EBPA3SUHCKAA DKOHOMUYECKA KOMUCCUA
COBET

PEITEHUE
«12» despansa 2016 . Ne29 r. MockBa

O ITpaBuiax mpoBefieHUA KINHUIECKUX U KIUHUKO-1a00PaTOPHEIX
HCIIBITAHMH (MCC/IeIOBaHU) METUIIMHCKUX U3/e/IHH

B coorBercTBum c mynkroMm 2 crarsu 31 [loroBopa o EBpasuiickoM sKOHOMUYECKOM
comoze ot 29 mas 2014 roga, myrnkramu 4 u 5 crarbu 4 CoryameHus O e IUHBIX IPUHITAIIAX
U TIpaBWIaxX oOpalleHus MeAUIMHCKUAX U3Zenuil (U3menuil MeAUITHCKOTO Ha3HAYeHUA U
MeJULIMHCKOW TeXHUKM) B paMKax EBpa3uiicCKOro sKOHOMHUYECKOTO COI03a OT 23 meKabps
2014 roga, myuktamu 105 u 106 mpunoxenus Ne 1 x Permamenty pa6otsr EBpasuiickoi
SKOHOMMYECKOH KOMHUCCUHU, YTBepXjeHHOMY Pemenuem Bsicimero Espasuiickoro
dKOHOMHYecKoro coBera oOT 23 gekabps 2014 r. Ne 98, u Pemenmem Bricurero
EBpasuiickoro sxkoHomuueckoro cosera or 23 gmexabpsa 2014 r. Ne 109 «O peanusanuwm
Coryamenns o efWHBIX NPUHIMIAX ¥ IPaBWIaX OOpamleHus MEeTUIIMHCKUX W3JeInH
(u3mennit MeJUUIMHCKOTO HasHAUYeHUA U MeJUIIMHCKOM TeXHUKU) B paMKax EBpasuiickoro
sKOHOMMYecKoro corosa» CoseT EBpasuiickoil 95KOHOMHYECKON KOMUCCUY PelIML:

1. VrBepauths mnpuaraemsle [IpaBuia mpoBemeHMA KJIMHUYECKUX U KIMHUKO-
71a00paTOPHBIX UCIIBITAHUHN (MCCIeZOBAaHNM) MeIUITMHCKUX U3ZeIHIl.

2. YCTaHOBUTH, YTO JJIf MeJUIMHCKUX HU3JeJIuil KJIACCOB IIOTeHIIMAJTBHOTO PUCKA
mpuMeHeHUs 3, 26 W HMIUIAHTUPYeMBIX MEIWIIMHCKUX U3JIeIHH KINHUYeCKHe
UCIBITAHUA (MCCIeOBAaHUA) B LEAAX PETUCTPAllMHM MAOJDKHBI IIPOBOJUTHCE B (opMe
MHOTOII€HTPOBbIX MCIIBITAHUN (MCCIeIOBaHUIT) M COOTBETCTBOBATh OJHOMY U3 CJI€YIOMIUX
yCJIOBUIA:

a) KJIMHUYECKHe WCIBITaHuA (MCCIeOBaHUA) IIPOBeZEeHB B COOTBETCTBUH C
3aKOHO/IAaTeIbCTBOM T'OCYAapCTB - YIeHOB EBpasuiickoro skoHOMHMYeCKOro COI03a M Ha UX
teppuropusax g0 1 ausaps 2016 r. (mo mare mociesHero BU3WTA IIOCTIENHErO IAIMEHTA
A CcyOBeKTa UCIBITAHUA (MUCCIeNOBAHMA)) WJIM IPOAO/DKAIU BBIIOIHATECA IO
cocrossHuio Ha 1 suBaps 2016 r. (mpu 3aBepiieHHOM Habope HaIMEHTOB);

6) KJIMHWYeCKWe WCHBITaHWUS (MCCIeZOBaHUs) IIPOBEJEHBI HAa TEPPUTOPUIX
TOCyZJapCTB, He SABJIAIOMIMNXCA YIeHaMHu EBpa3suiicKoro sKOHOMHYECKOTO cCO0I03a, 10 1
auaBaps 2016 r. (mo pare mociesHero BU3WTA IIOC/IENHErO IAIMEHTAa WM CyOBeKTa
HCIIBITaHUS (MCC/IefOBaHUA)) WIH IIPOOJDKAMN BBIIIOIHATHCS II0 COCTOSIHUIO Ha 1 sHBaps
2016 r. (npm 3aBepuieHHOM Habope MAIMEHTOB) B COOTBETCTBUM C PEKOMEHIALMIMMU
MesxgyraposHoro dopyma peryaaropos Mmegunuackux usgenuit (IMDRF);

B) KIMHWYECKMe HCIBITAaHUA (MCCIeNOBaHUI), WHUIMUPOBaHHBIE ITocae 1 sHBaps



2016 r., mpoBeZieHBI B COOTBETCTBUHU C IPaBOM EBPa3uiicKOro 5JKOHOMHYECKOTO COI03a, IIPHU
3TOM OJHO M3 KJIMHUYECKMX WCIBITAHUN (MCCIelOBaHUII) IIPOBEZEHO B OJHOM U3
rOCyZapCTB - WieHOB EBpa3niicKoro SKOHOMHUYECKOTO COI03a.

3. Hacrosmee Pemenue BcTymaer B cuimy mo ucredeHuu 10 kajeHZApHBIX THeH c
IaTel BCTyIUleHMsa B cuiay IIporokosa, mommumcamnoro 2 gexabpa 2015 roma, o
npucoenuaennu Pecnybmukum Apmenusa k CoryameHWIO O eZWHBIX IPHHIUIAX WU
IpaBUIaxX OOpalleHUs MeZUIMHCKUX W3AeNHil (M3[enuil MeZUIMHCKOTO HAa3sHAYeHUS U
MeJUIMHCKOW TeXHUKM) B paMKax EBpa3uiicCKOro sKOHOMHYECKOTO COI03a OT 23 meKabps
2014 roza, HO He paHee yeM IIO ucTedeHUH 10 KaJleHAAPHBIX AHeH ¢ JaTHl OQUITUATEHOTO

OIIY6JII/IKOBEIHI/IH HACTOALIETO Pemenmus.

Ynensr CoBera EBpa3uiickoil 5SKOHOMUYECKOH KOMMCCHH:

Ot Pectry6muku Ot Peciy6auku =~ Ot Pecmy6nmuxu Ot Keipremsckoit Ot Poccuiickoit
Apmenus Bemapycs Kazaxcran PecnyGuxu ®enepanyn

B.Tabpuemasa  B. MariomeBckuii b. Carunraes O. ITarkparos H. Illysamos



YTBEPX/EHBI

Pemenuem Cosera EBpasuiickoit
SKOHOMHUYECKOM KOMUCCUHI

or 12 ¢espansa 2016 r. Ne 29

ITPABUJIA

IIPOBeIeHUS KIMHUIECKUX U KIMHUKO-Ia00paTOPHbIX UCIIBITaHUH
(ucceIoBaHMIT) METUITUHCKUX U3JEIUH

I. O6uine monoxeHus

1. Hacrosmue IIpaBmia paspaboTaHBl B COOTBETCTBHUU C IIYyHKTOM 2 craThu 31
[orosopa o EBpasuiickom skoHOMHYeckoM coroze oT 29 mas 2014 roza, mynkramu 4 u 5
cratbu 4 CoryameHus O eJUHBIX NPUHIUIAX U IIPaBWIAX OOpalleHHs MeTUITUHCKHUX
n3genuil (M3genuii MeZUIIMHCKOTO Ha3HAYeHWSI W MeJULIMHCKON TeXHWUKH) B PaMKax
EBpasuiickoro sxoHommyeckoro coiosa or 23 gexabps 2014 roma u ycTaHaBIMBAIOT B
pamkax EBpasmiickoro skoHoMHYecKOro coro3a (mamee - Co103) IpaBMIa IIPOBEIEHUSI
KIMHUYECKUX W KIMHHUKO-JIA00OPAaTOPHBIX MCIBITAaHWHA (MCCIeOBAHUI) MeTUIIMHCKUX
n3Ienui.

2. [lna meneit Hacroamwux IIpaBuia MCIONB3yIOTCA IOHATHUA, KOTOPhIe O3HAYAIOT
ciaemyromiee:

«dHAJINUT» - KOMIIOHEHT HPO6BI C U3MEPHMbIM CBOfICTBOM;

«a"Hanmutrdeckas 3GQPeKTUBHOCTh MEAUIIMHCKOTO HW3AeNIus IS JUAaTHOCTUKH in
Vitro» - CIIOCOOHOCTh MEAUIIMHCKOTO H3IeNUA IS JUATHOCTUKM in Vitro BBISABJIATH
IPUCYTCTBUE WU OIpefeNATh COJAep)KaHHe KOHKPEeTHOTO aHAJIHTAa B OMOJIOTMYEecKOH

po0e;

«QyZUT KIMHUYECKUX HCHBITAaHWHM (MCCIefOBaHUI)» - CHUCTeMaTHdeckas U
He3aBUCHMAs IIPOBepKa [JOKYMEHTALVH, MEPOIPUITHI, CBA3aHHBIX C IIPOBeJEHUEM
WCIBITAHUS (MCCIeZOBAHUA), U [AeATeTbHOCTH CTOPOH, Y4YacCTBYIOIIMX B IIPOBEeLEHUU
KJIUHUYECKOTO  HUCIBITaHUSA (MCCIeLOBAHUSA) MELULUMHCKOTO W3Jenus, KOTopas
IIPOBOJIUTCS JIJIsL IOATBEPXKAEHUS BBIIOTHEHUS MEPOIPUATUN OI[eHUBA€MOTO HCIIBITAHUS
(uccnemoBanus), pakTa IPOBeAEHNA KINHUIECKOTO UCIIBITAaHUs (MCCIeZOBAHNA), @ TAKKe
IS OLLeHKY COOTBETCTBHS IIpoleyp cOopa, aHaiIu3a JaHHBIX U OTYETHOCTH TPeGOBaHMIM
IIPOrPaMMBbl KIUHUYECKOTO HCIBITaHUs (MCCIeLOBAaHUS), CTAHJAPTHBIX ONE€PAIOHHBIX
Ipolefyp U TpeOOBaHUAM 3aKOHOATEIBCTBA FOCYJApCTB - 4ieHoB Coo3a;

«Opouropa HCCIefoBaTeNs» - CBOLHOE H3JIOXKEeHMe aKTyaJbHOM KIMHUYECKOH H
HEKJIMHUYeCKOH nHbOopMauuu 06 UCCIenyeMOM MeIUIIMHCKOM HU3Je/IUY, OTHOCIeHCs K
KJIMHUYECKOMY UCIIBITAaHUIO (MCCIe0BAaHUIO);

«JBOMHOI CJIeNOil MeTOoA» - TpolLeypa KINHUIECKUX UCIIBITAHUH (MCCIefoBaHuUI),



B KOTOPOIl CyOBeKTHI WCIIBITAHUN (MCCIeZOBAaHWI) M MCCIeZOBaTeNH, YYacCTBYIOIIVE B
[ONyYeHUW ¥ OO0paboTKe IIEPBUYHBIX [JAHHBIX, He OCBeJOMJIEHBHI O (aKTHIeCKOM
IpUMEHEHUM K CyObeKTaM HCIBITAaHUM (MCCIeZOBAaHUI) BO3ZEHCTBUA MeSUIIMHCKOTO
U3JIeNINS;

«IU3afiH KIMHUYIECKOTO MCIBITAaHUA (MCCIeZOBAHMA)» - METOZOJIOTUA IIPOBe/leHU
KJIMHUYEeCKOTO HCIIBITAHUA (MCCIeZOBAaHMA) C y4acTHeM dejoBeKa B KadecTBe CyOBeKTa
MCCIe[0BaHUA, C IIOMOINBIO KOTOPOTO IUIAHHUPYETCA IOJY4YWUTh CTaTUCTUYECKH
IOCTOBEpHBIE  JOKAa3aTeJIbCTBA KJIMHUYECKOH O6e30macHOCTM U 3PPeKTUBHOCTH
UCIIBITyeMOTro  (MccileZlyeMoro) MeJMIIMHCKOTO — M3Je/IMsd, BKIIodalomas B cebs
HCIIOIb30BaHNe KOHTPOJBHBIX TPYIII CyOBeKTOB HCIIBITAaHUA (MCCIeNOBAaHUA), U (MIIH)
pacipesieieHre CyOBEKTOB WCIIBITAaHUI (MCCIeZOBaHMM) IO TPyIIaM CIy4aidHBIM
o6pasoM, U (M) UCIOIB30BaHHE OJMHAPHOTO MM JBOMHOTO CJIETIOTO METOZA, a TaKkKe
BBIOOP OCHOBHBIX U JIOIIOTHUTETBHBIX KOHEUHBIX TOYEK;

«JOIIOJTHUTEJIbHAA KOHE€YHAA TOYKa» - II0OKa3aTeJIb (HOK&BaTeJII/I), I/ICHOJIBBYEMBIﬁ AJIA
IIpPOBEPKH ,I[OHOJIHPITEJIBHOﬁ THUIIOTE3bI KIMHNYECKOI'O MCITBITAHUA (I/ICC]Ie,I[OBaHI/IH);

«3aKOHHBIY TIPeICTaBUTENb» - (PU3NYECKOe WIN IOPUAUYECKOe JUI0, KOTOPOe B
COOTBETCTBUM C 3aKOHOZATEJIBbCTBOM TrocyzapcrBa - wieHa (Coioza MMeeT IpaBoO [aBaTh
MH(OPMUPOBAHHOE COTJIACHe HAa yYacTHe B KIMHUYECKOM UCIIBITAHUH (MCCIeOBAHUU) OT
MMEHU NTOTeHIINAIBHOTO CYO'beKTa UCIBITaHUS (MCCIeJOBAaHUA);

«3asgBUTEIb» - IOPULUYECKOe MIN (GU3MYEeCcKoe JIUIO, ABJIAIoIeecs WHUIMATOPOM
KJIMHUYECKOTO HCIBITAaHUA (MCCIefOBaHUA) U HeCyllee OTBETCTBEHHOCTh 32 €ro
OpraHM3aLuIo U (MIK) QUHAHCUPOBAHUE;

«MHAWBUJyalbHasd PErMCTPAllMOHHAA KapTa» - JOKYMEHT, IIpPeJHasHAaYeHHBINA I
BHECEHMs B HErO BCeH IIPeSyCMOTPEHHOI IIPOTPaMMOM HCIBITAHHUA (MCCIeOBAHUA)
MH(OPMALINH O KOKIOM CyOBeKTe UCIBITaHUA (UCCIeJOBAaHMUA);

«MHCIIEKIMA  KJIMHUYECKOTO  MCIBITaHUA  (UCCIeNOBaHHA)» -  JAelCTBHe
YIIOTHOMOYEeHHBIX OPTaHOB, 3aKJIIovaloleecs B OQUIINAIBHON IIpOBepKe JOKyMeHTalluH,
00OpyIOBaHUA, MHBIX MAaTEPHAIOB, UMEIOIINX OTHOUIEHNE K KIMHUYECKOMY HUCIIBITAHUIO
(uccnemoBaHUIO) MEAWIIVHCKUX W3JeIUN, HAXOAAMIUXCS B HCCIENOBATEIbCKOM ILIEHTpE,
IIOMelleHUAX 3aABUTeNd, a TakkKe B HHBIX OPraHU3AlUAX, UMEIOIIMX OTHOLIeHue K
UCIBITAHUIO (MCCIEZOBAHUIO), B IOpPALKE, YCTAaHOBJIEHHOM 3aKOHOZATETbCTBOM
rocygapcts - wieHoB (Coroo3a ¥ MeXAyHapoZHBIMM JOTOBOpaMM M aKTaMH,
cocTapaaomuMu mpaso Coro3a;

«nHPOPMUPOBAHHOE COIJIACHe» - IIMCHMEHHBIH [JOKYMEHT, B KOTOPOM CyOBEKT
UCIBITAHUS  (MCCIefOBAaHUS) WIM €ro 3aKOHHBIA IIPEeJCTaBUTENb IIOATBEPXKAAET
IOOPOBOJIBHOE COTJIACHe Ha y4YacTHe B KIMHUYECKMX MCIBITAaHUAX (MCCIefOBaHUAX) Ha
OCHOBaHWUU IIPEJCTaBIEHHOW eMy IIOJHONH HMH(OpPMAluU O KIMHUYECKOM HCIIBITAHUU
(vccnemoBaHUM);

«HUCTIBITYeMOe (MCCIefyeMoe) MeAMIMHCKOe W3fenre» - MEeITUIIMHCKOe H3ZeNue,
KOTOpOE B XOZie KJIMHUYECKOTO UCIBITAaHUS (MCCIeOBaHMUA) MU KIMHUKO-Ia00paTOPHBIX
WCIBITAHUM (MCCAeIOBaHUM) IS MEIWUIIMHCKUX W3AEeJIHUM IS AUAarHOCTUKM in Vitro



OlLleHUBAeTCs Ha IpesMeT Ge3omacHoCTH U (nin) 9pPeKTHBHOCTH;

«HCCIeloBaTe by - GU3NYeCcKoe JTUL0, OTBETCTBEHHOE 3a IIPOBeJileHNe KIMHUIeCKOTO
WCIBITAaHUA (MCCIeZOBAaHUA) B MEAMIIMHCKOM OpPraHM3alUN WIH APYyroM (aKTHIeCKOM
MecTe IIpOBeIeHUsS WCIBITAHUA (MCCIeZOBAaHUA) B CJIydae IIPOBeJEeHUS KIMHUKO-
7a00paTOPHBIX UCHBITAHUN (MCCIeNOBaHUIM) [JI MEJUUWHCKUX U3AEIUM  IJIst
OVAaTHOCTUKK 1In vitro. B ciaydae ecam wucneITaHuMe IIPOBOAUTCA —KOJIIEKTHBOM
MCCIenoBaTeNen, PYKOBOAUTED IAaHHOTO KOJLJIEKTHBA SIBJISIETCS TJIABHBIM
HMCCJIeIOBaTeJIeM;

«KJIMHUKO-JIA00paTOpHbIe UCIBITAaHUS (MCCIeOBAaHUA) MEIUIIMHCKOTO U3eIus AJIs
IOUaTrHOCTHKY in Vitro» - CuCTeMaTU4ecKye UCIBITAaHU aHAIUTUIeCKUX XapaKTePUCTHK U,
rfe IpUMeHHMO, KIMHUYecKoil d()PeKTUBHOCTU, IIPOBOJUMBIE C IIeIbl0 yCTaHOBIEHU
WJIN HOATBEPKAEeHUSI COOTBETCTBHA MeNUIIMHCKOTO H3[eMud IJjid AMArHOCTUKH in Vitro
Ha3HA4YEeHUIO, YCTAHOBJIEHHOMY IIPOU3BOJUTEIEM;

«kmuHUYecKas 5PGeKTUBHOCTh MEIUIIMHCKOTO U3JeIUs IS JUATHOCTUKY in Vitro»
- CIIOCOGHOCTh MEIULMHCKOIO W3Neaus 1 [THAarHOCTUKM In  VIitro IIOKa3bIBaTh
pes3yJIbTaThl, KOppeJIupyolide C KOHKPETHBIM KIMHUYECKHUM WIU (PU3NOIOTHUYeCKUM
COCTOAHMEM B IeJeBOM TMONyJIAllMHM IIPU €ro INpPHMeHeHHHM IIpeJHa3Ha4eHHBIM
TIOJIb30BaTeIEM;

«KJIMHUYeCKWe [OaHHbBIe» - NaHHble IO OesomacHoctu U (wim) 3ddexkTuBHOCTH,
[OJTyYeHHble NPU KINHUYECKOM IIPHMMEHEHUH MeJUIIMHCKOro m3zenusd. KnmHudyeckumu
DAaHHBIMM TaK)Ke SBJAIOTCA [JaHHble 1O OesomacHocTr ¥ (win) 3GEGEKTUBHOCTH,
[IOJIyYeHHble IIPY KIMHUYIECKOM IIPHMEeHEeHUHN MeJUIVHCKUX M3/eIUi, SKBUBAIEHTHOCT
KOTOPBIX PaCCMaTpPUBaEMOMY MeIUIIMHCKOMY U3ZeINI0 MOXXeT OBITh JOKa3aHa;

«KJIMHUYECKWEe WCIBITAaHUuA (MCCIeMOBAHMA) MEIUIIMHCKOTO HW3JAeIus» - JIH0oe
UCIBbITaHHe (MCCIeOBaHME) C ydYacTHeM dYejloBeKa B KauecTBe CyOBEKTa HCIIBITAaHUSA
(ucciemoBaHuUs), IPOBOSUMOE C LIeJbI0 U3ydeHUs 6e3omacHOCTH U (vin) adpdeKTuBHOCTH
HCIIBITyeMOro (MCCIeAyeMOro) MeJUIIMHCKOTO U3ienus U (MIH) MeToZa JUAarHOCTUKY WIN
JIeYeHUsI, CBSI3aHHOTO C er0 IPUMeHeHNEeM;

«KJIMHUYEeCKOe J0Ka3aTenbCTBO 3(G(eKTUBHOCTH U 0e30IacHOCTH MeIULIHCKOTO
U3JeIud» - OTYeT, IOATBEPXKAAINN KINHHYIECKYIO 5(PQeKTUBHOCTh U 0e30I1acHOCTH
MEeJHUIIUHCKOTO M3ZeNus IIPU er0o HCIIONb30BAHMU II0 HA3HAYEHUIO, yCTAaHOBJIEHHOMY
IIPOU3BOAUTENEM, HA OCHOBE KIMHUYECKHUX JaHHBIX;

«KJIMHUYECKOe [0Ka3aTeabCTBO 3G(eKTUBHOCTH U 0e30MacCHOCTH MeITULIMHCKOTO
U3enus g TUAaTHOCTHKH In Vvitro» - OTYeT, COAepKalluil JaHHbIe, IO TBepKJaloline
HAy4YHYI0 0OOCHOBAaHHOCTb aHAIUTA, AHATUTHYECKYIO 39 (PEeKTUBHOCTD U, I'/le IPUMEHUMO,
KJIMHUYeCKyI0 5(pPeKTUBHOCTh MeIULMHCKOTO M3JeNud AJMd NUAaTHOCTUKM In Vvitro mpu
€ro MCIIOJIb30BAHUH 10 Ha3HAYE€HHUIO, YCTAHOBIEHHOMY IIPOU3BOAUTEIICM;

