CBeleHUs 0 MOA00OHBIX U MPeAbITYIIUX
MO (PUKANUAX MEeTULIMHCKOT0 U3/1eJ U

3. Texuuueckuii ¢aitn JOKEH coAepKaTh CBEACHUS O HAIMYUU WM OTCYTCTBHU UCTOPHH
oOpallleHus: METUIIUHCKOTO U3JIEHs Ha MEXIyHApOAHBIX PbIHKAX, B TOM 4Hcie HH(OPMALIUIO O
MapKeTHHTe, CIydyasX BO3ZHUKHOBEHHUS HEOIArOMpPUSATHBIX COOBITHI (MHIIMIEHTOB), CBSI3aHHBIX C
MCIOJIb30BAaHUEM METUIIMHCKOTO M3IEHs M OT3hIBOB METUIIMHCKOTO M3JIEHs C PHIHKA, a TAKXKe
OMHUCaHUE KOPPEKTUPYIOUIUX NEHCTBUM, IPEANPUHATHIX B OTBET HA yKa3aHHBIEC CiIy4yau, U (WIJIH)
UX aHaJIu3a.

4. B ciydae ucronp30BaHusi THPOPMAITUU O TOJOOHBIX MM MPEIBITYIIUX MOTUDUKAIIAIX
MEAUIIMHCKOTO U3/IETHS JIJIs T0Ka3aTeabCcTBa cOOTBETCTBH OOIIMM TpeOOBaHUSAM OE€30MaCHOCTH
1 9P PEKTUBHOCTH MEAUIIMHCKUX U3JIENNA, TPEOOBAHUAM K UX MAPKUPOBKE U IKCILTyaTAIIHOHHOM
JOKYMEHTallud Ha HHX, yTBepkAeHHbIM Pemenuem CoBera EBpa3uiickoli 3>KOHOMHUYECKOM
komuccuu ot 12 deBpans 2016 T. Ne 27 (manee — OOurme TpeOGOBaHUS), TEXHUUSCKUN ailn
JOJKEH COZIeP KaTh KpPaTKOE OMUCaHUE:!

a) MpeabLAYIIIX MOIU(DUKAIMA METUITMHCKOTO U31eHs (IPU HATUYHH);

0) Mog00HBIX MOTU(PUKAIMN METUITUTHCKIX H3EITUHA, HAXOAIIMNXCS B O0OpaIleHnH B paMKax
EBpa3uiickoro s5KOHOMHUYECKOTO COI03a U Ha MEKIyHAPOIHBIX PhIHKAX.

IV. ConpoBoaurtenbHast uHGpoOpManus

5. Texauueckuii (aiin qOKEH COAEPIKaATh:

a) JaHHbIE O MAPKUPOBKE METULIMHCKOIO U3/IE/IHA U €r0 YIaKOBKH (IIPOEKThI MapKUPOBKH);

0) MHCTPYKLHUIO MO0 MNPUMEHEHHIO MEIUIIMHCKOTO M3AETUs  (IKCIUIyaTallMOHHYIO
JIOKYMEHTAITHIO).

V. IlpoexTupoBaHue U pa3padoTka MeJUIINHCKOT0 U31eJIUs

6. Texandeckuii (hais1 JOHKEH COAEPKaTh MHPOPMAIIHIO, TTO3BOJISIIOILYIO TIOTYYUTh 00IIIee
IPEJCTaBICHUE 00 OCHOBHBIX CTaIUAX MPOCKTHPOBAHUS U Pa3pabOTKU MEAUIIMHCKOTO M3ICIIHSL.
Jlannas nHGoOpMaIys MOKET OBITh TIPEACTABICHA B BUE OJOK-CXEMBI ITPOIIECCOB.

VI. IIpou3BoaACTBEHHBIE PO ECCHI
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7. Texandeckuid (hais1 JOHKEH COAEPKaTh MHPOPMAIIHIO, TTO3BOJISIIONLYO TIOTYYUTh 00IIIee
NpEJCTaBICHUEe O TPOM3BOJACTBEHHBIX mporeccax. JlanHas wuHpoOpManus MOXET ObITh
MIPEJCTaBIICHa B BUE OJIOK-CXEMBI IIPOIIECCOB, JAIOIIEH 00IIee MpeCTaBICHNE O TPON3BOJICTBE,
060p1<e, 3aKIHOYUTCIIbHBIX HUCIIBITAHUAX (I/ICCJIC,Z[OBaHI/IHX) MCOUITUHCKOI'O n3acIns )41
OKOHYATEJIBHOH YITAKOBKE TOTOBOTO MEMIIMHCKOTO H3JICITHS.

VII. IIpousBoacTBEeHHBbIE IJIOMIAIKHA

8. B TexuumueckoM (aine MODKHBI OBITh HIASHTU(DUIIMPOBAHBI TPOU3BOJICTBECHHBIC
IJIOIIAKH, Ha KOTOPBIX OCYILECTBISAECTCS MPOU3BOACTBEHHAS JAEATEIBHOCTh IO MEAUIIMHCKOMY
n3aenuto. Ecim i1 faHHBIX TUTONA0K UMEIOTCS CepTU(UKATHI CUCTEMBI MEHE/DKMEHTA KaueCcTBa
WJIM PaBHOIICHHBIE JJOKYMEHTBI, TO UX KOMUU JIOJKHBI OBITH MPUIIOKEHBI K TEXHUYECKOMY (Daiiiry.

VIII. CBenenus o coorBercTBUM O01MM TpeOOBAHUAM

9. Texunueckuit aitn TOMKEH BKIIOYATH B €051 CBEICHUS O COOTBETCTBUH METUIIUHCKOTO
m3aenus OOuwmM TpeOOBaHUSIM.

IX. Pe3yabTaTsl aHAIM3a U YIIPABJICHUA PUCKOM

10. Texaudeckuii (aityi TOJDKEH COAEp)KaTh KPaTKWM TEpEeUeHb PUCKOB, BBISBICHHBIX B
mponecce aHajini3a puckKka, 1 OImMcaHune CHOCO6OB YHpaBJICHUA 3TUMU PUCKAMU B LCIIAX CHUXKCHUA
UX JI0 TOMYCTUMOTO YPOBHS.

X. lesaTeJJbHOCTD 0 BepUpUKALUMN U BaTUIALUN

11. Texaudeckuit Gaia JOHKEH COAEPXKATh CIEAYIONINE CBEACHUS W JOKYMEHTBHI IIO
BepupUKALMA U BAIHIAIUU, KOTOPHIE HCIOIB30BAINCH JUIS JOKA3aTEIbCTBA COOTBETCTBUS
MeIUIMHCKOTO m3aenus OOmuM TpeGoBaHUAM (B TOM 4YHCIEe 1O TpuMeHUMOcTH OOmmx
TpeOOBaHUH):

a) pe3yJbTaThl UCIIBITAHUHN (MCCIIEIOBAHMI) B UCIIBITATEIBHBIX JTa00opaTopusax (IeHTpax) u
MEAUIIMHCKUX OpraHU3ausaX (KITMHUYECKUX IIEHTPax);

0) pe3yibTaThl  COOCTBEHHBIX J1A0OpPaTOPHBIX ©  (WJIM) 3aBOJCKUX  HCIBITAHHI
(uccnemoBaHUi) MIPOU3BOIUTENSI MEAUIIMHCKOTO U3/IENUS, B TOM YHCIIE PE3yJIbTaThl UCIIBITAHUI
(uccnenoBaHui) B YCIOBUSIX, HMHUTUPYIOIIUX 3KCILTyaTallUOHHbBIE;

B) pe3yJbTaThl JAOOPATOPHBIX HUCHBITAHWUN  (MCCIEIOBAaHWI) HAa KUBOTHBIX IS
MOATBEPKICHUS TPABUIIBHOCTH KOHIEMIIUN TOTOBOTO MEIULIMHCKOTO U3/IENINS;

r) JeKJapanus (JeKJiapalydu) O COOTBETCTBUMU CTaHJAapTaM W3 MEpEeYHsl CTaHAapTOB, B
pe3ynbTare NPUMEHEHUS KOTOpPBIX Ha JOOpPOBOJHHOM OCHOBE IMOJHOCTHIO WM YacTHYHO
obOecrieunBaeTcs COOJIOIEHUE COOTBETCTBUS MEOUIIMHCKUX wm3Aenuit OO0muM TpeboBaHUSM
0e3onmacHOCTH U 3(PGEKTUBHOCTH METUITMHCKUX H3EINH, TPEOOBAaHHUAM K WX MapKHPOBKE U
AKCIUTYyaTAallMOHHON JOKyMEHTalMu Ha HuX (mpuioxkeHue kK Pexomennmanuu Komnmernu
EBpaswmiickoit sxoHomMudeckoit komuccuu ot 4 ceHTsaops 2017 r. Ne 17), muGo uHBIM cTaHAapTaM
¢ 000CHOBaHMEM UX MTPUMEHEHHS;

1) 0030p OMyOJIMKOBAHHBIX JIMTEPATYPHBIX HCTOYHHKOB, COJAEPXKAIIMX HHPOPMAIHMIO O
MEAUIIMHCKOM M3JICTTUH WU MTOJO0HOM METUITMTHCKOM U3/ICTTHH.

12. Texandeckuit (a1 JOHKEH COEPKATh:

a) CBEJIEHUSI 0 OMOJIOTUYECKON COBMECTHUMOCTH;

0) cBeZieHHs O JIEKAPCTBEHHBIX CPEJCTBAX, BXOIAUINX B COCTaB METUIIMHCKOTO U3EIHs;

B) CBEJICHUS O OMOJIOTHYECKOM 0€30IIaCHOCTH MEIUIIMHCKUX U3JICIUI, BKIIOYAIONINX B CE0s
KJIETKU, TKAHU WM UX [TPOU3BOHBIC, B3STHIC Y YEIOBEKA WIIM KUBOTHBIX;

T') CBEJICHUS O METOJIaX CTEPHUIIU3ALINY;
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1) CBeICHUST O BepUUKAIIMM W BaJWJAIMA  [POTPAMMHOTO OOECTICUCHHS] TIPHU
MPOEKTUPOBAHUU MEAUIIUHCKOTO U3EIIHS;

€) oT4eT 00 000CHOBAaHWHU KJIMHHYECKOU d(PPEKTUBHOCTH U OE30MTaCHOCTH MEAUITUHCKOTO
U3JIEIHSL.

13. N3noxeHue pe3ynbTaToB MPOBEICHHBIX KIMHUYECKUX HUCIHBITAHUN (MCCIIeIOBAaHUN),
KpOME BBIBOJIOB, JOJDKHBI BKJIIOYAaTh B C€e0S OTYETHI (MPOTOKONBI) 00 HCIBITAaHHUIX
(uccremoBaHUsX) B IOJITHOM O0BEME.

14. Texunueckuid (aia AODKEH COAepKaTh IEpPEeYeHb MAaTepHuajoB, HAXOMSIIUXCS B
HEMOCPEJACTBEHHOM HWJIM ONOCPEIOBAaHHOM KOHTAaKTe C OpraHM3MOM 4eloBeka. B memsx
ornpeaeneHus: GU3NIECKUX, XUMUIECKIX, TOKCHKOJIOTUYECKUX U OMOIOTUIECKUX XapaKTEPUCTHK
MaTepuasga He00XOAMMO B COOTBETCTBUHU C Pe3yJIbTaTaMH aHallM3a PUCKOB IIPOBECTU HCIIBITAHUS
(ucciemoBaHus ) OMOJIOTMYECKON COBMECTUMOCTH.

B Texnuueckuii Qaitn cienyeT BKIIOYHTH MOAPOOHYH0 HWH(OpPMAIMIO O TPOBEICHHBIX
UCOBITAHUAX  (MCCIENOBAaHUAX), NPHUMEHEHHBIX CTaHAapTaX, NPOTOKOJAX  HCIBITAHUIA
(uccnenoBaHuil), aHaIN3 MOJYYEHHBIX JaHHBIX U KPaTKOE M3JI0KEHUE PE3yJbTaTOB HCIBITAHUN
(uccienoBaHuid).

15. Ecnmu  meaumuHCKOe W3JeNHe BKIIOYAaeT B Ce0S JICKApCTBEHHBIE CPEACTBA, TO
TeXHUYeCKHi (ailm  MomKeH coepkarTh MOJAPOOHYI0 HWHPOPMALHUI0O O TNPUMEHSEMBIX
JIEKapCTBEHHBIX CPEACTBAX, MX MpousBouTene (MPOM3BOAUTENSAK), NPUYMHE BKIIOYCHHS B
MEIULMHCKOE U3/eire, 0e30MacHOCTH MPUMEHEHUS U MeXaHU3Me JICHCTBUS B COCTABE M3/IEIHS
IpU TPEeTyCMOTPEHHOM NPHMEHEHUHU, a TakKe JOKYMEHT, MOJTBEPXKIAIOUINI pPETHUCTpaIUio
JIEKapCTBEHHOI'O CPEJICTBA B CTPAHE MPOU3BOAUTENS JIEKAPCTBEHHOI'O CPEACTBA.

