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06 yrBep:xkaennu Ilopsinka npoBeaeHHs OIEHKH COOTBETCTBHSI MEIHIIMHCKHX
H3aedil B popMe TEXHHYECKHX HCILITAHHH, TOKCHKOJIOTHYeCKHX HCC/IeIOBAHNHH,
KJIHHHYECKHX HCIIBITAHHH B LeJIAX rOCyJaPpCTBEHHOH PerHCTpallHH MeAHIHHCKHX

H3AeJHH

B cootBercTBHH ¢ gacThio 8 craThu 38 denepansHOro 3akoHa ot 21 Hos6ps 2011 r.
Ne 323-®3 «O6 ocHOBax OxpaHBl 3I0pOBBs TpaxaaH B Poccuiickoit dDenepanum»
u nognyHkTtoMm 5.2.187 myskra 5 Ilomoxkenwss o MuUHHCTEpCTBE 3ApaBOOXpaHEHHUS
Poccuiickoit @epepaiuu, yTBEp)IeHHOTO noctaHoBleHHeM [IpaButenscTBa Poccuiickoi
Oenepauyn ot 19 mons 2012 r. Ne 608, npu ka3 bl Balo:

1. VYtBepauts mnpunaraemeiii Ilopsgok mpoBexeHHs OLEHKH COOTBETCTBUSA
MEIMLMHCKAX U3JeNUid B (QopMe TEXHHYECKHX HCIBITaHUH, TOKCHKOJOTHYECKHUX
UCCIIEIOBAaHUM, KIMHUYECKUX HCOBITAHUA B LENIX TIOCYJNapCTBEHHON perucTpanyuy
MEUIMHCKUX U3IENUIA.

2. Ilpu3HaTh yTpaTHUBIIUM CUIy I@puKa3 MHUHHCTEpCTBAa 3IpaBOOXpaHEHUS
Poccuiickoit @enepanuu ot 30 aBrycra 2021 r. Ne 885 «O6 yrBepxnenun Ilopsaka
[IPOBEACHUS OLEHKM COOTBETCTBHSI MEAULMHCKUAX U3JeNuili B (opMe TEXHHMUECKUX
UCIIBITAHUHN, TOKCUKOJIOTMYECKUX HWCCIENOBAaHUM, KIMHHUYECKUX HCIBITAHHA B ULEAX
TrOCyJapCTBEHHOM  perucTpallud  MEIULUHCKHUX  HU3JeNui»  (3aperucCTpPHpPOBAH
MunuctepctBoM roctuninu Poccutickoit ®@enepamnyu 12 HosiO6pst 2021 1., perucTpanOHHBIH
Ne 65787).

3. YCTaHOBHUTH, YTO NPOBEJEHUE OLIEHKH COOTBETCTBHS MEIMLIMHCKUX H3AeIud
B (OopMe TEXHHYECKUX HUCIBITAaHUH, TOKCHKOJOTHMYECKHUX HCCIIeOBaHHH, KIMHUYECKHUX
HCIBITAaHUN B LEJSAX FOCYJApCTBEHHOU pEerucTpalvl MEOULUHCKUX H3JEIHUM, 3asBICHUS
0 MPOBEICHUHU KOTOPHIX MPEICTaBIEHbl MPOU3BOAUTENIEM (M3TOTOBUTENIEM ) MEIUIITHCKOTO
U3JIeNHs. WM YIOJHOMOYEHHBIM MPEACTABUTENIEM IPOU3BOAUTENS (U3TOTOBHTEIIN)
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MEIMIMHCKOrO H3AENUA B MCIBITATENbHYIO JabopaTopuio (LEHTP) MM MEIUIHMHCKYIO
OPraHH3al{I0 10 [OHS BCTYIUIEHMS B CHIy HACTOSINETO IpHKasa, OCYIIECTBIAETCS
B COOTBETCTBHMM C TpeOOBaHHSAMH I[OpAJKAa IPOBEICHUS OIEHKU COOTBETCTBHSA
MEIMIUHCKMX M3Jenuid B (QOpMe TEXHMYECKHMX MCIBITAHHH, TOKCHKOJOTHYECKHUX
HCCIIENOBAHMM, KIMHAYECKMX HCIBITaHMH B IEMX IOCYJapCTBEHHOW pEerrCTpamyuu
MeIMLIUHCKUX U3/IENH, IeHCTBOBABILETO A0 AHS BCTYIUICHHsI B CHILy HACTOSALIETO IIpHKa3a.

4, Hactosmmii npukas BerymaeT B cmiry ¢ 1 ceHrabps  2026T.
u aetictByeT 10 1 ceHTsbps 2032 r.

Munuctp M.A. Mypamxko



YTBEPXJEH
IIprKa3oM MUHKCTEPCTBA 31paBOOXPAHEHUS
Poccuiickoit ®enepanuu

OT K 75» . AL % 2026 1. Ng%y/zf

HOPAIAOK
NpOBeeHHA ONEHKH COOTBETCTBHA MEAHIIHHCKUX H3Ae/HH B GopMe TeXHHYECKHX
HCIIBITAHUH, TOKCHKOJIOTHYECKHX HCCJIeTOBAHHH, KIHHHYECKHX HCNILITAHUI B LeJsIX
rocyAapCcTBEHHOH perucTpanui MeIHIHHCKHX H3JeaHil

1. O01ue noJ10KeHUs

1. OneHka COOTBETCTBHS MEAMIMHCKUX H3NENHH, KOTOpas IMPOBOIUTCA B (opMe
TEXHHYECKHX HCIBITAHUH, TOKCUKOJIOTHYECKUX UCCIEAOBAHMM, KIMHHYECKUX HUCIIBITAHUH
MEIWLIMHCKHUX H3AENIMH B LEIAX MOCYAapCTBEHHON PETrUCTpallid METUIMHCKUX H3JEIIHH,
B TOM 4YHCIE€ B IeIX BHECEHUs M3MEHEHHH B JOKYMEHTHI, COJAepKallHecs
B PETHCTPAIMOHHOM JI0ChE€ HAa MEIULMHCKOE U3Zenne (Ianee COOTBETCTBEHHO — OLIEHKA
COOTBETCTBUSA, TEXHMYECKHE  HCIBITAaHWHA, TOKCHKOJIOTMYECKHE  HCCIENIOBaHUsd,
KIMHUYECKHE HMCIBITAHMA) OCYIIECTBISETCS B COOTBETCTBHM C HACTOSIIMM I[lopsukom
pH coOmoeHny TpeboBaHul 3akoHOMaTeNnbcTBa Poccuiickoit deneparym 06 oOpameHun
MEIUIUHCKHX H3JEJIMH, HOPMaTUBHOM M TEXHHYECKOW INOKyMEHTALUH MPOU3BOAUTEINS
(M3roTOBUTENT) MEIUIIMHCKOTO H3JENHS, a TAKXKE NOKYMEHTOB HAlMOHAIBHON CHCTEMBI
CTaH[apTH3aUUK', coAepKalMX TpeGOBaHWS, IIPaBHIA M METOObl HCCIIEHOBaHMI
(McrbITaHUIT) ¥ U3MEPEHUM MeTUIIUMHCKUX U3 IEITHH.

2. Ilo pe3ynpTaTaM OLIEHKH COOTBETCTBHUA OQOPMIISIOTCS: .

a) TIPOTOKOJI TEXHUYECKUX HCTIBITAHUM MEUIIUHCKOTO U3IENIHUS UIIH MEJUIMHCKOTO
u3fenus I OUArHOCTHKH In  vitro (pekoMeHOyeMBId ofpasel] IpuBeeH
B nnpunoxeHuu Ne 1 x HacToswmeMy Ilopanky);

0) NIPOTOKON TOKCHKOJNOTHYECKHX HCCIEHOBAHHM MEIULIMHCKOTO  H3JEINHUS
(pexoMenTyeMbli 0Opasel] mpuBeeH B npuwioxkeHnu Ne 2 k Hactosmemy Ilopsaky);

B) aKT OLEHKHM De3yJNbTaTOB KIMHUYECKHX MCIBITAHHM MEIUIMHCKOIO M3
(pexomMeHyeMBIi 0Opasen npuBeeH B npuwioxeHHd Ne 3 k Hacrosmemy Iopsaaky);

I) aKT OLEHKH pe3ylbTaTOB KIMHHUYECKHX HCIBITAHHM MEIUIHHCKOTO W3JIENHs
JJIs AMarHOCTHKH In Vitro (pekoMeHayeMmblii oOpasel NpHBENEH B MPUIOKEHHH Ne 4
K HactosweMy llopsaxy).

3. Pe3ynbTaThl OLIEHKH COOTBETCTBHUS OQOPMIIAIOTCS Ha OyMaXHOM HOCHUTENE
WA B BUJIE DJIEKTPOHHOTO JOKYMEHTA.

! denepanbHsiii 3ak0H 0T 29 uioHs 2015 1. Ne 162-03 «O cTannaprusanuu B Poccuiickoii Oenepauumy.
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Odopmienne pe3yIbTaTOB OLIEHKH COOTBETCTBUS, IIPELyCMOTPEHHBIX IOMITYHKTaMH
«a» M «O» mnyHkTa 2 Hactosmero Ilopsioka, OCYHIECTBISETCS B COOTBETCTBHH
¢ TpeOOBaHUAMH MPUMEHHMMBIX JOKYMEHTOB HAaI[UOHATLHOM CHCTEMBI CTaHAapTU3ALIHH.

4. IlpousBonMTenb (M3rOTOBUTENH) MEAUIIMHCKOTO U3EIIHs WK YIIOJIHOMOYEHHBII
IIPECTaBUTEND IIPOM3BOAUTEIS (u3roToBUTENS) MEIULITHCKOTO U3JIEITHS
(manee — 3asBUTENB) CaMOCTOSITENFHO ONpPEAENAeT aKKPEOUTOBAaHHYIO B HALMOHAIBHOM
CHUCTeME aKKpeAUTalMy MCIIBITAaTEeNbHYIO TabopaTopuio (LeHTp) (Hajiee — HCIBITATENbHAS
opraHusaiys), OCYLLECTBIISIONIYIO [IpOBEJICHIE TEXHUYECKUX UCIIBITAaHUIA
¥ (MIM) TOKCHKOJIOTHMYECKMX HCCIIeIOBaHUN, C yd4eToM OO0JacTH ee aKKpeAUTallHH,
a TaKkKe OTBEYAIOIYX0 TpeOOBaHUAM, YCTAaHOBIEGHHBIM I[IpaBWiaMu rocynapcTBEHHOM
PETUCTPalliH MEAMLIUHCKUX U3JEIUH, yTBEpXKICHHBIMH ITocTaHOBNIeHHeM [IpaBuTenscTBa
Poccuiickoit @enepauun or 30 Hos6pst 2024 r. Ne 1684 «O6 yrBepxneunu Ilpasui
FOCYIAapCTBEHHOHM pPETHUCTpalMd MEIULMHCKMX u3fenuit» (manee — Ilpasuia),
CpOK JeicTBUS KOTOphIX 10 31 pmekabps 2028 r., MeOWIMHCKYIO OpraHH3aluIo,
IPOBOAAIIYIO KIMHUYECKHE HCIBITAaHUSA METUIMHCKUX W3JeNui (majnee — MeIUIMHCKas
OpraHu3anus), 3a HICKII0YEeHHEM CIIydaeB, IPeAyCMOTPEHHBIX TyHKTOM 24 [IpaBwui.