«KOMMTET II0 3THKEe» - HEe3aBMCHMMBIN SKCIIEPTHBIMA OpraH, KOTOPBIM pacCMaTpUBaeT
BOIIPOCHI OOecIeueHUs IIpaB, 0€30MaCHOCTH U OXPaHBI 3J0POBbA CYOBEKTOB HCIIBITAHUM
(uccmemoBanwmii);



«KOHTPOJIBPHOE MEAHNIIMHCKOE H3AeIne» - H3Aejire, NCIIOJb3yeMOE€ B KIMHUYIECKOM
HNCIIBITAHUN (I/ICCJIe,I[OBaHI/II/I) AJIA CpaBHEHHU A C HCIIBITYyE€MbIM (I/ICC]Ie,Z[yeMLIM)
MEIUIIMHCKUM H30EJINEM;

«KOOpAWHATOP-UCCIe0BaTeNb» - KCCIefoBaTeNlb, Ha3HAUYeHHBIH ITPOM3BOAUTEIEM
(ero ymoTHOMOYEHHBIM IIpPeJCTAaBUTENEM) M OTBEYAIOIIUM 32 KOOPAMHALMIO PabOTH B
XOZle MHOTOI[€HTPOBOTO KIMHUYECKOTO UCIBITAaHUS (MCCIeJOBAaHUA);

«MeJULIWHCKYE H3ZeNus [JII [NUarHOCTUKHM in Vvitro» - Ji00ble WHCTPYMEHTHI,
aImmaparsl, Ipubopsl, 060PYLOBaHUe, MaTepUAIIbl, peareHThl, KaINOPaTOPhl, KOHTPOJIbHbIE
MaTepuassl U IpoYre H3ZeNus, MPUMeHseMble B MEAULMHCKUX LIeNAX OTAeIBHO WIN B
COYeTaHUU MeXZy co0oif, a TakxKe BMeCTe C IIPUHAAJIEKHOCTAMHU, HEOOXOAUMBIMU IS
IPUMEHEHUs YKa3aHHbIX U3JeNU 110 HasHAYEHHUIO (BKJIIOYas CIeIaJbHOe IIPOrpaMMHOe
obecrieueHune), ¥ TpesHA3HAUYEHHBIe TPOU3BOAUTENEM [JJii IPUMEHEHUs IpHU
HCC/IeIOBAHMAX N Vitro 06pasioB GHOIOrMYeCKUX MaTePUAIOB Yel0BeKa IS [TOMydYeHUs
nHGOPMALMK OTHOCUTEIBHO (DU3HOIOrMYECKOTO WM IATOJIOTUYECKOTO COCTOSHI,
BPOXKJ€HHOM TATOJIOTUM, IIPEPACIOIOXEHHOCTH K OIpeJieIeHHOMY KINHUIECKOMY
COCTOSIHUIO Wi OOJIe3HH, COBMECTHMMOCTH TKaHel C IMOTEHIIMAJBHBIM PEeIUNNeHTOM,
IIPOrHO3UPOBAHUS PEaKIUil Ha TepaleBTUYeCKHe BO3eHCTBIA, BFIOOpa TePareBTUIECKUX
cpencTB U (MIH) KOHTPOJIS JIeYeHNUS;

«MHOTOII€HTPOBOE KJIMHUYECKOe (xuHUKO-71a60paTOpHOE) HCIIBITaHUe
(ucciemoBaHue)» - KIMHUYECKOe (KIMHUKO-Ia00paTOpHOE) HCIbITaHUE (HCCIeZOBaHUeE),
KOTOpOe IIPOBOZUTCS B [BYyX U 0Oojiee MeJUIIMHCKUX OpPraHH3alUsIX II0 eJUHOM
IIporpaMme;

«MOHUTOPUHT KJIMHUYECKOTO (xJIMHUKO-71a060pPaTOPHOTO) HICIIBITAHUA
(vccmemoBaHus)» - MeSITEIBHOCTh, CBA3aHHAs C HAOMIOJEHHWEM 3a XOJOM KIMHUYECKOTO
(KIMHUKO-71a00paTOPHOTO) UCIBITAHUA (MCCIeLOBAHUA) AJIA IPOBEPKU TOTO, YTO JAHHBIE
WCC/IeJOBAHHA IIPOBOZATCA M 3allMCBIBAIOTCA, @ OTYET O MOHUTOpPUHTe (popMuUpyeTcs B
COOTBETCTBUM C TIPOTPaMMOM KJIMHUYECKUX (KIMHUKO-IA60PAaTOPHBIX) HCIIBITAHUM
(nccmenoBanmMit), ZJOKyMEHTHPOBAHHBIMU IIPOIlelypaMy U HacTosuumu Ilpasriamy;

«Ha3HaYeHHe MeJHUIIMHCKOTO H3JeIHs» - pelleHHe IPOM3BOJUTENS B OTHOUIEHHU
I[eJIeBOTO KCIIOIB30BaHUA MEAUIIMHCKOTO M3/e/Nsd, OCHOBAaHHOe Ha ero clenuduiyecKux
CBOMCTBAX, OOECIeYMBAOWINX [JOCTIDKEHHe Ielell MeIUIMHCKOTO IIPUMEHeHHUSI U
OTPa)KeHHBIX B TEXHUYECKMX XapaKTE€PUCTUKAX U MHCTPYKIUAX 110 IPUMEHEHUIO;

«Hay49Hasa 000OCHOBAaHHOCTh aHAJIWUTA» - CBA3b AHAAWTA C KIMHWUYECKHUM WJIN
(I)I/ISI/IOJIOI‘I/I‘IECKI/IM COCTOsSTHHEM OpPTdHM3Md Y€JIOBEKA,

«OJVHAPHBIA  CJemo  MeToA» - IpoueAypa KIMHUYECKUX  MCIBITAHUN
(uccnemoBaHUil), B KOTOPOI CyOBEKTHI MCIBITAHUI (MCCIelOBAHUI) He OCBEZOMJIEHBI O
(aKTHIeCKOM IPUMEHEeHUN K HUM BO3JeHCTBUA MEIUIMHCKOTO U3/IeIH;

«OCHOBHAas KOHEYHas TOYKa» - IIOKa3aTeab (IIOKasaTelM), WCIIONb3yeMBIH [t
IIPOBEPKH OCHOBHOM TUITOTe3bI KIMHUYECKOTO UCIBITAHMUA (MCCIeZOBAHMA);

«0TYeT O KIIMHHN4YEeCKOM (KJII/IHI/IKO-]Ia60paTOpHOM) HWUCIIBITAHNU (I/ICCJIE,Z[OBBHI/II/I)» -



IUCbMEHHOE OIIMCAaHWe KJIWHUYECKOTO (KJIMHUKO- J1IabOpaTOpPHOTO) MCIBITAaHUS
(nccmenoBaHMA) MEAMIIMHCKOTO H3ZeNUs C ydIacTHEM dUelOBeKa B KadyeCTBe CYOBeKTa,
o0BeUHAIONIIee KIMHUYECKOe (KIMHUKO-Iab0paTOpHOE) M CTAaTHCTUYECKOe OMMCAHUI,
IIpeJiCTaBIeHNe JaHHBIX M MX aHAIN3 II0 yCTAaHOBIEHHOH GopMe;

«IIepBUYHbIE JaHHbIe» - MI00ad MHPOpPMAIUi B BHUJAE OPUTMHAIBHBIX 3AIIMCEeH MIH
3aBepeHHBIX KONWH OPUTHMHATIBHBIX 3allMCeil O KIMHUYEeCKHX (aKTaX, HAOMIONeHUAX U
IPYTHX COOBITHAX BO BpeMf KJIMHUYECKUX WCIBITaHWI (MCCileZoBaHWi), HeoOXommmas
IJIss MOHUTOPHUHTA U OL[eHKU Pe3y/IbTaTOB KINHUYECKUX UCIBITAHUHN (MCCIeOBaHUIN);

«IIOIIpaBKa K IIpOTpaMMe HCIBITAaHWM (MCCIe0OBaHUIl)» - NMHCBMEHHOE OIIHCaHUe
“3MeHeHU# win (QopMasbHOe pa3bsICHEHHe TeKCTa IIPOrpaMMbl, KOTOpbIE 3aTparruBaioT
WIX MOTYT MOBIHUATh HAa JOCTOBEPHOCTh IIOJNy9aeMBIX pe3yJIbTaTOB M  HCXOJ,
KJIWHUIECKOTO UCIBITAaHUS (MCCIeIOBaHMA);

«IIpegHa3HAYEeHHBIH II0IB30BaTENIb» - 0c00as rpyImna (TPyIIbl) Jull, 0003HaYeHHas B
COIIPOBOJUTENBHON MJOKYMEHTAIMM K MEAUIMHCKOMY W3[eINI0, KOTOpas MOXeT
IPUMEHSATh MEeJUIINHCKOE U3/eJIHie B COOTBETCTBUY C €r0 Ha3HaYeHUeM;

«IIporpaMma KJIMHUYECKOTO (kIMHUKO-71a060pPaTOPHOTO) HICIIBITAHUA
(ucciemoBaHuA)» - NOKYMEHT, B KOTOPOM YCTaHOBJIEHBI OOOCHOBaHUe, LIeIH, AU3aWH
KJIMHUIECKOTO (kJIMHUKO-71a00paTOPHOTO) VICITBITAaHUA (nccremoBaHuUA) u

[IpeIoIaraeMblii aHaInu3, METOLOJIOT S, MOHUTOPHHT, IIPOBeZieHIe U BefleHre 3anucei o
KJIMHUYIECKOM (KJIMHUKO-1ab0paTOPHOM) UCIIBITAHUY (MCCIeJOBAaHNN);

«CyOBEKT HCHBITAHUA (UCCIeNOBaHUA)» - (PU3MYECKOe JIMIO, y4YacTBYIOIlee B
KJIMHUYECKOM HCIIBITAHUU (MCCIeJOBAHUMU) B COCTaBe I'PYIIIBI, K KOTOPOH IIPUMEHSIETCS
HCcClefyeMoe MeIUIITHCKOe U3feire, JIN00 B COCTaBe KOHTPOJIBHON I'PYIIIIBL;

«TexHU4YeCKui @aiia» - [JOKyMeHTHpPOBaHHBIE JaHHEBIe, IIOJATBepXKAAoliue
COOTBETCTBME MEIMIIMHCKOTO M3Jenus oOmuM TpeOoBaHUAM 0e30IIaCHOCTH U
3GGEeKTUBHOCTH MEIUIIMHCKUX U3JeNuil, TpeOOBaHWAM K UX MapKUPOBKE U
OKCIITyaTallUOHHOM  JOKyMeHTalluM  Ha  HHUX, yTBepJaeMslM  EBpasuiickoii
SKOHOMHYECKOM KOMHCCHE;

«yIOJIHOMOYEHHBI! OpraH» - OpraH roCyJapCTBEHHON BJIACTH TOCYAApCTBA - WiIeHA
Cot03a, yIIOTHOMOYEHHBIH Ha OCyIIeCTBIeHWe M (MJIM) KOOPAWHALWIO AEATeNIbHOCTH B
cdepe obpameHUA MeIUIIMHCKUX W3JEMWH HAa TEPPUTOPUH DTOTO TOCYJApCTBA - 4UIeHa
Coto3a;

«ysI3BUMBIe CyOBEKTHI MCIIBITAaHUA (MCCIeZOBAHUA)» - JIUIA, HA JKeJaHHe KOTOPBIX
y4acTBOBaTh B KJIMHUYECKOM HCIBITAaHUHM (MCCIeJOBAaHUM) MOXET OKa3aTh BIUSHUE
oxujgaHve (0OOCHOBAaHHOe WIM HEOOOCHOBAHHOE) TeX WJIM WHBIX IIPEHMYIIECTB,
CBA3QHHBIX C YyYacCTHEeM B UCIBITAHUU (UCCIeJOBAaHWM), WIM BO3MOXKHBIE CAHKIIUU
BBIIIECTOAIIUX JIMIL B CiIydae OTKa3a OT ydYacTHs B HCHIBITaHMM (ucciefoBaHuu). K
YSA3BUMBIM CyOBeKTaM HCIBITAaHUA (MCCIEeNOBaHUS) OTHOCATCSA Ydallecs BBICIIUX U
CpeZHUX MeIUIIMHCKUX, (apMalleBTUYeCKUX ¥ CTOMATOJOTHYeCKUX y4eOHBIX 3aBeIeHUI,
MJIQIINH ITePCOHAT MEZUIMHCKUX YYPEXIEeHWI M J1abopaTopuii, BOEHHOCTYXXAllue U
3aKJIIOYEHHbIe, a TaKXXe OOJbHBIE, CTpAZaloliyie HEU3JIeYUMBIMU 3a00J€BAHUAMU, JIUIIA,



HaxoAsjIIecs B JOMax IO YXOZy, MajoobecredeHHble U Oe3paboTHbIe, auna 06e3
TPOKZAHCTBA, IIALIMEHTHI, HAXOZAI[MECsS B HEOTIOXXHOM COCTOSHHY, IIPeICTaBUTENN
HAI[MOHAJIBHBIX  MEHBUIMHCTB, 0e3ZOMHbIe,  OpozsAru,  OeXXeHI[bl,  amaTpUHI,
HeCOBEpIIeHHOJIETHHE U JIUIA, HAXOAIINeCs 1O, OIIeKOM MIH IOMeYNUTEeIHCTBOM, & TAKXKe
JIN1A, HECTIOCOOHBIE aTh NH(POPMIPOBAHHOE COTJIACHE;

«@(PGdHEeKTUBHOCTS MEIUITUHCKOTO U3JIENUA» - CIIOCOOHOCTh MEIUITMHCKOTO M3ETHS
COOTBETCTBOBAaTh HA3HAYEHUIO, YCTAHOBJIEHHOMY IIPOU3BOJUTEIEM.

II. O6ocHOBaHMe 6€30IIaCHOCTY U KIMHUYECKOH 3 (HeKTUBHOCTI
MeAUIMHCKUX U3JIeINUH, KpOMe MeAUIIUHCKUX U3JeTUH IS JUAaTHOCTUKH
in vitro

3. /Jna pmoxasarenbcTBAa 0€30NMACHOCTHM U KJIMHWYECKOH 3¢@deKTUBHOCTU
MeAUIINHCKOTO MU3JIeIHs IIPON3BOIUTENH JOJDKEH:

a) oIpenenuTh TpeGOBaHUS M3 00mUX TpeGoBaHMl 6e30macHOCTH U 3(pPeKTUBHOCTH
MeIUUVHCKUX U3Zenui, TpeOOBaHWIM K WX MapKHUPOBKE ¥ OKCIIyaTallHOHHOM
NOKyMeHTalluX Ha HUX, YTBEPXKZAaeMbIX EBpasuiickoil 5KOHOMMYECKOH KOMHCCHEH,
ZOKa3aTeIbCTBA COOTBETCTBHUS KOTOPBIM [OJDKHBI OBITH OCHOBAaHBI Ha KJIMHUYECKHUX
IaHHBIX;

6) ompeznenuTh KINHUYECKVE NAaHHBIE, OTHOCIIIVECS K MEJULIMHCKOMY WU3[EIUI0 U
€ro Ha3HA4YeHHIO, KOTOpble IIOJNy4YeHBI IIyTeM IIOMCKAa B HAay4YHOM JIUTepaType, U3 OIBITA
KIMHUYECKOTO IIPUMeHEeHUs WIM U3 KIMHUYEeCKUX WCHBITAHUN (MCCIelOoBaHUIL)
MeTUITMHCKOTO U3TeJ N,

B) OILIEHUTH KJINHUYECKNe JaHHbIe Ha IIpeJMeT BO3MOXXHOCTH UX HCITOIb30BaHUA I
ZI0Ka3aTeIbCTBa 0e30macHOCTH U 3PGHEeKTUBHOCTH MEIUITMHCKOTO U3IeIUS;

I) TpPOBECTH KJIMHWYECKHe WCHBITaHWUS (MCCIeZOBaHWS) IO TeM acIIeKTaM
6e3omacHOCTH U 3(pPeKTUBHOCTH MESULIMHCKUX H3[EeTHi, AJIs KOTOPHIX HEJOCTaTOYHO
HMEeIOIMNXCA KIMHUIECKUX JaHHBIX;

Il) TIPOBECTH aHAIM3 KaK OJAaTOIPUATHBIX, TaK U HeGJIaTrONPUATHBIX KINHUYECKUX
ITAHHBIX, IIOJyYeHHBIX ITyTeM IIOMCKA B HAYYHOH JINTEpaType, U3 OIBITA KIMHUYECKOTO
IpUMeHEeHUs VWIN B pe3yJbTaTe IPOBeJeHNA KINHUYIECKUX UCIBITAHUN (MCCIef0BaHUMN),
¥ CcIeyiaTh OOOCHOBAaHHOE 3aKJIIOUYEHMEe O KIMHHUYECKOM JOKa3aTeJIbCTBe 0e30IIaCHOCTH U
3¢ }eKTUBHOCTH MeAUIIMHCKOTO u3zenusd B popme oTdeTa. AHAINU3 MIPOBOJSUTCA C YIETOM
KJlacca IIOTEHIIMAaJbHOTO PHCKAa IIPUMEHEHWs, HasHAYeHUus U CIenUuPUIeCKUX
0COOeHHOCTeH IpUMeHeHN MeJUIIUHCKOTO U3ZeTHs.

4. O6ocHOBaHUWe KJIMHUYECKOH dddekTuBHOCTY U 06€30MIaCHOCTH [OJDKHO
OCHOBBIBAaThCA HA KJIMHUYECKUX JAHHBIX, IOJYYE€HHBIX IIPU IPOBEJEHUU KIMHUYIECKUX
WCIIBITAHUM (MCCIIeIOBAHUM), IJIS:

a) MMIUIAHTHPYeMBIX MeAWIVHCKHX H3JeIUH W MeJWIVHCKUX H3TeNni Kiracca
IIOTEHIIMAJIBHOTO PUCKA IPUMeHEHHU 3, eCJIU CIIeIIUaIbHO He O0Ka3aHo, YTO KINHUYeCcKas
abdexTHBHOCTF U 0€30IaCHOCTH 3asIBIIEMOTO MEIULIMHCKOTO H3JeIus MOXeT OBITh



ITOKasaHa UHBIM CIIOCOOOM;

6) MeINIINHCKHUX HBI[eHHfI, Q)YHKHHOHHJILHLIG XdpaKTEepHUCTUKH, IIPpUHIUIL
I,Hel'/JICTBI/I}I, Ha3HAY€HHNE, IIOKda3dHHUA K MEIJHUIHNHCKOMY IIpPHMEHEHHNIO HIN 0COOEHHOCTHU
MEIUIIMHCKOI'O IIPMMEHEHNA KOTOPBIX paHee HE HCCIEN0BATINCE;

B) MogubUKauUui MeTUIIMHCKUX W3JeIUil, paHee NONMYLIEHHBIX K MEIUIMHCKOMY
IIPAUMEHEHUIO, B CJIy4ae, eCJIM NIPOM3BeleHHbIe N3MEHEeHHU CBA3AHEI C MOABJIEHHEM HOBBIX
GbYHKIIMOHAIBHBIX XapaKTePUCTUK, U3MEHEeHHeM IIPOrpaMMHOr0 obeclieyeHus, IPUHIIUIIA
IeNCTBUSA, Ha3HAYEHUS WU OCOOEHHOCTEH MEeIUIIMHCKOTO NIPUMEHEHUs, KOTOphle paHee
He HCCIe0BaINCh;

I) MeIUIMHCKUX H3ZTeNIWi, COAEpKAllUX HOBbIe, KOHTAKTHPYIOIIKE C OPraHU3MOM
4yeJIOBeKa, paHee He M3yYeHHBIe B YAaCTU OMOJIOTMYECKOTO [eHCTBHA MaTepHaIbl WU
M3BeCTHBIE MaTepHajbl, KOHTAKTUPYIOIIHe C TeMH OPTaHAMH WJIM TKaHAMH 4YeJIOBEKa, B
OTHOIIEHUH KOTOPBIX OTCYTCTBY€T OIBIT MX MENUIIMHCKOIO IIPUMEHEHMW, WM B CIydae,
€CJIM TaKOH KOHTAKT ABJIgeTCs OoJiee MPOJODKUTEIBHBIM, YeM paHee U3yYeHHBIM.

5. Kauauueckue AdaHHBIE, TIOIy9€HHbI€ IIPDU IIPOBENEHNN KIIMHNYIECKHUX WCHOBITaHUH
(I/ICCJIe,I[OBaHI/IfI) Win IIpu IIpHUMEHEHHH MEIHIIMHCKOIO H3eJINA B TOCYyAdpCTBAX, HE
ABJIAIONINXCA YJI€CHAMAX COIOBH, IIpU3HAIOTCA B Ka49€CTBE NCTOYHNKA KIMHUYECKUX NaHHBIX
0 MeIUITMHCKOM M3AeJINH IIPU BBIIIOITHEHNH OJHOTO M3 CIeAYIOINX YCHOBHfIZ

a) KJIMHUYEeCKUe NaHHBIe IOATBEPXKAEHBI NMyOIUKAIUAMU B CIEIUaTU3MPOBAHHBIX
KypHaJaX MIM OTYeTaMu BceMHpPHOI OpraHM3allMy 3APaBOOXPAHEHMA IIO0 IIPOrpaMMe
KOHTpOJIsA Oe3omacHocT u 3ddexktuBHOCcTH MepunuHckux wusgenuit («The WHO
prequalification project»), pasMemeHHsIMM Ha caiitTe BcemupHO# oOpraHM3aUU
3Z4paBOOXpaHeHHI B NH(POPMAIMOHHON-TCICKOMMYHUKAIIMOHHOI ceTH «IHTepHeT»;

6) TpexcraBieHBl ~ pe3yJIbTAaThl  IPOBEJEHUA  KIWHUYECKUX  MCIIBITAaHUU
(uccmenmoBaHmMil) B COOTBETCTBUM C peKoMeHpanuamu MexzayHapogHoro dopyma
perynstopoB  MegunmHckux wusgenuit  (IMDRF). [lokasaTenbcTBa  COOTBETCTBUS
IIPOBeIeHHbIX KIIMHUYEeCKUX MCIBITAaHUH (MCCIeIOBaHUI) MeXAYHApOJHBIM TPeOOBaHUAM
IOJDKHBL OBITH BEpUGUIIIPYEMBL.