16. Texaudeckuit (a1 JOKEH coJepkaTh MEPEUYeHb MaTePHUATIOB KUBOTHOTO WM
YEJIOBEUECKOT0 MPOUCXOXKIACHUS, HCIOJb30BAaHHBIX B MEAUIIMHCKOM U3JIEIUU, a TakxKe
noapoOHyr0 nHpopMalu 00 THX MaTepHualiax ¢ yKazaHHEM BbIOOpa MCTOYHHKOB (TOHOPOB),
B3ATHS TP00, 00pabOTKM, XpaHEHUS, MCCICNOBAaHUS U OOpalleHUs C TKaHSIMH, KICTKAMH H
BELIECTBAMH KHBOTHOTO MUJIM YEJIOBEYECKOTO MPOUCXOKICHUSI.

B TtexHuueckuii Qaiin cremyer Takke BKIOYATh pe3yJbTaThl BaTUAALMU MpoIlecca,
MOATBEPKIAOIIUE HATMYUE MTPOU3BOJICTBEHHBIX MPOLEAYP, MUHUMHU3UPYIOLIUX OUOIOrHYecKre
PHCKH, B YaCTHOCTH B OTHOILIEHUH BUPYCOB U APYTHX BO30yauTeneit 0one3Hei.

Takke cnegyer BKIIOYAaTh OINHWCAHME CHUCTEMBl XPAHEHUs 3aIlMCed, IO3BOJIAIOLICH
OCYIIECTBIATh MPOCIEKUBAEMOCTh OT MCTOYHUKOB MaT€pUaoB J0 TOTOBOI'O MEAMIIMHCKOIO
U3JIETHSL.

17. B ciydae eciiu MEIULIMHCKOE U3/EIUE ITOCTABISETCS B CTEPUIIBHOM BUAE, TEXHUYECKUI
(aiin qomKeH coiep)KaTh CBEACHHS O BAIMIAIMU MpoIlecca CTEpUIN3aluu (BKII0OYas UCIIBITAaHUS
(uccnemoBaHusi) Ha OWOJNOTHYECKYIO HArpy3Ky, HalM4he MHPOTEHHBIX BEIIECTB, HaJIH4YUe
OCTaTOYHOTO KOJMYECTBA CTEPUIIM3YIOIIETO BEIECTBA) U O BaJIMIallMU MpoIlecca yIIaKOBbIBAHUS.
Nudopmanus o BaIuMgaluu JOJDKHA BKIOYATh B ce0si MPUMEHEHHBIH METOM, JOCTUTHYTHIM
ypoBeHb 00ecnedeHus CTEePUJIbHOCTH, MPUMEHEHHbIE CTaHAApPThI, MPOTOKOJ CTEpUIIM3AINH,
pa3paboTaHHBI B COOTBETCTBHHM C 3TUMHU CTaHIApTaMH, M KPATKOE H3JI0KCHHE MOTYYECHHBIX
pE3yNbTaTOB.

18. Texuuueckui (aill JODKEH COAEpKaTh CBEICHHUSA O IPOIECCe MPOCKTHPOBAHUS M
pa3pabOTKM MPOrpPaMMHOTO OOECIICUCHHUs] W BAIMJANMH MPOTPAMMHOTO  OOECIEYCHUS,
HCIOJIb3YEMOT0 B TOTOBOM MEIUIIMHCKOM HU3JENUU. YKa3aHHas WH(GOpMaIus BKIIOYAET B ceOs
KpaTKOE H3JI0KEHUE PEe3yJbTaTOB JAEATEIbHOCTU MO BepuUKaIMK, BaTUIAUU U PE3yIbTaTOB
UCIIBITAHUHN (MCCIIEIOBAHM ), BHITTOJIHEHHBIX B OPTaHU3AIMH-TIPOU3BOIUTENE, & TAKIKE CBEIICHUS
00 wuMemuXcs KOHQUTYypalUsIX anmnapaTHbIX CpPeACTB W ONEPalMOHHBIX CHCTEMaXx,
COJIEPIKAIIMXCS B COPOBOJUTENIBHOMN TOKYMEHTALIUN.

19. Texaudeckuit (aiia AOHKEH COAEpKaTh MH(POPMAIMIO O MPOBEACHHBIX HCIBITAHUSIX
(uccnenoBaHuUsAX) HA JKUBOTHBIX JUIS TIOATBEPKIEHHS COOTBETCTBUS OOIUM TpeOoBaHUsAM (IIpU
Hanuuuun). B TexHuueckoM @aiinie MOMKHBI ObITh ONMMCAHBI LENH YKa3aHHBIX HCCIEIOBaHU,
METOAOJIOTUsI, PE3YJIbTaThl, aHATU3 U 3aKIIOUYCHUS.
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IIpunoxxenue Ne 4

K [IpaBunaM mpoBeieHUs KIMHUYECKUX
1 KIIMHAKO-TA00PaTOPHBIX MCIIBITAHUH
(uccnenoBaHuil) MEAMIIMHCKAX U3ICITHHA

TPEBOBAHUA
K COJEePKAHNI0O TEXHUYECKOIo (pailjia Ha mporpaMMHoOe odecriedeHue, siBJIsIioeecs
MeIMUNHCKHM U3/1eJIMeM

I. O0miee onucanne MPOrpaMMHOrO od0ecrnevYeHu s, ABJISIOIErocss MeIUIMHCKUM U3eJIMeM

1. Texunueckuit ¢aitn Ha mporpaMMHOE OOECIEUCHHUE, SIBISIONICeCS MEIUIIMHCKUM
W3JeNMeM (J1ajee — mporpaMMHOE o0ecTiedeHue), T0IHKEH COIepKaTh CIEAYIONIYI0 HH(opMaIuio:

a) HAMMEHOBAHKE MMPOTPAMMHOTO 00ECTICUCHUSI;

0) oO1Iee onucaHre U Ha3HAYCHHUE MPOTPAMMHOT0 00CCTICUCHHS;

B) HHGOpMAIHUs O MPEIHA3ZHAYECHHBIX MOJIH30BATEISAX MPOTPAMMHOTO 00ECIICUCHHS;

r) nHGOpMaIHs, MO3BOJISAIONMAS HUACHTU(DUIIMPOBATH MPOTrPAMMHOE OOECTICUCHHE, B TOM
YHCIIe CBEACHUS O MOJIENSX (MapKax) MPOrpaMMHOT0 00eCIieYeHuUs, €ro (UX) BepCuu (BEpCHUsx);

1) pa3bsiCHEHHUE MOPsiIKa HyMepaluid BEpCHil MPOrpaMMHOI0 00eCICUeHNUS;

) nHdopmaims 0 BO3MOKHBIX H3MEHEHHSIX MPOTPAMMHOT0 00ECTIeUeHH s, KOTOPHIE BIUSIIOT
(HEe BIUSIOT) HA HEU3MEHHOCTD €0 (DYHKIIMOHAJILHOTO Ha3HAYCHUS W (WMJIH) TIPHUHIIUIA JCHCTBUS
(npu HaNMUYKUN);

) BUJI METULIMHCKOT'O U3/IENIMs B COOTBETCTBUH C HOMEHKJIATYPOH MEAUIIMHCKUX U3IEIHMH,
IIPUMEHSAEMOH B paMKaxX EBpazuiicCKOro 5KOHOMHUYECKOI0 COK03a;

3) KJIJacC TMOTEHIMAJIbHOTO pHUCKA MPUMEHEHUS W NPUMEHUMbIe Kiaccu(UKalMOHHBIE
mpaBmiia B COOTBETCTBUM ¢ [IpaBmimamu knaccudukanuym MEAUIIMHCKIX H3/ICTUI B 3aBUCUMOCTH
OT MOTEHLMAIBHOTO pUCKa MPUMEHEHHUs, yTBepxkAeHHbIMU Pemennem Komternu EBpasuiickoit
HKOHOMHYECKOM komuccuu oT 22 nexadbps 2015 r. Ne 173 (c o6ocHOBaHMEM BBIOpaHHOTO Kilacca
MOTEHIIMAJIBLHOTO PUCKA MPUMEHEHUS);

1) MPUHITUTIBI JCHCTBHS MPOTPAMMHOT0 00ECTICUCHHUS,

K) cBelleHus O (YHKIMHM HWHTEPIpPETalid, HMCTOYHUKE HaOopa MaHHBIX, alapaTHON
mwiaropme, crocode pa3MeNIeHus MPOrPaMMHOTO 00eCTIeYeHHsI M TPEJOCTaBICHUH JTOCTYIa K
HEMY;

1) OMUCAHKNE COCTABHBIX YacTel, MOayJel, OJJOKOB MPOrpaMMHOTO 00eCIeYeHHs, KOTOPOe
MOJKET COMPOBOXKAATHCS CTPYKTYPHBIMU CXEMaMHU apXUTEKTYpbl IPOTPaAaMMHOT0 00eCIIeUeHNUS;

M) CBEICHUS O HalW4uu (OTCYTCTBMH) B TMPOTPAMMHOM OOECIICUEHUU TEXHOJIOTUI
HCKYCCTBEHHOT'O MHTEJIEKTA U X OIHMCAHUE;

H) ONIMCAaHUE  XapaKTepUCTUK  MPUHAIJIEKHOCTEH  MPOrpaMMHOIO  OOecreydeHus,
MEAUIIMHCKUX M3ACTUN WA U3ICTHNH, HE SBISIOMIUXCS MEIUIMHCKAUMH, HO TIPEIyCMOTPEHHBIX
IUIS HUCTOJb30BaHUS B KOMOWHALMKM C TNPOTPaMMHBIM OOeclieuyeHHEM, a TakKe OIMCAaHHe
CHEIHATLHOTO 000pYIOBaHMs W (MJIM) MPOTPAMMHOTO OOECTeueHUs, TeCTOBBIX 0a3 JaHHBIX,
pa3paboTaHHBIX MPOU3BOAUTENEM [UIsl HCIOJB30BAaHUS MPOTPaMMHOIO obecrieueHus: (mpu
HaJU4HN).

II. Onucanue NporpaMMHOro odecneveHmst

2. Texuuueckuil (ailn TOIDKEH colepKaTh IEepeueHb OCHOBHBIX XapaKTEPUCTHUK, B TOM
quclie CIEAYIONy0 HHPOPMAIUIO:

a) ONKCAaHHE TEXHUYECKUX XapaKTEPUCTHK MPOTrPaMMHOI0 00ECTICUECHUS;

0) omMcaHue anmapaTHBIX CUCTEMHBIX TPEOOBaHUH, HEOOXOAUMBIX JJIs1 QYHKIITMOHUPOBAHUS
IPOrpaMMHOr0 obOecriedeHus: (C yKa3aHHEM TOJJICPKUBACMBIX OMEPAI[MOHHBIX CHUCTEM,
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anmapaTHeIX  iat@opMm, TpeOyeMoill OmepaTHBHOM MaMATH, TpeOyeMoro IUCKOBOTO
MPOCTPAHCTBA, AOMOJIHUTEIBHBIX TPEOOBAHUH K IPOrPaMMHO-aNTIAPATHBIM CPEACTBAM);

B) MPOTOKOJIBI 0OMEHA TAaHHBIMH ISl HCIIOJIb30BAHMS POTPAMMHOTO 00ECTICYCHHUST BMECTE
C IPYTUMHU MEIULUHCKUMU U3JIEIUSIMH U (WIIN) TIPUHAIJICKHOCTSIMU;

r) mapameTpsl 3()()EKTUBHOCTH, YCTAHOBICHHBIC IPOHM3BOIUTEIEM B 3aBHCHMOCTH OT
Ha3HAYEHUS MPOrPAMMHOTO 00ECIIEUYEHHUS, a TAK)XKE C YYETOM COBPEMEHHOI'O YPOBHSI pa3BUTHS B
COOTBETCTBYIOIIEH cepe;

1) OMUCAHKNE TMPOUEAYPhl YCTAHOBKM (MHCTAIUISAIMM) W yAaJeHHUS (ISUHCTAIUISIIN)
MIPOTPaMMHOTO 00ECTICUCHHS;

€) mepevyeHb TpeOOBaHUN K MPOo(ecCHOHANBHOM TMOATOTOBKE WM KBaTU(UKAIUH JIUI,
OCYIIECTBISIOMNUX YCTAaHOBKY (MHCTAUIAINIO) U yAAJICHHE (ACHMHCTALISAINIO) MPOTPAMMHOTO
obecnieueHus (IpyU HATHYUN);

) TIepevYeHb MEp M CPEJICTB 3aIIUTH OT HECAHKIIMOHUPOBAHHOTO IOCTYTIA K IIPOTPAMMHOMY
o0ecrneueHuto, a TaKXKe Mep Mo 00eCIEYeHHI0 ero KubepOe30MmacHOCTH, B TOM YHCIIE:

CBENEHUS O TMOTCHIMAIBHBIX pHUCKaX BO3HUKHOBEHHS YIpo3 KHOEpOE30MacHOCTH
(upeHTU(UKALUSA AKTUBOB, YIPO3 U ySI3BUMOCTEH, HHOE);

CBEIICHUS O TOPSIKE OTPaHWYCHHUS JOCTyIa IS BCEX YPOBHEHW C yKa3aHHEM METOJIOB,
KOTOPBIMH TaKO€ OTPaHHYEHHUE AOCTUTAETCS (AOCTYI TOJIBKO JUIsl IOBEPEHHBIX IMOJIb30BATENICH,
JOCTYII TTIOCPEJICTBOM ayTeHTU(UKAITUH TIOJIb30BATEIICH);

CTCTIICHh W BO3MOYKHOCTH BIIMSIHUS YIPO3 U YSI3BUMOCTEH Ha (DYHKIIMOHATHHOCTH
MIPOTPaMMHOTO 00eCTIeUeHUs U NTPETHA3HAYCHHBIX T0JIh30BATEIICH;