HcneITaTenbHbIe OPraHM3allid M MEIWIUHCKUAE OpraHW3allid IPH IPOBEJCHUH
TEXHUYECKHMX HCOBITAaHMA M (WIM) TOKCHKOJOTHYECKHMX HCCIEeIOBaHHM, a TaKxKe
KIMHUYECKUX MCIBITAHMNA OOECIIeYHBAIOT NPHUHIMI GECIIPUCTPACTHOCTH M HE HAXOMATCS
B KaKOH-TMOO 3aBHCHMOCTH OT 3asiBUTENSI WIH JPYTHX 3aHHTEPECOBAHHEIX B PE3YJIbTATaX
HCIBITaHUH (MCCIeJOBaHUA) JIULI.

Texuuveckue HCIBITAHUS HE IPOBOAATCS B OTHOIIEHHH pEAareHTOB, HabOpOB
peareHToB, KOHTPOJIBHBIX MAaTEpHaloB, KalHOpaTopoB, HPOMBIBAIOIIMX PaCTBOPOB,
pasbaBuTenel, IIACTUKOBBIX PACXOAHBIX MATE€PHAJIOB, MCIIOJB3YyEMBIX. C PEarcHTaMH
A7 in Vitro-A¥arHOCTUKY M MUTATEIBHBIX CPE.

I1. Onenka cooTBeTCTBHS MEJHIHHCKHX H3/Ie/IHii B OpMe TEXHHYECKHX HCIIbITAHUI
(xpoMe MeIMIMHCKHUX H3JeJIHi AN THATHOCTHKH in vitro)

5. Jlnd mpoBeAEHUs TEXHUYECKUX HCIBITAHHN 3asABUTENb HIH YIOJHOMOYEHHOE
3agBUTEJEM JIMIO IPEACTABIACT B HCIBITATENbHYI0 OPraHH3aliio (HEIOCPEeACTBEHHO
B MCIOBITATENBHYIO  OpPraHHM3alUIO, MM 3aKa3HBIM  IOYTOBBIM  OTIIPABICHHEM
C YBEIOMJICHHEM O BPYYEHHUH, UM B (OpME 3IEKTPOHHOTO JOKYMEHTA, IMOANKHCAHHOIO
9JIEKTPOHHOM MOAINKCEIO B COOTBETCTBUM ¢ DenepanbHBIM 3aKOHOM OT 6 ampens 2011 r.
Ne 63-@3 «O6 snexTpoHHOH mommucu» (Hajiee — 3JIEKTPOHHAs MOIMKCH) 3asBUTEN,
IIOCPEJICTBOM €0 HAIllpaBJIEHUs HA JIEKTPOHHYIO IIOYTY HUCHBITATENILHOW OpraHM3alliH)
3asBJICHHE O IPOBEJCHUH TEXHUYECKUX UCIBITAaHUN MEIULIMHCKOTO M3ZENHUs C YKa3aHHEM
CBEJICHHI, IPEAYCMOTPEHHBIX IOMITYHKTAMH «a» — I, «C» — «Y», «X» (T10 IPUMEHUMOCTH)
U «4» IMyHKTa 64 [IpaBuin, ¢ npuioxeHneM TOKYMEHTOB, IPEAYyCMOTPEHHBIX HOAIYHKTaMH



«@» — «I», «K» — «M» H «o» ImyHKTa 65 IlpaBui, a Takxke Komued JOKyMEHTa,
IIOATBEPXKAAIOIIEr0 IOJMHOMOYHS IOfaBaTh TaKoe 3asBIEHHE OT HMEHM 3asBHUTENS
(B ciydae monaud 3asiBICHUS O MPOBEAECHHM TEXHHUYECKHX HCIBITAHMNA MEIMLIMHCKOTO
M3JIeNUS YIIOTHOMOYEHHBIM 3asiBUTEIIEM JIULIOM).

B cnyuae eciiMm n1OKyMEHTHI Ha MEIULIMHCKOE H3JEJINe, YKa3aHHBIE B HACTOSIIEM
IYHKT€, COCTaBJI€Hbl Ha HHOCTPAHHOM S3BIKE, OHHM IPEJICTABISIOTCS C 3aBEPEHHBIM
[IEPEBOJIOM Ha PYCCKHH S3BIK.

6. HcnblTatenpHas OpraHM3alMs pacCMaTpHUBaeT 3asBieHHE O IIPOBEICHUU
TEXHUYECKUX HUCNIBITAHWNA MEIMLIUHCKOrO U3AENINs U JOKyMEHTHI, yKa3aHHbIE B MyHKTE 5
Hacrosmero Ilopsaka, B cpok, He mpeBbinIatomuii 10 pabodnx AHEH CO AHA MX OTYYEHHS,
U IOPMHHMAET pPEUICHHE O BO3MOXXHOCTH (HEBO3MOXKHOCTH) IPOBENEHHS TEXHHYECKUX
HCIIBITAaHNH MEUIIMHCKOTO M3HEIHSI.

B ciny4ae npuHATHS HCHBITAaTENbHOW OpraHM3allieldl pelIeHHS O BO3MOXKHOCTH
IPOBEICHUSI TEXHHYECKHX HMCIBITaHUH HCHBITaTeNbHAs OpraHu3aunus coolOmaeT o6 3ToM
3agBUTENI0 B IMCBMEHHOM BHJAE (HalpaBlIeHHE YBEIOMIICEHHS 3aKa3HBIM IIOYTOBEIM
OTIIPABJICHUEM C YBEJOMIIEHHEM O Bpy4eHUH MO0 B opMe 3JEKTPOHHOTO HOKYMEHTa,
HOJIIMCAHHOI'O 3JIEKTPOHHOM MOANKCHI0 PyKOBOAUTEINS UCIIBITATEIbHOW OpraHU3aI[iK UK
YIIOJTHOMOYEHHOI0 PYKOBOLHUTENIEM HCIIBITATEILHON OpTraHU3aIiH JIUIA, IIOCPEICTBOM €0
HaIpaBjIeHHs Ha 3JEKTPOHHYIO IIOYTY 3asBUTENS, apec KOTOPOH yKa3aH B 3asBICHHH O
NPOBEACHHM TEXHUYECKUX MCIIBITAHWN MEIULIMHCKOrO U3JENNs) B TeUeHHEe TpeX pabounx
JHEH CO IHS NPHHATUA TaKOTO peIlleHHUs, II0CIIEe YeI0 COBMECTHO C 3asiBUTEIIEM COCTABISLET
IIPOrpaMMy  MCIIBITAHMM, KOTOPYIO YTBEpXKIAeT PYKOBOAMTEIh HCIBITATEIHLHOM
OpraHM3allM{, ¥ HaIpaBseT 3asgBUTENIO NPOEKT AOroBopa (KOHTpaKTa) Ha IPOBEICHHE
TaKUX UCIIBITAHU.

7. B ciy4ae DpHHATHS PELICHUS O HEBO3MOXXHOCTH IIPOBENEHHS TEXHHYECKUX
HCIIBEITaHUM BCIIEACTBUE OTCYTCTBHSI OCHOBAHUH IS IPOBENEHUS TEXHHYECKUX MCITBITAHHH
(oTcyTcTBHE aKKpemuTanuu) U (WIH) TEXHHYECKOM BO3MOXKHOCTH HCIBITATEIbHOM
OpraHu3alyy (HEHCIIPaBHOCTh MM MpOBeleHHE IUIAHOBBIX paboT Ha 00OpyHOBaHUM
HCIIBITATEIbHOA ~ OpraHW3allMM), HECOOTBETCTBHA  IPEACTABICHHOIO  3asBIICHHMS
O TPOBEACHHM TEXHUYECKUX MCIBITAHUNA MEAHUIMHCKOTO HW3JENUsS H JOKYMEHTOB,
YKa3aHHBIX B MyHKTe 5 Hacrosero Ilopsnka, TtpeGoBanusM Hactosimero Ilopsiaka,
HCIBITaTe/IbHasi OpraHu3alnys cooOIaeT B NUCHBMEHHOM BHIE 00 3TOM 3asBHTEIO
(HampaBreHHE YBEIOMJICHHS 3aKa3HbIM ITOYTOBBIM OTIPABICHHEM C YBEJOMIECHHEM
0 Bpy4eHHH OO B (QopMe 3IEKTPOHHOrO HOKYMEHTa, IOAMHCAHHOTO JJIEKTPOHHOM
IIONNHKUCHIO PYKOBOAMTENS MCHBITATENbHOW OpraHM3allid WK  YIIOJHOMOYEHHOI'O
PYKOBOJMTENEM MCILITATEIEHON OpraHU3alMHy JIMIA, TIOCPEACTBOM €ro HalpaBlIeHHSI Ha
QJIEKTPOHHYIO IIOYTY 3asgBHTENs, aJpec KOTOPOH yKa3aH B 3asBICHHH O IPOBEICHHH
TEXHUYECKUX MCIBITAHUH MEAULIMHCKOTO U3JIeNNs) B TeUCHHE TpeX pabounx AHEH co JHSA
IPHHATHA TAaKOT0 PEIIEHHs ¢ yKa3aHHEeM NpPHUYMH OTKa3a B NMPOBEACHHH TEXHHYECKHUX



UCTIBITAHUN.