Knunuyeckue naHHBIE IS MeIUITMHCKUX U3/IeIHH KJIACCOB IOTEHIIMATBPHOIO PHUCKA
mpuMeHeHUs 3 ¥ 26 M HMMIUIAHTUPYEeMbBIX MeAMIIVHCKUX W3[eIUN IOJDKHBI OBITH
IIOJy4eHbl B pe3yjabTaTe IIPOBeJEHUA KIMHUYECKUX WCIBITAHUN (MCCIefOBaHUIM).
Knuanueckue  ucnbitanusa — (MCCIeIOBaHMA)  MEOUIIMHCKMX  H3JEJAWN  KJIaCCOB
IIOTEHIIMAIBHOTO PUCKA TpUMeHeHU 3 U 26 ¥ UMIUTAaHTHUPYEeMbIX MeJUIIMHCKUX U3/e/HH,
MHuUIUMpoBaHHble mocie 1 guBapsa 2016 r., mpoBogATCca Ha OCHOBE MHOTOLIEHTPOBBIX
WICIIBITaHM# (MCCIeOBaHMUI), B TOM YHCJIe B OZHOM U3 rocysapcrs - wieHoB Coro3a (majee
- TOCYJapCTBa-WIEHEI).

6. KimHudYeckme maHHBIE, IOTydYeHHBIEe IS [APYTOTO MEITUIIMHCKOTO W3JesIusd,
MOTYT OBITH IIPUHATHL K PACCMOTPEHUIO TOJIBKO IIPH IIPECTaBIeHHHU JOKA3aTEeIbCTB €TO
SKBUBAJIEHTHOCTHA 3afABJII€MOMY MEJUIIMHCKOMY U3JeJIHUI0 IIPpU OJHOBPEMEHHOM
BBIIIOJTHeHUHU CJIeAYIOIUX yCIOBUIA:



a) paccMaTpuBaeMble MeIUIIMHCKIE U3/eNNsI UMeIOT OJUHAKOBOe Ha3HAUEHUE;

6) TexHWYecKMe U  OMOJIOTUYECKHE  XapaKTepPUCTUKH  PacCMaTpUBAEMBIX
MeJUIIMHCKUX M3JeINH OJWHAKOBBI B TOM CTeIeHH, KOTOpasd rapaHTHPYyeT OTCYTCTBUE
PasIuYni B UX KINHUYECKOH d9pPeKTUBHOCTU U 6€30IIaCHOCTH.

7. Knuamueckoe moka3aTenbCTBO 3DPEKTUBHOCTH U 0e30IMacHOCTH MeITUIIMHCKOTO
n3zenus, BKIodaouiee B ceOs Bce KIMHUYECKHe AAaHHbBIE, HA KOTOPBIX OHO OCHOBAHO,
IODKHO OBITh OQOpMIEHO B (opMe OTUeTa, SBISIOUETOCS YacCThiO [JOKYMEHTAI[UU
IIPOU3BOJUTEIA.

8. Oryer 0 KJIMHHMYECKOM JOKa3aTelbCTBE S(PQPeKTUBHOCTH U 0e30IacCHOCTH
MEeAUIIMHCKOTO U3JeIud NOJDKEH IOJJEePKUBAThCA B aKTYaJBHOM COCTOSHHUU C YIETOM
IDAHHBIX, ITOJyYE€HHBIX B XOZe IOCTIPOJAKHOTO MOHUTOPHHTA U (WJIK) IIPU IOSBIEHUU
HOBOM IIOATBEPXKJEHHON WH(POPMAIWM M3 HAYYHBIX JIMTEPAaTypPHBIX MCTOYHHUKOB,
Kacarouieiics ero 6e30macHOCTH U 3G (HEeKTUBHOCTH.

III. KomuTreT 1mmo saTuke

9. B neasaX OXpaHbl JKM3HH, 340pOBbA W IIPp4dB CY6'BeKTOB HCITBITAHUA
(I/ICCJIe,I[OBaHI/IH) IIpnu IIpOBEAEHN KIIMHUYEeCKHUX WCHOBITAaHUH (I/ICCJIe,HOBaHI/IfI)
MEeANIIMHCKUX I/IS,I[e]II/Iﬁ B TOCYyZAdpCTBaX-4I€HAX ,Z[eI‘/JICTBYIOT KOMMUMTETHI II0 3THUKE.

10. B cBoeii paboTe KOMUTET IO OSTUKE PYKOBOJCTBYETCS NPHUHIIUIIAMHI
XenbCUHCKOH [JeKiapanuu BcemupHON MemMIIMHCKON accomuanuu 1964 roga
«JTUYeCKHUe IPUHIUNBI MEIUIIMHCKUX HCCIeJOBAaHUI C y4acTHeM 4YelOBeKa B KadeCTBe
CcyOBeKTa UCCIeJOBAaHUA» U 3aKOHOATETBCTBOM T'OCYZaPCTB-4JIEHOB.

11. OcuoBHBIMU IIpUHOUIIAaMHU AeATeJIbHOCTH KOMUTETA I10 O9TUKE ABIAIOTCA:

a) obecmeyeHue IpaB, 0e30NMaCHOCTH M OXpaHbI 3J0pPOBbA (GU3WYECKUX JIHII,
y4acTBYIOUIMX B KIMHUYECKUX UCIBITAHUAX (MCCIeOBAHUAX) METUIIMHCKUX U3/eIHH;

6) cobmozeHre MOPaIbHO-3THYECKUX HOPM U HOPM OO1eCTBEHHOM MOpPaIn;
B) COOIIOfleHNe IPUHIUIIOB T'YMaHHOCTH;

T') He3aBUCUMOCTb CYXKAEHUIM;

I) cobiiofieHre KOHGUIEHITNATbHOCTY 0Ty YeHHON NH(OpMAIY;

e) cobioieHrie HOpM IPO(deCCHOHANIBHOM dTUKH;

X) HeIONyIeHe KOH(INKTa UHTEPECOB.

12. OcHoBHBIME GYHKIIUAMY KOMUTETA II0 3TUKE SIBJITIOTCA:

a) pacCMOTpeHue IIPOrpaMM KIMHUYECKUX UCTIBITAHUH (MCCIef0BaHuM);

0) BBIHECEHHE 3aKJII0YeHUS 00 STHUYECKONH OOOCHOBAHHOCTU JHOO 00 STHYECKOM
HeOOOCHOBAaHHOCTH  IPOBEJEHUs  KJIMHUYECKMX  UCIBITAHWE  (MCcieoBaHUiA)
MeAUIIMHCKUX U3ZeNuil B paMKax IIPeJCTaBI€HHOTO IIPOEKTa IIPOTPaMMbl KIMHUYIECKUX
WCITBITAHUM (MCCIIeJOBAHUM);



B) OLEHKAa COOTBETCTBUS KBaAMGUKAUWM KCCIENOBATeNsl IIPeIIaraeMoMy
HCITBITAHUIO (MCC/IeIOBAaHUIO).

13. 3agBuTenb [gODKEH IPEACTaBUTh B KOMUTET IO OTHKE BCe JOKYMEHTSHI,
HeOoOXOAMMBIe [JIf IOJTHOM U TINATeJTBHOH SKCIEPTU3Bl IJIAHUPYEMOTO MCCJIe[JOBAaHMUS.
OTH TOKYyMEHTHI JOJDKHBI BKIIOYATh B Ce0:

a) 3agBJIeHUE HAa PaCCMOTpeHUe;
6) mporpaMMy IIAaHUPYEeMOT'O HCIIBITAHUSA (MCCIIeIOBAHNSA);

B) MHAWBUAYAJIbPHBIE PETUCTPAIIMOHHBIE Kd4pPThl, AHEBHUKH HW BOIIPOCHHKH,
KOTOpbI€ IPEACTOUT 3aIIOJIHATD HCCIEN0BATEIIAM,;

I‘) OIIMCAaHHE [OdAdHHBIX IIO 6e30IaCHOCTH MEIUIIMHCKOIO H34eJK1d, HCIIBITAHHE
(I/ICCJIe,Z[OBaHI/Ie) KOTOPOTO 3aIlVTAaHMPOBAHO, d TAKXKE€ €r0o TEXHHNYECKHNE XadPaKTEepHUCTUKH,
JaHHBIE€ IIPOBENEHHBIX TOKCHUKOJIOTUIECKUX WICITBITAHUH C OIMCaHuEeM CyIeCTBYIOLIETO Ha
,HaHHBIﬁ MOMEHT KJIMHNYECKOI'O OIIBITAa IIPMMEHEHNI MEAUITNHCKOTO N3EINA;

I) GpOLIOpY HCCIeTOBATENs;

€) TeKyIIyI0 peJaKIUIO pe3loMe HCCiIefoBaTens U (MIM) APyTHe MaTepHabl,
MOATBepXKAIolIKe ero KBaIU(UKAIIHIO;

) MaTepuaybl (BKJIIOYas peKJAMHbIe), HUCIOJIb3yeMble IS IIPUBJIeYeHUSI
IIOTEHIUAIBHBIX CyOBEKTOB UCIIBITAaHUA (MCCIeJOBAaHNUA);

3) popmy MHGOPMHUPOBAHHOTO COTJIACHUA C OIMCAHUEM IIPOLIECCa eTro IOTyYeHUA U
TOKYMeHTHPOBaHMA, a Takxke Jpyrue ¢OpMBI, cogepxamye HHOOPMAIUIO IJIS
IOTEHIIMAIBHBIX CYOBEKTOB UCIIBITAaHUA (MCCIIeJOBAaHUA);

1) OIMCAaHUe BCeX KOMIIEHCAUWIl 32 y4YacTHe B HUCIBITAHWM (MCCIeOBAaHUM) AJIS
Y9aCTHUKOB HCIIBITAHUA (MCCIeOBAHNA), BKIIOYasd MMOKPHITHE PACXOJ0B U MeIUIMHCKYIO
TIOMOIIIb;

k) mHGOpManuIio 00 yCIOBHAX BBIIUIAT M KOMIIEHCAIMi CyObeKTaM MCIBITaHUA
(uccmemoBanus);

JI) OIIMCaHUe YCJIOBUH CTPaXOBaHMUA YYaCTHUKOB HCCIIeJOBAHNUS;

M) IIOJIOKE€HNE O COIJIaCHH CJI€AO0BATHh dTHUYECKHM IIPHHIINUIIAM, HM3JIO0KEHHBIM B
COOTBETCTBYIOIIMX PYKOBOZCTBAX;

H) IIpeapiaymuye penieHnus, IPUHAThIE IPYTMMH KOMHUTETAMHU II0 STHKE.

14. KommTeTr 1O »5THKe [JODKEH PacCMOTPeTh BOIPOC O IIPOBeleHHU
IIpeJTlaraeMoro KJIMHUYEeCKOTO MCIBITAHHA (MCCIeflOBaHUA) B COOTBETCTBYIOILIE CPOKYU U
IaTh 3aKJIIOYeHUEe B IIMCBMEHHOM BHJE, B KOTOPOM [JOJ/DKHO OBITh MIeHTU(PHUIPOBAHO
WCIIBITaHMe (MCCIeloBaHME) C YKa3aHUEeM PAaCCMOTPEHHBIX JOKYMEHTOB U JAThl IIPUHATHS
pelleHu:

a) o006 opmobpeHuu (BbIZade 3aKJIIOYEHHUs) HA IIPOBeZileHWE UCIBITAHUA
(ccnemoBanus);



6) 0 BHECEHHU M3MEHEHWI B IIPEACTABIEHHYIO ZOKYMEHTAIWIO IS TONTydYeHUs
omo0OpeHus (BBIIAYM 3aKJIIOUEHN) HA IIPOBeleHHe UCITBITAHUA (MCCIeOBAHNUS);

B) 00 OTKase B OZOOpeHMU (BbIJaue 3aKJIIOUEHMA) HA NPOBeJeHUE HCIIBITAHUS
(uccmemoBaHus);

r) 06 oTMeHe (IIPMOCTaHOBJIEHWM) CHEJIAHHOTO paHee ONOOpeHUA (BBILAHHOTO
3aKJIIOYEHNs) Ha IPOBeIeHNe UCIIBITAHMS (UCCIeI0BaHNA).

15. B cocTaB KOMUTETA II0 3THKE BKIIOYAIOTCS JIUIA, 00/Iaaoliye B COBOKYITHOCTH
HeoOXonuMOY KBanuUKAIe W ONBITOM [JIsI PAaCCMOTPEHUS U OKCIIEPTHOHM OIeHKU
HAY4YHBIX, MEJUIMHCKUX U OTUYECKHMX acCIIeKTOB IITAHUPYEeMOTO  KCIIbITaHUS
(uccnemoBaHuUs).

16. Komurer 1o 3TMKe NOJDKEH OCYIIECTBIATH HEeATEJTBHOCTh B COOTBETCTBHU C
TOKyMeHTaJIbHO OOPMIEHHBIMU IIPOIelyPaMH.

Ero mesarenpHOCTh NOJDKHA COOTBETCTBOBATh HacTOAmMM lIpaBuiaM m 3aKOHOZATETBCTBY
TOCyapCTB-4IEHOB.

17. KomureT 1o sTHKe HeceT OTBETCTBEHHOCTH 3a TO, 9TO OH ,ILEI;'ICTByeT IIOJTHOCTBIO
B HHTepeCaX IIOTEHIHNaJIbHBIX CY6'BeKTOB HCITBITAHUA (I/ICCJIe,HOBaHI/IH) C YydeToM
NHTEepecoB 1 HOTPE6HOCT€fI YA3BUMBIX CYG’BeKTOB HCITBITAHUA (I/ICCJIE,ZLOBaHI/IH), d TaKXe
HaJIN4YMA 3aKOHHBIX Hpe,Il;CTaBI/ITe.HeI‘/JI B CiIy4ae UX HEO6XO,I[I/IMOCTI/I.

IV. Paspemenue Ha mpoBeJileHue
KJIMHUYECKUX UCIIBITAHU (MCCIef0BaHUN)

18. [lna mpoBefeHUs KIMHUYECKOTO KCIBITAHUA (MCCIEZOBAHUA) MeIULMHCKOTO
usgenusa (KpoMe MeIUIIMHCKUX H3ZEeNWi A JUAarHOCTHUKM in Vitro) IOO/DKHO OBITH
MIOJIyYeHO paspellleHue YIIOJTHOMOYEHHOTO OpraHa rOCyZapCTBa-ujieHa, Ha TEePPUTOPUU
KOTOPOTO IUIAHHPYeTCsS IIpOBefleHHe MaHHBIX MCHOBITaHWM (ucciemosanuit). [ns
IpOBeZeHUsT KJIMHUKOIA0OpaTOPHOTO HCIBITAaHWS (MCCIeNOBAaHUA) MEIUIIMHCKOTO
W3JeNus IS AUAaTHOCTHUKY in Vitro ZOJDKHO OBITH HAIIPABJIEHO YBeLOMIEHVE B CBOGOLHOM
bopMe B yIIOITHOMOYEHHBIH OpraH (3KCIIEPTHYIO OPraHU3aI[iio) rOCYJapCTBa-WIeHa.

19. ,ZLJISI IIOJIY4Y€HHA PA3pEIIE€HHN A Hd IIPOBEIeHNE€ KINHNYIEeCKOT'O

WCIBITAaHUS (MCCIIeJOBAaHUSA) MEIUIIMHCKOTO H3JeNUs IPOU3BOJUTENb WINU €ro
YIIOTHOMOYEHHBIM IpeACTaBUTENIb HAIpaBlIdeT B YIOJHOMOYEHHBIM OpraH, Ha
TePPUTOPUU  KOTOPOTO  IJIAHHPYeTCsA  IIpOBefleHHMe  KJIMHUYECKOTO  HCIIBITAaHUSA
(ucciemoBaHuUs) MeIUIIMHCKOTO H3ZENNsd, 3asgBIeHHe Ha IOJydeHUe pas3pelleHus Ha
IpoBeZleHMEe KJIMHUYECKOTO MCHBITAaHWUS (UCCIefOBaHMA) II0 (opMe  COTJIACHO
npunoxkeHuto N° 1 ¢ compoBomuTelTpHOI JOKyMeHTaluel, cofepikalleil ciefyoliue
CBeIeHUI:

a) 3asABJIeHMe ITPOU3BOAUTEIIA YJIK €TO YIOJTHOMOYEHHOTO IIPeACTaBUTENII O TOM, YTO
TaHHOe  MeJWIIMHCKOe  U3Jielie  YZOBIeTBOpPSAeT IPUMEHUMBIM  TpPeOOBaHHUAM
6e3omacHOCTH ¥ 9(QEeKTUBHOCTH, 32 WCKIIOYEHUEM CBOICTB U XapaKTePUCTUK



6e3omacHOCTH U 3((PeKTUBHOCTH MEAUIMHCKOTO U3ZENNsI, KOTOpble IODKHBI OBITH
KCCJIEIOBAHBI B XO/I€ KIIMHUYECKUX UCIBITAaHUM (MCCIeZOBaHUM), M YTO 11O OTHOIIEHUIO K
HUM OBUIM IPHUHATHI MePHI IPEZOCTOPOXKHOCTU [JJIf 3aIIUTHI 3I0POBBSI U 0e301IaCHOCTH
CyOBEKTOB UCIIBITAHUH (MCCIeJOBAHUIL);

6) KOIINA 3aK/JIIO4YeHHA KOMHTETA II0 OTHKEe, BBIAAHHOIO B COOTBETCTBHHU C
HaCTOAIIMMHN HpaBI/IJIaMI/I, 3aB€peHHAA IIPOMU3BOJUTENIEM HMNJIM €TI0 YIIOTHOMOYEHHBIM
IIpeacCTaBUTEIIEM,;

B) OpoIliopa HCCIe[oBaTess, COCTaBJIeHHAas B COOTBETCTBUHM C TpeOOBaHUAMU
COTJIaCHO IpUIOKeHUIo Ne 2;

r) obpasel, MHAMBHAYAJIbHOM pPErMCTPAIMOHHON KapThl CyObBeKTa HCCIeJOBAHUSL
(mpu HamMYUN);

I) TeXHUYeCKUui (ail Ha MeAUIMHCKOe U3Zesre, COOTBETCTBYIOIINI TpeGOBaHUAM
COTJIaCHO TIPUJIOKeHUIO N 3, 3a MCKIIIOYeHNeM CBOMCTB M XapaKTepUCTUK 0e30TIaCHOCTH U
3¢pdeKTUBHOCTH MeAMIIMHCKOTO M3JeIHsd, KOTOpble AOJDKHBI OBITh OIpeseseHbl B XOZe
KJIMHUYECKUX UCIBITAHUM (MCCiefoBaHU);

€) TIporpaMMa KJIMHHUYECKOTO WCIBITaHUA (UCCIefoBaHUSI) C O0OOCHOBaHUEM
KOJIMYeCTBA MeIUIIMHCKUX HU3JeINH, MpeACTaBaseMbIX IJIf KJIMHUYECKOTO WCIIBITAaHUI
(ucciemoBaHus), CPOKM ee IIPOBeZEeHHs B COOTBETCTBUHM C TPeOOBaHUIM U COIJIACHO
IpuIoKeHuIo Ne 4;

) IIepedyeHb HeGIarONMpUATHBIX COOBITHI (MHIUEHTOB), B CIy4ae BOSHUKHOBEHUS
KOTOPBIX HEOOXOJUMO COOOIIUTH B YIIOJTHOMOYEHHBIH OpraH (C yKasaHHeM CPOKOB
HAIIpaBJIE€HUS COOOLIEHN);

3) KONIMA JOKyMeHTa 00 YCIOBHAX CTPAaXOBaHUs WJIM BO3MeleHUsA (KOMIIEHCAIUN)
BO3MOXKHOTO BpeZia TP BO3HUKHOBEHUN HEeOJATONPHUATHBIX COOBITHI (MHUIHMZEHTOB) B
COOTBETCTBUM C 3aKOHOZATEJIbCTBOM TOCYyZAapCTBAa-UieHa, Ha TEPPUTOPHU KOTOPOTO
IIPOBOJUTCS KIMHUYECKOE UCITBITaHUe (UCCIeJOBaHUe).

20. B ciy4yae ecam OpUTHHAIBI JOKYMEHTOB COCTaBJIeHBI Ha WHOCTPAHHOM fA3BIKe,
OHU IIPeJICTABIIAIOTCA C IIepPeBOJOM Ha PYCCKUU A3BIK, 3aBePEHHBIM IIPOU3BOAUTEIEM MU
ero yIIOJTHOMOYEeHHBIM IIpeCTaBUTe IeM.

21. YioTHOMOYeHHBIH OpraH (3KCIepTHas OpraHU3anKs) IPOoBepseT KOMILUIEKTHOCTh
IIpeJCTaBJIeHHbIX MaTepHajoB M HANpaBifeT 3aABUTENIO0 peIIeHWe OTHOCUTEIBHO
BO3MOXKHOCTH IIPOBEZeHUs KIMHUYECKUX HCIBITAaHUi (MccienoBaHuil) He moszHee 30
pabouux mHe.

B ciyuae HemoCTaTOYHOCTH Npe/CTaBIeHHBIX 3asdBUTeIeM MaTepHaoB U CBeJeHUI
I TPUHATUA PeLIeHUus O BO3MOXHOCTUA IIPOBeJEHUA KIWMHUYECKUX MCIBITAHUN
(uccnemoBaHUI) YIIOJMHOMOYEHHBIH OpraH (dKCIIEPTHAs OpraHM3alldsg) B TedeHHWe 5
pabounx C pOHEH CO ZIHA IIOCTYyIUIEHHS 3adBJIeHUA O IIONIydYeHUM paspelleHHs Ha
IpoBefieHNe KIMHUYECKUX WCIBITAHUN  (MCCIefOBaHUI) U  COINPOBOJUTEIBHOM
NOKYMEeHTAIlMY HaIpaBjgeT IIPOMU3BOAUTEIIO WIN €TI0 YIIOJHOMOYEHHOMY IIPeZCTaBUTEIIO
3aIIpOC O IIPeJCTaBIeHUY HeOOXOAMMBIX CBeJeHUH (C YKa3aHHeM XapaKTepa 3aMeYaHUil U



crocoba uX yCTpaHeHMU).

YkazaHHBIN 3alIpoC  HaIpaBJIge€TCA OAHOKPATHO M  MOXKET OBITH IiepesaH
IIPOM3BOAUTEIIO HJIM €ro YIIOJITHOMOYE€HHOMY IIPpE€ACTABHTEIIO JHWMYHO IIO[ PdCIIMCKY,
HallpaBJIEH TIIO TIIOYTE€ 3dKd3HbIM IIMCBMOM HWJIHW II€pE€aH B BHEKTPOHHOfI ¢)opMe
IIOCPEACTBOM HCIIOJB30BaHUA TEJIE€KOMMYHHKAIITMOHHBIX KAHAJIOB CBIA3H mmbo B (bopMe
SJIEKTPOHHOT'O JOKYMEHTA, ITIOATIMCAHHOTO BJIEKTPOHHOfI IIOAIINCBIO.