CBEICHHS 00 HMCIIOJIb30BAHUH aBTOMATHYSCKUX METOJ0B CUHXPOHU3AIMH JIJISl 3aBEPIICHUS
CCaHCOB B CHCTEME, €CIM 3TO HEOOXOIUMO [UIS CpeIbl HCIOJIB30BaHMS IMPOTPAMMHOTO
obecreucHus;

CBelleHUs 00 UCIIOIb30BaHUU MHOTOYPOBHEBOM MOETH aBTOpH3anuu 1 auddepeHnnanim
MIpaB Ha OCHOBE POJIH MMOJIH30BATEIS WIIH POIU YCTPOHUCTBA;

CBENEHUS O TEXHUYECKUX W TPOTPAMMHBIX CPEJICTBAX 3alllMThl, MPUMEHSIEMBIX B
MPOrPaMMHOM O0ECTICUEHUH;

MOPSIZIOK TTPOBEICHUST TPOIEAYPHl ayTEHTH(PHUKAINN TOJIH30BATENS TEpe]] pa3pelieHueM
OOHOBJICHHN TPOrPaMMHOTO OOECIEeYeHHs, B TOM YHCIIe 3aTParuBalOIUX OMEPAMOHHYIO
CHCTEMY U TIPUIIOKCHUS;

CBEICHHUS O HEOOXOAMMOCTH WCIOJb30BAaHUSA CHCTEMAaTHYECKUX TPOIEeAyp s
ABTOPHU30BAaHHBIX IMOJB30BATENICH TPH YCTAHOBKE (MHCTAUISAIUK) M OOHOBJICHHH TIPOTPAMMHOTO
obecreucHuUs;

CBEIIEHUS 0 HEOOXOAUMOCTH UCTIOIB30BaHUS CPEACTB 3alIUTHI OT BPEJOHOCHBIX TPOTpaMM
(aHTUBHpYCHOE TIPOrpaMMHOE OOECIeUeHUE), €CIH TaKhe CPEeACTBA HE MPEeIyCMOTPEHBI
MIPOU3BOIUTENIEM MPOTPAMMHOT0 00ECIIeUYeHUs, KOTOPOE TOJKHO HMCIIOJIb30BAThCS COBMECTHO C
WHBIM MIPOTPAMMHBIM 00ECTICUCHUEM;

CBEJICHUs 00 HCITOJIb30BAaHUM CPEJCTB KPHUMNTOrpapuUecKoi 3amuTbl uHGOpMaIuu (mpu
HaJINYUH ),

CBEIEHUS O HEOOXOTUMOCTH WCIOJb30BaHUS (YHKIIMHA apXUBHPOBAaHUS, PE3ECPBHOTO
KOMUpOBaHUs  (MyOnwpoBaHMsS) JaHHBIX HAa CepBEpax OpraHU3aldd C  [OMOIIBIO
ayTeHTH()HUIIMPOBAHHOTO MMPUBHIICTHPOBAHHOTO TTOJIH30BATEIIS,

CBEJICHHUSI O CPEJICTBAX, MPUMEHSIEMBIX JUIS 3alIUTHI OT HE3aKOHHOTO pacrpocTpaHeHus (Tipu
HaJU4HH ),

3) KIMHUYECKHE PEKOMEH I, UCTIOIh3yEeMbIE AJITOPUTMOM MTPOTPAMMHOTO O0ECTICUeHUSI
(mpu HaNTMYMN);

M) yKa3zaHue crocoda TONyd4eHHUs TIOJb30BaTEeieM CBEACHUW O TEKyled BepcUu
MPOTrpaMMHOTO 00€CTICUeHUSI U TTOPSAAOK €ro OOHOBJICHUS;

K) IEpeYeHb CTAHAPTOB, MPUMEHSEMBIX IPOU3BOAUTENIEM MPOTPAMMHOTO 00ECIICUCHHSI.
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II1. UcTtopusi oOpameHusi MPOrpaMMHOI0 o0ecriedeHus, CBeIeHus 0 MOA00HBIX U
NpeabIIyIINX BePCUsiX MPOrPaAMMHOIO0 ol0ecriedeHn st

3. Texauveckuii daiia JOKEH COACPKATh CBEACHHUS O HATUYUH WM OTCYTCTBHH UCTOPUH
oOpaieHuss TPOrpaMMHOTO OOECIeUeHUs] Ha MEXAYHAPOJHBIX pBIHKAX, B TOM 4YHUCIE
nH(pOpPMALIMI0 O MapKETHUHIe, CiIy4dasX BO3HUKHOBEHHUS HEONArompHsITHBIX  COOBITHIA
(MHUMACHTOB), CBS3aHHBIX C UCIOJb30BAHUEM IPOTPAMMHOIO OOecHeueHuss W OT3BIBOB
MPOrpaMMHOTO OOECIHeUeHHs C pPbIHKA, a TaKXKe ONUCAHUE KOPPEKTUPYIOLUIUX JeHCTBHIA,
MPEANPUHATHIX B OTBET HAa YKa3aHHbBIE CITydau, U (W) UX aHaJH3a.

4.B cnywae wucnonb3oBaHUS HHGOPMALMKA O TMOAOOHBIX WM MIPEABIIYIIMX BEPCHSIX
MPOrpaMMHOTO oOecredyeHuss IS JO0Ka3aTelbcTBa COOTBETCTBUs OOmmM TpeOOBaHUIM
0e3onmacHOCTH U 3(PGEKTUBHOCTH METUITMHCKUX H3JEINH, TPEOOBAaHHAM K WX MapKHpPOBKE U
9KCILTYyaTallMOHHON JOKyMEHTAllUM Ha HUX, yTBepXkAeHHbIM Pemenunem Cosera EBpasuiickoii
SKOHOMUYECKOH Komuccuu ot 12 deBpans 2016 . Ne27 (manee — OOmme TpeOoOBaHMS),
TEeXHUYECKHUH (ailsl JOIKEeH colepKaTh KpaTKoe OMUCaHUE:

a) MPEIBIIYIINX BEPCUM MPOTPAMMHOT0 00ecCTICUeHHS (MPY HAJTUYHH ),

0) moIOOHBIX BEepCUi MPOrPaMMHOTO 00eCTICUeHHsI, HAXOAAIIUXCS B 00OpaIlleHuH B paMKax
EBpasuiickoro 3x0HOMUYECKOIr0 CO03a U Ha MEKIYHAPOIHBIX PbIHKAX.

IV. ConpoBoaurtenbHas nHGopmanus

5. Texaudeckuii (aityr JOKEH COMEePKaTh:

a) JaHHBIE O MapKHUPOBKE MPOTrPaMMHOI0 OOECHEeueHHsI, €ro IJIEKTPOHHOTO HOCHUTENS H
YIaKOBKH (ITPOEKTHI MAPKUPOBKH ),

0) MHCTPYKLHUIO N0 MPUMEHEHHUIO (IKCIUIyaTallMOHHYIO JOKYMEHTAIMI0) MPOTrPaMMHOTO
o0ecrnedeHusl.

V. IlpoekTHpoBaHue H pa3padoTKa NPOrpaMMHOI0 oldecreyeHust

6. Texauveckuii ¢aii JOHKEH copep)aTh HHPOPMAIIUIO O TIPOIIECcCcax KU3HEHHOTO ITUKIIA
IIPOrPaMMHOT0 OOecIieueHusl, BKIIoYasi HHPOPMAaLUIo 00 OCHOBHBIX CTaIUAX MPOESKTUPOBAHUS U
pa3pabOTKKM TPOTrpaMMHOTO oOecreueHus, KOTOpas MOXKET COMPOBOXKAATHCS CXEMaMH,
pI/ICyHKaMI/I, ,Z[I/IaI‘paMMaMI/I N MHBIMU ITOACHCHUAMU.

VI. IIpou3BoaCTBEHHBIE MPOIECCHI

7. Texunueckuii aiin qomKeH conepkaTh HH(POPMAIIHIO, TO3BOJISIONIYIO MTOJIYYUTh 001IIee
NpEeACTaBICHHE O NPOM3BOACTBCHHBIX Tmporeccax. JlamHas wuHopManus MoXeT OBITh
IpeJCTaBIeHA B BUE OJIOK-CXEMBI IIPOIIECCOB, Jarolleil o0Iee MpeacTaBIeHne O TPOU3BOJICTBE,
3aKJIFOYUTEIBHBIX NCTIBITAHMX (MCCIIEOBAaHHUAX ) IIPOTPAMMHOTO 00ECTIEYCHNUS U OKOHYATEIIbHON
YIaKOBKE AJIEKTPOHHOT'O HOCUTEIS IPOTrPaMMHOT0 oOecrieueHus (€Ciyu IpUMEHNMO).

VII. [Ipou3BoacTBeHHbIE IIOIIAAKHA

8. B TexHumyeckoMm (pailiie MOMKHBI OBITh WACHTU(HUIMPOBAHBI IPOU3BOJICTBEHHBIC
TUTOIIAIKH, Ha KOTOPBIX OCYIIECTBISICTCS MPOU3BOICTBEHHAS IESATEIBHOCTH 110 MPOTPAMMHOMY
OGGCHG‘-IGHI/IIO. Ecmu JJ11 JAaHHBIX IIJIOHIaAOK HMMCHOTCS CepTI/I(bI/IKaTBI CUCTEMbI MCHCIKMCHTA
KayecTBa, OTYETHl O IMPOBEJACHHBIX WHCIEKIHMAX Ha COOTBETCTBHE CHCTEM TpPEOOBAHHIM
CTaHAAPTOB WJIM PAaBHOLCHHBIC JOKYMCHTBI, TO HX KOIHU JOJIZKHBI GBITB IMPUIIOKCHBI K
TeXHUYECKOMY (aiy.

VIII. CBenennst o coorBercTBuu O0mmMM TpeGOBAHUSM
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9. Texauveckuii (paitst JOMKEH BKIIIOYATh B CeOsI CBEACHUS O COOTBETCTBUU MPOTPAMMHOTO
obecnieyenuss OOUMM TpeOOBAHUSM.

IX. Pe3yJbTaThl aHAJIM3A U YIIPABJEHUS PUCKOM

10. Texunueckuid  ¢aitn  OODKEH  colepXkKaTh  KpaTKUM — MepeyeHb  PUCKOB,
UACHTU(GUIMPOBAHHBIX B MIPOLECCE aHAIM3a PUCKA, U ONMCAHUE CIOCOOOB YIPABIEHUS 3TUMHU
pUCKaMH B LENSAX CHUKEHMS UX 10 JOIIyCTUMOIO YPOBHS.

X. [lesiTeiIbHOCTH 0 BepuUKANUM U BAJTUIALUN

11. Texunueckuid Gailn TOMKEH COAEp)KaTh CIENYIOIIUE CBEICHHUS M JOKYMEHTHI IO
BepupUKALMN U BaJIMJAlUU, KOTOPbIE HCIOIb30BAINCH JUIS JOKA3aTelIbCTBA COOTBETCTBUS
nporpaMMHOTO obOecrieueHusi OOmuM TpeOdoBaHUAM (B TOM 4HKCIE MO MpUMeHUMocTH OOmumx
TpeOoBaHUM):

a) pe3ybTaThl UCIIBITAHUH (MCCIIEOBAaHUIT) B UCTIBITATENBHBIX JA00OpaTOpHX (LIEHTpax) U
MEAUIIMHCKUX OpraHu3anusaxX (KIMHUYECKUX LIEHTPaX);

0) IPOTOKOJIBI ~ TPEIBAPUTENBHBIX  WCOBITAHUNA  (MCCIEOBaHUM)  IPOTPaAMMHOTO
oOecrniedeHus (BKJIOYasi OTYETHl O TECTUPOBAHUU, BAIMJAIMU U BEepUPHUKAIUU MPOTPAMMHOIO
o0ecrieyeHus1), UCIIbBITaHUH (MCCIIeOBAaHMI) MPOrPaMMHOT0 OOecleYeHusl Ha TECTOBBIX 0a3ax
JaHHBIX;

B) JleKJapanus (IeKIapaluu) 0 COOTBETCTBUU MPOTPaMMHOI0 00eCTIeYeHUs CTaHJapTaM U3
MepeyHs CTaH/IapTOB, B pe3yJIbTaTe MIPUMEHEHHS KOTOPHIX Ha JOOPOBOJILHON OCHOBE MOJHOCTHIO
WIA YaCTUYHO OOECIIEYMBAETCS COOJIIOJICHHE COOTBETCTBUS MEAMUMHCKUX wu3aenuit Ooumm
TpeOoBaHUsIM 0€30MacHOCTH U 3PGHEKTHBHOCTH MEAMITMHCKUX H3ACINNA, TPEOOBAHUSAM K HX
MapKHpPOBKE W SKCIUTyaTallMOHHOM JOKyMEHTAllMM Ha HUX (IpuioxkeHue K PekomeHnmaruu
Konnernn EBpasuiickoii skoHoMudeckoit komuccun ot 4 ceHtsiops 2017 r. Ne 17), mubo uHBIM
CTaHJapTaM ¢ 00OCHOBAHUEM UX NPUMEHEHUS;

r') 0030p OMyOJMKOBAHHBIX JHUTEPATYPHBIX HMCTOYHUKOB, COJCPKAMUX HHPOPMAIHIO O
paccMaTpruBaeMOM IPOTrpaMMHOM 00ECTIeUeHHH WA TOJOOHOM MPOTrPaMMHOM OOECTICYeHHH.