8. Ilocne yTBEp)KIEHUS pyKOBOJUTEIEM UCTIBITATEIEHOW OpraHU3al{iy IIPOrPaMMbI
UCNBITAHWM, a TaKXXe MOAMNMCAHMS OroBopa (KOHTPAaKTa) Ha MPOBEIEHHE TEXHHUYECKHX
UCHBITAaHHUH 3agBUTENb NPECTABISIET B HCIBITATEIEHYIO OPTaHH3aIHIO:

a) MEIOULMHCKOE U3Je/lie BMeCTe C MPHUHAUIEKHOCTIMH, HEeO06XO0IMMBIMU
U TIPUMEHEHHMs] MEAMLMHCKOTO H3JEeNUS WIM ero Mopeieidl (Mapok) Mo Ha3HAYEHHIO
(manee — nDpUHAINEXKHOCTH) (B KOJHMYECTBE COMVIACHO TPEOOBAaHMAM JOKYMEHTOB
HaIMOHAJILHOM CHCTEMBI CTAHAPTU3AIMH U YTBEPXKACHHOM ITPOrpaMMBI HCIIBITAHHIA);

6) cneunuansHOe 060pynOBaHHe, pa3paboTaHHOE IPOU3BOAUTENEM (M3TOTOBHTENIEM)
MEIMLIHUHCKOTO HM3ACNUSA AN TEXHHYECKUX HCIBITAHUH KOHKPETHOrO MeXHMIHHCKOIO
U3endss M YKa3’aHHOE MM B TEXHMYECKOH JOKyMeHTanud (Ipd  HATUYHH)
(32 MCKIIIOUYEHHEM TPOrPaMMHOT0 O0ECIIeUeH s, IBIISIOMIEr0CsS MEUIIMHCKIM H3ZEIHEM,
¥ (WIH) NPOrPaMMHOrO oOOG€cHedeHHs C INPHMEHEHHEM TEXHOJOTHH HCKYCCTBEHHOTO
UHTEJUIEKTA, SIBISIOIEroCcs MeIUIIUHCKUM H3JIEIIHEM );

B) cCHenuanbHoe o0opyHoBanue W (WIH) IPOrpaMMHOE OOECIIEYeHHE, TECTOBEIE
0a3bl JaHHBIX, pa3paboTaHHbIE IPOU3BOAUTENIEM (H3TOTOBUTENIEM ) MEUIIMHCKOTO U3/IEIHs
Ul TEXHWYECKHMX MCIIBITAHUH KOHKPETHOTO MENUIIMHCKOTO H3AENHUsS M YyKa3aHHOE
UM B TE€XHHYECKOH NOKYMEHTalMM (IIp¥ Hanuuuu) (A7 MpOorpaMMHOTO oGecreveHus,
ABIAIONIETOCS MEIMLMHCKUM H3fenueM, U (WIM) TMPOorpaMMHOr0 obecreveHus
C IPUMEHEHHEM TEXHOJIOTUH MCKYCCTBEHHOI'O MHTEIUIEKTA, SIBJISIOIIEroCcs METUIHHCKHM
U3JIETIUEM ).

9. B OTHOIIEHHMH MEIMLUHCKUX W3JCNUA, MANI TEXHUYECKHX HCIBITaHHMA
WM MOHTaXa (BBOJA B 9KCILTyaTallUIO) KOTOPEIX TPeOyeTcs MOMydYeHHe pa3peIlnTeNbHOM
NOKyMEHTallMd (B TOM 4YHCIIE JIMIEH3WH), MpOBeNeHHE KalUTaJIbHOr0 PEMOHTA,
CTPOUTENLCTBO OTHENBHBIX KalMUTAIbHBIX COOpPY)XEHUH, MIOIyCKAeTCsd MpOBeAEHHE
TEXHUYECKUX HCIIBITAHUN HUCIBITATENbHOW OpraHu3anueil Ha TEpPUTOPUH MPOU3BOIUTENA
(M3rOTOBUTENS) MEAUIIMHCKOTO M3MENHs UIH B OPraHM3alluy, Ie MEIULMHECKOE U3MEIIHE
pasMelIeHo U (WIK) pa3pellieHo i NPUMEHEHUSI B COOTBETCTBHHU C 3aKOHOJATEECTBOM
JIAaHHOW CTpaHBI.

10. Texardeckre UCTIBITAHUS MEIULUHCKHUX H3AETHH MPOBOIATCS HUCIBITATEIBHOM
opraHusanues B CpoK, He npesblmiaromui 30 pabouux gHEH cO JHS NpeXOCTaBIECHHSI
3asBHTENIEM B HCIBITATEIbHYIO OPraHU3aLUI0 MEAULUHCKOTO U3AETH S, TPHHAIIEKHOCTEH
U CIEIHaIbHOro obopynoBaHUs MU (WIH) NMPOrpaMMHOIO OOecIeYeHHs, TECTOBBIX 0a3
IaHHBIX (IIpH HAJIM4MHU), YKa3aHHBIX B NyHKTe 8 Hacrosiiero Ilopsaka, mpH yCIOBUH
OILJIaTHI 3asIBUTEINIEM YCIIYT UCIBITATEIbHON OpraHu3allii B COOTBETCTBHH C 3aKJIFOYEHHBIM
JOroBopoM (KOHTpakToM). B ciywasx, korma ©Oonee NPOTOKUTENBHBIM CPOK
NpeAyCMOTpEH METOAOM (METOAMKOH) TEXHHYECKHUX HCIBITAaHUH, CPOK IIPOBENCHHS
TEXHUYECKHX MCIIBITAHUN NpPOAJIEeBaeTCS IO PELIEHHIO PYKOBOJIUTENS HCIBITATEIbHOM
OpraHU3alMy UK YIIOJIHOMOYEHHOIO0 PYKOBOJUTEIIEM UCIIBITATEIbHON OpraHu3alyy JTHIa
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He Oonmee yeM Ha 20 paGouymx mHEH, O 4eM WCIBITAaTebHAs OPTaHU3AIMSA YBEIOMISET
3asdBUTENs (3aKa3sHBIM [IOYTOBBIM OTNPABICHHEM C YBEAOMIIEHHEM O BPYYEHHH
HIM B (OpMe OSIEKTPOHHOrO JOKYMEHTa, IOANMCAHHOTO 3IEKTPOHHON IIOAHCHIO
PYKOBOIWTENS HCHBITATENbHOH OpraHW3allid WU YIOJIHOMOYEHHOTO PyKOBOAHTENIEM
MCTILITATEILHON OpraHM3aliK JIMLA, MOCPEACTBOM €ro HaNpaBIeHHs Ha SJIEKTPOHHYIO
TOYTY 3asBUTEINS, aZpec KOTOPOH yKa3aH B 3asBICHHA O IPOBEICHMHM TEXHUYECKHUX
HCIIBITAHWH MEIULMHCKOTO U3JIENHUs) B T€YEHHE TpeX pabouuX AHEH CO AHSA IpPHHATHS
TaKOro pelIeHusl.

11. Ilpu mpoBeneHNH TEXHWYECKMX HCIBITAaHH B COOTBETCTBHH C HPOrPaMMOM
UCTIBITaHUH, TPENyCMOTPEHHOH IyHKTOM 8 Hactosmiero Ilopsnka, B TOM d4HCIe
OCYILLIECTBISAETCS:

a) OLEHKA COOTBETCTBHS XapaKTEPUCTHK (CBOWCTB) MEIMULMHCKOTO H3IEIHs
TPeOOBAHWAM HOPMATHBHOH JOKYyMEHTAalWW, TEXHHYECKOH M  OKCILTyaTAIMOHHOM
JAOKYMEHTALMH POM3BOAUTENS (M3TOTOBHUTENN) MEAULIMHCKOTO U3EIHS Ha MeIHUIIMHCKOE
u3zenue;

6) ompemenenme Kiacca NOTEHUHMAIbHOTO pPHCKA NPMMEHEHHS MEIMLHMHCKOTO
H3/1eJ1Us B COOTBETCTBHH C HOMEHKJIATYPHOM KiaccuuKaliei MeTUIMHCKUX W3/,

B) OLEHKA  TONHOTHI M  NOCTATOYHOCTH  CBENEHHH,  COIepIKaLIiXcs
B 3a4BJICHUM O TMPOBEACHHH TEXHUYECCKUX WCMBITAHUH MEIUIUHCKOIO W3NS
¥ TOKyMEHTaX, YKa3aHHBIX B IIyHKTE 5 Hactosmero ITopsaka;

r) odopMIeHHE U BBIaYa (3aKa3HBIM II0YTOBBIM OTIHPABIEHHEM C YBELOMIICHHEM
O BPYYeHMH HIM B ()OPME DINEKTPOHHOTO NOKYMEHTa, IIOANMCAHHOTO BJIEKTPOHHOM
MOAMACBI0  PYKOBOJAUTENS HCHBITATEIbHOW OpPraHW3allil WIH  YIIOJHOMOYEHHOTO
PYKOBOAUTENIEM HCTIBITATEIbHOM OpraHM3alliy JMIA U COOTBETCTBYIOIIETO TPeOOBAHMAM
myHKkTa 54 lIpaBui, MOCPENCTBOM €ro HalpaBIeHHs Ha JJIEKTPOHHYIO NOYTY 3asBHTEI,
ampec KOTOPOH YKa3saH B 3asfBI€HHH O INPOBEJAECHUM TEXHUYECKHX WCIIbITAHMI
MEJIUIAHCKOTO U3JEJIHs) 3asBUTENIO IIPOTOKOJIA TEXHUYECKUX HCITBITAHUM MeIUIIHHCKOTO
U3JCIHns.