IIpousBozuTe I MIH €TO YIIOJTHOMOYEHHBIN IIpeACTaBUTETh OOSI3aHbI IIPe/CTaBUTh
OTBET Ha 3aIIpOC YIIOJIHOMOYEHHOTO OpraHa (dKCIEepTHOW OpraHM3alluu) B CPOK, He
mpeBbimatomuii 60 paboyux pgHeH cO [OHA IONyYeHHsS OTOTO 3ampoca. B ciayuae
HeIlpeficTaBleHus 1o wucredeHun 60 paboyux pAHeH 3adBUTeNIeM OTBETa HA 3aIPOC
YIOTHOMOYEHHOTO OpraHa (9KCIEePTHOM OpraHM3alli{) pellleHHe IIPUHUMAeTCs
YIIOJTHOMOYEHHBIM OpraHOM (9KCIIEPTHOI OpraHusauue(l) Ha OCHOBAaHHU JOKYyMEHTOB,
HMMEIOIIUXCS B €T0 PacIOpsKeHUN.

Bpema co gHA HampaBieHWs ~YIOJHOMOYEHHBIM OpPraHOM  (9KCIEPTHOM
OpraHM3alueii) 3ampoca A0 [AHS IIOJy4YeHUs OTBeTa Ha 3alPpOC WJIKM YBEJOMJIEHUS O
HeIIpeACTaBJIeHUN OTBETAa Ha 3allpOC He yYWUTHIBAETCA IIPU MCYMCIEHUN CPOKA NMPUHATUI
YIOJIHOMOYEHHbIM OpPraHOM (9KCIEPTHON OpraHu3anueil) pelleHUs OTHOCUTEIBHO
BO3MOXKHOCTH TIPOBe€HUS KINHUYECKIX UCIBITAaHUM (MCCIeJOBaHUi).

B cnydae mnpuHATHA OTPHUIATEIBHOTO pelleHHs OTHOCUTEIBHO BO3MOXHOCTHU
IpOBeZeHUs KIMHUYECKUX UCIHBITAaHUHM (MCCIefOBaHUI) MEIUIMHCKOTO H3ZeNInus
YIIOTHOMOYEHHBIII OpraH yBeJOMJAeT IIPOU3BOAUTENA WIN €ero YIOJIHOMOYEeHHOTO
IIpeACTaBUTeNd B IUCBMEHHOM ¢dopMe MJIM HAIpaBIsgeT IIMCHMO 3aKa3HBIM IIOYTOBEIM
OTIIpaBJIeHHEM C yBeJOMJIEHHEM O BPyYeHHH 1100 B GopMe 3IeKTPOHHOTO NOKYMEHTa,
MIOAIIMCAHHOTO D3JIEKTPOHHOM IOANMUCHIO, WJINM B 3JIeKTPOHHON (opMme IocpenCcTBOM
WCIIOJIB30BAHMA TeJIeKOMMYHUKAIIMOHHBIX KaHAIOB CBA3M. K mHCbMy IpuiaraeTcs
9KCIIEPTHOE 3aK/II0ueHre ¢ 000OCHOBaHMEM IIPUYMH OTKa3a B paspelleHUM Ha IIPOBeeHUe
KIMHUYECKUX UCIBITAaHUM (MCCIeIOBaHUMN) MEIUIIMHCKOTO U3IeIHs.

V. TpeGoBaHus K MEJULIMHCKUM OPTaHHU3AIUAM, IIPOBOAIINM
KJIMHUYECKVEe U KINHUKO-T1ab0paTOpHbIe UCIIBITAHUS
(MccmemoBaHYsI) MEIUITMHCKUX U3IETUH

22. YmosHOMOYEHHBIe OpTraHbl OIPeJeNdIOT IlepeYyeHb OpPraHM3aLUi, MMeEIOIINX
IIPaBO IIPOBOAUTH WCHBITAHUA (MCCIENOBAaHUA) MEIUIMHCKUX W3NEIUN B IENIX WX
perucrpanuu (manee - ImepedeHb OPraHU3AIWii), B KOTOPBIH BKJIIOYAIOTCS MEAUIIMHCKUE
OpraHM3alUU [J IPOBeIeHUs KIMHUYECKUX U KIWHHUKO-Ta0OpaTOPHBIX HCIIBITAaHUM
(uccmemoBaHMil) MEIUITMHCKUX U3/IEIIHIA.

23. B mepeyeHb OpraHM3anUil BKIIOYAIOTCI MEJUIIMHCKUE OPTaHU3AIUM [JId
IpOBefeHUss KIMHUYECKUX UCIBITAaHWM (MCCIeOBaHUI) MeIULIMHCKUX H3ZeNHil,
COOTBETCTBYIOIYE CJIeLyIOUUM TPeOOBaHUAM:

a) HaIWYWe JIUIEH3UMM Ha OCyUIeCTBIeHWe MeAMIMHCKON mesaTeqbHOCTH (C



yKazaHueM IepeuyHs paboT (yCiIyr), COCTaBISIONIUX MEIUIMHCKYIO [eATeTbHOCTS),
COOTBETCTBYIOLIeil HA3sHAYEHWI0O M OONAaCTH IPUMEHEHUs MeSUIMHCKUX W3[enuii, B
OTHOLIEHUY KOTOPBIX IIPOBOAATCS UCIIBITAHUS (MCCIeOBAHMUS);

6) Haguyme  TOJNOXeHUH  (CTAHAAPTHBIX  ONEPAIIMOHHBIX  IIPOLENYP),
perIaMeHTHPYIOUINX  IIpOBeJeHHe  KIMHUYECKMX  MCIBITAaHWH  (MCCIefoBaHUM)
MeIUIIMHCKUX U3JIeJINH, OXBAaTBIBAIOIINX B TOM YHCJIE:

KBaIM(UKAIMOHHbIe TpeOOBaHMA M OOyuyeHHe IIepCOHaja; B3aMMOJeMCTBHe C
KOMUTETOM IIO 3THKe; IIoJydyeHHe MHPOPMHPOBAHHOTO COIJIACHSA; IOPAAOK ITPOBeJleHUs
KJIMHUYECKUX HCIIBITAaHUH (MCCIeOBaHMUI); PETUCTPAIUA U HAIllpaBjIeHue COOOLIeHUM O
HeOJIaroNpUATHBIX COOBITHAX (MHIM/IEHTAX) B yIIOTHOMOYeHHBIH OpraH;

BeJleHUe U y4eT ZOKyMeHTaI[uN KIMHUYIECKOTO UCIIBITAaHUS (MCCIeJOBaHUA);
obecrieyeHue 3aUUTH KOHQUAEHIINATBHON MHPOPMALIIIH;

B) Hajgu4yue YCJIOBUU [JIs IIPOBEJEHUS 3asBIA€MOro IIPOGUII KIMHHUIECKUX
WCIBITAHUM (MCCIeIOBAHMI) MEeIUITMHCKUX U3IE/IHIH;

1") HajInn4gyue YCJIOBI/Iﬁ AJIA IIPOBEIEeHM ST WHTEHCUBHOMI Te€pallny 1 peaHNMAIIH;

I) Hajau4yue IepPCOHAIA, UMEIONeTO MeAWIIMHCKOe 00pa3oBaHMe U JOKyMEeHT,
MOATBEPXKIAIONIUN IIPOXOXKAeHHe OOy4eHus IIpaBHIAM IPOBENEeHUA KIMHUIECKUX
WCIIBITaHU# (HaZIeXxaneil KINHUIECKON IPaKTUKH).

24. B mepedeHb OpraHM3aLUil BKIIOYAIOTCS MEAWLIMHCKUAE OPTaHU3AIUU IS
IpOBeZeHUs KIMHUKO-TA00paTOPHBIX HCIBITAHUN (MCCIeOBaHWI) MeTUIIMHCKUX
M3Jenuii I JUATHOCTUKY in Vitro, COOTBETCTBYIOIYE CIeAYIOMUM TPeGOBaHUAM:

a) HaJW4yWe JIMIEH3UN Ha OCYIIEeCTBIeHHEe MeAUIMHCKON JeATeIbHOCTH B 00JacTu
71a00paTOPHOM JUATHOCTUKH (KIMHUYECKas JabopaToOpHas JUAarHOCTUKA);

6) Hamuume  NOJOXEHWI  (CTAaHZAPTHBIX  OIEpPAIMOHHBIX  IIPOLEAYD),
perIaMeHTHPYIOUINX IIPOBeZeHNe KIMHUKO-JIa00paTOPHBIX HCIBITAaHWM (MCCIefO0BaHUIA)
MeJUIIMHCKUX U3/eIUi 19 AUarHOCTUKH 1N VItro, OXBaThIBAIOIIUX B TOM YHCIIE:

KBann(UKAIMOHHbIe TPeOOBaHU U 00yUeH1e IIepCoHaIa;
HOPSZIOK ITOBEPKU U KaTUOPOBKY 000PYZOBAHLS;
HOPAZIOK IIPOBeIeHUSI KIIMHUKO-1a00paTOPHbIX UCIBITaHU (MCCIeI0BaHUH);

BefleHMe U  y4eT  JOKYMEHTal[uW  KJIMHHUKO-JIa00paTOPHBIX  HCIIBITAHUI
(vccnemoBaHMin);

obecrieyeHue 3alUTH KOHGUEHIINAIbHON HHPOPMAIIUH.

25. YmosHOMOY€eHHbIe OpraHbl PacCMaTPUBAIOT 3agBKU MeJUIIMHCKUX OpraHU3alUii
O BKJIOYEHUM B IlepeyeHb OPTraHMU3aLMil M KOMILJIEKT JOKYMEHTOB, ITOATBEPKIAIOIIUX
COOTBETCTBHE MEIUIIMHCKOM OpraHMU3aluy TpeOOBaHUAM, YCTAHOBIEHHBIM ITyHKTaMu 23 U
24 macrosmux [IpaBwi, ¥ IpuHMMaeT pellleHME O COOTBETCTBUH WJIM HECOOTBETCTBUU
MeJHUIIMHCKOW OpraHM3anuy TpeboBaHMAM Hacroamux IlpaBun B Tewenme 20 paboumx
ITHeH COo AHA IOJAaYH YKa3aHHBIX JOKYMEHTOB.



B cmyyae mnpuHATHA pelleHHMA O COOTBETCTBUM MEJWUIIMHCKOM OpraHusanuu
TpeGOBaHUAM HACTOAWMX [IpaBu YIIOTHOMOYEHHSBIH OpraH B TedeHHe 3 pabovyux AHeE ¢
JaThl IPUHATHA TAKOTO pelleHUs yBeZOMJIAeT MeJUIIMHCKYIO OPTraHM3allUI0 O IPHUHATOM
pellleHNY B IMCbMEHHOM dopme.

B cry4yae npuHATHA pelmeHWs O HECOOTBETCTBHM MEIHUIIMHCKOM OpTaHU3aLN
TpeGOBaHUAM HACTOAMMX [IpaBrII YIIOTHOMOYEHHBIH OpPraH B TedeHHe 3 Paboduux JHeEH ¢
ZaThl IPUHATHA TaKOTO pPelIeHUs yBeJOMJIAET MEZUIMHCKYIO OPIraHM3aLUI0 O IPUHATOM
pellleHu: B TUChMeHHO#H popMe (C 000CHOBaHMEM IIPUYUH).

26. O06xamoBaHue pemeHnA YIIOTHOMOYEHHOTO OprdHd OCYIIEeCTBIAETCI B
COOTBETCTBHUHU C 3dKOHOAATEJIBbCTBOM 3TOI'O I'OCYyIdPCTBA.

27. YTNOMHOMOYEeHHbIe OpraHbl OO0EeCIeYMBAIOT XpaHEHHWE, CUCTEeMATH3AIUIO,
aKTyaau3allii0 ¥ H3MeHeHHe WHGpopManmuyu o0 OpraHH3aluAX, HMEIOHUX IIPaBo
IIPOBOJUTD UCIBITAaHUS (MCCIeOBAaHNA) MEIUIIMHCKUX U3/I€INH B IIeJIIX UX PETUCTPALIUH,
a TaKKe 3alIUTy 3TOH MHPOPMAIUY OT HECAHKIIMOHUPOBAHHOTO JOCTYIIA.

Ilepeuens opraHmsanuil pasMellaeTca Ha caliTaXx YIOJHOMOYEHHBIX OpPraHOB B
MHPOPMaIlMOHHO-TeIEKOMMYHUKAlIMOHHOIT ceTu «MHTepHeT» M B OTKPBITOH YacTH
nHpopMannoHHO# cuctemsl Coro3a B chepe obOpalieHUs MESUITMHCKUX U3eIH.

KouTpons cobmiofeHus MeZUIIMHCKUMU OpPraHH3aLUsIMM, MMEIOI[MMU IIPaBO Ha
IpoBefieHNe KIMHUYECKUX WINM KIWHUKO-JTa0OpPaTOPHBIX WCIBITAHUIN (MCCIefOBaHMIA)
MeIUIIMHCKUX  W3fenui, TpeboBaHui  Hactosmux [IpaBus  ocCyliecTBIAeTCSI
YIIOTHOMOYEHHBIM OpPraHOM B IOpsJKe, YCTAHOBJIEHHOM 3aKOHOJATENbCTBOM OTOTO
TOCyIapCTBa.

28. HcxmrodeHue MeAMIIMHCKON OpraHM3allud U3 IlepedHd OpraHusauuit
OCYIIeCTBIAETCA YIIOJHOMOYEeHHBIM OPTraHOM IOCyZapCTBa- YWiIeHa B CIeAYIOIHUX CIydadx:

a) TOCTyIJIeHWe 3aABIeHHs OO0 WCKIIOYeHWH MeIWIIMHCKOM OpraHM3aluy U3
Iepe4yHs OpTaHU3AlUH, TOJIIUCAHHOTO PYKOBOJUTEIeM MeSUIIMHCKOM OpraHu3aliy;

6) mo pesyibTaTaM KOHTPOJA 32 COOIIOZEHVWEM MeIUIIMHCKUMHU OpPTaHU3aLMIMU
TpeGoBanuil HacToAm KX [IpaBuJI, OCYy1LIECTBILEMOTO YIIOJIHOMOYEHHBIM OPIaHOM.

29. YmonHOMOYeHHBIe OpraHbl B TeuyeHHe 3 pPabouuX mHENH C JAaThl BHECEHUS
M3MeHEeHUIl B CBeJeHHUs, COJepKalluecs B IlepeyHe OpraHu3anuii, o00ecrneYnBaioT
pasMelleHHe COOTBETCTBYyIOIIeH WHPOpPMAnIMM HA CBOMX OQHUIIMATBHBIX CaHTax B
MHPOPMaLMOHHO-TeJIeKOMMYHUKAIIMOHHOM ceTu «/HTepHeT», a TaK)Xe ee IIpeJCTaBIeHNe
B EBpasmiickylo  5KOHOMHYECKYyI0 KOMHCCHIO C  KCIIOJIB30BAaHHEM  CPEJCTB
MHTEIPUPOBAaHHOI MH(POPMaLHOHHOI cucTeMbl Coro3a.

30. IlpemocraBieHue 3aMHTEpECOBAaHHBIM JIMIAM CBeJE€HUII 00 OpraHU3aIUAX,
BKJIIOUEHHBIX B IlepeYeHb OPTaHU3aLMIi, OCYIIEeCTBIAeTCS YIOJIHOMOYEeHHBIMU OpraHaMU B
COOTBETCTBHH C 3aKOHOJATEIECTBOM T'OCYAAPCTB-UJIEHOB.

VI. Tpe6oBanus kK mpoBeeHNIO0 KIMHUIECKUX UCTIBITAHUIH



(uccmemoBaHMil) MEIUITMHCKUX HU3IETHI

31. Knuuuyeckuie WCIbITaHUS (MCCAEMOBAHUA) METUIIMHCKUX H3AETUN TOJIKHBI
IIPOBOJUTECA B COOTBETCTBHH C IPUHLIUIAMH XeJIbCUHCKOH Aekiapanuu BcemupHOH
MeIUITMHCKOM acconmanuu 1964 rozma «JDTHYeckue TPUHLIUIBL MeTUIIMHCKUX
HICCIIeIOBAaHUI C y9acTHEM YeIOBeKa B KaueCTBe CyOBeKTa UCCIeIOBAHIA».

Knunuueckme wucmeiTanusa (MCCIeIOBAHUA) MEIUIMHCKUX U3METUA TOJKHBI
IIPOBOJUTHCSA HA OCHOBE IIPOTPAMMBbI KIWHHUYECKOTO UCIBITAaHUA (MCCIeZOBAaHUS) TaKUM
o6pa3oM, 4YTOOBI pPe3yJIbTAaTHl MCIIBITAHUN (MCCIEeNOBAHUI) MOIJIM IIOATBEPAUTH WU
ONIPOBEPTHYTh  3asABJIEHHbIe  IIPOU3BOZUTENEM  KIMHUYECKYIO  0e30IacHOCTh U
addexrrBHOCTE. KOMMuecTBO IpoOBeZeHHBIX HAOTMIOZEHUH [OJDKHO OBITH JOCTATOYHBIM
IJIL TOTO, 4YTOOBI O0ECHEeYHTh CTATUCTUYECKYIO [OCTOBEPHOCTB, BOCIIPOM3BOIZVIMOCTH
pe3yJIbTaTOB X HAyYHYI0 OOOCHOBAHHOCTD BEIBOJIOB.

32. Kauuuyeckuie WCIOBITAHUA (MCCAETOBAHUA) MESUIIMHCKUX H3MEJTUN TOJKHBI
IPOBOJUTHCA B YCIOBHUAX, YCTAQHOBJIEHHBIX IIPOU3BOAUTENEM [ IPUMEHEHUS
MEAUIIMHCKOTO H3ZeNUs, U JOJDKHBI OBITh IIPeAyCMOTPEHBI IIPOTPAMMOI KIMHUYECKOTO
UCTIbITaHUS (MCCIeTOBAHMA).

33. MHccrmenmoBaTenb HeceT OTBETCTBEHHOCTh 32 IIpOBeJleHUE KIMHHUYECKOIO
WCIBITaHUs (MCCIIeIOBAHUS) MEIUIIMHCKOTO wu3zenus. VicciaemoBatens MOKEH WMETh
IOCTYII KO BCEM MMEIOIIMMCS TEXHUYECKHMM U KIWHUYECKUM JAaHHBIM 00 HCCieyeMoM
MeIUIITMHCKOM U3IeIAH.

34. [Ins obecmedyeHus wucciefoBareieil HeOOXOAUMBIM 00beMOM HH(OpPMaLUU O
MEAUIIMHCKOM W3JeIUU IIPOM3BOJUTENh WJIM YIOTHOMOYEHHBIH IIpeJCTaBUTEh
IIPOU3BOAUTEIA IIPeCTaBIgeT OPOLIIOPY MCCIeZOBaTeNI B COOTBETCTBUY C TPeOOBAaHUAMH,
IIpefyCMOTpeHHBIMU IpuioxeHueM Ne 2 k Hacrosmum ITpaBumam.

35. IIporpaMMa KJIMHHYECKOTO HCIBITAHUA (HCCIefOBaHUSI) NO/DKHA BKJIIOYATh B
cebs CBeJleHUA B COOTBETCTBUHU C TPeOOBAaHUAMU, IIPeAyCMOTPEHHBIMHU IIPHIIOKeHHeM Ne 4
k HacTogmuM ITpaBumam.

36. Omucanme pAu3aiiHa KIWHUYECKOTO MCIBITAHUA (MCCIeJOBAHUS) HTOJDKHO
BKJIIOYATh B CeOs:

a) CTpaTeruio ob0eclevYeHNs KIMHUYECKON 3HAYNMOCTH ¥ HAyYHOH 0OOCHOBAaHHOCTH
Pe3yJIbTaTOB C 0OOCHOBAaHMEM ee BBIOOPa;

6) OCHOBHBIE U IOTIOJHUTE/IbHbIE KOHEYHble TOYKU C 0OOCHOBaHMEM MX BbIOOpa U
HU3MepeHUs.

37. HporpaMMa KIIMHNYE€CKOIO MCIIBITAaHUA (I/ICC]Ie,I[OBaHI/IH) COIJIaCOBBIBAETCA C
MeTUIMHCKHMH OPraHM3alIVAMHM M KOOPAHHATOPOM- HCCI€AOBaTeJIeM IIpU IIpOBEeAEeHHNU
MHOTI'OLIEHTPOBBIX WCHOBITaHUT (I/ICCJIe,ZLOBaHI/IIL/'I) n YTBEPXAAETCA IIPOM3BOAUTEIEM HIIN
€ro YIIOJTHOMOYE€HHBIM IIpEACTaABUTETIEM.