12. Texaudeckuit (Gaiim JOHKEH COJepKaTh OTYET 00 OOOCHOBAaHWU KIMHHYECKOU
3¢ HEKTUBHOCTH U 6€30MaCHOCTH IPOTPAMMHOTO 00eCTIeUueHHS.

13. Texaudeckuit (aityn T0DKEH coaepkaTh HHGOPMAIMIO O MPOBEACHHBIX KIMHHYECKUX
UCTIBITAaHUAX (MCCIIENOBaHMAX), KPOME BBIBOJOB, KOTOPBIEC TOJDKHBI BKIIOYATh B C€OS OTYETHI,
MTPOTOKOJIbI UCTIBITAHUMN (MCCIIEIOBAHMI) B IIOJTHOM O0BEME.
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TIpunoxenne Ne 5

K [IpaBmiiaM mIpoBeneHNsT KIIMHUYECKUX
1 KIIMHAKO-Ta00PaTOPHBIX MCITHITAHUH
(uccnenoBaHuil) MEAMIIMHCKAX W3ICITHHA

DPOPMA
0TYeTa 0 KIMHHUYECKOM HCIBITAHNHU (MCCIeJOBAHMH) MEIUIIMHCKOI0 U31e/TUsl

YTBEPXJAIO

(PYKOBOAMTEb MEIUIIMHCKON OpraHu3aluy
(KJIMHUYECKOTo IIeHTpa), GaMUIHs, UMs1, OTYECTBO, ITOJIIHChH
(KoopaMHATOP-UCCIIeA0BaTENb, (PaMIIIHS, UMS1, OTYECTBO
(TIpM HaJIMYMM), TIOAITUCH — B CIIy4ae MPOBEICHUS
MHOT'OLIGHTPOBBIX UCIIBITAHUH))

OTYET
0 KJIMHUYECKOM MCIBITAHUHU (MCCIECAOBAHNN) MEAHLIMHCKOI0 U3/1e/IHA

(HaMMeHOBaHWE MEIUIIMHCKOTO WU3JIEIHS)
Ne OT «__ » 20 1.

1. CocraBnexn

(HauMeHOBaHME U a/Ipec MECTa HaXOXKICHUsI MEIMIIMHCKOM OpraHu3aluu
(KJIIMHUYECKOT0 LIEHTPA))

2. [lonHomMouuss Ha  TOpPOBENEHUE  KIMHUYECKOTO  HUCHBITaHUS  (HMCCIeIOBaHUS)

3. Pa3pemienne Ha IpoBeICHUE KIIMHUYECKOTO UCTIBITAHUS (MCCIICIOBAHUS) METUIIMHCKOTO
u3nenus (32 UCKIIOYCHHEM TPOTPAMMHOTO OOECTIeUeHUs, SBISIOMIETOCS MEIUITMHCKUM
W3/eNIMeM), WM CBEIEHUS OO0 YBEJOMIICHHH O TIPOBEICHUU KIMHUYECKOTO HCIBITAaHUS
(uccnemoBaHusl) MEIUITMHCKOTO W3Jenusi (A7 MPOTrpaMMHOTO OOECTICUCHHUs], SBISIONIETOCS
MEIUIIMHCKUM H3JICITHUEM), WIH PEKBU3UTHI PEECTPOBOM 3aMMCH B PEECTPE, B KOTOPHIN BHOCSTCS
CBEICHUS O BBIIAHHBIX PAa3pCLICHUSAX W NPEACTABICHHBIX YBEAOMIIEHUAX O NPOBEACHUU
KIMHAYECKUX WM KJIMHUKO-IA0OPAaTOPHBIX HCIBITAHUNA  (MCCIICIOBAHUN) MEAUIIMHCKUX
u3aenni

4. Ilepuon MPOBEICHUS KJIUMHAYECKOTO HUCITBITaHUS (uccrnemoBaHus)

5. HauMeHOBaHUeE U aipec MeCTa HaX0XKJACHUS MPOU3BOIUTENS

6. HaumeHoBaHMe W ajapec MecTa OCYIISCTBICHHS JIEATEIBHOCTH IPOU3BOJICTBEHHOM
TJIOMIAIKH (MPOU3BOICTBEHHBIX TUIOIIAIOK )

7. HauMeHOBaHUE U aJIpeC MECTA HAXOXKICHUS 3asBUTENS

8. HauMeHoBaHWe © aapec MecTa HaXOXIACHUS YIOJHOMOYEHHOTO TMPEACTaBUTENSA
IIPOU3BOAUTENA (IIPU HATUYMH)

9. lanubie 00 wWcciemoBaTesiX, KOOpAWHATOpe-UccaeaoBarene (MpU  HAIAYWHN)

(pamuust, Ms1, 0TYECTBO (IIPU HAJIWYKH ), MECTO pabOThI, IOJDKHOCTD, YUeHasl CTeNeHb (3BaHKe) (IIPH HAJIMYUH))
10. UnenTtudukanuss W ONHUCAHUE MCCIAEAYEMOr0 MEIUIIMHCKOTO W3JETHs, BKIIOYas
nepevyeHb Moiesiel (MapoK) METMIMHCKOTO U3/1eius (B TOM YUCIIE UX COCTaB U MPUHAITICKHOCTH ),
Ha KOTOpBIE pacnpocTpaHsIoTCs pe3ynbTaThl KIIMHUYECKOTO UCIIBITaHUS
(uccnemoBanus) (MIPU HATAYHIH )
11. Ha3sgayeHne Me TUIIMHCKOTO U3IEIN
12. Knace NOTCHIUAIBHOIO  pHUCKAa  IPUMEHEHUS MEJULIUHCKOTO U3Jenus

13. KOI[ BUJa MCOIUIIMHCKOI'O HU3ACJIIMA B COOTBETCTBHU C HOMCHKHaTypOﬁ MCEOUIIMHCKHUX
W3JEIUH, MIPUMEHSEMON B paMKax EBpasuiickoro SKOHOMHYECKOTO co103a
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14. Llenn u TUIIOTE3BI KJIMHUYECKOTO WCTIBITAHUS (ucciemoBaHus)

15. Cxema KIMHUYECKOTO HCHBITAaHUS (MCCIENOBaHMS), BKIIOYAas OMUCAHHE KOHEYHBIX
TOYEK

16. KomuyecTBO CyOBEKTOB KJIMHHYECKOTO WCHBITaHHMS (WCclieqoBaHus) (B ciaydae
IPOBEICHUS  MHOTOLIGHTPOBBIX ~ HUCHBITAHUN  (MCCIENOBaHMN)  KOJUYECTBO  CYOBEKTOB
KJIIMHUYECKOTO UCTIBITaHUs (MCCIIEA0BAaHNA) B KaXKA0W METUIIMHCKOM OpraHu3aiiy (KIMHUYECKOM
LEHTpe)) MO0 CBEJACHHUA O TOJIYYCHHBIX B XOJ€ JWArHOCTHUKH, JICUECHUS, peadMINTaluu
MEAMIMHCKUX JAaHHBIX TAllMeHTOB, BEpU(UIMPOBAHHBIX MEIUIMHCKON opraHu3anuei
(KTMHUYECKUM LIEHTPOM) (s IIPOrPaMMHOTI0 obecrieyeHus, SIBJISIFOLLErOCS
MEAUIIMHCKUM H37eIIUEM )

17. KomnyectBO ~ O0Opa3loB  HMCCIEAYEeMOTO  MEIUIMHCKOTO  W3AeNus W UX
UACHTU()UKAIIMOHHbIE TPU3HAKU (MapKa, MOJENb, BEPCHUsl IPOrpaMMHOr0 oOecleueHus, Macca,
00beM, JJaTa MPOU3BOJICTBA (M3TOTOBIIEHUS ), CPOK TOJHOCTHU (CPOK CITyKOBbI), KaTAI0XKHBIH HOMED,
3aBOJICKOM (cepuiiHbBIN) HOMep (HOMep cepuu, maptuu (10oTa)) W Ap.) (€cau NPUMEHHUMO)

18. MenuuuHckue opraHu3anuu (KJIMHUYECKHE LEHTPbl), B KOTOPBIX IPOBOAMIOCH
KIIMHUYECKOE UCTBITaHue (MCCeloBaHue) (i1 MHOTOIICHTPOBBIX HCIIBITAHUH (MCCIICIOBAHMIA))

19. Cratuctuueckn 00paOOTaHHBIE JaHHBIE IO KOHEYHBIM TOYKaM KIMHUYECKOTO
WCTIBITAaHUSA (MCCIICTOBAHMS)
20. ITonTBepkaeHHbIE  (OTKJIOHEHHBIE) THMIOTE3bl IO  pe3yjbTaTaM  IIPOBEICHUS
KIIMHAYECKOTO MCTIBITAaHUS (MCCIICTOBAHMS)
21. BeiBozibl 1O pe3ysbTaTaM MPOBENEHHUS KIMHHUYECKOTO HCHBITaHUS (MCCIIETOBAHMS)

[Tonnucu pykoBoauTeNeHd MEAMLMHCKUX OpraHu3auui (KIMHUYECKMX LEHTpPOB) (B cCilydae
IIPOBEJICHUS] MHOTOLIEHTPOBBIX UCIBITAHUH (MCCIEN0BaHUN)):

(bamunus, uMs, 0TIECTBO (TMPU HATWIHUH), MECTO PabOTHI, TOJDKHOCTD, yUeHas CTETIeHb (3BaHue) (MPU HATUIHH))

(pamusust, Ms1, 0TYECTBO (IIPU HAJIWYHH ), MECTO pabOThI, IOJDKHOCTD, YU€Hasl CTEeNeHb (3BaHKe) (IIPH HAJIMYUH))

Iloxnucu ucciemoBaTeneu:

(pamuust, ¥Ms1, OTYECTBO (IIPU HATUYHN))

(bamunus, UMs1, 0OTYECTBO (TIPU HATTHMYHUH))

[lepeuens mpuaraeéMbix JOKYMEHTOB:

1) mporpaMma KIMHUYECKOTO UCTIBITAHUS (HCCIIETOBaHM);

2) epBUYHBIE TAHHBIC KIMHUYECKOTO MCTIBITAHUS (MCCIEIOBaHMS);

3) Komusl pa3pellieHus Ha MPOBEACHUE KIMHUYECKUX UCTIBITAaHUH (MCClIeJOBaHUN);

4) Komus 3aKJIFOUEHUSI KOMUTETa MO STUKE;

5) uHpOpPMHUPOBAHHOE COTIIACHE;

6) OporTopa UcCIeI0BaTes;

7) oOpa3ubl W 3anoJiHeHHble (OpPMBbl HMHIMBHIYaJbHOW PETUCTPAIIMIOHHONW KapThl,
JTHEBHUKOB U BOIIPOCHUKOB;

8) TexHuyeckuil (hailn Ha MEAMIMHCKOE H3JIENINe, COJEepKAaHHE KOTOPOrO COOTBETCTBYET
TpeOOBaHUSAM COMIACHO MpuiIokeHHto Ne 3 (1 MEeAUIMHCKUX U3JIEHi, KpOME MPOrpaMMHOTO
o0ecriedeHnss 1 MEAULIMHCKUX U3ACTUH Ui TUArHOCTUKY in Vitro) uiay npuioxennto Ne 4 (st
MPOrpaMMHOTO O0ecTieueHus, ABISIOIErocs MEAUIIMHCKUM u3zenueM) k [IpaBunam npoBeneHus
KIIMHUYECKUX M KIIMHUKO-IA00PATOPHBIX MCIBITAHUN (MCCICIOBAHUN) MEAUIIMHCKUX W3EIUM,
yTBepxkaeHHbIM Pemennem CoBera EBpasuiickoil SKOHOMHUYECKON KOMHCCHH OT 12 deBpans
2016 . Ne 29, 3a MCKIIOUEHHEM CBOICTB M XapaKTEPUCTUK Oe3omacHOCTH U 3(deKkTuBHOCTH
MEAUIIMHCKOTO WU3JENUsl, KOTOpbIE IOJKHBI OBITh OMpEIeNIeHbl B pe3yibTare MpPOBOJMMOTO
KJIIMHUYECKOTO UCTBITaHUs (MCCIEA0BaHMS);
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9) bopma mepeuHst HEOIATOMPUATHBIX COOBITHI (MHIIUIACHTORB), B CIydyae BO3HUKHOBEHUS
KOTOPBIX HEOOXOUMO COOOIIUTH B YIIOTHOMOYECHHBIN OpraH (C ykazaHHUEM CPOKOB HAIPaBICHUS
COOOIICHUS), a TAK)KE OTYET O HEOJArOMPUITHBIX COOBITHSAX (MHIMICHTAX), BOSHUKIINUX B XOJI€
KIIMHUYECKOTO  WCTBITAaHUS  (MCCIICIOBAHMSI), BKIIOYAOIIUNA B TOM YHCIE CBEICHHS
0 HEOJArONMPHUATHBIX COOBITUAX (MHIIUIEHTAX), O KOTOPHIX OBLJIO COOOIIEHO B YITOJTHOMOYEHHBIN
opras (¢ yKa3aHHeM CPOKOB HalpaBJICHHUs COOOIICHNU);