12. B Xo/ie MpOBeIEHN TEXHUYECKHX MCIBITAHUM ONpPEeIIAIOT:

a) COOTBETCTBHE MENMIHMHCKOrO W3IENHs BMECTe C  IPHUHAIEKHOCTAMH
U CHElHAIBHBIM 000pyHOBaHHEM M (WIH) MPOIPAMMHBIM OOECIIeYeHHEM, TECTOBBIMHE
Gasamy JaHHBIX (TIPH HAIMYHM), YKA3aHHBIMH B IIYHKTE 8 HACTOSILETO Ilopsinka,
TPeOOBaHUAM IPUMEHHMEIX JOKYMEHTOB HAIHOHANBHOM CHCTeMBl CTaHJapTH3aIldH,

? Tlprkas MUHHCTEPCTBA 31paBOOXpaHeHHs Poccumifckoit ®epepaunn o 6 mioHa 2012 r. Ne 4H «O6 yrBEpKICHHH
HOMEHKJIATYPHOH KIIACCHOUKAUMH MENMIMHCKMX H3JeNui» (3aperdcTpupoBaH MEHMCTEPCTBOM IOCTHUHH Poccuiickoi
®enepauru 9 mona 2012 r., peructpauoHusidi Ne 24852) ¢ H3MEHEHHAMH, BHECEHHBIMH nmpHKa3aMd MuHucTepcTBa
3npaBooxpaneHus Poccuiickolt @enepaumu ot 25 ceHTAOps 2014 . Ne 557H (3aperucTpupoBaH MHHHCTEPCTBOM FOCTHUHMH
Poccuiickoit ®enepaunu 17 nexabps 2014 r., perucrpaunonnsiii Ne 35201), ot 7 moius 2020 r. Ne 686u (3aperucTpupoBaH
Munncrepersom roctummu Pocentickoit ®enepanuu 10 asrycra 2020 r., perucrpaumonssit Ne 59225), ot 24 mons 2025 T.
Ne 364u (sapeructpupoan MuHHCTEpCTBOM IocTuumH Poccuifckoit denepaunn 5 asrycra 2025 r., perHcTpaulHiOHHBIM
Ne 83136).
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a TaK)Ke€ HOPMAaTHUBHOM JTOKYMEHTALUH, TEXHUIECKON U SKCIUTYaTAlHOHHOM JOKyMEHTALUH
IPOMU3BOAMTENS (M3TOTOBUTEINS) METULIMHCKOTO U3/ENINS HAa MEJULIMHCKOE U3JIEIUe;

0) MONHOTY M JOCTATOYHOCTH YCTAaHOBIEHHHIX B HOPMATHUBHOM JOKYMEHTALlUH,
TEXHAYECKOHM M OSKCIUIyaTallHOHHOHW JOKYMEHTallud IIPOM3BOAUTENS (H3rOTOBHUTENS)
MEIHUIMHCKOTO M3IENUs Ha MEIUIUHCKOe U3HeNHe XapaKTEPUCTHK, MOMJIEKAIIHUX
KOHTPOJIIO IPY TEXHUYECKUX UCIBITAHUSX, & TAKXKE METOIOB UCIIBITAHUIA;

B) KayecTBO MEIMIIMHCKOTO M3[eius U 6€30MacCHOCTh ero NPHMEHEHHS,

I) BO3MOXHOCTh YKa3aHHBIX B IIOMIYHKTaX «0» M «B» NyHKTa 8 HaCTOSIIEro
Ilopsnka cnenuansHOro obopymoBanus U (HIH) MPOTPaMMHOIO 0OeCIIeYeH s, TECTOBBIX
0a3 JaHHBIX, pa3paOOTaHHBIX MPOU3BOAUTEIEM (M3IOTOBHUTEIEM) MEAULUHCKOTO H3MEITHs
IS TEXHUYECKUX VCIIBITaHHI KOHKPETHOI'O MEIUIIMHCKOTO U3JEINus
Y YKa3aHHBIX MM B TEXHHYECKOH NOKyMEHTAIMH, OOECIIEUYUTh NMPOBEICHHE TEXHHYECKUX
UCIIBITaHUH (TI0 IPUMEHUMOCTH).

13. Pe3ynbTaTsl  TEXHHYECKMX  UCIBITAHHHA  CYHTAIOTCS  OTPHULATEIbHBIMH
B CJIy4ae HEBBIIOJIHEHHS XOTs OBl OJJTHOTO U3 CIEIYIOINX YCIIOBHIA:

a) TpeICTaBICHHOE MEIMIMHCKOe W3Ielne BMECTe C NPHHAAIEKHOCTIMH
U ClenyalbHeIM 00OpyJoBaHHEM M (WIM) MPOrPaMMHEIM O0ECIeYEeHHEM, TEeCTOBBIMH
Gazamu NaHHBIX (TIpM HAIMYHH), yKa3aHHEIMH B IyHKTe 8 HacTosmero Ilopsnxa,
COOTBETCTBYET TpeOOBaHHAM NPHMEHHMBIX JOKYMEHTOB HAIHOHAIBHOM CHCTEMBI
CTaHJapTU3aLHH, a  TakKKe  HOPMAaTUBHOM  JOKYMEHTAIlMH,  TEXHHYECKOH
U 9KCIUTyaTallHOHHOMW NOKYMEHTALUH IPOU3BOAUTENS (M3rOTOBHUTENS) METHIMHCKOIO
U3JIENUs Ha MEIUIIMHCKOE U3JIEeNIHE;

0) HOpMaTHBHas JOKYMEHTAIWsl, TEXHHYECKask X IKCILTyaTAllMOHHAs JOKYMEHTALU
NPOM3BOIUTEN (M3TOTOBUTENSA) MENULHMHCKOrO H3NEAMS Ha MENUIMHCKOE H3/eINe
TIOATBEPXKIAIOT TMOJHOTY M JOCTaTOYHOCTh YCTAHOBIEHHBIX B HHX XapaKTEPHCTHK
MEJUIMHCKOIO HM3J€Ms, IOMIeKAIUX KOHTPOJIO IPH TEXHWYECKHX UCIBITAHUAX,
a TaK)X€ METOAOB HCIBITAHHIA;

B) Ka4yeCTBO MEAHWIMHCKOIO W3Jenus U 0e30MacHOCTh €ro NpHMeHEHHS
IIOJTBEPXKACHBI B X0/1€ TEXHUYECKUX HCIIBITAHHUI;

I) yKasaHHBIE B IIOANMYHKTaXx «06» M «B» myHkra 8 Hactosmero Ilopsaxa
cenyanbHoe o0opynoBaHMe M (WIH) IIPOrPaMMHOE OOecledyeHHe, TEeCTOBble Oa3bl
JaHHBIX, pa3pabOTaHHBIE NPOU3BOAMTENEM (M3rOTOBHTENEM) MEIULMHCKOTO H3IETHS
U1l TeXHAYECKHX HCIBITAHHH KOHKPETHOTO MEIUIIMHCKOTO W3JeNIUs H yKa3aHHBIE
UM B TEXHHYECKOM [OKyMEHTaluH, OOeCIeYnBalOT BO3MOXKHOCTH IIPOBEJECHHS
TEXHUYECKUX UCTBITAaHUH (110 IIPUMEHUMOCTH).




ITI. Onenka cOOTBEeTCTBHS MEAMIMHCKHX U3AEJMH NJIs AHATHOCTHKH in vitro
B (popMe TEXHHYECKHX HCIILITAHHUI

14. lna  mpoBeeHHS  TEXHHYECKUX  HCIBITAHMM  MEIULUMHCKUX  H3IeIuid
Il JAWAarHOCTUKH In Vitro 3asBHTENs HIM YIOJIHOMOYEHHOE 3asBHUTENEM JIMIO
HPECTaBIAET B MCILITATENbHYIO OPraHH3alMIO0 (HENOCPEICTBEHHO B HCIBITATENBHYIO
OpPraHM3allkIO, WM 3aKa3HBIM IIOYTOBBIM OTHPABIEHHUEM C YBEIOMIICHHEM O BPyYEHHH,
UM B QopMe D3JIEKTPOHHOIO JOKYMEHTa, MOJMHUCAHHOIO JIIEKTPOHHOM IOIIHMCHIO
3asBHUTENIA, ITOCPEACTBOM €0 HAIpaBiCHHs HA JJIEKTPOHHYIO ITOYTYy MCIBITATEIbHOMN
OpraHM3alLlKH) 3asBI€HHE O MPOBEACHUH TEXHUUECKUX UCTIBITAHUI MEIUIIMECKOTO M3 ENHs
Ui OWAarHOCTHKM In  Vvitro ¢  yKka3aHMeM CBEINeHHH, I[PeayCMOTPEHHEIX
NOAMYHKTAMH «a@» — «D),. «C» — «y», «X» (0 TNPUMEHHMOCTH), «I» H «I»
nyHkTa 64 IlpaBun, ¢ IpUIOXKEHHEM JOKYMEHTOB, NMPEIyCMOTPEHHBIX MOAMYHKTaMM
«@> — «m», «K» — «M» U «o» myHkta 65 IlpaBun, a Takke KOIHIO JOKYMEHTa,
NOATBEPXKAAIOLIEr0 IIOJIHOMOYHS II0JIaBaTh TaKoe 3asBI€HHE OT HMEHH 3asBUTENIA
(B ciyqae momavy 3asBIEHHS O IPOBEAECHHH TEXHHYECKMX HCIBITAHUM MeIULMHCKOrO
U3JENus JJI1 JUarHOCTUKH in Vitro yIOJHOMOYEHHBIM 3assBUTENIEM JIUILIOM).

B cinyuae ecnu TOKyMEHTHl Ha MEIUIMHCKOE M3AENIWe U1 TUArHOCTHKH in Vitro,
yKa3aHHbIE B  HACTOAIIEM IIyHKTE, COCTAaBJICHBl HAa HHOCTPAHHOM  S3bIKE,
OHH IPEACTABIAIOTCS C 3aBEPEHHBIM IIEPEBOIOM Ha PYCCKHM S3BIK.

15. UcnelTaTenbHass oOpraHu3alisi paccMaTpUBaeT 3asBI€HHE O MPOBEAECHHH
TEXHUYECKUX UCIBITAHUN MEAMLIIMHCKUX U3AETNH A1 JUATHOCTHKH in Vitro H JOKYMEHTHI,
ykasaHHple B MyHKTe 14 Hacrosmero Ilopsnka, B cpok, He IIpeBBHIIIAONINI
10 pabounx nHel co OHA HUX MONy4YEeHHs, M TPUHHUMAET pPEIICHHE O BO3MOXHOCTH
(HEeBO3MOXKHOCTH) IPOBENEHUS TEXHMYECKHX HCIBITAHHH MEIMIUHCKUX H3JesIHii
JUISL TMAarHOCTHKH 1n Vitro.

B cny4ae NpHHATUS KCHBITaTENBHOM OpraHW3alUeil PElmeHHS O BO3MOXKHOCTH
NPOBEICHNS TEXHUYECKHUX HUCIIBITAHUM MEAUIUHCKOTO U3Jeus Ul JUaTHOCTHKH in Vitro,
UCIIBITAaTENIbHAs OpraHu3anus coobmaer o6 3TOM 3asgBUTENIO B IHCHMEHHOM BHIE
(HampaBieHUE YBEIOMJICHHS 3aKa3HBIM IIOYTOBBIM OTIPABIEHHEM C YBEIOMJIEHHEM
0 BpydeHHMH JMO0 B (opMe 3JIeKTPOHHOTO MOKYMEHTa, IIOJIHCAHHOrO 3JIEKTPOHHOM
MIOATIMCBHI0 PYKOBOAWTENSA WCHBITATEIIbHOW OpraHM3alliil WM  YIOJIHOMOYEHHOTO
PYKOBOIHUTENIEM HCIIBITATENPHOM OpraHM3alliy JIUL@, IIOCPEJCTBOM €ro HamlpaBlICHHUS
Ha 3JIEKTPOHHYIO IIOYTYy 3asBUTEJNs, aJipeC KOTOPOH yKa3aH B 3asBJIEHUU O MPOBEIEHHU
TEXHUYECKHUX HCIBITAHUN MEIUIMHCKOIO U3JAENUs JUIs AUATHOCTHKH in Vitro) B TEUEHHE
Tpex pabouyMx JHEH CcO OHS NPUHATHS TaKOro pelleHHs, IOCIe€ Yero COBMECTHO
C 3asBHTEJIEM COCTABIIIET IPOrpaMMy HCIBITaHUM, KOTOPYIO yTBEpXAAaeT PYKOBOAMUTEIH
HCIBITAaTeJIBHON OpraHU3alliy, W HAlpaBisgeT 3asgBUTENI0 IIPOEKT NOTroBopa (KOHTPaKTa)
Ha NPOBEJICHHE TaKUX UCIIBITAHUH.