38. [lnisa mpoBemeHWs KIWMHUYIECKOTO HCIBITAaHUS (MCCIE€OBAaHUSI) MeAUIIMHCKOTO
usfenus ITPOU3BOAUTENb HINW ero yIOJTHOMOYEeHHBIH INpeACTaBUTeNIb IIpeACTaBiIIeT B
MEAUIIMHCKYIO OpPraHM3allUI0 CJeAyIoline AOKyMeHTHI (B CIydae ecld OPUTHHAJIbI



IOKyMEHTOB COCTaBJIeHBI Ha MHOCTPAHHOM sI3bIKe, OHU IIPeZCTABJISAIOTCS C IIEPEBOJOM Ha
PYCCKHI  s3bIK, 3aBEePEHHBIM  IPOM3BOJUTENEM HJIM €ro  YIIOJHOMOYEHHBIM
IIpe/ICTaBUTEIEM):

a) paspellleHHe YIIOTHOMOYEHHOTO OpraHa Ha IpOBefleHHe KJIWHHUYIECKOTO
WCIIBITAHUS (MCCIIeOBAHMS) MEAUITMHCKOTO U3/IEJIH;

6) 3agBlIeHMe Ha TpPOBeJeHWE KIMHUYECKOTO WCIBITaHUSI (MCCIeZOBaHUS)
MEAUIUHCKOTO U3JIeJIVS;

B) 3ajgBJIeHHE C IIOATBEPXKIEHUEM TOro, YTO JAaHHOe MeIUIMHCKOe WU3feine
YAOBJIETBOpsAeT BCeM IIPUMEHHUMBIM TpeOOBaHUAM O0e30macHOCTH U 3((PeKTUBHOCTH,
HCKJIIOYAs Te CBOMCTBA M XapaKTEPUCTUKH, KOTOPHIE JOJIKHBI OBITH MCC/IEOBAHbI B XOJe
KJIMHUYECKUX UCIIBITAHUM (MCC/IeTOBAaHUM) MEIUIIMHCKUX U3eJINA;

r) GpoluIopa UcCIe0BaTeNs;
I) IIPOEKT IIPOrPaMMBbI KIMHUYECKOTO NCIBITAaHUS (MCCIe[OBAHNA);

e) obOpasipl (oOpasel) MeIUIIMHCKOTO W3JEIUsS BMeCTe C IIPUHAIJIEKHOCTIMH,
HEOOXOJUMBIMU [JI TNPUMEHEeHUS MeIUIMHCKOTO H3Jeaus II0 HasHadeHUIo (Ipu
HAJTUYUY IPUHAJIEKHOCTEN);

) CBeJEeHHSI O COOTBETCTBHUM MEIUIIMHCKOTO U3JeNus OOWUM TpeGOBaHUIM
6e3omacHOCTH U 3GGeKTUBHOCTH MeAUIIMHCKUX U3/eIUil, TPeOOBaHUAM K UX MapKUPOBKe
Y OKCILITyaTallMOHHOM JOKYMEHTAIlUU Ha HUX;

3) WHCTPYKIMS TII0 TIPUMEHEHHIO (JKCIUTyaTal[MOHHAsA MJOKyMEHTAalus) Ha
MeIULVHCKOe Uu3Jenre C TPUHAAIEKHOCTIMU, HEOOXOJUMBIMU [Jis IPUMEHEHUsS
MeIUIMHCKOTO H3/e/Ius 110 Ha3HAYeHUIO (IIPU HaJIUINH IIPUHATJIeKHOCTeH);

M) DOKYMEHThI (MaTepHuasbl), COZepKalljie pe3yIbTaThl COOCTBEHHBIX HCIIBITAHUIM
(ucciemoBaHMit) TPOM3BOAUTENS, B TOM YWCIEe aHAAW3 [JAHHBIX IIPUMEHEHUs
MeAHUITUMHCKOTO M3enus (IpY HaTuIun);

K) pe3yJIbTaThl MCIIBITAaHUH B ILIeJAX YTBEpXAEHUS TUIA CPeJCTB H3MepeHUi (I
MeIUIMHCKUX M3AeIUN, BKIIOYEHHBIX B IIepeYeHb MeJUIIMHCKUX U3/JeIUNA, OTHOCAIIMXCS
K CpeACcTBaM H3MepeHUIi, B OTHOLIEHWM KOTOPBIX IIPOBOJATCA WCHIBITAHUA B IEJIIX
yTBEp>K/IeHUS TUIIA CPEICTB U3MEpPEeHUH);

J) omoOpeHMe KOMHUTETa IIO JTHKEe Ha IIPOBeJleHMEe KIMHUYECKOTO HCIBITaHUS
(vccnemoBaHMs) MEIUIIMHCKOTO U3/EIHS;

M) KONHA JOKyMeHTa 00 yCJIIOBHAX CTPaxXOBaHUS WJIM BO3MeIeHUs (KOMITEHCAI[UH)
BO3MOXXHOTO BpeJja IIPU BO3HMKHOBEHHM HeOIATONPHUATHBIX COOBITHI (MHIIUIEHTOB),
OCYIIECTBISEMBIX B COOTBETCTBUM C 3aKOHOZATEJbCTBOM TOCYyZAapCTBa-dieHa, Ha
TEPPUTOPUM  KOTOPOTO IIPOBOAMTCSA  KJIMHUYECKOe HUCIbITaHuWe (UCClIefOoBaHUe)
MeJUIMHCKOTO H3/esIHus;

H) opMa HHPOPMUPOBAHHOTO COTIACHS;

0) popma MHAUBUAYaTPHON PETUCTPALIMOHHOM KapThI;



1) popMbI OTUeTa O HEeGIATOIPUATHBIX COOBITUAX (MHIUEHTAX);
p) GOpMBI OTUEeTa O HEeZOCTATKAX MEAMIIUHCKOTO U3/IeIUS;

C) (bOpMBI OT9€TOB O KJIMHHNYECKOM MCIIBITAHHWUU (I/ICC]Ie,ZLOBaHI/II/I) MEeTUIIMHCKOI'O
n3aeng, BKJaI4daa HPOMG)KYTO‘-IHBIIL;I OT4erT.

39. IlpoBeneHue XIMHUYECKOTO UCIBITAHUA (MCCIEZOBAHUA) MEITUIIMHCKOTO
M3enusA Kjlacca IOTeHIWAJbHOTO pHCKAa IIpUMeHeHuMa 3 wuiaum 26, a Takxe
MMIUIAaHTUPYEMOTO MeIHUIIMHCKOTO U3JIeJIUs OCYIIeCTBIAeTCA B 00A3aTeIbHOM IOpAAKE B
¢bopMe MHOTOLIEHTPOBBIX MCIBITAHUIN (MCCIIeOBaHWiI), B TOM 4YHCIE B OZHOM W3
rOCYZapCTB-4JIEHOB.

40. OryeT O KJIMHUYECKOM UCHBITAHUM (MCCIeNOBaHUMU) (C IMIPUIOKEHHEM
obob6maromux Tabnuy (rpaduKOB) Ppe3yJNbTaTOB HCIBITAHWH  (MCCIeNOBaHUIL) C
COOTBETCTBYIOIIEH CTaTHUCTUYECKOH O0OpabOTKOM M KOMMEHTapueB K HHM) IOJDKeH
COZepXKaTh KPUTHUYECKYIO OIIeHKY BCeX MAHHBIX, IIOJYYEHHBIX B XOZ€ HCIBITAHUH
(uccmemoBaHmMil), B TOM YHCJIe HETaTUBHBIX JAHHBIX. TaKOM OTYeT MOJKEeH OBITh COCTaBJIEH
mo ¢opme coriacHO mpuwiaoxeHuo N° 5, mMOpmucaH MCCIefOBaTeNsIMU U yTBEPXKZAEH
PYKOBOZUTEIEM MEAUIIMHCKOM OpraHU3aI[Uu.

[Ipu mpoBemeHVMM MHOTOILEHTPOBBIX KJIMHHUYECKUX HCHBITAHUN (MCCIIeOBaHMUIM)
COCTaBJIAeTCSA OOINMI OTYeT, KOTOPHIM [JOJDKEH OBITh IOJIKCAH KCCIeNOBATeNAMH M
PYKOBOAUTEJAMH MEOUIIMHCKUX OpPTraHU3AlUi U  YTBEpPXJEH KOOPAMHATOPOM-
MCCIeIOBaTEIEM.

4]. 3agBuTenb uMeeT IIpaBO KOHTPOJHMPOBATh IIpOBeieHHME KIMHUYECKOTO
WCIIBITAaHUA (MCCIeOBAaHUA) MENULIMHCKOTO W3JeNus Ha BCEX DTAalaX II0CPeJCTBOM
Ha3HAUYeHUsd JIMI, COOTBETCTByIOIlel KBaIMGUKAUUM U TpOBefeHUs Ipolenyp
MOHHMTOPHHIA WIN He3aBUCUMOM OILeHKHM COOTBETCTBUA C LIeJIbIO IIOJTYYEeHHU JOCTOBEPHBIX
TaHHBIX.

VII. O6ocHoBanMe KINHUIECKOH 3D PeKTUBHOCTH U GE30TIaCHOCTH
MeIUIUHCKUX U3MeIUN IJIsl JUaTHOCTUKY in vitro

42. Jloxa3aTeIbCTBO COOTBETCTBUS MEIUIIMHCKUX U3ETUH I

OUAaTHOCTUKM in vVitro oOmuMm Tpe6GoBaHMAM Oe30macHOCTH U 3G(EeKTUBHOCTU
MEeIUIIMHCKUX W3fJennii, TpeOOBaHMAM K HX MapKHUPOBKE U OKCIUTyaTal[MOHHOM
IOKYMEHTAI[1 Ha HUX BKJIIOYaeT B ceOs 000CHOBaHHE KIWHUYECKOH d3dpdeKTuBHOCTU U
6e30MacCHOCTY MeIUIIMHCKUX U3/Ie/IUi IJIS JUaTHOCTUKH in Vitro.

O6ocHOBaHMe KIMHUYECKOH 3(deKTUBHOCTH M 6e30IacHOCTH OCHOBBIBAETCS Ha
ollpeZieIeHUHU WU IOATBEPXKAEHUN HAyYHOH OOOCHOBAHHOCTU aHAJINTA, AaHATUTUIECKOH
3bdeKkTUBHOCTH U, IfAe IPHUMEHHMO, KIMHUYeCKOH 35(PdeKTUBHOCTH MeTUIIMHCKOTO
W3menus A JUATHOCTUKM In Vitro IpM ero WCIOJIB30BAaHMM II0 HA3HAYEHWUIO,
YCTaHOBJIEHHOMY IIPOU3BOJUTEIIEM.



43. OmpepeneHue WIM TOATBEPXKZEHWE HAYYHON OOOCHOBAaHHOCTH aHAajIuUTa He
ABNAETCA HeOOXOZMMBIM B CJIy4ae, €CIH CBA3b AQHAIUTA C KIWHUYECKUM WU
(U3UOIOTUYeCKUM COCTOSHUEM OpPraHH3Ma YesIOBeKa XOPOLIO M3BeCTHA M OCHOBBIBAETCS
HA JIOCTYITHOI MH(OPMAIIUH.

44. JIna HOBOTO aHAJIWTA MM HOBOTO Ha3HAYEHWSI METHUIITMHCKOTO H3HeNIUI IS
IVAaTHOCTMKH in vitro Hay4YHas OOOCHOBAaHHOCTh AHAJIWUTA MOXET OBITH YCTaHOBJIEHA
OJHUM WJIN HECKOJIBKUMHU CJIeLYIOIMMHU CII0COOaMHU:

El) Ha OCHOBE€ KJ/IMHHNYECKOTO OIIbITd IIPMMEHEHNSI MEAUINMHCKUX HB,ZLEJII/Iﬁ AJIA
ANATHOCTUKU in VitI’O, OIIpeAe IAIOMINX TOT K€ aHaJINUT U C TEM JK€ Ha3HA9€HHEM,;

0) Ha OCHOBe JJAHHBIX HAyYHOU JIUTEPATyP5I;

B) B XOJie KJIMHUKO-Ta00PaTOPHBIX WCHBITAHUIN (MCCIefOBaHUI) METUIIMHCKOTO
M3JeaUs IJig JUAaTrHOCTHKH in Vvitro.

45. AnanuTtideckas 3¢pGeKTUBHOCTH JOJDKHA OBITh YCTAaHOBJIEHA WJIM IO TBEPXKAeHA
pesyJbTaTaMy KJIMHUKO-7Ta00paTOPHBIX MCIBITAaHUM (MCCIefOBAaHUI) MeAUIIMHCKOTO
U3IeNUsA JJIA JAUAaTHOCTHUKU In VItro IS 3asBJIS€MOT0 MEAUIIUHCKOTO W3IeNusd IJis
TUAaTHOCTUKY in Vitro.

B cnyuae HempuMeHMMOCTM IIOKa3aTejlell aHAJIWUTHYeCKOM U KJIMHUYECKOI
abdeKTUBHOCTH K MEAUIMHCKOMY H3AeJUI0 g AUAaTHOCTUKU In Vitro KJIMHUKO-
7abopaTOpHbIe UCIBITAHUA (MCCIe[OBAHNA) MEIUIIMHCKOTO U3eIuA NI JUATHOCTUKHY in
Vitro He IPOBOJATCH.

46. OmpegneneHue WIU TOATBEPXKJeHHEe KJIMHUYECKOH 3d@deKTUBHOCTH B Xoze
KJIMHUKO-7Ia00paTOPHBIX MCHBITAHUN (MCCIeZOBAaHUM) MEAUIMHCKOTO M3JEeNud IJIsI
OIUATHOCTUKM in Vitro He SBASETCA HEeOOXOAWMBIM [JIss MEIUIITMHCKUX H3AeTUN I
OUaTHOCTUKMU 1n  Vitro, [jad KOTOPBIX KJIMHHYecKasd 3(PPeKTUBHOCTh ILeJTUKOM
omnpezienderca aHATUTUYECKOH 5(PEeKTUBHOCTBIO M 3TOT (PaKT XOPOLIO U3BeCTeH U
OCHOBBIBAeTCS Ha JOCTYITHOHM HH(POPMAIUH.

47. Knunndyeckas 5¢pGdeKTUBHOCTP MEIVUIMHCKOTO W3LENIus [JIS AUATHOCTHKYU in
Vitro MoXXeT OBITh yCTQHOBJIEHA OJHUM WM HECKOJIBKUMHU CIeAYIOMUMHU CIIOCOOaMu:

a) B XOZe KJIMHUKO-7Ia00pPaTOPHBIX MCIBITAaHUI (MCCIeJOBAHUM) MeIULIMHCKOTO
U3IeIN IS TUATHOCTHKH in Vitro;

0) Ha OCHOBe JJaHHBIX HAyYHOU JIUTEPaTyPHl;

B) Ha OCHOBE KJIMHHYECKOTO OIbITA IIPHMEHEHMSI MEAUIMHCKOTO W3JAeTHI [IJII
OVAaTrHOCTUKH 1IN VItro B TOCyAapCTBaX-4yaeHax.

VIII. TpeGoBaHus K IPOBeAEHUIO KIMHUKO-Ia00PaTOPHBIX
WCIBITAHUH (MCCIeIOBaHUIT) MeIUIMHCKUX U3TeIUN I
IUaTHOCTHUKH in vitro

48. Kiuuuwyeckue WCHbITAaHUS (MCCAETOBAHMA) MEIUIIUHCKUX W3HEIUN I



OVAaTHOCTUKY in Vitro TPOBOAATCE B ¢opMe KIMHUKO-Ia00PaTOPHBIX HCIIBITAaHUM
(uccmemoBaHMil) MEIUITMHCKUX U3IEIUM IJIA TUATHOCTUKHY in Vitro.

KnmHuko-1abopaTopHble UCIBITAaHUA (MCCIENOBAHUA) METUIIMHCKUX U3IENUH [T
IVAaTHOCTMKM in Vitro [JOJDKHBI IIPOBOAUTHCA HA OCHOBE IIPOIPAaMMBI  KIMHHUKO-
71a00paTOPHBIX HCHIBITAHWM (MCCIeNOBaHUI) TaKUM O0pasoM, 4YTOOBI pe3yJIbTaTh
UCIBITAHUI (MCCIeOBAaHUI) MOTJIM IIOATBEPIUTh WX OIIPOBEPTHYTH 3asgBIE€HHBIE
IIPOM3BOJUTENEM XapaKTePUCTUKM aHAIUTUYECKON 5(deKTUBHOCTU H, TIe NMPUMEHHMO,
KJIMHUYECKOH 5P PeKTUBHOCTH, KOJIUYECTBO IIPOBELEHHBIX JIAOOPATOPHBIX TECTOB JOJIKHO
OBITH [JOCTQTOYHBIM JJIf TOTO, YTOOBI 00ECIIeYUTh CTATHUCTHYECKYIO IJOCTOBEPHOCTH
Pe3yJIbTaTOB UCIIBITAHUI (MCCIeIOBAHUIA).

49. IIporpaMmMa KJIMHHKO-Ta00pPAaTOPHBIX UCIIBITAHUI (MCCIeOBAaHUI) OJKHA OBITH
COCTaBJIeHA B COOTBETCTBHY C TPeOOBAaHUAMU COTJIACHO IPIIIOKeHUIo N° 6.

50. Ucnbrtanusa (McciesoBaHmsa) MEIUIITMHCKUX U3ZEAWH I JUATHOCTUKHM in Vitro,
IpeJHa3SHAUYeHHBIX [JI1 MHCIIOJb30BAaHUA JIMIAMM, He MMEIIUMU MeIUIIMHCKOTO
ob6pazoBaHMsA B O0O0JaCTM KIMHWYECKOH J1abOpaTOpPHOM JAMATHOCTUKHU, [OJDKHBI
IIPOBOJUTBHCA B YCIOBUAX, MOJAEMUPYIOMIUX yCJIOBUS MCIOJIB30BAHUA 3TUX MeAUITMHCKUX
u3Ieiui 1Mo Ha3HaYeHUIO.

51. Kinnauko-i1abopaTopHble HMCHIBITAHUS (MCCIeOBAaHUA) METUIIMHCKUX H3ZeTui
IJIsT GUATHOCTHKM in Vvitro, mpegHasHAYeHHBIX IJIs IIPUMEHEHUS B COYETAaHWUM JIPYT C
IPYTOM B BHJ€E aHATUTUIECKUX CUCTEM, MOTYT IIPOBOAUTHCA B PAaMKaX OJHOTO UCIIBITAaHUS
(uccnemoBaHus) (BMecTe C NPUHALJIEKHOCTIMYU, HEOOXOZVMBIMU IJIS KCIIOJIB30BAHUA
MEJUIIUHCKOTO U3IEeJINS 110 Ha3HAYEHUIO).

52. IIpoG®1,  wucHOnTB3yeMble B  KIMHHUKO-JIAOOPATOPHBIX  HCIIBITAHUAX
(uccrenoBaHUAX) MEOUIIMHCKUX W3AEAUN i1 [JUATHOCTUKM In Vitro, MOTyT OBITH
COOpaHbI U3 HECKOJIBKUX MCTOYHUKOB, BKIIOYAsd OCTATOYHbIe 0OpasIibl, apXUBHBIE OOPa3IEI
WU IjeJIeHallpaBIeHHO OTOOpaHHbIe 00Pa3Ibl.

OcTraTo4yHBIMH O0paslaMU CYUTAIOTCA OCTATKU OOpaslioB, COOpaHHBIX B XOfe
Je4eOHO-IUarHOCTUYECKOT0 ITpolecca.

K apxuBHBIM 0Opasnam uiu IpobaM OTHOCATCA OXapaKTepPH30BaHHbEIE 0OpasIIbl MU
IpoOBI, KOTOpBIe OBLIM OTOOpAaHBI paHee M IOJNyYeHBI U3 PEIO3UTOPHEB (B TOM YHUCIIE
GaHKM TKaHel, CTaHJapTHbIe TaHe/IH, My3eiiHble TeCT-IITaMMbI ¥ UHbIe KOJUIEKIIUH).

Ilon meneHampaBieHHO OTOOpPaHHBIMM O0OpasIaMy ITOHUMAIOT OOpasIpl, KOTOPHIE
OBLIM B3ATHI y HAIIMEHTOB CIIEI[UAIBHO JAJIA UCIOIb30BAHUA UX B KOHKPETHOM HCIIBITAHUU
(uccnemoBanuu). B maHHOM Ciydae OT manueHTa AO/DKHO OBITH IOIYYEHO ITOANKCAHHOE
M MH(QOPMUPOBaHHOE COTacue.

53. PesynbraTel TecTHpoBaHUA IPOO B XOJe KIWHHUKO-TA0OPATOPHBIX HCIIBITAHUN
(nccmenoBaHMil) MEIULIMHCKOTO H3JeNUs IJIS AUATHOCTHKK In Vitro He [JOJDKHBI
WCIIOB30BAThCA [JIA APYTUX Iejlel, KpoMe OIeHKM €ero aHaJIUTH4eCKOH u (Wiam)
KJIMHUYECKOH 3PPeKTUBHOCTH, €CIU STHYEeCKHe COOOpaKeHHU, IIOJTHOCTHIO pa3esieMble
BCEMM HCCJIEZOBATEeNIMM, YYacTBYIOIIMMH B WCIBITAHHUU (MCCIEZOBAHUM), He



IpeAnoiaraioT oOpaTHoe (BKIOYAas HEOOXOZMMOCTP WH(POPMHUPOBAHUA CYOBEKTOB
WCIBITAHUN (MCCIIeZOBAaHUI) O pe3yibraTaX TeCTHpOBaHWs). B Takom ciydae
UCCJIe[OBaTeIb IIPUHUMAeT Ha ce6s IOMHYIO OTBETCTBEHHOCTH 33 IIOCIEACTBUA HHOTO
HICIIOJIb30BAHUS TTOTyYeHHBIX JaHHBIX.

54. KnnHuKo-1a60paTOpHble WUCHBITAHUS (MCCIeOBAaHUA) METUIIMHCKUX H3ZeTui
IJIS AUAaTHOCTUKMY in Vitro HOBBIX MK 0COOO OIACHBIX WH(EKIMOHHBIX 3a00IeBaHMI 1100
PelKO BCTpedaromwuxcs 3a00IeBaHuil, B TOM YUC/Ie IPUPOSHO-OYArOBBIX MHMEKIMOHHBIX
3a00y1eBaHU#, MOTYT IPOBOAUTHCA B JTAOOPATOPHBIX YCIOBUAX C IPUMEHEHHEM apXUBHBIX
06pa3uoB u (M1K) 0O6pasIoB, IMOJTYYEeHHBIX TeHHO- HH)XXeHEPHBIM CIIocoO60M. B ykasaHHBIX
CJIy4asx IPOU3BOAUTENH IO COTJIACOBAHUIO C YIOJHOMOYEHHBIM OPraHOM TOCYZapCTBa-
YjJeHa IPOBOSUT IIOCTPETUCTPALMOHHBINA KIMHUYECKHH MOHHTOPHHI 0e30IIaCHOCTH U
3bGdeKTUBHOCTH MeIUIIMHCKUX H3LEeMUH B COOTBETCTBHM C IIPAaBUJIAMHU IIPOBeJeHUS
MOHUTOPUHIA O0€30IIaCHOCTH, KauecTBa U S(PQPEeKTUBHOCTH MeIUIMHCKUX W3IeNIHi,
yTBepkZaeMbIMU EBpasuiickoifi SKOHOMHYECKOH KOMHCCHeM, C ILeJbl0 IOJTydYeHUS
CTaTUCTUYECKU JOCTOBEPHBIX XapAaKTEPUCTUK MX AHATUTHUYECKOH U (MIM) KIMHUYIECKOH
s dexTHBHOCTH.