10) 3asBieHEe O MOJYyYEHUU pa3pelieHrus Ha NPOBEJCHHE KIMHUYECKHX HCIBITAaHUH
(ucciemoBaHU ) MEAUITMHCKOTO U3/IETTHS,

11) oTyer 0 HemocTaTKax MEIUIIMHCKOIO W3/EJHs, BBISBICHHBIX B XOJI€ KJIMHUYECKOTO
UCIbITaHus (MCCIIeI0BaHMUs );

12) npoMexyTOYHBIA OTYET O KIMHUYECKOM MCIBITAaHUM (MCCIEI0BAaHUU) MEIUIIMHCKOTO
u3aenus (Mpu HAJIUYUK).
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IIpunoxenue Ne 6

K [IpaBriiaM IpoBeeHNs KIIMHUYECKAX
1 KIIMHAKO-TA00PaTOPHBIX MCIIHITAHUH
(uccnenoBaHuil) MEAMIIMHCKAX U3ICITHHA

TPEBOBAHUSA
K COJAEPKAHNIO MPOrpaMMbl KJIMHUKO-JIA00PATOPHOI0 MCNIBITAHUSA (MCCJIeIOBAHUS)
MeIMIMHCKOr0 U31eJIusl AJIsl JUATHOCTUKH in Vitro

I. O01ee onucanne MeIUIMHCKOI0 U31eJIUA AJ51 AUATHOCTUKM in Vitro

1. [IporpaMMa KJIMHUKO-JIA0OPATOPHOTO HCHBITAHUS (UCCIEAOBAHUS) MEAUITUHCKOTO
U3JIENUs AJIs1 TUArHOCTUKY M Vitro TOJHKHA COAEPHKaTh CIEAYIOIIYI0 HHPOPMAIHUIO:

a) HAaMMEHOBaHKe MEIUIIMHCKOTO U3AeNus A AMATHOCTUKH in Vitro;

0) HaMMEHOBAaHHE MMPOU3BOJAUTENS, €T0 MECTO HaXOXKJIEHUs (aApec IOPUINIECKOTrO JTUIA) —
IUIS IOPUAMYECKOTO JUIa Wik (paMuiaus, UMs, OT4eCTBO (IIPH HAJIMYMHU), MECTO >KUTEIhCTBA —
i GU3MYecKoro  JIMIIA, 3apEruCcTPUPOBAHHOTO B KauyecTBe WHIUBUIYTHHOTO
MpeanpUHIMATEIIS;

B) HAIMCHOBAHWE 3asBHUTENSI, €T0 MECTO HAaXOXICHHs (aapec IOPUAMYECKOro IUIA) —
VIS FOPUIMYECKOro JInla Wik (GaMuinsi, UMs, OTYECTBO (TMpU HAJIWYUH), MECTO KUTEIHCTBA —
Uit (PU3UIECKOTO JTUIA, 3aPETUCTPUPOBAHHOTO B KAYECTBE HHIMBU Ty ATbHOTO TIPS ITPUHUMATES,
CBEJICHUSI O TOCYAApCTBEHHOM PETUCTpalUy IOPUAWYECKOro JHula WM (PU3UYECKOro JIHIA,
3apEruCTPUPOBAHHOTO B KAYECTBE WHAMBUAYAIHHOTO MPEANPUHUMATENS, a TAaKKE KOHTAKTHBIC
JaHHBIE 3asBUTEINS (HOMED TenedoHa, aapec FMEKTPOHHOM MOYTHI);

I') HAUMEHOBAHKE YIOJHOMOYECHHOTO MPEICTABUTEINS TPOU3BOIUTENS (TIPU HAITHYUH), €r0
MECTO HaX0XkIeHHU (apec IPUINIECKOTO JHIa) — ISl FOPUIUIECKOTO JIHIa Wiu paMuiIus, UMs,
OTYEeCTBO (MIPH HAIWYUH), MECTO >KUTENHCTBA — AJI (PU3UUECKOTO JIUIA, 3aPETUCTPUPOBAHHOTO
B KaueCTBE MHAWBHIyaJIbHOTO MPEANPUHUMATES;

1) OTIMCaHKE U Ha3HAYCHUE MEAUIIMHCKOTO U3/ICIHS ISl AUarHOCTUKH in Vitro,

e) uHdopManus, TO3BOJLSIIONIAS  HIACHTU(OUIIMPOBATh MEIUIMHCKOE U3JEIUe IS
JTUArHOCTHKYU N Vitro, B TOM YHUCJI€ HOMEp MOAeNW (MapKu) MEAUIIMHCKOro u3aenus (mpu
HaJMYMH) WK yKa3aHUE UICHTU(DHUITUPYIOIIETO HOMEPa MOIENN (MapKH ) METUIIMHCKOTO U3CIUS
JI1 JUArHOCTUKH In Vitro;

) BUJT MEIUIMHCKOTO U3JeNusl i JUarHOCTUKW in  Vitro B COOTBETCTBHUH C
HOMEHKJIATYPOM  MEIMLMHCKUX  M3JEIud, NpUMEHsAeMOM B  paMkax EBpasuiickoro
SKOHOMMYECKOTO COI03a;

3) XapaKTepUCTUKa OOpas3lloB WM MPoO, HCHONB3YEMBIX B KIMHUKO-Ia0OPaTOPHOM
WCIIBITAaHUU (MCCIICIOBAHUN);

M) KJ1acC TOTEHIMAIBHOTO pHCKA TPUMEHEHUS W TPHUMEHHUMBIE KIACCU(PUKAIMOHHBIC
mpaBmiia B cOOTBETCTBUM ¢ [IpaBunamu kinaccudukaniy MEAUIIMHCKUX U3/IE€IHI B 3aBUCUMOCTH
OT MOTEHIMAJIBHOTO PUCKA NPUMEHEHUS, YTBEepKIeHHbIMU Pemennem Komnernn EBpazuiickoit
SKOHOMUYECKON KoMuccuu oT 22 nexadps 2015 r. Ne 173;

K) 00BsICHEHUE HOBBIX CBOMCTB U XapaKTEPUCTUK METUITUHCKOTO U3ICIHS JAJIsl TUATHOCTUKU
in vitro.

I1. lanHbIe 0 KIMHUKO-IA00PATOPHOM MCIIBITAHUH (MCCICAOBAHMN) MeIMIMHCKOIO
U3aeJHUs AJI TMAarHOCTUKH in vitro

2. [lporpaMMa KJIMHUKO-TA00pAaTOPHOTO HCHBITAHUS (MCCIENOBAHUs) MEAULUHCKOTO
W3JIeHs 1711 IUarHOCTUKY in Vitro TOJKHA COAEPKATh CIeTyIONIyI0 HH(POpMaLIHIO:

a) 1eJb ¥ 33/1a41 KIIMHUKO-JIA00PaTOPHOTO UCTIBITAHUS (UCCIIEOBAaHU);

0) HauMEHOBAHUE U a/IPEC MECTA HAXOXKACHUS MEUIIMHCKON OpraHu3aluu (KIMHUYECKOTO
1eHTpa)  (MEOUIIMHCKUX  OpraHu3anuid  (KJIMHUYECKUX  LEHTPOB)),  MPHHUMAOIICH
(MpUHUMAIOITNX ) YYaCTHE B KIIMHUKO-T1a00paTOPHOM UCIIBITAHUH (MCCIIEIOBAHUN );

B) MecTo (MecTa) MpoBeIeHUs U3MepeHui (aHamn3a) (€Clii He COBMAAAET C alpecoM MecTa
HaxO0X/JICHUSI METUIIMHCKOM OpraHu3anuu (KIMHUYECKOTO IIEHTPA));
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') METO/IbI aHAJIM3a JJAHHBIX;

1) CTATUCTHYECKHUE YPOBHU 3HAYHNMOCTH;

€) pa3Mep BBIOOPKU IS OIIEHKH IMOKa3aTesel KIMHNYeCKol 3 (EKTUBHOCTH;

k) Ononornyeckas pedepeHTHas MOMyJISAIHs HaceleHHS;

3) KPUTEPUHU MIPUTOTHOCTH MPOO, 00HEM 00pa3IioB U KPUTEPUHU UCKIIOUCHHS 00Pa3I0B;

1) JIeTaIH MPEAHATMTHIECKOTO ATAara,

K) MPOIIEAYPHI CIACTBIX TTPOO;

1) y4eT BO3JeicTBHS (PaKkTOpOB MHTEPHEPEHIINN, BBI3BAHHBIX YCIOBUSIMHU B3STHS 00pa3iioB
WJTU TIATOJIOTHYECKUM ((PU3HOTIOTUUECKHM) COCTOSTHUEM JOHOPA MPOOBI TUOO JICUCHHUEM;

M) BBIOOp M 0OOCHOBaHUE METO/Ia CPABHEHUS;

H) TIPOLIETyphl KaTMOPOBKH, BKIIFOYAsI IAaHHBIE IO MPOCIICKUBAEMOCTH KaTHOPaTOpOB;

0) KpUTEPHUH AJIs IPOBEJICHHS IIOBTOPHOTO T€CTA M UCKIIFOUCHUS JaHHBIX;

1) COOTBETCTBYIOIINE MEPHBI ISl IPEAYIPEKACHUS pUCKA HHOUITUPOBAHHS TTOITH30BATEIIS.
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TIpunoxenue No 7

K [IpaBmiiaM mIpoBeneHNsT KIIMHUYECKUX
1 KIIMHAKO-Ta00PaTOPHBIX MCITHITAHUH
(uccnenoBaHuil) MEAMIIMHCKAX W3ICITHHA

®OPMA
0TYeTA 0 KIIMHUKO-1a00paTOPHOM HCNBITAHNH (MCCJICJOBAHNH)
MEIUIIUHCKOI0 U3/1eJIusl I IMATHOCTHKH in Vitro

YTBEPXJIAIO

(PYKOBOAUTENH MEIUIIMHCKON OpraHu3alum
(KTMHIYECKOTO TIeHTpa), (paMuITus, UMsi, OTYECTBO, ITOIHCH
(KoopaAMHATOP-UCCIISI0BATEIh, (aMUINS, UMSI, OTIECTBO
(TIpu HaMYMH), TOMUCH — B CIyYae MPOBEICHHS
MHOTOIIEHTPOBBIX HCTIBITAHHH))

OTYET
0 KJIMHUKO-71200paTOPHOM HCNBITAHNHU (MCCJICJOBAHNH)
MeIMIMHCKOT0 M3/1eJIMs 1JIsl IMATHOCTUKH in vitro

(HamMeHOBaHUE METUIIMHCKOTO U3JEIHS TSI TUATHOCTHKHY in Vitro)
Ne oT«__ » 20 T

1. CocraBnexn

(HaMMEHOBaHHUE M aJIPeC MECTa HaXOXKACHHUS METUIIMHCKOM OpraHu3alun
(KJIIMHUYECKOTO LIEHTPA))

2. [lomtHOMOUYNS Ha TPOBEICHUE KIMHUKO-JIA00PATOPHOTO HCHBITAHUS (MCCIICTOBAHUS)

3. Pa3pemienrie Ha TNpoBeACHUE KIMHUKO-Ta00PAaTOPHOTO HCHBITAHHUS (MCCIEIOBAHUS)
MCAUIUMHCKOI'0O HU3ACIUA MHJId AUArHOCTHUKHN in vitro (HpI/I MPOBCACHNUN HWHTCPBCHIUMOHHOI'O
KJIMHAYECKOTO HCcleoBaHus d()PEKTUBHOCTH), WIIM CBEICHHS 00 YBEJIOMJICHUU O MPOBEICHUN
KIIMHUKO-JIA00PATOPHOTO UCIIBITAHUS (MCCIEAOBAHNUS) MEAUIIMHCKOTO U3ICNUS JUIS TUATHOCTHKHU
in vitro, W11 PEKBU3UTHI PEECTPOBOIl 3alUCH B peecTpe, B KOTOPBIA BHOCSTCS CBEIEHHUS O
BBIJAHHBIX PAa3pCIICHUAX W MNPCACTABJICHHBIX YBCAOMIJICHUAX O IPOBCACHUN KIMHUYCCKHUX
WJTU KIIMHUKO-1a00paTOPHBIX WCTIBITAHU T (ucciemnoBaHui) METUITUHCKUX
u3aenni

4. Tlepuon BpeMeHU TPOBEACHUS KIMHUKO-JIA00pPAaTOPHOTO HCHBITAHHS (MCCIICTIOBAHMUS)

5. HammeHnoBanue u azpec MecTa HaX0KICHUA MPOU3BOAUTENS

6. HaumeHoBaHue M aapec MecTa OCYIIECTBICHHS IEATEIbHOCTH MPOU3BOJICTBEHHOM
IJIOIIAIKH (MPOU3BOCTBEHHBIX IIOMIA/IO0K)
7. HauMeHOBaHUE U aJipeCc MECTa HaXOXKICHUS 3asBUTENS
8. HauMeHoBanne # aJapec MecTa HaXOXIACHUS YIOJHOMOUYEHHOIO MpPEACTaBUTENS
MPOU3BOIUTEIS (TTPY HATTHMYNH )
9. lannble 00  wMccienoBaTeNAx, KOOpAMHATOpe-uccienoBaTene (MIpU  HAIWYHN)