16. B ciydae NpUHATHS pELIEHUS O HEBO3MOXHOCTH IPOBEJICHUS TEXHHYECKUX
UCTIBITAHMH MEIUUUHCKHUX M3JEIHH A8 QHAarHOCTHKHU in Vitro BCJEICTBHE OTCYTCTBHS
OCHOBaHMH [UI1 TPOBEACHUS TEXHUYECKHX HCIBITAHUM MENULMHCKUX W3IeIHid
JUIs. IMarHOCTHKH in vitro (OTCYTCTBHE aKKpeIUTAIMH) U (HUJIHM) TEXHHYECKOH BO3MOXHOCTH
HCIBITATeIBHOW OpraHW3aiMu (HEHCIPAaBHOCTh HJIM IIPOBEJeHHE IUIAHOBBIX paboT
Ha O0OpYJOBaHWHM HCIBITATEIBHOH OpraHW3allii), HECOOTBETCTBHS IIPEICTABIEHHOTO
3aSBJ€HHS O TIPOBEJEHHMM TEXHUYECKUX HCHBITAHMM  MEOUUHMHCKHUX  W3JeNHH
JUIsL AMAaTHOCTHKH in Vitro ¥ JOKyMEHTOB, YKa3aHHBIX B IIyHKTe 15 Hactosero ITopsixa,
TpeOGoBaHMAM  HacTosmero Ilopsaka, WCHOBITaTeNbHAas OpraHU3alus  CcOOOIIaeT
B IIHICEMEHHOM BHJIE€ 00 3TOM 3asiBUTEINIO (HampaBJIeHHe YBEAOMIIEHHS 3aKa3HBIM II0YTOBBIM
OTIPABJICHUEM C YBEIOMIICHHEM O BPYYEHHMH HIHM B (POpME SJIEKTPOHHOrO JOKYMEHTa,
HNOANUCAHHOTO OJIEKTPOHHOM IOAINMCBIO PYKOBOAUTENS HCIBITATENBHOM OpraHu3al(iy
WIK  YMOJHOMOYCHHOTO  PYKOBOJUTENEM  HCIBITATENIbHOM  OpraHd3alldd  JIKIa,
Ha 3JICKTPOHHYIO IOYTY 3asBHUTEISA, aJpec KOTOPO# yKa3aH B 3asBJIE€HUH O NPOBEAECHHH
TeXHUYECKUX HCIBITAHHH MEIUUUHCKUX U3LEIUH IUIsl JUArHOCTHKY in Vitro) B Te4YeHHE
Tpex paboumx AHEH CO IHS NpPUHATHS TAKOrO PEIIEHHS C yKa3aHMeM IPHYHH OTKa3a
B IIPOBEJICHUH TEXHUYECKHUX UCIBITAHUNA MEAULIMHCKUAX M3AENIHHA IS JUATHOCTHKH in vitro.

17. Iocne yTBepxAeHAA pPyKOBOIUTENEM HCITBITATENBEHOM OpraHH3aIHH IPOTPaMMEI
HCIIBITAHKH, a TaKXXe IOAMUCAHUS JOroBopa (KOHTpaKTa) Ha MPOBEACHHE TEXHHYECKHX
UCIIBITAHMH MEIUIMHCKHX M3EIMH U NUarHOCTHKHU in Vitro 3asBUTENb HPEICTABILET
B HCIIBITATEIBHYIO OpraHU3alMIo:

a) MeIULMHCKOEe M3Jelie A AUArHOCTHKH in Vitro BMecTe ¢ NpHHAIEKHOCTIMU;
(B KONMYECTBE COINIACHO TpeOOBaHHAM JOKYMEHTOB HALMOHAIPHOM CHCTEMEI
CTaH/apTHU3aLMH U YTBEPXKICHHOM IPOrpaMMBI MCIIBITAHMI);

0) cnemmanbHOoe o0OOpymOBaHHME IS TPOBEPKM HMIH A8 OOecIedeHHs
(GyHKUHMOHMPOBaHUS MEIWLMHCKOrO H3eNus Ui AHArHOCTHKH in Vitro M yKa3aHHOE
B TEXHHYECKON NOKyMEHTALUU MPOU3BOAUTENS (U3rOTOBUTENA) MEMMUIIMHCKOIO HM3IENIHS
JUIsL JHAarHOCTMKM In Vitro Ha MEIWIMHCKOE H3JeiHre Ui JHArHOCTHKM in vitro
(npu HANMYUR).

18. TexHUYeCcKMe HCIBITAHHA MEIHIMHCKHX WM3NEIHH I AMArHOCTHKH in Vitro
OCYIIECTBJIAIOTCS  HCIBITATENILHONM OpraHuW3andeidd B CpOK, He  IPEBHIIIAIONIAI
30 pabourx mHEH co OHA NPENOCTaBICHHS 3asBHUTENEM B MCIBITATEIRHYIO OPTaHM3aLHUIO
MEUIIMHCKOIO M3AEIHs IS AMAarHOCTHKH in Vitro, NpHHAIIEKHOCTEH U CIIEIHAIBHOIO
obopynoBanMs (IIpH HalWYUM), yKa3aHHOr0 B ImyHKTe 17 Hacrosiero Ilopsnka,
IIPH yCIIOBHH OILIATHI 3asiBUTEJIEM YCIIyI' MCITIBITATEIbHOW OpraHU3alMd B COOTBETCTBHH
C 3aKJII0YEHHBIM JOrOBOpoM (KOHTpakToM). B ciydasx, korma Gosiee MpomOKUTENbHEIM
CPOK IPEXyCMOTPEH METOAOM (METONUKOW) TEXHHYECKMX HCIBITAHNM MEIMLIMHCKUX
M3LENUA I JWarHOCTHKM In Vitro, CpPOK IIPOBEIEHHS TEXHHYECKHX MCIIBITAHHIMA
MEAMIMHCKUX M3MeNMH I AMAarHOCTUKM in Vitro mpoIyieBaeTcs IO peIleHHIO
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PYKOBOAMTENS HUCIBITATEbHOW OpraHW3allid WIH YIOJHOMOYEHHOTO PYKOBOJHTEIEM
UCOBITATEILHOM OpraHu3anvu Juna He Oomee 4YeM Ha 20 pabouux JHER,
O YeM HCHbITaTeNbHas OpraHU3allds yBEAOMIISET 3asABUTENS (3aKa3HbIM IIOYTOBBHIM
OTIIPaBJIEHUEM C YBEJOMIICHHEM O BpPYYE€HUH HIH B (OopMe 3JIEKTPOHHOTO AOKYMEHTA,
IOANKCAaHHOTO 3JIEKTPOHHOM NOANUCHIO PYKOBOAUTEIS HCIIBITATELHOM OpraHu3alvy WK
YIIOTHOMOYEHHOI'0 PYKOBOAMTENIEM MCIBITATENIFHON OpraHM3ald| JIMIA, MOCPEICTBOM
€ro HaINpapjIeHHs Ha 3JIEKTPOHHYIO II0YTY 3asBUTEJNS, aipec KOTOPOH yKa3aH B 3asBICHUH
O IPOBEJICHUY TEXHUYECKHX UCIIBITAaHNH MeTUIIMHCKHX U3JENUH [Tl AUarHOCTHKH in Vitro)
B TEUCHHE TPeX pabouux JHEH CO JHA MPUHATHS TaKOTO PElICHH.

19.1lpy npoBeneHNM TEXHHYECKHX HCHBITAHHH MEIMIMHCKOIO  M3JEIHs
IUIsL QUarHOCTUKH in Vitro OCYIIECTBIISIETCS:

a) OLIEHKa COOTBETCTBHUS XapaKTEPUCTHK (CBOMCTB) MEIUIIMHCKOTO W3MEIHs
JUId JUArHOCTHKHU In vitro TpeOOBaHHMSM HOPMATHBHON IOKYMEHTALIMH, TEXHHYECKOM
H DKCIUIyaTallMOHHOM JOKYMEHTAlLMH IPOU3BOAUTENS (U3TOTOBUTENSA) MEIUIIHHCKOrO
U3JENH 1)1 AMarHOCTHKH In Vvitro Ha MEJUIIMHCKOE U3/eIe sl JUArHOCTHKH in Vitro;

0) ompeneiieHHe Kiacca MOTEHIMAIPHOTO PHCKA IPUMEHEHHS MEIUIMHCKOTO
U3/leNs [ JUarHOCTUKY in Vitro B COOTBETCTBHH C HOMEHKJIATYPHOM KilacCH(UKaIHeH
MEIULUHCKUX U3ETUH;

B) OLEHKAa  MOJHOTBI M  JOCTATOYHOCTH  CBEAEHMIl,  COMEpPKAIIUXCS
B 3a4BJICHHHM O I[IPOBEJCHUH TEXHUYECKUX HCIBITAHUH MEIULIUHCKOTO H3IEeIHs
JJIs IMarHOCTHKY In Vitro ¥ JOKyMeHTaX, yKa3aHHbIX B ITyHKTe 14 Hacrosiiero [Topsaxa;

r) odopMieHHe U Bblada (3aKa3HbIM IIOYTOBBEIM OTIIPABJIEHHEM C YBEIOMIIEHHEM
O BpPy4YeHHH HIH B (OpMe DIEKTPOHHOrO JOKYMEHTa, IOAMHUCAHHOTO JJIEKTPOHHOM
IOAIMCEI0 pPYKOBOAMTENS HWCHBITATENbHOM OpraHW3alldd WIH  YIIOJHOMOYEHHOTO
PYKOBOJIHMTENIEM HCIBITATEIBHOM OpraHU3alliy JIUIA ¥ COOTBETCTBYIOIErO TPeOOBaHHAM
myHkra 54 IIpaBuin, IOCPEACTBOM €ro HalpaBlieHHs] Ha 3JEKTPOHHYIO IOYTY 3asBHTEIS,
afpec KOTOPOM YyKa3aH B 3asBJICHUM O IPOBENEHUH TEXHUYECKHX HCIIBITAaHHH
MEIMUMHCKOIO U3JeNHs AN JUArHOCTHUKH In Vitro) 3asiBUTENO IMPOTOKOJIA TEXHUYECKHX
HCIBITAHUHA MEAMIUHCKOTO U3AENHS I TUArHOCTHKH in Vitro.