55. [lna mpoBemeHMA KIMHUKO-TA0OpPATOPHOTO MCIBITAHUA (MCCIIeZOBAHUSA)
MEeJUIIUHCKOTO W3JeNud [ JUATHOCTUKK In  Vitro IPOM3BOAWUTENh WJIH €ro
YIIOJTHOMOYEHHBIH IIpeACTaBUTENIb IIPeJCTaBIgeT B MEIUIMHCKYIO OpTaHU3AIUI0
clenyiolye IOKYMEHTHI (B CiIydae eCIH OPHUTHMHAIBl JOKyMEHTOB COCTaBJIEHBI Ha
MHOCTPAaHHOM S3BIKe, OHH IIPEJCTaBJIAIOTCS C IIEPEBOZOM Ha PYCCKHI A3BIK, 3aBEPEHHBIM
IIPOM3BOAUTENIEM WM €r0 YIIOJTHOMOYEHHBIM IIPeICTaBUTEIEM):

a) 3adBJIeHMEe O IIPOBeJEeHUU KIMHUKO-Ia00paTOPHOTO MCIBITAHUA (HCCIIeIOBAHU)
MeITHUIIMHCKOTO U3AeaU IJII TUarHOCTHUKH in Vitro;

0) 3asgBIeHUE C TOATBEPXKAEHHEM TOrO, YTO JaHHOe MEeAMIIMHCKOe H3feIue IJIst
OMATHOCTHKH in Vitro yJOBJIeTBOpsAET BCeM NPUMEHHMBIM TPeGOBaHUAM 0e30MacHOCTH U
3P PeKTUBHOCTH, MUCKJIIOYas Te CBOMCTBA M XapaKTePUCTUKH, KOTOPHIE MJOJDKHBI OBITH
HCCIeOBaHBI B XOJe KJIMHUKO- JIaOOpPaTOPHBIX MCHBITAHUN  (MCCIefOBaHUIL)
MeJULIMHCKOTO U3/Ie/IN AJI AUATHOCTUKHU in Vitro;

B) IIPOEKT ITpOTrpaMMbI K]II/IHI/IKO—JIa6OPaTOpHOI‘O HCITBITAHUA (I/ICCJIe,Zl;OBaHI/I}I);

r) oOpasusl (06pasel;) MeAUIIMHCKOTO M3JeIUs [JII AUAarHOCTUKY in vitro BMecTe C
IPUHAJIEKHOCTIMY, HEOOXOAUMBIMHU MAJIA IPUMEHEHWsS MeIUIIMHCKOTO M3JeNus II0
HasHA4YeHUIO (MIpY HAJTUYUU IPUHAJIEXHOCTEH);

I) CBEeJEHHS O COOTBETCTBUM MEIUIIMHCKOTO W3JeIud OOIHUM TpeOGOBaHUAM
6e3omacHOCTH U 3G(GEKTUBHOCTH MEAUIIMHCKUX U3eIUi, TPeOOBAaHUAM K UX MapKUPOBKe
Y 9KCILTyaTallMOHHOM JOKyMeHTAIlUX Ha HUX;

€) MHCTPYKIUA 10 IPUMEHEHWIO (IKCIUIyaTallMOHHAas MJOKyMeHTalusd) Ha
MeAHMIIMHCKOe U3[esne AJIs JUATHOCTUKY in Vitro ¢ MPHUHAJIeKHOCTIMY, HEOOXOJUMbIMU
IS TPUMEHEeHMS MEeJUIMHCKOTO M3JeIusi 10 HasHavYeHWi0 (NIpH HAIWYUU
IPUHAJIEXXHOCTEN);



) JOKyMEHTHI (MaTepHuasbl), COAepiKalle pe3yJIbTaThl COOCTBEHHBIX HCIIBITAHUN
(uccrenmoBaHuit) IIPOM3BOAUTENS, B TOM YWCIe aHAIW3 JAHHBIX IIPUMEHEHUs
MeIUIMHCKOTO U3/e U A AUaTHOCTHKY in vitro (Ipu HaIW4uu);

3) pe3ysbTaThl WCIBITAHUN B ILENAX YTBEPXKIEHWUS THIA CPeICTB H3MepeHWH (B
OTHOIIEHUH MeJUIIMHCKUX U3JeNuil 11 AUAarHOCTUKH 1IN Vitro, BKJIIOYEHHBIX B IlepeyeHb
MeJULIVHCKUX U3JeJINN, OTHOCAIUXCA K CpelCTBAM U3MepeHUM, B OTHONIEHUU KOTOPBIX
IIPOBOJATCS UCIIBITAaHUS B LIEJIAX YTBEPXKAEHUS TUIIA CPEJCTB U3MEpPEHNI).

56. Ilporpamma  KJIMHHUKO-7Ia0OpaTOPHBIX  HCIBITAaHUH  (MCCIeOBaHUIA)
MeJUIMHCKOTO M3JeIHA A1 JUATHOCTUKH in Vitro COIJIaCOBBIBAETCHA C MeJUIIMHCKIMHU
OpPraHM3AIlMAMU U YTBEpPXKJAeTCA IPOM3BOJUTENEM WIH €ro YIOJIHOMOYEeHHBIM
IIpe/iCTaBUTeIeM.

57. Ilpu mpoBefeHMM KIMHUKO-Ta0OpPaTOPHBIX MCIBITAaHUM (MCCIeNOBaHUIA)
MeAHUITUHCKOTO U3JIe U IS JUaTHOCTUKH iN Vitro OCyIneCTBIAI0TCA:

a) IpOLeLyPHl B COOTBETCTBUU C IPOTPaMMON KIMHUKO-Ia00PaTOPHBIX MUCIIBITAHMI
(uccmemoBanmii);

6) BeageHre OJHO3HAYHO I/I,Z[eHTH(l)I/II];I/IpyeMBIX 3amucen II0 OII€HKE
(1)YHKI];I/IOHaJIBHBIX XdPAKTEPHUCTHUK, COAEPKAIINX BCE PE3YJIbTAThI HBMePeHHfI;

B) OIeHKa M AaHaIW3 IIOJy4YeHHBIX JAHHBIX C I[eIbI0 IIOATBEPXKAEHUI HUX
COOTBETCTBUA 3aABICHHBIM XapaKTePUCTHUKAM;

r) KopaboTKa 9KCIUTyaTallOHHOMN JOKYMEHTALMH IPOU3BOLUTENS HA MEJUIINHCKOE
u3Jienve Ui OUATHOCTUKY In Vitro IO pe3ysbraTaM KCIBITAaHUN (MCCremoBaHUM) (Ipu
HEeOOXOIUMOCTH).

58. PesympraTsl wucHbBITAaHWE (MCCIEOBAaHWI) MEAUIMHCKOTO U3IENTHI I
OVAaTHOCTUKM 1IN VItro CYMTAIOTCA OTPUIIATENBbHBIMH B CIydadX, €CIU Pe3yIbTaThl
KJIMHUKO-71a00paTOPHBIX MCHBITAHUN (MCCIeZOBaHWM) MEAUIMHCKOTO W3JeNud IJIs
OVATHOCTHUKY in Vitro CBUETENBCTBYIOT O TOM, YTO aHATUTHUYECKasI U (MIM) KINHUYeCKas
a3bdeKTUBHOCTD YKa3aHHOTO MeAUITTHCKOTO n3genus HIDKe 3aABJIEHHOM
IIPOM3BOJUTEIEM.

59. OT4eT 0 KIMHUKO-Ta00PaTOPHBIX UCIIBITAHUAX (HMCCIeLOBAHUIX) MEAULIMHCKOTO
M3enusA JAjad AUATHOCTHKU in Vitro JOJDKeH COAep)KaTh KPUTHYECKYIO OIEHKY BCeX
TAHHBIX, IIOJyYeHHBIX B XOJle MCIBITAHWH (MCCIefOBAaHUI), B TOM YKCJIe HETaTHBHBIX
TaHHBIX. Tako#l oT4eT JoKeH ObITH 0dopMIeH IO GopMe COTIaCHO IIPUIOKeHHIo Ne 7,
HOJTIMCAaH UCCIeIOBAaTEIIMU U YTBEPXKIEH PyKOBOZUTEIEM MEAUIINHCKON OpraHU3aIUH.

B ciry4yae mpoBeseHHS MHOTOLIEHTPOBBIX KJIMHHUKO-JIAOOPAaTOPHBIX WCIIBITAHUI
(uccmemoBaHMil) MEIUITMHCKOTO U3JEINS JJIA JUaTHOCTHUKHU in Vitro COCTaBISETCA OOUIMIA
OT4YeT, KOTOPHI [MOJDKeH OBITh IIOANMCAH HCCIEeNOBAaTEIIMU U PYKOBOAUTENIAMU
MeJUIIMHCKUX OPTraHU3AIUH 1 yTBEPXKAeH KOOPAUHATOPOM-HCCIeJOBaTeIeM.



ITPUJIOXEHMUE Ne 1

k IIpaBunam mpoBeZieHNA KIWHUYECKUX U
KJIMHUKO-1a00paTOPHBIX UCITBITAaHUI
(uccmemoBaHMil) MEIUITMHCKUX U3IETHHI

(popwma)

3ASIBJIEHUE

Ha paspelleHue IPOBeeHNT KINHWIECKUX UCITBITaHN I
(MccaemoBaHMit) MEZUITUHCKOTO M3/ETHSL

(moiHOe HauMeHOBaHHE MEeIUI[MHCKOTIO M3eJIHs)

(kpaTKOe HaMMeHOBaHME MeIULIMHCKOTO U3/ienus (IpU HAIMYNHN))

Ne OT«___ » 20 r.

1. HaumeHnoBaHMe U azpec IPOM3BOJUTELA

2. Agnpec MecTra TIpOM3BOJCTBA MEIUIIMHCKOTO WU3fenus (IIPOM3BOJCTBEHHOM

TIOMIATKH )

3. HaumeHoOBaHMe U afipeCc YIIOJIHOMOYEHHOTO IIPeICTaBUTE I IIPOU3BOAUTENS (B CIIydae
IIPOU3BOZCTBA HE HA TEPPUTOPHUAX TOCYZAPCTB - WIEHOB EBPa3uiicKOro SKOHOMUYECKOTO
COo103a)

4. Qamunusa uMsi, OTYeCTBO (IPU HATUYHH), azpec, HoMepa TemedoHa u daxca, azpec
SJIEKTPOHHOM  IOYTHl  (IpKM  HAIMYMM) KOHTAKTHOTO JIMIIA IO  JAHHOMY
3asABJIEHUIO

5. HPI/I HOBTOPHOfI IIoga4€e 3dsiBJI€HHA IIO AJAdHHOMY MEAHIMHCKOMY M3IE/JIHUIO [1dTd H

HOMEDP IpeAbpIAYIIETO 3dABJICHUA

6. IlomHOMOYMSA Ha IPOBeieHNe KINHUYECKUX UCIIBITAHUH (MCCIeZ0OBaHUH)

7. HEPI/IO,ZL BpeéMEeHHU IIpOBeAeHUA KINHUIECKUX WCHOBITAaHUI

8. ,Z[ElHHBIe 06 HCCIeq0BaTeIAIX, KOOpANMHATOPpE-UCCIe0BaATEIE



(mpu HanMMYMN)

(®. 1. O. (upu Hamuuuu), MeCTo paGoTHI, FODKHOCTD, HAyYHAs CTEIeHb (I[P HaIWYHM))

9. Wpentndbukanmua ¥ OIMCAHHE WCCIEZYeMOrOo MEeIHIIMHCKOTO U3JeIud, BKJII0Yad
IepeyeHb  UCIIOJTHEHWH, KOHGUTypaumuil W  IPUHAAJIEXKHOCTeH, Ha  KOTOpbIe
PacIpOCTPaHAIOTCSA Pe3yJIbTaThl UCIIBITAHUN

10. Hasnauenue MeIUITMHCKOTO H3JeJIH

11. Knacc noTeHIIMaabHOrO prUcKa IpUMeHeHU

12. Koz Buza B COOTBETCTBUH C HOMEHKJIATYPOI MeAUIIMHCKUX U3/eINH, IPUMeHIeMOH B
pamkax EBpa3uiickoro sKkOHOMHYeCKOTO CO03a

13. Iletut 1 TUIIOTE3BI KIMHUYECKOTO UCITBITAHUS

14. KonudecTBo cyOBEKTOB UCIIBITAHUI (MCCIeIOBAHMIA)

15. KosuecTBO 5K3eMILIAPOB HCCIeyeMOTo MeIUIIMHCKOTO U3JeIus

16. MenuiinHcKas OpraHU3anysa IPOBeIeHUA UCIBITAHUH (MCCIe[OBaHMIN)

C yKazaHUeM afpeca, HOMepoB TesnedoHa U (akca, a TaKKe afgpeca dIEKTPOHHOU ITOYTHI
(mpum HanMMYMM)

HO,I[HI/ICL PYKOBOAUTEIA OpraHU3aIINU ITpOM3BOACTBA nin YIIOTHOMOYE€HHOTO
IIpeaCTaBUTEIIA:

(®. 1. O. (pn Hanuyum), Mecro paGoTsl, JOLKHOCTD)

Iloamuce 3agBUTEIA:

(®. 1. O. (upn Hanuyum), Mecro paGoTsl, JOJLKHOCTD)

HepequL IIpujiara€MbIX TOKYMEHTOB:

1) mporpamMma KJIMHUYECKUX UCTIBITAHUH (MCCIeS0BaHMUI);

2) ...



ITPUJIOXEHUE Ne 2

k IIpaBuiam npoBefieHUA KIMHUYECKUX U
KJIMHUKO-71a00PaTOPHBIX UCIIBITAHUI
(MccmemoBaHUiT) METUITMHCKUX U3IETUMI

TPEBOBAHUWA

K COZlep>XKaHHIO GPOIIIOPHI MCCIef0BaTeNA O MEAUIIUMHCKOM U3ZeaNH (KpoMe
MEIUIIMHCKUX U3TETUM 11 JUATHOCTUKH in Vitro)

I. Obuee onmcaHyre MeAUIMHCKOTO M3IeIHI

1. bpouropa wucciemoparens [AO/DKHA COAEpXKaTh CAeAYOUyl0 HMHGOPMALMIO C
OITMCAaHWEM MEeIUITNHCKOTO H3IeIH:

a) HaMMeHOBaHNe MeJIUIIMHCKOIO M3eI s,
0) ob1ee omucaHye ¥ HasHAYeHHEe MEIUIITHCKOTO U3eJIH;

B) MH(OpMaIKs, IO3BOIAIONAS UAeHTU(UIIPOBATh MEJULIIMHCKOE U3ZeNINe, B TOM
YuCJle HOMEP MOJIeIN, BKJII0Yast HOMep UCIOoMHeHus (MomubuKanyuu) (IIpyu HAIMYUN) UIN
CCBLIKY Ha UIeHTU(PUIUPYIOWMIT HOMEP MOJEIIH;

T) BUJ MEAMLIMHCKOTO U3ZeNUs B COOTBETCTBUM C HOMEHKJIATypOH MeZUIIMHCKHUX
u3fenuii, mpuMeHsaeMol B paMKax EBpa3uiickoro sSkOHOMHYeCKOTro COI03a;

) “HPOPMAaLK O IpeJHa3HAYEeHHbIX II0JIb30BaTEIIX;
€) IPUHLIUIIBL ZeHCTBUA MeIUIIMHCKOTO U3/eINs;

) KJIACC PUCKA U IPUMEHUMble KJIAaCCH(UKAIMOHHBIE IIPaBUJA B COOTBETCTBUHU C
IIpaBUIaMU KJIacCUPUKAUUY MeIULMHCKUX U3JeIUil B 3aBUCUMOCTU OT IIOTeHIIMAIbHOTO
pHCKa IpUMeHeHUs, yTBep:kJaeMbIiMu EBpasuiickoit SKoHOMUYeCKOoi KOMHCCHeH;

3) OIIMCaHMe HOBBIX CBOMCTB U XapaKTEPUCTHUK MEJUIIMHCKOTO U3/Ie/IHs;

1) ONMCaHWe IPUHAAJIENKHOCTEH, APYTUX MEAUIMHCKUX WU3LENUH U WU3Lenuii, He
ABJIAIOUIUXCA MEJUIMHCKUMHY, HO TIPeyCMOTPEHHBIX /IS UCIIOIh30BAHUA B KOMOWHALINN
C UCCJIelyeMbIM MeJUIIMHCKAM U3JeINeM;

K) ommcaHume ¥ (WIM) IepedyeHb BO3MOXHBIX HCIIOTHEHUH (KoHpUrypammii)
HCCIIelyeMOro MeIUIINHCKOTO U3/eIHs;

1) oblee OMMCaHNe OCHOBHBIX (PyHKIMOHAIBHBIX 5JIEMEHTOB, BKIIOYAs JUATPaMMBL,
dotorpaduy U PUCYHKH, [JEMOHCTPUPYIOI[E€ OCHOBHBIE YacTH (KOMIIOHEHTHI)
MeIUIIMHCKOIO U3JeANA W BKIIOYAION[e B ceOs IMOSCHUTEIbHbIE HAIINUCH, JOCTATOYHBIE
111 TOHUMAaHUA AuarpaMu, ¢ororpaduii 1 pUCYHKOB;

M) OIIMCaHHe MaTe€pHajios, BCTYIIAIOIINX B HEHOCpe,I[CTBEHHLIfI nin
OHOCPe,ZLOBaHHBIfI KOHTAKT C T€JIOM Y€JIOBEKA.



II. IIpumeHeHNe MeJUIIMHCKOTO U3ZeIus

2. Bpouuopa ucciaenoBaresyisi OOJIXKHA COLEPIKATh CIIEAYIOIIYIO I/IH(i)OPMaHI/IIO (6]
IIpUME€HEHNN ME€TUIIMHCKOI'O U3eI1:

a) Ha3HaYeHUe MeJIUIIMHCKOTO U3ZesIHs;
0) MHCTPYKIMM 110 MOHTaXXy (BBOJY B OKCILTyaTaIlUIO);

B) MHCTPYKIUA 110 IPUMEHEHHUIO, BKJIIOYas YCIOBUA TPAHCIIOPTUPOBKY U XpaHEHH.

III. CBemenusa 06 UCIBITAHUAX MEIUIUHCKOTO U3IE/INU

3. bpomopa wucciemoBaTens IOJDKHA COZEP:KaTh CAeAyIOUylo HHGOPMALHUIO O
IIpOBeZleHHBIX paHee UCIBITAHUAX MeIUIMHCKOTO U3/Ie/IHNA:

a) pe3yJIbTaThl JOKIMHUYECKUX UCCIeTOBAHUI U UCIIBITAHUI;
0) UMeIIrecs KJIMHUYEeCKHEe JaHHbIe, B TOM YHCIIe:

IaHHbIe HAyYHOU JTUTEPATyPhl OTHOCUTENIBHO KOHCTPYKIIUH, 6€30I1aCHOCTH,
3bdeKTUBHOCTH U Ha3HAYEHUI QaHAJIOTUYHBIX WU SKBUBAJIEHTHBIX MEeIUIIMHCKHIX
U3JIeIni;

IaHHBIE HAyYHOH JINTEPATYPhI OTHOCUTENHFHO KOHCTPYKIINH, 6e30I1aCHOCTH,
3beKTUBHOCTH ¥ Ha3HAYEHUS AHATOTUYHBIX VTN SKBUBAJIEHTHBIX MEIUIIUHCKAX
M3JIeJIUi TOTO JKe IIPOU3BOUTEIS, BKIIOYasl JaHHbBIE O BpeMeH! UX O0palieHus Ha PHIHKe,
a TaK)Ke CBeJleHUs 000 BceX BBIABIEHHBIX IIPOOIeMax ¢ 6e301mMacHOCThIO U
3¢ PEeKTUBHOCTHIO U IIPEATIPUHATHIX KOPPEKTUPYIOUIUX AeHCTBIIX;

B) Pe3yJIbTAaThl aHATN3a PUCKOB, CBEZIEHUS O TOOOYHBIX dpdeKTax u
IIPOTUBOIIOKA3aHUAX;

T) IepedeHb BO3MOXXHBIX HeOIarompUATHBIX COOBITH (MHIIUIEHTOB) U
He0JIaTOIIPUATHBIX BO3ZeHCTBUI MeIUIIITHCKOTO U3/eIHs;

,ZI;) IIepedeHb CTaHAAPTOB, IPUMEHAEMBIX B IIOJTHOM 00BeMe MJIM YaCTUYHO.



ITPUJIOXEHUE Ne 3

k IIpaBunam npoBeZieHNA KIMHUYECKUX U
KJIMHUKO-1a00paTOPHBIX UCITBITAHUI
(uccmemoBaHMil) MEIUITMHCKUX U3IETUHI

TPEBOBAHMNA

K COJZIEp>KaHUIO TEXHUYIECKOTO (aiia Ha MeIUIIMHCKOE U3ZeIue
(kpoMe MeIUITMHCKUX M3ZAEIUi i1 ZUaTHOCTUKY in Vitro)

I. Obuee onmcaHre MeAUIMHCKOTO U3IeIHUI

1. Texuudeckuii daiin fomKeH cofepKaTh Cileyouyo HHGOPMAIIHIO C
onucaHHeM MeJUIIHCKOTO U3Ze/HA:

a) HAaMMEeHOBaHNe MeJUIIMHCKOIO U3/Ie/INI;
6) obImee onucaHve ¥ HasHAYeHHe MEeIUIIMHCKOTIO U3e/IN;

B) HH(OpMAIYs, T03BOJIAIOMAS UAeHTUUIIPOBATh MEJUIIMHCKOE U3Ze/INeE, B TOM
4ypcjae HOMep MOZeNW, BKIIOYas HOMepP HCIOJNHEHHA (IIpM HAJIWYWM) WIN CCBUIKY Ha
UIeHTUGUIVIPYIOUIUI HOMep MOJesIH;

T) BUJ MEIUIMHCKOTO MU3[eIHUsI B COOTBETCTBUU C HOMEHKJIATyPOIH MeIUIIMHCKHUX
u3fenuii, mpuMeHsaeMol B paMKax EBpa3uiickoro skOHOMH4eCKOTro COI03a;

I) IpelHa3HaYeHHbIe TI0JIb30BATEIH;
€) IPUHIUIIBL ZeHCTBUA MeJUIIHCKOTO U3/eINs;

)  KJacC  IOTeHUHWAJIbHOTO  pHUCKA  IPUMEHEHWs U  IPUMEHUMBIe
KJIacCU(PUKAIMOHHBIe IIpaBMJa B COOTBETCTBUM C IIpaBUJIAaMU KJIacCUbUKAIUHI
MEIULIVHCKAX W3JeJUMM B 3aBUCMMOCTH OT IIOTEHIIMAJIBHOIO PHCKa IIpUMEHEeHU,
yTBepKJaeMbIMH EBpasuiickoil 9KOHOMIYeCKOH KOMHUCCHel;

3) 0OBsICHEHME CBOYCTB U XapaKTEPUCTUK MEITUIIMHCKOTO MU3[eIH;

1) ONMCaHWe IPUHAAIEXHOCTEH, APYTUX MEeIULMHCKUX MU3JeTuil U U3Zenuil, He
ABJIAIOUVXCA MEJUIMHCKUMHY, HO IIPeyCMOTPEHHBIX [JIs UCIIOIB30BAHUA B KOMOWHALIY
C paccMaTpUBaeMbIM MeIULIVMHCKUM U3JeINeM;

K) ommcaHue ¥ (WIM) IIepeYeHb BO3MOXXHBIX WCIIOTHEHUN (KOHGUTypaluii)
paccMaTpuBaeMOTO MEIUIIMHCKOTO U3ZeIHs;

71) ofIjee OIKMCaHWE OCHOBHBIX (YHKIIMOHAJIBHBIX 9JIEMEHTOB (JUarpaMMBl,
dotorpaduy U PUCYHKH, [JEMOHCTPUPYIOIIE€ OCHOBHBIE YacTH (KOMIIOHEHTHI)
MeIULIVHCKOTO W3[eNusi, BKIIOJaloulyie B ce0s IOSCHSIOUINE HAANWUCH K AHarpaMmau,
dororpaduaM u puCyHKaM);

M) OIIMCaHHe MaTepHnajaos, BCTYIIAIOIINX B HeHOCPe,Z[CTBEHHBIfI Hnin
OHOCPe,Il;OBaHHBIIjI KOHTAKT C T€JIOM 4YeJIOBEKa.