(bamunus, uMs, 0TIECTBO (TMPU HATWIHUH), MECTO PabOTHI, TOJDKHOCTD, yUeHas CTETIeHb (3BaHue) (MPU HATUIHH))
10. UnenTudukanms v onucanue UCCIeAyeMOro MEIUITMHCKOTO H3ENHs ISl JMarHOCTUKH
in vitro, BKJIIOYas repeyeHb Mojesiel (MapoK) MEIUITMHCKOTO U3AeNUs (B TOM YHCIIE UX COCTaB U

MIPUHAJIEKHOCTH), Ha KOTOpBIE pacIpoCTPaHIOTCs pe3yJIbTaThl UCIIBITAHUSA
(uccnemoBanus) (Ipy HATUYWHN )
11. Ha3nauenue MEOUITUHCKOI'O n3aCIns JJIA AJUAarHOCTUKHN in Vitro

12. Kitacc moTeHUUanbHOTO PUCKA TPUMEHEHUSI METULIMHCKOTO U3/ 11l TUarHOCTUKHU
in vitro
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13. Koa Buga MEIUUMHCKOTO HM3JIETUS B COOTBETCTBUHM C HOMEHKJIATYPOM MEAMIIMHCKUX
U3/CIINN, IIPUMEHSAEMON B paMKax EBpasuiickoro SKOHOMMYECKOIO COr03a

14. enu KITMHUKO-1a00PaTOPHOTO UCTIBITAHUS (MCCIIEOBAHNU)

15. Boi6op u 060cHOBaHUE METO/1a CPAaBHEHHS
16. Pasmep BBIOOPKHM JUIsi OIEHKH IIOKa3aTee aHATUTHYECKOM M KIMHUYECKOU
3¢ (HeKTHBHOCTH (T10 TPUMEHUMOCTH)
17. KonnyecTBo 00pa31ioB UCCIeyeMOro MEIUIIMHCKOTO U3IEIHS ISl TUarHOCTUKH iR Vitro
U WX HUISHTU(PUKAIUOHHBIE MPHU3HAKU (Mapka, MOJAENb, Macca, 00beM, JaTa MPOU3BOJCTBA
(M3roTOBIIEHUSI), CPOK TOJHOCTH (CpOK CIyXOBbI), KaTaJOXXKHBIH HOMEpP, 3aBOJICKOMN
(cepuitnblii) HoMep (HOMep cepuu, mapTum (Jota)) W Ap.) (ecnmu  MPUMEHHMO)

18. MenuuuHckue opraHu3auuu (KJIMHUYECKHE LEHTPbl), B KOTOPBIX IPOBOAMIIOCH
KJIMHUKO-JIA00paTOPHOE WCIBITaHHE (MCCieNoBaHnue), U (WJIM) MECTa NMPOBEACHUS H3MEpPEHUN
(ecu oTIMYAIOTCA OT agpeca MECTa HAXOXACHUS MEIUIIMHCKON opraHu3anuy (KIMHUYECKOTO
IIEHTpPA))

19. Cratuctuueckn  00paOOTaHHBIE JaHHBIE KJIMHUKO-TA0OPATOPHOTO  UCHBITAHUSA
(ucciemoBaHus)

20. OneHka 3asBICHHBIX XapaKTEpPUCTUK M IOJYYEHHBIX pE3yJbTaTOB KIMHUKO-
J1a00paTOPHOTO UCTIBITAHUS (MCCIICTOBAHMS)

21. BeIBOZIbI O 3asBJICHHBIX XapaKTEPUCTHKAX MEIUIIMHCKOTO W3ENUs Ul TUAarHOCTUKU
in vitro 1O pe3yiapTaTaM IMPOBEIEHHs KIMHHKO-JIA0OPATOPHOTO HCHBITAHUSA (MCCIIEJOBAaHUA)

[Mognucu pykoBoAWTENEH MEAWLUMHCKUX OpraHu3auuii (KIMHUYECKHX IEHTpPOB) (B ciydae
MIPOBEACHUS MHOTOIIEHTPOBBIX UCTIBITAHUH (MCCIIeIOBAaHUN)):

(pamuust, Ms1, 0TYECTBO (IIPU HAJIWYHH ), MECTO pabOThI, IOJDKHOCTD, YU€Hasl CTENeHb (3BaHKe) (IIPH HAJIMYUH))

(bamunus, uMs, 0TIECTBO (MPH HATWIHUH), MECTO PabOTHI, TOJDKHOCTD, yUeHas CTETIeHb (3BaHue) (MPU HATUIHH))

Iloamucu uccnenoBaTeeu:

(bamunus, UMs1, 0OTYECTBO (TIPU HATTHYHNH))

(pamuust, MMs1, 0TYECTBO (IIPU HATUYHN))

[lepeuens mpuIaraeMbIX JOKYMEHTOB:

1) mporpaMmMma KIIMHHKO-J1A00paTOPHOTO UCTIBITAHUS (MCCIICIOBAHMS);

2) mepBUYHbIC TAHHBIC KIIMHUKO-JIA00PATOPHOTO UCIIBITAHUS (MCCIIEOBAHNUS);

3) konusi ~ paspelleHuss Ha  MPOBEACHHE  KIMHHUKO-TA0OpPAaTOPHOTO  HCIBITAHUS
(uccnenoBanus) (MpU TPOBEACHUM HMHTEPBEHIIMOHHOTO  KIMHUYECKOTO  HUCCIIEIOBAHMS
¢ pexTuBHOCTN);

4) komusl 3aKTIOYCHHMS] KOMHUTETa 10 JTUKe (MpU TPOBEIACHUU HHTEPBEHIIMOHHOTO
KJIIMHAYECKOTO HcclieoBaHus () PEKTUBHOCTH);

5) uHbOpMUPOBaHHOE corjacue (MPU MPOBEICHUU HHTEPBEHIIMOHHOTO KIWHUYECKOTO
uccaenoBanuss AdPGEKTUBHOCTH MW TMPU  TPOBEIACHWHM HCMBITAHUNA  (MCCIIEIOBAaHUM) C
MCIOJIb30BaHUEM IIEJICHAIIPABICHHO OTOOPaHHBIX 00pa3IoB);

6) Opourtopa wuccienoBarens (MpU  MPOBEACHUW WHTEPBEHIIMOHHOTO KIMHUYECKOTO
uccnenoBanus 3 (HEeKTUBHOCTH);

7) oOpa3nipl U 3amoJiHEHHbIE (OPMBI  WHIWBUIYAIBHOW PETHCTPAIMOHHON KapThl,
JTHEBHUKOB U BOIPOCHUKOB (TIpU MPOBEICHUN UHTEPBEHIIMOHHOTO KIMHHYECKOTO UCCIICTOBAHUS
¢ exTuBHOCTN);

8) TexHmveckuil (aiin Ha METUIIMHCKOE U3JENHe JUIsl TUATHOCTUKH in Vitro, Colep KaHue
KOTOPOTO COOTBETCTBYET TpeOOBaHUSAM cOTJIacCHO mnpwiokeHuto Ne 5 k TpeboBanusM K
BHEJPEHUIO, TIOJIICPKAHHUIO U OLIEHKE CHCTEMbl MEHEP)KMEHTA KaueCTBa MEIUIIMHCKUX U3ACTUi
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B 3aBHCHMOCTH OT MOTEHIIMAILHOTO PUCKA X MpPUMEHEHUs, yTBepkIeHHbIM Pemennem CoBeta
EBpasuiickoii sxoHomuueckoit komuccuu ot 10 Hosa6ps 2017 r. Ne 106, 3a uckiIroueHuEM CBOUCTB
U XapaKTepUCTHK 0e30MacHOCTU U 3()PEKTUBHOCTH MEAUIIMHCKOTO U3/ETHs, KOTOPbIE JOJKHbI
OBITh OMpeeNieHbl B  pe3yjibTaTe MPOBOJUMOTO  KJIMHHUKO-Ta00paTOPHOTO  HMCHBITAHUS
(uccnemoBanus);

9) bopMma mepedHss HEOIATOMPUATHBIX COOBITHI (MHIUIEHTOB), B CIlydae BOSHUKHOBECHUS
KOTOPBIX HEOOXOJUMO COOOIINUTh B YIOJTHOMOYEHHBII OpraH (C ykazaHHEM CPOKOB HalpaBICHUS
COOOIIIEHUs), a TAKXKE OTUYET O HEOJIATOMPHUSATHBIX COOBITUSAX (MHIIUACHTAX), BO3HUKIIUX B XOJI€
KJIMHUKO-JIa00paTOPHOTO MCTIBITAaHUs (MCCIEI0BaHus), BKIIOYAIOIINI B TOM YHUCIE CBEIEHUS O
HEOJIarONMPUATHBIX COOBITHIX (MHIUICHTAX), O KOTOPBIX OBLJIO COOOIIEHO B YHMOJHOMOYECHHBIN
opras (C ykazaHHEM CPOKOB HaIlpaBJICHUsI COOOITICHUS );

10) 3asgBreHrEe O TONYYEHHUH pa3pelieHHs Ha NPOBEICHUE KIMHUKO-T1a00paTOpHBIX
UCHBITAaHUN (KCCIeIOBaHUN) MEAMIIMHCKOTO u3Zenus (MpU MPOBEIEHUU HHTEPBEHIIMOHHOTO
KIIMHUYECKOTO HccienoBaHus d3PPEKTUBHOCTH);

11) otTyer o HemocTaTKax MEIWLMHCKOTO W3JENHs, BBIABIEHHBIX B XOJI€ KIHWHUKO-
1ab0pPaTOPHOTO UCTIBITAHUS (HCCIICIOBAHUA);

12) TpOMEXYTOUHBI OTYET O KIMHHUKO-TA0OPATOPHOM MCHBITAaHUHM (MCCIICIOBAHUH )
MEAUIIMHCKOTO U3ACTHS ISl AMATHOCTUKH i1 Vitro (IPU HATTUYHH ).

IIpunoxxenne Ne 8

k [IpaBuiiaM npoBeieHNS KIMHUYECKUX
Y KJIMHHUKO-JIA00PATOPHBIX UCTIHITAHHHA
(uccnemoBanuil) MEIUIIMHCKUX U3ACITAN

(dpopma)

B ynoaHoMOY€eHHBI Opran
(9KCIEPTHYIO OPraHU3aIINIo)
rocyzapcrsa — wieHa EBpasuiickoro
9KOHOMMYECKOTO COI03a

(HanMeHOBaHME YIIOJIHOMOYEHHOTO OpraHa
(9KCHepTHOW OpraHu3alyy) rocyAapcTBa — YWieHa
EBpasuiickoro 5KOHOMHUYECKOr0 COH03a)

3ASIBJIEHUE
0 MOJIyYeHNH pa3penieHus HA NMPOBeleHue KIMHUYEeCKNX NCTIBITAHUM
(uccyienoBaHuil) MEIMIIUHCKOT0 U31eTUs

| CBe)IeHI/Iﬂ 0 MCAUIIUHCKOM H3A¢/INHU

.[HaumeHoBaHMe MCIHUIUHCKOT'O U3ACIINUA

.Ha3nauenue MCIUIMHCKOI'O U3ACIINA

.[Knacc TMOTCHIHAJILHOI'O pUCKAa NPUMCHCHUSI MCAUITUHCKOTO U3JICIIUSL

AlW|IN|—

.|B cocTaBe MEAUIIMHCKOTO H3AEIIHSI KMECTCS JICKAPCTBEHHOE CPEACTBO? O Ha

O Her

.Mozens (Mapka) METUIIMHCKOTO U3JEIHNS, €€ COCTAB W MPHUHAIICKHOCTH

No HaumenoBanue IIpousBoauTens Crpana

1.Moxens (Mapka) MEAUIIMHCKOTO
M3aeIHs
(Tpy HATAYIHH)

2./CocraB (TIpy HATHMIUH)

3. [TpuHaATIE)KHOCTH
(TIpY HAJTMYI YW )

.|CBeneHus 0 NpOU3BOJUTETE
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OpraHHU3aI[IOHHO- HOMEp, laTa | aJpec IPHIUYECKOTO | aapec Mecra HOMepa O.N.0.u
npaBoBasi popma, perHcTpalyy | JIMIa WK aJpec MecTa | ocyliecTBieHus | TeneoHa u | JO0JKHOCTh
MOJIHOE HAUMEHOBaHHE KHUTEIbCTBA nesitenibHOCTH | (hakca, aapec |pyKOBOIUTENS
Y COKpAILEHHOE (usnyeckoro Juia, ANIEKTPOHHOM
HaMMEHOBaHHUE 3aperuCTPUPOBAHHOTO MOYTBI
(npu HayMUMN), B Ka4ecTBe (ipn
ctpana (O.1.0. VWHUBHUYaJIbHOTO HAJIMYUH)
WHIUBHYATEHOTO MpeANPUHUMATETS
MPEANPUHIMATEIIST)
.|CBeneHust 0 MPOU3BOJICTBEHHON IIONIAAKe (TPOU3BOICTBEHHBIX TUIOIIAIKAX )
Ne| OpraHu3alUOHHO- | HOMED, JaTa U ajipec Mecta HOMepa TenedoHa u dakca, ®.1N.0.u
npaBoBasi popma, | CpOK jaeicTBUs OCYIIECTRIICHHS ajipec 3JEKTPOHHOM MOYTHl | JIOJKHOCTh
MOJTHOE [pa3peIInTeIbHOTO JIeSATEIbHOCTH (pu HaTMYKN) PYKOBOAUTEJISI
HAUMEHOBAHUE JIOKyMEHTa
U cOKpaieHHoe | (Ipy HATUYHH)
HauMeHoBaHue (TpH
Haymmuun) (O.1.0.
WHIUBHYIbHOTO
TPEAIPUHIMATEIIS)
1.
.|CBenenust 00 yIOJTHOMOYEHHOM TIPEACTABUTENIEC MPOU3BOAUTENS (TIPU HATUIHH )
OpraHU3aI[HOHHO- HOMED, JlaTa | aapec IPUIMYSCKOro | aapec Mecta HOMEpa ®.1N.0.u
npaBoBasi popma, perucTpanuu | JHla Wik apec MecTta |0CyecTBIeH s | TejaeOoHa U | JIOJKHOCTh
MOJIHOE HAUMEHOBAHHE KHUTEIHCTBA JiesiTeNIbHOCTH | (hakca, aipec |pyKOBOUTENS
Y COKpAILEHHOE (usnyeckoro Juia, ANIEKTPOHHOMN
HaMMEHOBaHHUE 3aperuCTPUPOBAHHOTO MOYTBI
(mpu HATMYWR), B KauecTBE (pm
ctpana (®.1.0. WHINBUAYAIEHOTO HAJTHYHUH )
WHIUBHYAIbHOTO TpeAnpUHIMATEIS
TPEANPUHUMATEIIST)
I1. CBeaeHusl 0 KIMHMYECKHUX HCIIBITAHUAX (HCCIET0OBAHUAX)
1. SABnsitoTcst M KJIMHUYECKWE MCHBITaHUS — (MCCIEAOBAHMS) MHOTOIIEHTPOBBIMU?