20.B xone mnpoBelneHUs TEXHUYECKHX HWCHBITAHHH MEIUIIMHCKOTO H3JENUs
IVl AMarHOCTHKH In Vitro B COOTBETCTBHH C YTBEPXKIEHHOM MPOrpaMMOM HCIIBLITAHUM,
IIpeyCMOTpeHHOM ITyHKTOM 17 Hactosuero [lopsiaka, onpenensrot:

a) COOTBETCTBHE MEAULIMHCKOTO M3IEINHs IUIS JUArHOCTUKH in vitro TpeGoBaHUAM
IPUMEHUMBIX JOKYMEHTOB HAI[MOHAJIHHONH CHCTEMBl CTaHJApTHU3alluM, a TaKXke
TpeOOBaHMSAM, YCTAHOBJIEHHHIM B HOPMAaTHBHOM JOKyMEHTALlMH, TEXHHUYECKOM
U OKCIUIyaTallMOHHOM JOKyMEHTAallMd INPOU3BOIUTENS (M3TOTOBHUTENSA) MEXUIHHCKOTO
U3/IENUs UL AUATHOCTHKY in Vitro Ha MEJUIMHCKOE U3JeNIie JUIT AUATHOCTHKH in Vitro;

0) COOTBETCTBHE IIPE/ICTABICHHOM 3asBUTENIEM TEXHUUECKOH M SKCILIyaTallHOHHOM
JOKyMEHTalMY IPOU3BOIUTENS (M3TOTOBHUTEIS ) MEIULMHCKOTO U3LEITHS ISl AUarHOCTHKH
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in vitro Ha MeAUIIMHCKOE U3LeIue IS AUArHOCTHKH in Vitro TpeOOBaHMAM MPUMEHHMBIX
AOKYMCHTOB HAIlMOHAJIIBHOW CHCTEMBI CTaHAApTU3aLMM W HOPMATHBHON JOKYyMEHTAI[HH
Ha MEIUIUHCKOE U3IeNue I JUATHOCTHKY in Vitro;

B) IOJHOTY M JOCTaTOYHOCTh YCTAHOBICHHBIX B HOPMATHBHOW MOKYMEHTALHH,
TEXHHYECKOH M OKCIUIYaTallMOHHOM JOKYMEHTAllUM IPOM3BOAUTENS (M3rOTOBHUTENS)
MEAMLIMHCKOrO HM3JAENAUs M JUAarHOCTHKH in  Vitro Ha MEIUIIMHCKOE H3eiIHe
AL TUarHOCTHKH in Vitro (yHKIMOHAJBHBIX XapaKTepPUCTUK, TOIENANIUX KOHTPOJIO
NPy TEXHUYECKMX HCHBITAHUAX MEIULMHCKOTO H3IENHs IS JUAardOCTHKH in Vitro,
a Tak)Ke METOJOB HCIIBITAHMIA;

I) KadeCTBO MEAUIMHCKOIO M3JENHs I JAUATHOCTHKY in Vitro ¥ Ge30macHOCTh
€ro NMpAUMEHEHHS;

I) BO3MOXXHOCTH CIIEHHAJIEHOTO 000pyIOBaHHS JUISE IPOBEPKHU
Wik s obecrieueHuss QYHKIHOHHPOBAHUS MENUIMHCKOrO M3NETHS IS AUATHOCTHKH
in Vvitro W yKasaHHOe B TeXHHYECKOH NOKYMEHTAli¥ MPOM3BOAUTENs (M3TOTOBHTEIT)
MEIUIMHCKOTO M3JeNus [ [AUarHOCTHUKH in  Vitro Ha MEIULMHCKOE U3JeiHe
I JUarHOCTHKH in  vitro o0ecrmevdTs MpoBelNeHHE TEXHHYECKHUX HCIIBITAHU
MEIULUHCKOTO H3JENUs I AMarHOCTUKH in Vitro (110 IPUMEHUMOCTH).

21. Pe3ynbTaThl TEXHUYECKUX MCITBITAHWM METUIIMHCKOTO M3AEHS [UTS THATHOCTHKH
in Vitro CYHMTAalOTCA OTPUIATENBHBIMH B Cllydae HEBBIIONHEHHS XOTS OBl OXHOTO
U3 CIIEAYIOLUX YCIIOBUH:

a) IpEeACTaBIEHHOE MEIUIMHCKOE M3Jeiue IS [JUaTHOCTHKH in  Vitro
COOTBETCTBYET TpPeOOBaHUSAM NPUMEHMMBIX JOKYMEHTOB HALMOHAIBHOH CHCTEMBI
CTaHAAPTHU3AIMH, a TAKXKe TPeOOBAHHUAM, YCTAaHOBICHHBIM B HOPMATHBHOM JJOKyMEHTALUH,
TEXHAYECKOH M OSKCIUIyaTallMOHHOM JOKYMEHTAIlMH MpPOU3BOAMUTENS (H3rOTOBHMTENS)
MEIUIMHCKOIO M3JeNusl JJIA JWarHOCTHKH in Vitro Ha MeAMLMHCKOE U3eue
JUIS TUArHOCTHKH 1n Vitro;

6) mnpencTaBneHHas 3asBHUTENEM TEXHUYECKAs U IKCILTYaTAMOHHAS JOKYMEHTALHS
IPOM3BOAUTENS (M3TOTOBUTENA) MEIUIMHCKOTO W3AEIMS JUIS AUATHOCTHKH in Vitro
Ha MEIULIMHCKOEe H3JeNHe AJd IHAarHOCTHKH in Vitro COOTBETCTBYET TpeOOBaHUAM
NPHMEHUMBIX JOKYMEHTOB HALMOHAJIBHOW CHCTEMBl CTAHAAPTU3AIlMH M HOPMATHBHOM
JOKYMEHTALUM Ha MEAULIMHCKOE U3Meue Ui JMarHOCTHKH in Vitro;

B) HOpMaTHBHas JOKyMEHTAIUs, TEXHUYECKAs U SKCIUTyaTAIlAOHHAs JOKYMEHTAIHS
MIPOMU3BOJUTENS (M3TOTOBUTEINST) MENUIIMHCKOrO H3AEIHsA Ul AMArHOCTHKH in Vitro
Ha MEAUIMHCKOE H3JeNHe MJid JMarHOCTMKH in Vitro MOATBEPXIAIOT IIOJHOTY
M IOCTaTOYHOCTh YCTAHOBJIECHHBIX B HUX (DyHKIIMOHAJIBHBIX XapaKTEPHUCTHK, ITOIEKALIMX
KOHTPOJIO IIpM TEXHUYECKUX MCHBITAHUSIX MEIMIIMHCKOIO W3MIENHs IS OUACHOCTUKH
in vitro, a Tak)e METOJIOB MCIILITAHUII;

I) Ka4eCTBO MEIUIIMHCKOrO H3ZeiMs /I IUArHOCTHKH in vitro u 6e30macHOCTE
€ro IPUMEHEHHU [TIOATBEPKACHEI B XOA€ TEXHHYECKUX HCIIBITaHUH METULIIMHCKOTO U3 EIUs
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ISl AUArHOCTHKH in Vitro;

1) chmeuuanpHOe O0OpyAOBaHHME A IPOBEpPKM MIM Ui obecreueHHs
(YHKIIMOHMPOBaHHUS MEIULMHCKOTO H3NeNus A8 AUAarHOCTHKHU in Vitro W yKa3aHHOE
B TEXHHYECKOH MOKyMEHTALlMU MPOM3BOAMTENS (U3rOTOBUTENS) MEIUIIMHCKOIO H3IEIHS
IS AMAarHOCTHKH In Vvitro Ha MeJUUMHCKOEe W3Jenue JUIs AWArHOCTHKH in  Vitro,
obecreurBaeT BO3MOXHOCTh IIPOBENEHHUS TEXHHYECKHX WCIBITAHUN & MEIUIIMHCKOTO
U3eMs JJIs AUarHOCTUKM in vitro (TII0 MpUMEHUMOCTH ).

IV. OneHka cooTBeTCTBHSI MeJHIMHCKHX H3AeHi B (pOpMe TOKCHKOJOTHYECKHX
HCCJIeJOBaHUH

22. TOKCHKOJIOTHYECKUE HCCIENOBAaHHS MPOBOJATCS B OTHOLICHHH MEIMIIHHCKHX
u3fenuit U (W) NPUHAIIE)KHOCTEH, MPSAMO WM OINOCPENOBAHHO KOHTAKTHPYIOIMX
C MOBEPXHOCTHIO TeJNa YEJIOBEKa, €ro CIU3UCTHIMH 000J0YKaMH, BHYTPEHHHMH CpelaMH
OpraHu3Ma, Jyis KOTOPBIX yKa3zaHHOEe B3auMOJeHCTBHE (KOHTAKT) SIBIISETCS HEOOXOIMMBIM
IJIs1 BHIITOJIHEHHUS UX NIpeTHa3HAYeHHBIX (QYHKIUH, U BKIIOYAIOT B celsl:

a) oIpelelieHHe CAaHUTAPHO-XUMHUYECKHX [TOKa3aTelel;

0) oleHKy OMOJIOrHYECKHX IIOKa3aTellell B yCIOBHMSAX in vitro u in vivo. OueHke
HoAJeXaT BUABI OHOOIMYECKOr0 ACHCTBUSA, HCXOAS U3 BUIA M UIUTENFHOCTH KOHTAKTa
MEAUIMHCKOrO U3/IeJHsl C OPTaHU3MOM YeJIOBEKa,

B) MHKpPOOHOJIOTHYECKHE HCIIBITAaHHS (MCCIIeTOBAHUA).