II. Onucanme MeITHUIIMHCKOTO U3

2. Texunueckuii ailn HoKeH cofepkKaTh IlepedeHb OCHOBHBIX XapaKTePUCTUK,
pasMepoB M yKasaHHH IIO SKCILTyaTalluMHM MeJWIIMHCKOTO M3JeJIHdA, ero HCIOIHEeHUH Hu
IIPAHAJJIeKHOCTEH, KOTOpPhle MMEIOTCA B TEXHMYECKOM JOKyMEHTAlUM MeJHIIMHCKOTO
W3JeNIud U APYTUX MaTepHuajax, JOCTYIIHBIX KOHEYHOMY IIOJIb30BATEIIIO, a TAKXKe IepedeHb
IIPAMEHAEMBIX IPOU3BOJUTEIEM CTaHAPTOB.

ITI. Ccplnka Ha TOAOOHBIE U IIPeIbIAYINTe
MoIuGUKAIYU METUITMHCKOTO U3/IeIUs

3. B ciayuae wucmomp3oBaHMA HHGOPMAIMM O MOJZOOHBIX WM IPeBIAYIIUX
MOAMPUKALMAX MEJUIIMHCKOTO H3JeNIUs IJIS [OKAa3aTeJbCTBA COOTBETCTBUA OOIIUM
TpeGoBaHUAM 6e30macHOCTH U d(PPEKTUBHOCTH MEAUIIMHCKUX U3JeNNi, TPeOOBaHUAM K
MX MAapKMPOBKE U OSKCIUTyaTallMOHHOM /[JOKYMEHTallMM Ha HHX, YTBep)KJaeMBIM
EBpasuiickoii 5KOHOMUYeCKOH KoMHCcHell (manee - oOmue TpeOGOBaHMA), TEXHUYECKUIH
Gbaiin nomKeH coflepsKaTh KpaTKoe OIMCaHMe:

a) ImpexbIAyIIUX MoAubUKanMi pacCMaTPpHUBAEMOrO MEAMIIMHCKOTO H3fenus (Ipu
HAIUYKHN);

6) momOOHBIX MOAUPUKALNI METUITMHCKUX U3ZeNNH, HaXOAIUXCSI B OOpalleHuH B
pamkax EBpasniicKoro S5KOHOMHUYECKOTO COI03a ¥ Ha MEXXIYHAPOLHBIX PhIHKAX.

IV. ConpoBopuTenbHas nHpopManua
4. Texanyeckuit $paiiyn fOMKEH COmeP>KaTh:

a) JaHHble O MapKUPOBKEe MEJULIMHCKOTO M3JEIHA M €ro YIAaKOBKH (IIPOEKTHI
MapKHUPOBKH);

6) HWHCTPYKIUIO II0 IPUMEHEHUIO0 (IKCIUIYaTallMOHHYIO JOKyMEHTAIHIO)
MeJUIIMHCKOTO U3

V. IlpoexTupoBanue u pa3paboTKa MeIUIIMHCKOTO U3eINs

5. Texuuyeckuit Qaiin FomKeH cofep:kaTh NHPOPMALMIO, IIO3BOJIAIONTYIO IOy IUTh
obImee TIpencTaBleHHMe OO OCHOBHBIX CTAagUAX IIPOEKTHPOBAHUA PaCCMATPHBAEMOTO
MeJULIMHCKOTO u3fienud. /laHHas nHpopManyusa MOXeT OBITH IIpe/iCTaBlIeHa B BUe OJIOK-
CXeMBI IIPOIeCCOB.

VI. IIpousBoaCcTBeHHEBIE IIPOIECCHI

6. Texamyeckuii Haiia ZOIKeH cofepKaTh MHPOPMAIIUIO, TO3BOJIAIONLYIO ITOTYIUTh
obuiee IpezcTaBleHNMe O IIPOM3BOJCTBEHHBIX Ipolueccax. JlanHas mHGOpMaIua MOXeT



OBITH TIpefCTaBiIeHa B BUAe OJIOK-CXeMbI IIPOIECCOB, Jalouieii oflnee IpeCTaBIeHUE O
IIPOM3BOJICTBE, COOpKe, 3aKIIOYUTENBHBIX KCIBITAHUAX MEJUIIMHCKOTO U3ZeNus WU
OKOHYATeJIbHOM YIIaKOBKE TOTOBOTO MEJUIIMHCKOTO U3 eIHS.

VII. ITpousBoacTBeHHBIE IIOUIAAKY

7. B texHmdyeckoMm daiise AODKHBI OBITh UAEHTHU(GUIIMPOBAHBI IIPOU3BOJCTBEHHBIE
IJIOWAAKY, HAa KOTOPBIX OCYIIECTBISAETCS IIPOU3BOJACTBEHHAs MAeATEIbHOCTh IIO
paccMaTpuBaeMOMy MeZULMHCKOMY u3fenuio. Ecau 1j1a ZaHHBIX IJIOWAZOK HMEIOTCS
cepTUdUKATHl CUCTeMbl MeHe/KMeHTa KadyeCTBa MJIM PaBHOIEHHBIE NOKYMEHTHI, TO HX
KOIIUY JJOJDKHBI OBITH IIPUJIOXKEHBI K TEXHUYECKOMY (aiiy.

VIII. CBegeHMA O COOTBETCTBUY OOIUM TPEOOBAHUIM

8. Texuuueckuii ¢aiin ZOKEH BKIIOYATh B ceOsi CBeIEHUS O COOTBETCTBUM OOLIMM
TpeGOBaHUSIM.

IX. PesynbTaTh! aHamINU3a U yIIpaBleHUS PUCKOM

9. Texumueckuit ¢aitn pgomkeH cojepxkaTb KpaTKUMI IlepedeHb PHCKOB,
UIeHTU(UIIMPOBAHHEIX B IIPOIleCcce aHATHM3a PUCKA, W OIMCAHUE CIIOCOOOB YIIPaBIeHUS
3TMMM PUCKAMU B IeJIAX CHHXXEHUA UX [0 JOIIyCTUMOTO YPOBHA.

X. [lesTeTbHOCTH IO BepUPHUKAIIUY U BaIUAALIU

10. Texuuveckuii ¢aityr JODKEH CONEPKATh CIeyIoLIue CBeleHUA U JOKyMEHTHI 10
BepuUKAINY U BaJIUAALNN, KOTOPbIe UCIIOIB30BATIUCH JJI JOKA3aTEIhCTBA COOTBETCTBU
MEeJUIMHCKOTO H3Jenus oOmuM TpeGoBaHUAM (B TOM YHCJIEe IO IPUMEHHMOCTU OOIIMX
Tpe6GOBaHUI):

a) pe3yJIbTaThl UCIIBITAHUI B UCIIBITaTETbHBIX TA00pAaTOPHUAX (LIeHTpax);

6) pesysnbraThl JaGOPaTOPHBIX M (WMJIM) 3aBOJCKUX WCIBITAHUN, B TOM YHCIE
pe3yJIbTaThl UCIIBITAHUY B YCIOBUSIX, UMUTHUPYIOLIUX SKCILIyaTallIOHHbIE;

B) Pe3yJIbTaThL JIa6OPaTOpHBIX WCHOBITAHUN Ha >XHBOTHBIX A1 IIOATBEPXKIAEHUA
IIpaBUJIBPHOCTHU KOHUEIINWU I'OTOBOTO MEAUIIMTHCKOTO U3EJITA;

T) JeKJapalliy COOTBETCTBUA CTAHJAAPTaM U3 II€PEeYHs CTAaHAAPTOB, B pe3yJbTaTe
IPUMEHEHUsT KOTOPBIX Ha [JOOPOBOJIBHOM OCHOBE IIOJTHOCTBIO WM YaCTUYHO
obecireuynBaeTcss COOJMIOLEHME  COOTBETCTBUA  MEOWUIIMHCKOTO  M3Jeausd  OOIuUM
TpeGOBaHUAM;

,Z[) AE€KIdpalliyi COOTBETCTBUA CTAHAAPTAM, KOTOPbhI€ HE BKIIOYEHBI B YKHBHHHLIfI B
IIOAIIYHKTE «I'» HACTOAIILETO ITYHKTA II€pEeY€Hb, C 000CHOBaHUEM UX IIpUMEHEHM T,

e) 0030p  ONyOJIMKOBAaHHBIX  JIUTEPATYPHBIX  HMCTOYHHMKOB  KacaTeJbHO



paccMaTprBaEeMOrO MEeAUIIMHCKOTO HU3ZeNIHs I ITOLOOHBIX MeJUIIMHCKUX U3eIN.
11. Texauueckuit $pailyl JOKEH COAEPHKATh:
a) CBeZIeHUS 0 OMOJIOTUYECKOM COBMECTHMOCTH;

6) CBeE€HNA O JIEKAPCTBEHHBIX CPEACTBdAX, BXOAAIMMNX B COCTAB PaCCMATPUBA€MOTO
MEAMIIMHCKOI'O U3OeJINA;

B) CBeJIEHUS O OMOJIOrUYeCKON 6e30IaCHOCTH MEeIUITMHCKUX U3IeTUH, BKIIOYAIONINX
B ce0s KJIETKU, TKAHU MU UX IIPOU3BOAHBIE, B3SATHIE Y YeIOBEKA MJIH KUBOTHBIX;

1") CBEIEHUA O METONdX CTEPHUIMNIAIII;

,Z[) CBegeHHuAaA O BepI/I(bI/IKElHI/II/I 1 BaJIUAalIK IIPOTPAMMHOTO obecrieueHus IIpnu
IIPOEKTUPOBAHUU MEAUTUHCKOTO U30ETTHNA;

e) oruer 00 O0OOCHOBAaHWM KIMHUYECKOH 3(PPEeKTUBHOCTH U 6e30macHOCTU
MeJUIHCKOTO U3/eIH.

12. UsnoxeHuwe  pe3ypbTaTOB  IIPOBEJEHHBIX  KIWHUYECKUX  HCIBITAHMI
(ucciemoBaHuMii), KpoMe BBIBOJOB, HOJ/DKHBI BKJIIOYATh B CeOS TPOTOKOJIBI HCIIBITAHUN
(uccnemoBaHwUit) B IOJHOM 0O0BEME.

13. Texnwueckuit ¢aiin [JOMKEH cofepXaTh IlepeuyeHb BCeX MaTepHasoB,
HaXOJAIINXCA B HEIOCPeJCTBEHHOM HJIM OIIOCPeJlOBAaHHOM KOHTaKTe C OpPraHHU3MOM
IanyeHTa, €eCAW [JJA TOTO, 4YTOOBI OXapaKTepu3oBaTh (GU3MYECKHe, XUMUYeCKue,
TOKCUKOJIOTHYeCKHMe ¥ OHOJOTMYecKWe XapaKTEPUCTUKM MaTepuana, HeoOXOZUMO B
COOTBETCTBUM C pe3yJbTaTaMH aHAIN3a PUCKOB IIPOBECTH WCIBITAHUA OHOJIOTHUYIECKOH
COBMECTHMOCTH. B Texumueckuii ¢aiiyn ciemyeT BKIIOYUTH IOLPOOHYIO MHPOPMALUIO O
IIPOBeIeHHBIX MCIBITAHUAX, IPUMEHEHHBIX CTaHAAPTaX, IPOTOKOJIAX MUCIBITAHUY, aHATU3
IIOJIyYeHHBIX JaHHBIX U KpaTKOe U3JI0XKeHHe pe3yIbTaTOB UCIBITAaHUH.

14. Ecnmu MemuuumHCKOe M3fenne BKJIIOYAaeT B ceOs JIeKapCTBEHHBIE CPEJCTBA, TO
TeXHUYeCKHIH Gaia JODKeH COAep)KaTh IIOAPOOHYI0 WMHGOPMALHIO O IPUMEHIeMBIX
JIeKapCTBEHHBIX CPEJICTBAX, UX MPOU3BOAUTENE (IIPOMU3BOLUTENIAX), IPUYNHE BKIIOUYEHUS B
MeAUIINHCKOe u3fenre, 0e30IaCHOCTH IIPUMEHEHUs U MeXaHWU3Me [eHCTBUS B COCTaBe
u3lenus IpPU IIPeLyCMOTPEHHOM IIpUMeHEHUY, [JOKYMEeHT, IIOATBepXKIaloIuit
perucTpanuio JIeKapCTBEHHOTO CpeZCTBA B CTpaHe - IIPOM3BOJUTENE JIEKAapCTBEHHOTO
CpezCcTBa.

15. Texumueckuii daiin [o/wkeH cofiep:KaTh llepedyeHb BCex

MaTepHayOB KUBOTHOTO MM YeIOBEYECKOTO ITPOMCXOXKIEHHs, MUCIIOIb30BAHHBIX B
MeIUIIMHCKOM H3fleuu. TexHudeckuit aill  JOMKEH CofepkaTh IHOAPOGHYIO
nHpopMmanyio 06 3TUX Marepuasax, OTHOCAILYIOCS K BBIOOPY HCTOYHUKOB (JOHODOB),
B3ATHUIO IIPO0O, 00pabOTKe, XpaHEHUIO, MCCIIeJOBAHUIO M OOPAIIEeHUIO C TKAHIMH, KIeTKaMU
U BellleCTBaMU JKMBOTHOTO MJIH Y€JI0BEYECKOTO IIPOUCXOXKAEHUS.

B rexmmueckuit ¢aiin ciesyeT TakKe BKJIIOYATh pesyJbTaThl BaJUJALMU IIPOIECCa,
IOATBEPXKJAIOIINe  HaJIWu4YMe  IIPOM3BOACTBEHHBIX IPOLEAypP, MHHHMHU3HUPYIOIINX
6uosornyecKre PHUCKU, B YAaCTHOCTH B OTHOLIEHWU BHUPYCOB U IPYTHX BO3OyAuTesei



OoJie3He.

Taxke ciemyeT BKJIIOYaTh OIKMCAHHWE CHUCTeMBl XpaHeHHUd 3allMceil, II03BOJIAIOLIEeH
OCYILIeCTBIATh IIPOCAEXHBAEMOCTb OT MCTOYHHMKOB MaTepHajoB JO TOTOBOTO
MeJIUITNHCKOTO U3eINA.

16. B ciryuae ecnm MemUIMHCKOe H3JeIHe IIOCTAaBIAETCA B CTEPUIBHOM BHJE,
TeXHU4YeCcKui daiy Jo/DKeH coiep:KaTh CBeJleHUA O BaJUJAllUy IIpollecca CTepUINU3aLU
(BKJIIOYAas MCIBITAaHUA HAa OMOJIOTHYECKYIO HArpys3Ky, HaJW4YMe IHUPOTeHHBIX BEILIECTB,
HaJIU4Yye OCTATOYHOTO KOJIMYECTBA CTEPHJIM3YIOLIETO BEeLleCTBAa) U O BATUIAIINYU IIpoliecca
ynakoBbIBaHUA. MH(opManus o BaluAauuy LOJDKHA BKJIIOYATh B ce0sA IPUMEHEHHBII
MeTOJ, JOCTUTHYTHIH ypOBeHb OOeCIIeYeHHSI CTePUIBHOCTH, IIPUMEHEHHbIe CTaHJApPTEHI,
IIPOTOKOJI CTEPIJIM3AINH, Pa3spaOOTaHHBIM B COOTBETCTBUM C OTUMHU CTAaHJAAPTAMU, U
KPaTKOe M3JI0KeHHEe IIOJyYeHHBIX Pe3yJIbTaTOB.

17. Texauyeckuii ¢aiia JODKEH COEeP>KaTh CBeJeHUsA O IIPOoIlecce IMPOeKTUPOBAHUS
U pa3pabOTKH IPOrpaMMHOTO OOecIleYeHHs W BaJUJALMH IIPOIPAMMHOTO OOecIedeHMs,
HCIIOJIB3yeMOr0 B TOTOBOM MeAMIIMHCKOM M3feNU. Y KasaHHasd MH(POpMaIUsd BKIIOYAET B
ceOsA KpaTKoe H3JIOXKEeHUE Pe3yJbTaTOB AEATeNbHOCTH II0 BepU(UKAIUW, BaTUIALUU U
pe3yJIbTaTOB MCIBITAHUMN, BBIIOJHEHHBIX B OpraHU3alUU-TIPOM3BOJAMTENE, a TakKke
CBeZleHHUA O BCeX MMeIomuXcA KOH(MUTypaluAX alllapaTHBIX CPeACTB M OIlepallMOHHBIX
cucTeMax, UAeHTUGUIMPOBAHHBIX B COITPOBOJAUTEIBHON JOKyMeHTAIIUH.

18. Texuwmveckuit (aiin [OMKeH cojepkaTb HHPOPMAIUIO O IIPOBEIEeHHBIX
HCCIeJOBAaHUAX HA JKUBOTHBIX JJIA IIOATBEPXKIEHUS COOTBETCTBUA OOLIMM TPeOOBaHUAM
(mpm Hamuuuu). B TexHmuyeckoMm daiie MODKHBI OBITH OIIMCAHBI IIEJHM YKa3aHHBIX
VICCIeIOBAaHU, METOOJIOTHS, PE3YJIbTAaThl, aHAIN3 U 3aKII0OUeHHU.



I[MTPUJIOKEHUE Ne 4

k IIpaBunam npoBeZieHUA KIMHUYECKUX U
KJIMHUKO-1a00paTOPHBIX UCITBITAHUI
(uccmemoBaHMil) MEIUITMHCKUX U3IETHHI

TPEBOBAHMNA

K COZIEp>XaHUIO TPOTPaMMbl KIIMHUYECKOTO UCIIBITAHUA
(ucciemoBaHMA) MEIUIIMHCKOTO U3IETHU

I. Obuee ommcaHye MeAUIMHCKOTO U3Ie/IH

1. TIporpamma KJIMHMYECKOTO MCIBITAaHUA (MCCI€NOBAHUA) HOJDKHA COZEPKATh
cIeAyouyo HHGOPMALMIO C ONMMCaHNeM MeIUIIMHCKOTO U3/IeIH:

a) HaMEeHOBaHWEe MEJUIIMHCKOTO U3eJINI;

6) MpOU3BOAUTEND U YIIOJIHOMOYEHHBIN IIPeJCTaBUTEIh MEAUIIMHCKOTO H3ZENUs C
yKa3aHHeM afipeca, HoMepa TejedoHa, 5IeKTPOHHON ITOYTHL U KOHTAaKTHOTO JIUIIA;

B) 00liee onucaHye ¥ HasHAYeHHE MEeIUIIMHCKOTO U3IEeIIU;

r) nHGOpMaLV, TO3BOJIAOMAR UAEHTUGUINPOBATh METUIIMHCKOE H3ZeNe, B TOM
YuCjie HOMEp MOJeNH, BKJI0Yas HOMep UCIOTHeHus (Mogudukanyy) (Ipy1 HATUYUK) UK
CCBIIKY Ha UAeHTU(DUIMPYIOWMIT HOMep MOJeIIH;

Il) BUJ, MeIUIIMHCKOTO W3ZeNUs B COOTBETCTBUHM C HOMEHKJIATYPOH MeAUIIMHCKUX
u3fennii, IpuMeHsaeMol B paMKax EBpa3uiickoro sSkOHOMHU4eCKOTro CO03a;

€) TpyIna IaIMeHTOB M MeAUIIMHCKUE ITOKa3aHudA, JJII KOTOPHIX IIpeHa3HAYeHO
MeIUITMHCKOE U3JTeNTreE;

’K) HasHAYeHMHe MeIUIIMHCKOTO U3IeJINI;

3) KJIaCC PUCKa ¥ IIPUMEHMMble KJIaCCU(pUKAIMOHHBIE ITPaBUJIA COIJIACHO IIPaBHJIAM
KJIacCUbUKAIUY MeIUIIMHCKUX H3TeJWi B 3aBUCHMOCTH OT IIOTeHIIMAJIBHOTO PHCKA
IIpUMeHeHUs, yTBepKZaeMbIM EBpa3uiickoit s5KOHOMIYeCKOi KoMUccuei;

I/I) 00BsICHEHYE HOBBIX CBOMCTB U XdpaKTePUCTUK MEAHUIIMHCKOI'O U30eJIA;

K) OIIMCaHWe TOrO, KaK /[JOCTUTAeTCs IIPOCAEXHBAEMOCTh BO BpeMfA U IIOCTE
IpOBeZeHUsl KIWHUYECKOTO HCIIBITAHUSA (MCCIeJOBAHUSA) MEIUIIMHCKOTO u3zenus (cC
IIOMOIIBIO IIPUCBOEHUs HOMepa CEepPUH, HOMepa IapTHUHU, 3aBOACKUX CEPUITHBIX HOMEPOB
VI WHBIM CIIOCOO0OM);

JI) CBeJleHUA O MaTepHajIax, KOHTAaKTUPYIOIUX C OPraHU3MOM YeJIOBEKa;

M) CBEeeHUA O KOHTPOJIbHBIX MEAVUITMHCKUX U30ETHIX.