2. MeaunuHcKas opraHu3anus (KIMHHYECKWA I[EeHTp) (MEOUIIMHCKHE OpTraHu3aIluu

(KTUHUYECKHE

IIEHTPHI)),

OCYIIECTBIIAIOIIAs

MIPOBEICHUE

KIMHHYCCKHUX

HCHBITaHUI

(uccnenoBanuii), ¢ yKazaHHEM ajjpeca MecTa HaXOXKACHHUs, HOMEpOB TenedoHa U (akca, a TaKKe

azpeca AIEKTPOHHOU MOYTHI (TIPU HATUYHNH)

3. PeKkBU3UTHI PACHOPSAUTENBHOTO JOKYMEHTa (pacmopsIuTeNbHBIX TOKYMEHTOB), Ha
OCHOBAaHMHU KOTOPOTO (KOTOPBIX) MEIMIIMHCKOW OpraHu3anmuu (KIMHUYECKOMY IICHTPY)
(MEIUIIMHCKUM OpraHu3auusaM (KIMHUYECKUM IEHTpaM)) pa3pelieHo NpoBeieHNe KIMHUYECKIX

(MCTIBITaHM ) METUITUHCKUX H3ICITHIA

4. Ilnanupyemblii  mepuoJ;  BPEMEHU  MPOBEACHUS  KIMHMUYECKUX  MCIBITAHUM
(uccnemoBaHmi)
5. JlanHble 00  wMccnenoBaTrensAx, KOOpAMHATOpe-uccienoBaTene (MIpU  HAIAYHN)

(pamuust, Ms1, 0TYECTBO (IIPU HAJIWYHH ), MECTO pabOThI, IOJDKHOCTD, YUeHasl CTeNeHb (3BaHKe) (IPH HAJIMYUH))

6. Ilenb

)51

TUIIOTE3bI

KIMHHUYCECKOI'O

HCIIBITaHU

(uccnemoBaHus)

7. KomuuecTtBo
IIPOBEICHUSA
KIIMHUYECKUX

8. KonnuectBo

CyOBEKTOB KIMHMYECKHX WCHBITAaHWA (WCClienoBaHuii) (B cCiydae

MHOTOIICHTPOBBIX
HUCIBITAaHUH
(KJTMHUYECKOM LIEHTPE))

(uccnemoBaHui)

HUCIILITAHUN
B

(uccrnenoBaHuii)
KaXKI0U

KOJINYECTBO
MEIUIIMHCKOU

CyOBEKTOB
OpraHHu3anum

o0pas1os

HCCIIeTyeMOTO

MEIUIIUHCKOT O

n3aciauda n ux

UIACHTH()UKAIMOHHBIC TIPU3HAKU (MapKa, MOJEINb, BEPCHs MPOrpaMMHOT0 OOECIIeUYeHUs, Macca,
00beM, J1aTa MPOU3BOICTBA (M3TOTOBJICHHS ), CPOK TOJHOCTH (CPOK CITYKOBI), KaTaJ0KHBIH HOMED,
3aBOJCKOM (cepwiiHbIil) HOMEp (HOMep cepuu, maptuu (J10Ta)) U Ap.) (€CiHu MNPUMEHUMO)
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II1. JomonHuTebHASE MH(OPMAIUS

1. ®amwnus, umsi, oT4ecTBO (IpU HANWUYMK), aapec, Homepa Tenedona u akca, ampec
ANEKTPOHHOW TMOYTHl (NP HAJIWYMKM) KOHTAKTHOTO JIMIA [0 JaHHOMY 3asBJICHHIO

2. Ilpu mOBTOpHOW mMoOAAauYe 3asBICHUS 110 JAHHOMY MEIUIMHCKOMY W3JICJIUI0 JlaTa
A HOMED NPEABIAYIIETO 3asIBICHUSA

3.CBeneHuss O JOKYMEHTE, MOATBEPKAAIOIIEM OIUIATY OCYIIECTBICHUSI JEHCTBUH,
CBA3aHHBIX C HOJIy‘IeHI/IeM pa3pemeHH${ Ha HpOBGI[eHI/Ie KIMHNYCCKUX I/ICHBITaHI/Iﬁ
(ucciemoBaHnii) WM BHECEHUEM 3aIIMCH B PEECTP, B KOTOPBIM BHOCSTCS CBEICHUS O BBIJIAHHBIX
pa3pemeHH;1x nu Hpe,Z[CTaB.HeHHBIX yBGI[OMIIeHI/I}IX (0] HpOBe,Z[eHI/II/I KIMHNYCCKUX WJIN KIMHHKO-
1a00paTOPHBIX HUCIIBITAHUN (uccremoBaHuiA) MEIUIIMHCKAX 15631 (X100

4. Crioco0 moydeHust yBeAOMIICHUH (PEIICHUH ) OT YIIOJTHOMOUYEHHOT'O OpraHa (3KCIEePTHOU
OpraHM3aliM) rocy1apcTBa — yieHa EBpa3uiickoro 5KOHOMHUYECKOTO CO03a:

O JIMYHO IO POCIIHCE;

0O 3aKa3HbIM MMOYTOBBIM OTIIPABJIICHHUECM C YBCIOMIICHUCM O BPYUCHUU,

OB DJEKTPOHHOW (opMe MO TEICKOMMYHHKAIIMOHHBIM KaHallaM CBsi3u (NP BBIOOpE
JAHHOTO CTI0c00a HEOOXOMMO yKa3aTh ajipec (aapeca) AeKTPOHHON MOYTHI, Ha KOTOPBIN CIeTyeT
HaIMpaBUTh YBEJOMIICHUS);

O B BUJE JCKTPOHHOTO IOKYMEHTA, TIOJIMTUCAHHOTO AIEKTPOHHON ITUGPOBOI MOMHCHIO.

lapanTupyio  AOCTOBEpHOCTb W HMJAEGHTUYHOCTH  HMH(OpPMAIMM,  COAepKaliencs
B IPCACTABJICHHBIX JOKYMCHTAX.

Iloamuce 3asBUTENA:

(bamunus, uMs, 0TIECTBO (MPU HAUTUMINH), MECTO PAOOTHI, TOJDKHOCTD)

Harta «_ »

[lepeuens mpunaraeMbix JOKYMEHTOB:

...
2) ...

IIpunoxxenne Ne 9

K [IpaBmiiaM mIpoBeeHNs KIIMHUIECKAX
Y KJIMHHUKO-JIA00PATOPHBIX UCTIHITAHHHA
(uccnenoBaHuil) MEAMIIMHCKAX U3ICITHHA

(bopma)

B ynoiaHoMOY€HHBI Opra
(9KCIEPTHYIO OPraHU3aIINIO)
rocyjapcrsa — wieHa EBpasuiickoro
9KOHOMMYECKOTO COI03a

(HanMeHOBaHME YIIOJTHOMOYEHHOTO OpTaHa
(3KCTIepTHOM OpraHU3aIii) rOCyJapCTBa — YIeHA
EBpa3uiickoro 5KOHOMHYECKOTO COI032)

3AABJIEHUE
0 NMOJIyYeHHH pa3pelieHUs] HA MPoBeJeHHe KIUHUKO-1a00paTOPHBIX HCIILITAHUIA
(ucciienoBaHMii) MeIMIIMHCKOT0 M3/1eusl (IPU NPOBeIeHUN HHTEPBEHIIHOHHOTO
KJIMHUYECKOro ucc/jie0BaHus 3PPeKTHBHOCTH)

| CBe)leHI/Iﬂ 0 MCAUIIMHCKOM H3A¢/INHU
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1.|HanmeHOBaHNE MEUIIMHCKOTO U3EIHs
2.|Ha3HaueHne MEJUIIMHCKOTO U3AEIHs
3. [Kiracc IOTeHIMANBHOTO PHCKA MPUMEHEHNST METUIIITHCKOTO H3/ICIHS
4. Mogens (Mapka) MEAMIIMHCKOTO U3JIENHS, €€ COCTaB M MPHUHAJICKHOCTH
No HaumenoBanue IIpoussoautens Crpana
1.Mopnenb (Mapka) MEAUIIMHCKOTO
M3aeIus
(Tpy HATAYIHH)
2.|CocraB (Impu HaJIUYUK)
3. [IpuHaAIEKHOCTH
(Tpu HATAYIHIH)
5.|CBeneHus 0 MPOU3BOUTEIEC
OpTraHM3aIMOHHO- HOMEp, JarTa azpec IOPUANIECKOTO | aIpec Mecra HOMeEpa ©1N.0.u
npaBoBas Gopma, perucrpanyuy | JIMIA WK aJipec MecTa | OCYILIEeCTBICHU | Teae(OoHa U | JIOJDKHOCTD
[0JJHO€ HAUMEHOBaHUE KHUTEIHCTBA JedaTeNIbHOCTH  |(hakca, apec| pyKOBOAUTEIS
U COKpaIEHHOE (usnyecKoro Juua, IJEKTPOHHOMN
HaMMEHOBaHUE 3aperuCTPUPOBAHHOTO B TIOYTBI
(Ipu HaJIM4MM), CTpaHa, KavyecTBe (ipu
(®.1.0. HMHAUBUIYalIbHOTO HAJIAYHN)
WHINBUAYAIEHOTO TIpeaIpUHIMATENS
peITPUHIMATEIS )
6.|CBenieHns 0 IPOU3BOACTBEHHON IIIOIIAAKE (TPOM3BOACTBEHHBIX IUIONIAJIKAX )
Ne| opraHH3aLMOHHO- HOMep, J1ara ajzpec Mecrta HOMepa TesiedoHa U dakca, ®.1N.0.u
npaBoBas opma, | ¥ CPOK AEHCTBHS OCYIIECTBIICHUS aZipec MEKTPOHHOHN MOYTHl | JTOJDKHOCTD
TIOJTHOE [pa3penInTeNEHOTO JeSITeTbHOCTH (pm HATTHYWH) PYKOBOIUTEIS
HaNMEHOBAaHHE 1 JIOKYMEHTa
COKpaIeHHOe (pu HATHY YN
HaNMEHOBaHHE
(pm HANTAYIHIH)
(®.1.0.
WHIUBHYJIEHOTO
NpeANPUHIMATEIIS)
1.
7.|CBenenust 00 yIoJIHOMOUYECHHOM NPEICTABUTENE IPOU3BOUTENS (TTPH HAJIUYHN)
OpTraHM3aIMOHHO- HOMEp, JarTa azpec IOPUANIECKOTO | amIpec Mecra HOMEpa ©1N.0.u
mpaBoBas popma, peTuCTpanyy | JIMIA WM aApeC MECTa | OCYIIECTBICHU | TeeOoHa M | TOIDKHOCTH
[TOJTHOE HANMEHOBAHHE KHUTEIHCTBA JeSITeHbHOCTH |(aKca, aapec|pyKOBOAUTEINS
U COKpaIEHHOE (usnyecKoro Jauua, IJEKTPOHHOMN
HaMMEHOBaHUE 3aperuCTPUPOBAHHOTO TIOYTBI
(ipu HaNIM4MN), B KaueCTBE (pu
crpana (O.1.0. WH/IMBHY QJIbHOTO HaJIMYUH)
VHJIMBHY JIbHOTO TpeANpUHIMATES
NpeANpUHUMATEINS)