23. Jlns  mpoBemeHHS ~ TOKCHKOJNIOTMYECKHX  HCCIENOBAaHUA  3asBUTEIb
WIH YIIOJIHOMOYEHHOE 3asBUTEJIEM JIUIIO MPEACTABNISET B UCIBITATEIFHYIO OPraHU3aIUio
(HEMOCPEICTBEHHO B HUCIHBITATENIBHYI0 OPraHW3alldio, WIM 3aKa3HbBIM IOYTOBBIM
OTHpaBJIeHHEM C YBEIOMIIEHHEM O BPYYEHUH, WK B (OpMe 3JIEKTPOHHOTO JOKYMEHTa,
NOAMUCAHHOTO JJIEKTPOHHOH IOMIKCHIO 3asBHUTEJNSA, IMOCPEIACTBOM €ro HampaBIeHHUs
Ha DJIEKTPOHHYIO IIOYTY HCITBITATENIbHON OpraHW3alliy) 3asBIeHHe O MPOBEICHUU
TOKCHKOJIOTUYECKAX HCCIIEJOBAaHUH C YKa3aHHEM CBEICHWH, IPeayCMOTPEHHBIX
HOJNMYHKTAMH «a» — <«JI», «C» — «y» H «x» (M0 TNPUMEHHMOCTH) «I» H «I»
nyHkta 64 IlpaBwi, ¢ NpUIOKEHHEM TOKYMEHTOB, IMPEXyCMOTPEHHBIX MNOJIyHKTaMH
«@» — «I», KK — «M» U «o» myHkta 65 IIpaBui, a Takke KOIHIO IOKYyMEHTa,
NOATBEPXKAAIONIETO TOJHOMOYHS IOJaBaTh TaKoe 3asBIE€HHE OT HMEHH 3asBUTEINS
(B ciny4yae momayw 3asBIEHHS O IPOBEACHHH TOKCHKOJOTHYECKUX MCCIIeNOBaHuit
YIIOJHOMOYEHHEBIM 3asiBUTENIEM JIULIOM).

B ciiydae ecnu HOKyMEHTHI Ha MEIHIHHCKOE H3eNIHe, yKa3aHHble B HACTOSAIIEM
IYHKTe, COCTaBJI€Hbl HAa WHOCTPAHHOM S3bIKe, OHH MPEACTABIISIOTCS C 3aBEPEHHBIM
IIepEeBOIOM Ha PYCCKHI S3bIK.

24, VicipiTaTenbHasE OpraHH3alMs pacCMaTpHBaeT 3asBI€HHE O NPOBEACHUH
TOKCHKOJIOTUYECKUX HMCCIICHOBaHUH U JHOKYMEHTHI, yKa3aHHbIE B I[yHKTE 23 HaCTOAIIEro
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IMopsiaxa, B cpok, He npeBsimatonmii 10 pabouux qHe# co qHS UX ITONYyYSHUS U IPUHHMAET
pelleHHe O BO3MOXXHOCTA (HEBO3MOXHOCTH) IPOBENEHHS TOKCHKOJOIMYECKHX
HUCCIIEJOBaHH.

B ciyyae npuHATHS KCOBITATENIHHON OpraHW3aldeid pemieHHs O BO3MOXHOCTH
IIPOBENEHHUS TOKCHKOJIOIHYECKHX UCCIeNOBaHuM, HCIIBITATebHAs OpraHu3alys CO0BIaeT
00 3TOM 3asIBUTEIIO B MICEMEHHOM BH/IE (HalpaBIeHHE YBEAOMIIEHHS 3aKa3HEIM IIOYTOBEIM
OTIPAaBIICHUEM C yYBEJOMJICHHEM O BPYYEHHUH JIHOO B GopMe 3JIEKTPOHHOrO JOKYMEHTA,
IIOATIMCAaHHOTO 3JEKTPOHHON TOAMUCHI0 PYKOBOAUTENS MCIBITATEIBHOM OpraHu3aluu
WY YIIOJTHOMOYEHHOTO PyKOBOZUTENIEM HCIIBITATEIHHOM OpraHu3alliy JIHIA, TOCPEICTBOM
ero HallpaBJICHHS Ha JIEKTPOHHYIO MOYTY 3asBUTENIA, aipeC KOTOPO# yKa3aH B 3asBICHHH
O MPOBEECHUH TOKCHKOJIIOTMYECKIX HUCCIIEIOBaHUI) B TeUEHUE TpeX pabounx AHEH co AHA
NPHHATHS TAKOTO PEIIEHHS, [IOCIIEe YETO COBMECTHO C 3asBUTEIEM COCTABIISET IPOrPAMMY
HCCIEeOBaHUH, KOTOPYIO YTBEpPXAaeT pPYKOBOJAHWTENb HCIBITATEIHOW OpraHH3alldH,
U HalpaBIsieT 3asiBHUTENIO IPOEKT JoroBopa (KOHTpakTa) Ha IPOBeAEHHE TaKHX
HUCCIIEIOBaHUH.

B ciydae npuHSATHS pelleHUs] 0 HEBO3MOXXHOCTH IIPOBEACHUS TOKCHKOIIOTHYECKHUX
UCCIIeIOBAaHUH BCIEACTBUE OTCYTCTBUS OCHOBAHHUI IS MPOBENECHMS TOKCHKOJIOIHMYECKHX
UccleoBaHUN (OTCYTCTBHE akKpeAuTanuuud) ¥ (WIH) TEXHHYECKOH BO3MOXKHOCTH
UCIIBITATEIbHOM OpraHu3allid (HEUCIIPaBHOCTh WM IPOBEICHHE IUIAHOBBIX paboT
Ha OOOpyZOBaHHMM HCHBITATENIbHON OpPraHU3allH), HECOOTBETCTBHS MPEACTABICHHOTO
3asBJIECHUS O NIPOBENECHUU TOKCUKOJIOTMYECKHX HUCCIIEJOBAHUN U JOKYMEHTOB, YKa3aHHBIX
B nyHKTe 23 Hactosmiero Ilopsiaka, TpeGoBanusiM Hactosero [lopsiaka, HCTIBITaTeIbHAS
OpraHu3alnys CooOIIaeT B MUCHBMEHHOM BHAE 00 3TOM 3asBUTENIO (HAIpaBlICHHE
YBEIOMJICHHS 3aKa3HBIM IIOYTOBBIM OTIPABICHHEM C YBEIOMJIIEHHEM O BPYYEHHH
WM B ¢opMe DIEKTPOHHOTO JOKYMEHTa, MOAMHCAHHOIO JJIEKTPOHHOM IOMIIHMCHIO
PYKOBOAMTENSI HCIBITATEIbHOM OpraHHU3alldd WM YIOJHOMOYEHHOTO PYKOBOIHTEIEM
UCIIBITaTEIbHOW OpraHW3alliy JIUIa, Ha JIEKTPOHHYIO IOYTY 3asiBUTENS, apec KOTOpOi
yKa3aH B 3asBJICHHH O IPOBEJEHHH TOKCHKOJOTHYECKHUX HUCCIIEOBAHUI) B TEYEHHE TPEX
paboumx jHe#t co QHS IPHMHSATHA TAaKOTO pENIeHHs C YKa3aHHEeM IIPHYMH OTKasa
B IPOBEJICHUH TOKCUKOJIOIMYECKUX HUCCIIeIOBAaHHH.

25. Tlocne yTBepkAeHHS pYKOBOIUTENIEM UCIBITATEIFHONM OpraHU3alMy MPOrPpaMMBI
UCCIEeNOBaHUM, a TakXke IOANHCaHWS JoroBopa (KOHTpakTa) Ha IPOBEICHHE
TOKCHKOJIOTUYECKUX HCCIENOBAaHUN 3asBUTENb MNpEACTaBIdeT B HCIBITATEIbHYIO
OpraHM3alKI0 MEAULUHCKOE U3IETHE ¥ IPUHAJIEXKHOCTH.

26. TOKCUKOJIOTHUECKHAE  HCCIEOBAaHUS  OCYLIECTBJISIOTCS  HCIIBITATENIHOM
opraHusanvedl B Cpok, He Ipeblmaronmmid 30 pabo4yux gHEW co OHSA IpenoCTaBlIeHHS
3asiBUTENIEM B HCTIBITATEIBHYIO OpraHU3aIUI0 MEIULIHHCKOTO U3IEeNUs
U TPHHAMIEKHOCTEeH, IPH YCIOBHHM OIUIAThl 3asABUTENIEM YCIYI' HCHBITATEIBHOMN
OpraHu3aliy B COOTBETCTBUY C 3aKJIIOYEHHBIM JOIOBOPOM (KOHTPAKTOM).
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B cnyvasx, kxorma Oosiee MPOJODKUTENBHBIH CPOK MpPEXyCMOTPEH METOJIOM
(MeTONMKOM) TOKCUKOJIOTHYECKHX HCCIIEOBAaHUN, CPOK IIPOBEIEHUS TOKCHKOJIOTHYECKHX
HCCIIEIOBAaHUH NPOAJIEBAETCS M0 PELICHHIO PyKOBOAUTENS HCHBITATENIbHOM OpraHu3allii
He 6onee dyeM Ha 20 paboumx nHeiH, 0 4eM HCIBITATENbHAS OPraHU3alMs YBEIOMIISET
3adBUTENs (3aKa3HBIM IIOYTOBHIM OTHpPABICHHEM C YBEJOMJICHHEM O BpyYEHHH
Wi B (opMe D3JNEeKTPOHHOTO IOKYMEHTa, IOANKUCAHHOTO 3JIEKTPOHHOM IOJIIHCHIO
PYKOBOIUTENS] HCHBITATENIBHONM OpraHM3allMd WK YIOJHOMOYEHHOrO0 PYKOBOAUTEJIEM
UCIIBITATEIbHOM OpraHM3aluy JIMIA, IOCPEICTBOM €ro HaIpaBlIeHHS Ha 3JIEKTPOHHYIO
IIOUTY 3asiBUTENA, aipeC KOTOPOU yKa3aH B 3asBJIEHUH O MPOBEACHUH TOKCHKOJIOTHIECKHX
UCCIIEIOBaHUi) B TeUeHHE TpeX pabounx AHEH CO HHS MPHUHATUSI TAKOTO PEIIECHH.