I1. lanHbIE O KIMHUYECKOM UCITBITAHUU



(uccmemoBaHMM) MEIUIIMHCKOTO U3

2. IIporpamma KJIMHUYECKOTO HCIBITAaHUS (MCCIeLOBAaHUS) MEJUIMHCKOTO U3[eIHs
IOJDKHA COZEpIKaTh CIeLyIoulylo MHGOPMALUIO O NPoueype KIMHUYECKOTO HCIBITAaHUSL
(uccnemoBaHuUs):

a) HAWMEHOBaHWE U WIEHTU(PUKALUOHHBIE NAaHHBIE KIWHUYECKOTO WCIBITAHUA
(vccnemoBanus);

6) azpec 1 HaMMeHOBaHWe MeAUIIMHCKON OpPTraHM3aI[UY, IIPOBOAAIIEH KINHUYECKUe
WUCIbITaHUS (MCCIeIOBaHMA);

B) IaHHBIe 00 MCCIeZOBaTeNAX, KOOPAMHATOpe-HCCIeZoBaTesle (IpU HAIWMYUU) U
HCIIBITaTeIbHOM OpraHU3aIluy;

T) OIMCAHHE CIEIUAJIBHBIX XUPYPIrUYeCKHX H APYTHX MEJUIIMHCKUX IIPOLEnyp,
CBSI3aHHBIX C MCIIOJIb30BAaHUEM MEIUIIMHCKOTO HU3IeJIHI;

I) TpeOOBaHUS K OIIBITY ¥ OO0y YeHUIO MeIULIMHCKUX CIIELNaTUCTOB;
e) omucaHue Au3aiiHa KINHUYECKOTO MCIbITaHus (MCCIeTOBaHNA);

)K) OIlMCaHV€ PHCKOB ¥ TIIOJb3bl IIpPHMEHEHNA MEAUIMHCKOIO HN3AeJIHNA IIpU
IIpoBeE€HNHN KINHNYIECKOTO NCIIBITAHUA (I/ICCJIe,ZLOBaHI/I}I);

3) OITnCaHHue YCJIOBI/IfI AJIs1 IIpOoBeN€HUA KIMHUYECKOTO NCIIPITaHNA (I/ICCJIe,HOBaHI/I}I),
OIIpeAeI€HHbBIX ITPOU3BOAUTEIIEM,;

1) ONMCaHWe IPUHAAJIENKHOCTEH, APYTUX MEAUIMHCKUX WU3LEeNUi U WU3LeIuil, He
ABIAIOUUXCSA MEJUIMHCKUMY, HO TIPeyCMOTPEHHBIX /IS UCIIOIh30BAHUSA B KOMOWHALINN
C MEeIUIIMHCKHUM M3IeJTHUEM;

K) eI 1 TUIIOTE3bI KIMHNYECKOI'O UCIIBITAHUA (I/ICCJIe,I[OBaHI/IH);

JI) BBIOOp CYOBEKTOB KIMHWYECKHX WCIBITAaHUH (MCCIeJOBAaHWII), B TOM YHCJIE UX
KOJIMYECTBO;

M) KOJMYeCTBO HCIOJIB3YEeMBIX MCCIeNyeMBIX MEeJUIIMHCKUX u3zenuit (c
000CHOBaHHUEM);

H) OIIMCaHVe POl yp KINHUYECKUX UCIIBITAaHUH (MCCIefOBaHMIN);

O) IIJIaH MOHHTOPHMHIA B XOJ€ KINHHYECKHX MCIIBITAaHU (HCCJIE,Z[OBHHI/Iﬁ) C
YKa3daHHUEM 9dCTOTBL HOCG]JJ;EHPIfI, KO/In49eCTBa MOHUTOPOB U X KOHTAKTOB;

H) CTAaTUCTHUYECKHE METOAbI dHAJIM3d JdHHDBIX;

p) IIpoliecC MONIy4YeHHs HWH(POPMUPOBAHHOTO COIJIACHSA CYOBEKTOB KIMHUYECKHX
WMCIBITAaHUM (MCCIeI0OBaHUM);

C) OIHMCaHWe OSTHYECKUX aCIeKTOB KIMHHYECKOTO WCIBITAHUA (HMCCIeIOBaHMA),
BKJIIOYAsi HHTEPECH! YA3BUMBIX CyOBEKTOB KIMHIMYECKOTO UCIIBITAHUSA (MCCIeJOBAHMUA).



[MTPUJIOKEHUWE Ne 5

k IIpaBunam mpoBeZieHNA KIWHUYECKUX U
KJIMHUKO-1a00paTOPHBIX UCITBITAHUI
(uccmemoBaHMil) MEIUITMHCKUX U3IETHHI

®OPMA

OoTYeTa O KJIMHHYECKOM MCIBITaHUH (MCCIeOBAaHNH)
MEIHUITHHCKOTO U3eIH

YTBEPX/IAIO

(pyxoBoguTEIH MEZUIIMHCKOM OpPraHMU3aluy, GaMUIN, UM,
OTYeCTBO, OAIKCH (KOOPAUHATOP-UCCIef0BaTeNb, GaMUINS, UM,
OTYeCTBO, TOJIIKCH - B CJIyYae MHOTOLIEHTPOBBIX MCIIBITAHUI))

OTYET

0 KJIMHUYECKOM MCITBITAHUH (MCCIeOBAHNN) MEeTUIITHCKOTO U3 e M

(HaMeHOBaHVE MEAUITUHCKOTO U3IEIV)

Ne OT « » 20 1.

1. CocraBien

(HanMeHOBaHUe U afipeCc MeJUIMHCKOI OpraHU3aIun)

2. [Moauomoumst Ha IpoBefeHue KJIMHUYECKOTO WCIIBITAHUS
(uccmemoBaHM)
3. Paspeurenue Ha IIpoBeZieHe KJIMHUYECKOTO WCITBITAHUS
(vccmemoBaHMA)

4. Ilepuog npoBefeHUs KINHUYECKOTO UCIBITAaHUA (MCC/IeJOBAaHMA)

5. HaumenoBaHue u afipec IpOU3BOJUTEIA

6. Anpec Mecra TpOM3BOACTBA MEJULIMHCKOTO u3fenus (IPOM3BOJACTBEHHOM
TTOMIAIKH )

7. HavMeHOBaHMe ¥ afpec YIIOJHOMOYEHHOTO IIpeACTaBUTENS IIPOMU3BOAUTENT (IJII
IIPOU3BOAUTENEH TPETHUX CTPAH)



8. Jlanusbie 06 McCIeIOBaTEAX

(dbamumus, uM4, oT4ecTBO (TP HAMIUYKU), MECTO PAabOTHI, ZOKHOCTD, HAy4YHAs CTEIIeHb (IIPU HAJIUIUH))

9. Unentudukaus 1 OmMCaHUE UCCIeSyeMOr0 MeIUIMHCKOTO U3JIe/IUsl, BKIIOYas
epeyeHb HUCIIOTHEHHH, KOHQUIypanuil ¥  IPUHAIJIEKHOCTEH, Ha  KOTOpbIE
PacCIpOCTPaHSIIOTCS pe3yIbTaThl KJIMHUYECKOTO WCIIBITAHUS
(uccmemoBaHws)

10. HasunaueHnure MeIHUIIMHCKOTO M3IE/IH

11. Krracc B 3aBUCHMOCTH OT IOTEHIIUATBHOTO PUCKA IPUMEHEeHUS

12. Kox Buza B COOTBETCTBUM C HOMEHKJATypOH MeZWULMHCKUX U3JeInii,
IIpUMeHsaeMoil B paMkax EBpa3uiickoro sEKOHOMHUYeCKOTO COI03a

13. Llesu ¥ TUIIOTE3bI KIMHUIECKOTO UCIIBITAHUS (MCCIIeJOBAH)

14. Cxema KJIMHHUYECKOTO WCIBITAHUA (MCCAEIOBAaHUSA), BKJIIOYAS OIMCAHKE
KOHEYHBIX TOYEK

15. KonmyecTBo cyOBEKTOB KIMHUYECKOTO MCIIBITAHUA (MCCIeZoBaHUs) (B ciaydae
MHOTOILIEHTPOBBIX HCIBITAHUH (MCCIeZOBAHUM) KOJIMYECTBO CYOBEKTOB KIMHUYECKOTO
WCOBITAHUA (uccmemoBaHms) B KaXIgon MeIUITMHCKOM
OpraHU3aIuN)

16. Kosm4ecTBO 5K3eMILIAPOB UCCIELYEMOTO MEIUIIUHCKOTO U3ZeTus

17. MegunuHckyie OpraHM3aluy, B KOTOPBIX IIPOBOAIIIOCH KIHHUYECKOE
WCIIBITAHUE (uccremoBanue) (most MHOTOIEHTPOBBIX VCIIBITAHUH
(uccnemoBanwmin))

18. Cratuctudecku oOpaboTaHHBIEe JaHHBIE  KJIMHUYECKOTO  HCIIBITAHUS

(uccmemoBaHmM)

19. Ouenka pe3y1bTaTOB KJIMHUYECKOTO UCIIBITAHUS (MCCI€OBAHMS)




20. BerBoziBI 1TO pe3ysIbTaTaM KIMHUYECKOTO HUCIIBITaHUA (MCCIeIOBaHUA)

ITopmucu pykoBoguTeneil MeJUIIMHCKUX OpPraHU3auuil (B cIyyae MHOTOLEHTPOBBIX
HUCIBITAaHUM (MCCIeTOBaHMiN)):

(pamwmius, umst, oT9eCTBO (IIPH HAIUIHH), MECTO PaBOTHI, JOKHOCTB)

(pamunuss, ums, 0TIeCTBO (IIPH HATHMYUM), MECTO PAOOTHI, ZODKHOCTS)

[Toamucu ucciaemoBaTeseii:

(pamwmius, umst, oT9eCTBO (IIPH HAIUIHH), MECTO PaBOTHI, JOKHOCTB)

(dammins, ums, oTuecTBO (IIPH HAIUYIHMH), MECTO PabOTHI, JOKHOCTS)

HepequL IIpujara€MbIX JOKYMEHTOB:
1) IIporpaMma KJIMHHUYIECKOT'O NCIIBITAaHUA (I/ICCJIe,II;OBaHI/IH);

2) IIepBHUYHbBIE JdHHbI€ KIIMHWYECKOTO UCIIPITaHNA (I/ICC]Ie,ILOBaHI/IH).



[TPUJIOXXEHUE Ne> 6

k IIpaBunam npoBeZieHUA KIMHUYECKUX U
KJIMHUKO-1a00paTOPHBIX UCITBITAHUI
(uccmemoBaHMil) MEIUITMHCKUX U3IETHHI

TPEBOBAHUWA

K COZIep>KaHHIO IIPOTPaMMbl KJIMHUKO-Ia00PaTOPHOTO MCIBITAHUA
(MccIeIoBaHMs) MEIUIIMHCKOTO M3E/INA AJI1 JUATHOCTHUKH in Vitro

I. Ob1ee omucaHre MeTUIMHCKOTO M3IEINUS IS
IUaTHOCTUKH in vitro

1. Tlporpamma KIMHHKO-1a0OpPaTOPHOTO MCHBITAaHUS (KMCCIELOBAHUA) HOJDKHA
cozepXaTh CJIeAyIOmyo HH(POpPMAIUIO C OINMUCAHWEM MEeZULMHCKOTO U3Jenus mIJId
MUATHOCTUKH 1N Vitro:

a) HAVMMEHOBAHVE MEIUITMHCKOI'O U3ae/INA OJId AUATHOCTUKN in VitI’O;

6) IIpON3BOAUTEIIb 1 yrIOJIHOMO‘-IEHHBIfI IIpeacTaBUTE/Ib MEAUNMTHCKOTO U34ETIUA OJIA
AUATHOCTUKHU in vitro c¢ YKa3aHHE€M dJipeca, TeJIE(i)OHa, BHeKTPOHHOfI IIOYTBI M
KOHTAKTHOTIO JIMIIA;

B) OOllee OmMcaHWe W HasHAaYeHWe MEeIUIIMHCKOIO H3AEIUS IS MTUATHOCTUKH in
Vitro;

r) uHbOpMalusA, NMO3BOJIAOWAT HAEHTUGUIUPOBATH MENUIIMHCKOE H3ZeNIHe M
OUAaTHOCTUKM In Vitro, B TOM 4YHCJIe HOMep MOMe/]H, BKJIIO4Yasd HOMEp MCIOJTHEHUS
(Mopudukanyy) (IIpU HAIWYNUK) WIN CCBUIKY HA UIeHTUGUIUPYIOMUH HOMEP MOeIH;

I) BUJ MeIULMHCKOTO H3feNuA MAJNA AUATHOCTHKU in Vitro B COOTBETCTBUU C
HOMEHKJIATypoi MeJUIIMHCKUX U3Jenuii, IpuMeHgeMoi B paMmkax Espasuiickoro
3KOHOMMYECKOTO COI033;

€) XapaKTepUCTHKa 00pas3IoB MJIM IIPOO, UCIOIB3yeMbIX B KIMHUKOJIA60pPaTOPHOM
HCIIBITAHNH (MCCIIeOBAHIH);

) KJIaCC PUCKA U IPUMEHUMBIe KIacCU(PUKAIIMOHHbIe IIPAaBUJIa COIJIACHO IIPAaBUIaM
KJIacCUPUKAIUY MeAUIIMHCKUX W3TeNIHH B 3aBUCMMOCTU OT IIOTEHLIHAJIBHOTO PHUCKA
IpUMeHeHUsd, yTBepKJaeMbIM EBpasuiickoil 9KOHOMHUYeCKOl KoMuccuei;

3) OOBsACHEHHE HOBBIX CBOMCTB M XapaKTEPUCTUK MEAMIIMHCKOTO H3ZENUs I
MTUATHOCTUKH 1N Vitro.

II. laHHBIE O KIMHUKO-7Ia00paTOPHOM MCIIBITAHUY (MCCIIeJOBAHUN)
MeIUIIMHCKOTO U3JEeJIUs IS ZUAaTHOCTUKY in Vitro

2. ITporpamma KJIMHUKO-Iab0paTOPHOTO HCIIBITAHUSA (nccenoBaHuM)



MeIUIITMHCKOTO H3Zelus [jad NUAaTHOCTUKM In Vitro JOJ/DKHA coZepikKaTh CaeLyIoUIyio
MH(POPMALUIO O IIPOleAype UCIIBITAHUA (UCCIeS0BaHNUA):

a) LleJIb U 337]aY¥ KJIMHUKO-1a00paTOPHOTO UCIIBITAaHUA (MCCIeIOBaHUA);

6) HaMeHOBaHVe MeJUIIMHCKOM OpraHU3alyy, IPHHUMAIOeH yJacThe B KIMHUKO-
71a60paTOPHOM HCIIBITAHUY (MCCIe[OBAHIN);

B) MeCTa IIpOBeJleHHUs H3MepeHuUil (aHanu3a) (ecIM HAXOAATCA He B YKa3aHHBIX
MeIUIMHCKUX OPTaHU3AIIIX);

T) METO/bI aHA/IV3a JaHHBIX;

) CTATUCTUYECKVe YPOBHH 3HAYMMOCTH;

€) pa3Mep BBIOOPKH JJIsS OLIeHKU IT0Ka3aTesei KIMHUIECKOH 3G (eKTUBHOCTY;
) IIesieBas MOIYJ/IAIUS HaceleHNU;

3) KPUTEpUU IIPUTOFZHOCTH IPOO, 00BeM O0Opa3sLoB M KPUTEPUM HUCKIIOUYEHUS
06pa31os;

M) JeTaay IIpeaHaJTUuTUIeCKOTO STalla;
K) IIpOLleIypHI CJIEIBIX IIPO0;

JI) y4eT BO3feHcTBUA (AKTOPOB MHTep(epeHINH, BBI3BAHHBIX YCIOBUAMM B3ATUS
06pa3LoB, MIN MATOIOTUYeCKUM ((U3MOIOTHYECKUM) COCTOSHHEM MAOHOpA IIPOOBI MM
Je4eHUeM;

M) BBIOOp ¥ OGOCHOBaHME METO/]a CPABHEHUS;

H) TIpOlleAyphl KajiuOpOBKM, BKIIOYas [JaHHble II0 IIPOCIEKUBAEMOCTU
KaJInGpaTopoB;

O) KpHUTEepHH AJId ITPOBENEHIA IIOBTOPHOI'O T€CTd M MCKIIOYE€HHNA JdHHBIX;

H) COOTBETCTByIOIIME€ MEPBL [JId IIpeayIpexXaAeHns PHCKd I/IH(l)I/I]_LI/IPOBaHI/UI
II0JIB30OBATEJIA.



ITPUJIOXEHUE Ne 7

k IIpaBunam npoBeZieHNA KIMHUYECKUX U
KJIMHUKO-1a00paTOPHBIX UCITBITAHUI
(uccmemoBaHMil) MEIUITMHCKUX U3IETUHI

®OPMA

oTuYeTa 0 KIMHUKO-1a00paTOPHOM MCIIBITAHUY (MCCIeSOBaHUN)
MEIUITHHCKOTO U3JAEeINH JJIA JUATHOCTHKH in Vitro

YTBEPX/AIO

(pyxoBouTEIh MEAUIIMHCKOM OpPraHMU3aluy, GaMUIN, UM,
OTYeCTBO, MOIIKCH (KOOPAUHATOP-UCCIEA0BaTeNb, GaMUIHS, UM,

OT4Y€CTBO, IIOAIHNCH - B CIy4ae€ MHOTOILEHTPOBBIX I/ICHI)ITaHI/IfI))

OTYET

0 KJIMHUKO-71a00paTOPHOM HCIIBITAHUY (MCCIIeZIOBAaHUN)
MEeIUITMHCKOTO U3AeU IS AUAaTHOCTUKHU in vitro

1. CocraBiien

(HavMeHOBaHVE MeAUITMHCKOTO U3/Ie/IN JJIs TUaTHOCTUKH in Vitro)

Ne OT « » 20 T.

(HauMeHOBaHUE U afipec MeJUIIMHCKON OpraHU3aIiiuu)

2. IlomHOMOYMS Ha IIPOBeieHNe KIMHUKO-Iab0paTOPHOTO UCIIBITAHUSA (UCCIIeLOBAHYA)

3. YBemoMieHHe O IPOBeIEHUH KIMHUKO-Ia00PaTOPHOTO UCIBITAHUA (MCCIeOBAHNA)

4, Hepno,u BpeMeHU IIpOBEeEeHMA KJII/IHI/IKO—JIa60paTOPHOI‘O HCIIBITAHUA (I/ICCJIe,I[OBaHI/IH)

5. HaumeHoOBaHUe U afipec MPOU3BOSUTENI

6. Anmpec MecTa IIPOM3BOJCTBA MEIULIMHCKOTO U3JeNUd JIJIA AUATHOCTUKU In Vitro



(Tpou3BOZCTBEHHOI IIJIOIAKMY)

7. HaumeHOBaHMEe M ajipeCc YIOJTHOMOYEHHOTO IIPeJCTaBUTENIA IPOU3BOAUTENS (ZJIA
IIPOU3BOIUTENIEH TPETHUX CTPAH)

8. larnHsbie 006 MCCIemOBaTENIX

(dbaMunust, uMs, 0TIeCTBO (IIPU HATHUYUN), MECTO PAaBOTHI, ZODKHOCTD, HAYIHAS CTeleHb (IIPH HATUIHH))

9. HWpenTudmkaumsa ¥ ONMCAHUE HCCIELYeMOTO MEJUIIUMHCKOTO U3IeNusd [IJd
OVAaTHOCTUKM 1n  Vvitro, BKJIIOYasd IlepeuyeHb MCIOJTHEHWUH, KOHQUTypauuit u
IIPUHAJIEKHOCTeH, Ha KOTOpble  PACIPOCTPAHAIOTCA  Pe3yJIbTaThl  UCIBITAHUA
(uccnemoBanus) (IIpU HATHYHNN)

10. Hasuauenune MeIUITMHCKOTO U3HEINS I ZUATHOCTUKH in Vitro

11. Kiracc B 3aBECHMOCTH OT IIOTEHIIUATBHOTO PUCKA IIPUMeHEeHHUA

12. Koy Buza B COOTBETCTBUM C HOMEHKJIATYPOH MeIUIIMHCKUX U3JeNUH, IPUMeHIeMOH
B pamMKax EBpasuiicKoro sKkOHOMHUYECKOTO COI03a

13. Lleny KIMHUKO-Tab0paTOPHOTO MUCIIBITAHUA (MCCIeTOBaHUA)

14. Bs16op 1 060CHOBaHKE METO]a CPABHEHUA

15. Pasmep BBIOOpKHM IJIg OLEHKM IIOKa3aTejleil aHAIUTUYECKOH U, IAe IPUMEHHUMO,
KJIMHUYeCKOH 5P beKTUBHOCTH

16. KonuuecTBO 5K3eMILIAPOB HCCIEAYyeMOro MeIUIIMHCKOTO U3JieIus IS AVUArHOCTUKU
in vitro

17. MepguuuHCKUe OpraHU3alM{, B KOTOPHIX IIPOBOSUIOCH KJIMHUKO- JabopaTopHOe
HCIbITaHMe (MCCiejoBaHUe), U (MJIM) MeCTa IPOBefeHUs U3MepeHUN

18. Craructuuecku oOpaboTaHHBIE [JaHHbIE KIMHUKO-JIA00PaTOPHOTO WCIIBITAHUAL
(uccmemoBaHws)




19. Ouenxka pe3ynpTaTOB KINHUKO-I1a00pPaTOPHOTO UCIIBITAHUSA (MCCI€LOBAHNA)

20. BI)IBO,ILBI II0 pe3yJjIbTaTaM KJII/IHI/IKO—JIa60paTOPHOI‘O HCIIBITAHUA (I/ICCJIe,I[OBaHI/IH)

[Topmucu pykoBopuTeneil MeIUIMHCKUX OPTaHU3ALMI (B CIyyae MHOTOIIEHTPOBBIX
WMCIBITAaHUM (MCCIeIOBaHMU)):

(bamumtnst, uMs, 0TYeCTBO (IIPU HAIUYIHUM), MECTO PaBOTHI, LOKHOCTS)

(bamumust, uMst, 0TIECTBO (TP HAIUYIUM), MECTO PaBOTHI, LOIKHOCTS)

Iloamucu ncciemoBaTeIe:

(bamumust, uMst, 0TYECTBO (TP HATUYIHUM), MECTO PaBOTHI, LOIKHOCTS)

(bamurust, uMst, 0TYECTBO (IIPH HAIUYIKH), MECTO PABOTHI, LOIKHOCTS)

Ilepeyens mpuiaraeMsIx JOKyMEHTOB:
1) mporpamMma KJIMHUKO-7Ia60paTOPHOTO UCIBITaHUA (MCCIeLOBAaHUA);

2) mepBUYHbIE JAaHHbIE KJIMHUKO-1a00paTOPHOTO UCIBITAHMUA (UCCIeT0BAHNA).