II. CBenenus 0 KJIMHUKO-JIA00PATOPHBIX HCNIBITAHUAX (MCCIEOBAHUSAX)

1. ABnsroTCs
MHOTOLIEHTPOBBIMU?
2. MeaunuHckass opraHuzanus (KIMHUYECKUH LEeHTp) (MEOUIIMHCKUE OpraHu3aluu
(KTMHUYECKHE LEHTPHI)), OCYLIECTBISIONIAS MPOBEICHNUE KIMHUKO-IIA00PATOPHBIX UCIBITAHUIN
(uccremoBaHuii), ¢ yKazaHHEM aJipeca MecTa Hax0XKJIeHHs, HOMEepOB TenedoHa u (akca, a TaKKe
azipeca dJIE€KTPOHHOM MOYTHI (IIPU HATTMYHHN)
3. PekBU3UTHl pacnopsSAUTENBLHOTO JIOKyMEHTa (paclopsIUTENbHBIX JTOKYMEHTOB), Ha
OCHOBaHUHU KOTOPOTO (KOTOPBIX) MEAMIIMHCKONW OpraHu3auu (KJIMHUYECKOMY IIEHTPY)
(MEIMIIMHCKUM OpTraHU3ausIM (KIMHUYECKUM IICHTPaM)) pa3pelieHO IMPOBEACHUE KIMHUKO-
1abopaToOpHBIX (MCIIBITAHUHN) METUITUHCKUX U3ICTUI
4. IlnaHupyemMblii TEpUO]] BPEMEHU TMPOBEACHUS KIWHUKO-TA0OPATOPHBIX HCIBITAHUHA
(uccnenoBaHuii)
5. JlanHbie

hii7 s KJIIMHUKO-JIA00paTOpHBIC WCIIBITAaHUS (uccnemoBanus)

00 wucciemoBarensx, KOOPJIWHATOPE-UCCIIEIOBATENE HaJTUYIHH )

(npu

(pamuust, Ms1, OTYECTBO (IIPU HAJIWYHH ), MECTO pabOThI, IOJDKHOCTD, YU€Hasl CTEeNeHb (3BaHKe) (IIPH HAJIMYUH))
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6. llenn u TUMOTE3BI UCTIBITAHUS (MCCIICTOBAHMS)
7. KonruecTBO cyObEeKTOB KIIMHUKO-JIA00PATOPHBIX MCIBITAHHUH (MCCIeI0BaHMi) (B CciTydae
MPOBEJICHUSI MHOTOLICHTPOBBIX HCIBITAHUM (MCCIIETOBaHMM) KOJIMYECTBO CYOBEKTOB KIIMHUKO-
nabopaTOpHBIX ~ HCMBITAHWA  (MCCIENOBAHUN) B  KaXJAOW MEIUIIMHCKOW  OpraHu3aiuu
(KITMHUYECKOM IIEHTPE))
8. KonmnuectBO ~ 00pa3loB  HMCCIEAYEeMOrOo  MEIWIMHCKOTO  HM3AENus MU UX
UICHTU(PUKAIIMOHHbIE TPU3HAKU (MapKa, MOJENb, BEPCHUsl IPOrpaMMHOr0 oOecreueHus, Macca,
00beM, JJaTa MPOU3BOJICTBA (M3TOTOBIIEHUS ), CPOK TOJHOCTHU (CPOK CITyKOBbI), KaTaI0XKHBIH HOMED,
3aBOJICKOM (cepuiiHBIN) HOMep (HOMep cepuu, maptuu (1oTa)) W Ap.) (€cau NPUMEHHUMO)

II1. JomonHuTebHASE MH(pOPMAIHS

1. ®amwmnus, umsi, oT4ecTBO (IpU HANWYMK), aapec, Homepa TenedoHa u akca, ampec
ANEKTPOHHOW TMOYTHl (NP HAJIWYMM) KOHTAKTHOTO JIMIA [0 JaHHOMY 3asBJICHHIO

2. Ilpu mOBTOpHOW mMoOAAauYe 3asBICHUS 110 JAHHOMY MEIUIMHCKOMY W3JIEJIUI0 JlaTa
A HOMED NPEABIAYIIETO 3asIBICHUSA

3.CBeneHuss O JOKYMEHTE, MOATBEPKAAIOIIEM OIUIATY OCYIIECTBICHUSI JEHCTBUMH,
CBSI3aHHBIX C MOJYYCHHEM pa3pelleHHs Ha MPOBEJICHHE KIMHUKO-TA00paTOPHBIX HCIIBITAHUI
(ucciemoBaHnii) WM BHECEHUEM 3aIIMCH B PEECTP, B KOTOPBIM BHOCSTCS CBEICHHS O BBIIAHHBIX
pa3pemeHH;1x n Hpe,Z[CTaB.HeHHBIX yBGI[OMIIeHI/I}IX (6] HpOBe,Z[eHI/II/I KIMHNYCCKUX WJIN KIMHHKO-
J1a00paTOPHBIX HUCIIBITAHUHN (uccremoBaHuiA) MEIULIMHCKAX 15631 (X100

4. Crioco0 moy4deHusl yBeAOMIICHUH (PEIICHUH ) OT YIIOJTHOMOYEHHOT'O OpraHa (3KCIEePTHOM
OpraHM3aliM) rocy1apcTBa — yieHa EBpa3uiickoro 5KOHOMHUYECKOTO CO03a!

O JIMYHO IO POCIINCE;

0O 3aKa3HbIM IMOYTOBBIM OTIIPABJIICHHUEM C YBCIOMIICHUCM O BPYUCHUU,

OB DJEKTPOHHOW (opMe MO TEICKOMMYHHKAIIMOHHBIM KaHallaM CBsi3u (NP BBIOOpE
JTAHHOTO cTI0c00a HEOOXOMMO yKa3aTh ajipec (aapeca) AeKTPOHHON MOYTHI, Ha KOTOPBIN CIeIyeT
HaIpaBUTh YBEJOMJICHUS);

O B BUJE YJCKTPOHHOTO IOKYMEHTA, TIOIMTUCAHHOTO AJIEKTPOHHON TG POBOI MOMHCHIO.

lapanTupyio  AOCTOBEpHOCTb W HMJAEGHTUYHOCTh  HMH(OpPMAIMM,  COAepKallencs
B IPCACTABJICHHBIX JOKYMCHTAX.

Iloamuce 3asBUTENA:

(bamunus, uMs, 0TIECTBO (MPU HAUTUINH), MECTO PAbOTHI, TOJDKHOCTD)

Hara «_ »

[lepeuens mpuaraeéMbix JOKYMEHTOB:

...
2) ...

IIpunoxenue Ne 10

K [IpaBmiiaM IpoBeeHNs KIIMHUIECKAX
Y KJIMHHUKO-JIA00PATOPHBIX UCTIHITAHHHA
(uccnenoBaHuil) MEAMIIMHCKAX U3ICITHHA

(bopma)

(HauMeHOBaHME YIOJIHOMOYEHHOT'O OpraHa (3KCIepTHOH OpraHn3aIin)
rocynapcTsa — ujaeHa EBpa3suiickoro 3KOHOMUYECKOI0 CO03a)
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YTBEPXJAIO

(®.1.0. pyxoBoauTens ynoJHOMOYEHHOIO OpraHa
(9KcnepTHOW OpraHu3alyn) ToCyAapcTBa — YieHa
EBpa3suiickoro 3JKOHOMHYECKOT0 COI03a, MOIUCH, TIe4aTh)

« » 20 1.

9KCIIEPTHOE 3AKJ/IIOYEHUE
0 BO3MOKHOCTH (HEBO3MOKHOCTH) NMPOBEACHUS KINHHYECKHX
WIN KJIHHUKO-1200PATOPHBIX (MPU NMPOBeIeHUN HHTEPBEHIIHOHHOTO KJIMHUYECKOI0
HccIe10BaAHUA 3(PPEeKTUBHOCTH) HCIIBITAHUI (MCCIeI0BAHUIT) MeTUIIMHCKOTO U3/1e/H sl
No OT« » 20 T

I. O01mue cBeaeHuss 0 MEAUIMHCKOM H3eJINHU

1. Homep m pata peructpauuu 3asBICHUS O IOJYYEHUHM Da3pelIeHUs Ha IPOBEICHHE
KIMHUYECKOTO MM KJIMHUKO-JIA0OpPAaTOpHOro  (IpU  MPOBEJEHUHM  HMHTEPBEHIMOHHOIO
KIMHUYECKOTO HCCIeoBaHus 3(P(GEKTUBHOCTH) HCHBITAaHUS (MCCIEOBAHUS) MEIUIIMHCKOTO
u3zenus

2. HanmeHoBaHMe METUIIMHCKOTO U3AEIUS

3. IIpou3BoauTENIb MEAUIIMHCKOTO U3JETHUSA, CTPAHA

4. YII0JIHOMOYEHHBIN IIPEACTABUTEND MIPOU3BOJUTEIS (npu HaJIM4UN)

W

. Ilpon3BoICTBeHHAs TUIOMIAAKA (TUIOIIAAKH ), CTpaHa
. ObnacTe NpUMEHEHNs U Ha3HAYEHUE
7. Knacc IIOTEHIUATIBHOTO pucka IIPUMEHEHUS MEAMIMHCKOIO U3JIEHs

[*)

8. Mogenu (Mapku) MEIUIIMHCKOTO WM3JAENUS, HUX COCTaB U TMPUHAIICHKHOCTH

9. OcHOBHBIE  TEXHMYECKHE XapaKTEPUCTUKU MEIUIMHCKOro  u3xenus (Mozenu
(Mapk#) MEAUIIMHCKOTO U3Iensl (IIPH HAJMYWN))

I1. Pe3yabTarhl JKCNIEPTU3bI B LEJISIX ONPeAeJ eHUs] BO3MOKHOCTH (HEBO3MOKHOCTH)
NMPOBeIeHUN KIMHNYECKUX WIN KIHHUKO-1a00paTOPHBIX (MIPHU MPOBeIeHUN
HHTEPBEHIMOHHOT0 KJIMHUYECKOTr0 ucciaenoBanns 3¢peKTuBHOCTH) UCTILITAHUI
(Mcceq0BaHMil) MEAMIUHCKOTO M31eTHUs

1. OmeHka  MpPaBWIBHOCTH  OTHECEHUS  WM3ACIHUS K  MEAWIIMHCKAM  HM3JEITHSIM

2.OneHKa COOTBETCTBHUSA YKa3aHHOIO 3asBUTENEM Kjacca MMOTEHUUAIBHOIO pHCKa
NPUMEHEHHUSI METUIIMHCKOTO U37enuss B cooTBercTBUM ¢ IlpaBunamu  kimaccuduxanun
MEIULUHCKUX U3/IeIUI B 3aBUCUMOCTH OT NOTEHIIUAJILHOTO PUCKa IPUMEHEHUS, YTBEPKACHHBIMU
Pemenuem  Komerun  EBpasuiickoil  SKOHOMHYECKOW  KOMHUCCHMM  OT 22 nekadps
2015 . Ne 173

3. OmeHka BO3MOXKHOCTH TPOBEJCHUSA KIMHUYECKHX WM KJIMHUKO-T1a00paTOPHBIX
WCTIBITAaHUHN (MCCIIeOBaHMI) 3asIBICHHBIX MOJENIEeH (MapoK) MEIMIIMHCKOTO M3JEHS M0 OJHON
nporpaMMe  KIMHUYECKMX WM KIMHHUKO-JJAOOPATOPHBIX  UCHBITAHUNA  (MCCIICIOBAHUIN)

4. Ananu3 MPpEACTaBJICHHBIX JOKYMCHTOB, B TOM YHCJIC B YaCTH:
COOTBETCTBHA JOKYMCHTOB YCTaHOBJICHHBIM Tpe6OBaHI/I$IM

MOJITBEPK/ICHUS (HEMOATBEPIKICHHS) COOTBETCTBYIOIIUMHU CBEIICHHUSIMH, COJCPKAITIMHCS
B TPEICTaBICHHBIX JOKYMEHTaX, JOMYyCTHMOCTH PHUCKOB, CBSI3aHHBIX C MPOBEICHUEM
KIMHAYECKUX WM  KIMHUKO-Ta0OpaTOpHbIX (P TPOBEACHUM  WHTEPBEHIIMOHHOTO
KJIMHUYECKOTO MCCIIEIOBAHUS 3¢ (HEeKTHBHOCTH) UCIIBITAaHUI (uccnenoBaHuin)

OTpeAeNieHUs]  JOCTaTOYHOCTH  (HEJOCTAaTOYHOCTH)  JIOKA3aTeNbCTB  OE30MACHOCTH
MEIUIIMHCKOTO U3IETUS
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II1. O0miee 3aK/049eHrEe 0 BO3MOKHOCTH (HEBO3MOKHOCTH) MPOBEACHUA KIUHUYECKUX WU
KJIUHUKO-J1200paTOPHBIX (PHU NMPOBEeIeHUN HHTEPBEHIIHOHHOT0 KJIMHUYECKOT 0
HccIe10BaAaHUA 3(PPEeKTUBHOCTH) HCIBITAHUN (MCCIeI0BAHUIT) MeTUIIMHCKOTO U3/1eH sl

OO0 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTH CBEJCHHW, W3JI0KCHHBIX B AKCIEPTHOM
3aKJIFOYEHUH O BO3MOXKHOCTH (HEBO3MOXKHOCTH) MPOBEICHUS KIMHUYECKUX WA KIMHUKO-
nabopaTopHbIX  (IIpM  TPOBEJACHWUW  MHTEPBCHIMOHHOTO  KJIMHUYECKOTO  HMCCIICIOBAHUS
3¢ (HEeKTHBHOCTH ) UCTIBITAHU (MCCIIEAOBAHNN) METUIIMHCKOTO U3/IENHS, TPEIYTIPEKICH.

(moamuch, paMuus, ©Msi, 0OTIECTBO (IIPH HAJTMYHUH) KCIIEPTa, JTOJDKHOCTD, yUeHas CTETIeHb (3BaHHE)
(pu HATMYWN))