27.1lpy 1npoBeAEHWH TOKCHUKOJIOTHYECKUX HMCCIIEIOBAHHH B COOTBETCTBHH
C YTBEPXKAECHHOM IIPOrpaMMOii MCCIIeI0BaHUM, IPENYCMOTPEHHOM MMyHKTOM 25 HACTOSALIETO
IMopsinka, ocymecTBisiercs:

a) OIIEHKa COOTBETCTBUS MENWIIMHCKOTO H3JENUS M IPUHAMJIEKHOCTEH MaHHBIM
HOpDMATHUBHOM [OOKYMEHTAllMH, TEXHUYECKOM U DOKCIUIyaTallMOHHON JOKYMEHTaLUH
IPOU3BOAUTENS (M3TOTOBUTENS ) METULIMHCKOTO U3JIEITHS Ha METUITHHCKOE H3/IENHE;

6) ompezmelneHHe Kiacca MNOTEHIHATGHOIO PHCKAa NPHMEHEHHS MEIUIHHCKOTO
U3JeNUs B COOTBETCTBUH C HOMEHKJIATYPHOH Kitaccu(UKane MeqUIIMHCKUX U3/IEIHH;

B) OIpeleIeHue JUINTEIIBHOCTH KOHTaKTa MEJUITHHCKOTO 1561 (1561
¥ (WIHM) MaTepUaia ¢ OpraHu3MOM UeJIoBeKa;

I) OLIEHKA IMOJIHOTHI M JIOCTATOYHOCTH CBEIEHHH, COJEPXKAIIUXCS B 3asBICHHH
O TMpOBEACHHH TOKCHUKOJIOTMYECKHX MCCIENOBaHUN M JOKYMEHTaX, YKa3aHHBIX
B nnyHKTe 23 Hacrosmero [lopsaxka;

) odopMIIeHHE U BhIAa4ya (3aKa3HBIM ITOYTOBBIM OTIIPABIIEHHEM C YBEIOMIIEHHEM
O BpYYeHHH WU B (opMe 3IIEKTPOHHOIO IOKyMEHTa, IOJIMHCAHHOTO 3JIEKTPOHHOM
IIOANMUCHI0 PYKOBOJAMTENSI HCIBITATEABHON OpraHu3aliy WiIMd  YIIOJHOMOYEHHOIO
PYKOBOJIHTENEM HCIIBITATENIbHON OpraHu3alliy JIMLAa U COOTBETCTBYIOUIETO TPeOOBaHUAM
nyHkTa 54 IlpaBuil, HOCPEICTBOM €ro HamnpaBlIEHHs Ha 3JIEKTPOHHYIO TMOYTY 3asBUTEIS,
azipec KOTOPOH yKa3aH B 3asBJICHUH O MPOBEJEHUH TEXHUUECKUX HUCIIBITAHUIN) 3asIBUTEIIIO
IIPOTOKOJIa TOKCUKOJIOTHYECKUX HCCIIeIOBaHHM.

28. B xX011€ TOKCHKOJIOTHYECKUX KCCIIeIOBaHMI ONpeesioT:

a) COOTBETCTBHE MEIWIMHCKOTO H3HENHA H NPHUHAJJIEKHOCTEH, TpeOOBaHHUIM
IIPUIMEHUMBIX JOKYMEHTOB HAIlMOHAJIIBHOM CHCTEMBl CTaHAApPTHU3al¥, HOPMaTHUBHOMU
NOKYMEHTAllUA, TEXHUYECKOM H OKCIUTyaTallAOHHOW JOKYMEHTalUd IPOU3BOJUTEIA
(M3roTOBUTEIIS) MEAUIIMHCKOTO H3JIETHA Ha MEAUIIMHCKOE H3/IENHE;

0) COOTBETCTBUE NPENCTABIEHHON 3asBUTEIEM TEXHUUECKON U IKCILUTyaTallHOHHOU
JOKYMEHTALUH IIPOU3BOAUTENS (M3TOTOBUTEIIA) MEAUIIMHCKOTO U3AEIHs Ha MEOUIIUHCKOE
u3nenve  TpeOOBaHMSM  NPUMEHHUMBIX  JOKYMEHTOB  HAllMOHAIBHOM  CHUCTEMBI
CTaHAapTU3aLUU U HOPMATUBHON JOKyYMEHTAllUU HA MEOULUHCKOE U3JIeIUE;
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B) IIOJHOTYy ¥ JOCTaTOYHOCTh YCTAaHOBJIEHHBIX HOPMATHBHOH IOKyMEHTAlIUH,
TEXHUYECKOH ¥ SKCIUTyaTallHOHHOH MOKYMEHTAlldeHl MpOU3BOAMTENS (H3rOTOBUTEN)
MEAULUHCKOTO HU3JeNus Ha MEIWIMHCKOe W3ICNIHe XapaKTEPUCTUK, IOJUIEeXKAIIUX
KOHTPOJIIO IIPYU TOKCHKOJIOTHUECKHUX HCCIIEOBAaHMIX, & TAK)KE METOIOB UCCIIEIOBAHMIA;

r) 6e3onacHOCTh NPUMEHEHHSI METUILMHCKOTO U3AeHs U (WIH) IPHHAIIC)KHOCTEHA,
U (WJIM) MaTepuasos.

29. Pe3ynbraThl TOKCUKOJNOTUYECKUX HCCIIEHOBAHUI CUHUTAIOTCS OTPHIATEILHBIMU
B CJIy4ae HEBBINIOJIHEHHUS XOTs OBl OTHOrO U3 CIEeNYIOIIHNX YCIOBHI:

a) MEeIUIMHCKOe u3eiue U (WIH) MPUHAJIEKHOCTH COOTBETCTBYIOT TpeOOBaHUAM
NPUMEHUMBIX JOKYMEHTOB HAIlMOHAIBHONH CHCTEMBI CTaHAApPTH3alliH, HOPMAaTHBHOM
JOKYMEHTAlluM, TEXHHYECKOM W IKCIUTyaTalldOHHONW JOKYMEHTAIlMH IPOHU3BOAMTENSL
(M3roTOBUTEIA) MEAUIIMHCKOTO H3/EIHI Ha MEAULIMHCKOE HU3/ENHE;

0) mpencTaBlieHHas 3asBUTENIEM TEXHHYECKAs M SKCIUTyaTallHOHHAS JOKYMEHTAIUSA
IpOU3BOAUTENS (M3TOTOBHUTENSA) MEOWIIMHCKOTO H3JAEIHS Ha METUITUHCKOE W3JeiIHe
COOTBETCTBYIOT TpeOOBaHHAM IIPUMEHHMBIX JOKYMEHTOB HAIIMOHAIBHOH CHCTEMBI
CTaHJAPTU3alUH U HOPMATHBHOM JOKYMEHTAIIMHA HA MEAULIMHCKOE U3/ENNE;

B) HOpPMAaTHUBHAs JOKYMEHTAI[UsA, TEXHUYIeCKas W SKCILUTyaTallHOHHAS JOKYMEHTALIS
MPOU3BOAUTENS (M3TOTOBHTEN) MEIOWIIMHCKOTO H3JEHS Ha METUIUHCKOE H3MIEIIHe
IIOATBEPXKIAIOT IIOJHOTY M JOCTAaTOYHOCTh YCTAHOBIEHHBIX B HHUX XapaKTEPUCTHK,
HOJUIeXKAINUX KOHTPOJIFO IPH TOKCHKOJOTHYECKHX HCCIIeOBaHUAX, a TaKXe METOHOB
HCCIIeJOBAHMIA;

r) 06e30macHOCTb MPUMEHEHHS MEAUIIUHCKOTO U3AEU U (W) IPUHAIEKHOCTEH,
U (WIKM) MaTepUaIOB MTOATBEPXKICHBI B X0JIe TOKCHKOJIOTHYECKHX HUCCIIEJOBaHHH.

V. OueHka cooTBeTCTBHSI MEAHIHHCKOr0 H3Aeans B ¢popMe KIHHHYECKHX
HCNBITAHHI (32 HCKJIIOYEeHHEM MEAHIIHHCKHX H3Ae/IHil AJisl AHATHOCTHKH in vitro)

30. Kimuanyeckue HMCHBITaHUSA MPOBOAATCA B (opMe HCCIeIOBaHHM, B TOM YHUCIIE
IIOCPEACTBOM aHaJIW3a M OLIEHKU KIMHUYEeCKUX MAHHBIX (Jajiee — aHajd3 M OLeHKa
KIMHUYECKUX JaHHBIX), M (wid) B ¢opMe HCIBITAaHUA C Yy4JacTHEM 4eJoBeKa
(manee — KIMHUYECKHE UCIBITAHUS C YJaCTHEM YeJIOBeKa), OCYIIEeCTBIsIEMbIEe ISl OLIEHKU
6e3onacHOCTH ¥ 3QPEKTUBHOCTH METULITHCKOTO U3/IEITHS.

31. KiiuHu4yeckre HUCOBITaHUSI C YYacTHEM YeJIOBEKa IPOBOJATCS B CIEAYIOIUX
CllyJasx:

a) HOBBIM BHJ MEIULIMHCKOTO HU3/IEITUS;

0) npuMEHEHHE HOBBIX CIIOKHBIX M (HWIM) YHUKIBHBIX H (WIH) CHEHHAIBHBIX
METOOB MPOQUIAKTUKY, AUATHOCTHKH U JieueHUs 3a00JIeBaHMIl U COCTOSHUM, a TaKxke
MIpUMEHEHHE HOBBIX CIIOXKHBIX TEXHOJIOTHIA;

B) HU3MEHEHHMS B  KOHCTPYKUHMH  MEOUIIMHCKOIO  H3[ENUS,  BIUSIOLIKE
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Ha ero QyHKIMOHAIbHOE Ha3HaueHue U (WIK) NIPUHLMII JeHCTBUS,

I) paclIMpeHHe NepedHs IoKa3aHWH K IPUMEHEHHIO MEIULIMHCKOIO H3JeNIHs
WM H3MEHEHHe LeTTH IPUMEHEHUs MEIUIIMHCKOTO U3/IENINs;

1) He NOATBEPXAeHBI 3PPEeKTHBHOCTH H O€30IIaCHOCTh MEAULIMHCKOTO U3AEIIH IIPH
IIPOBEACHUH aHaJIW3a U OLICHKU KIIMHUYECKUX JaHHBIX;

e) UIs MEOULMHCKUX U3JeNuid, COAep)KalluX HOBBIE, KOHTaKTHPYIOIIUE
C OpraHu3MOM 4eJIOBeKa, paHee He H3Y4YCHHBIE B 4acTH OHOIOrMYecKoro IeicTBUs
MaTepHaJIBl HJIH HU3BECTHBIE MaTepHAIIbl, KOHTAKTHPYIOIIUE C TEMH OpraHaMH MM TKaHSIMHU
YeJI0BEKa, B OTHOIIEHHWH KOTOPBIX OTCYTCTIBYET OINBIT MX MEIUIMHCKOIO IPHMMEHEHHS,
WIH B ClTydae, eCllM Takod KOHTAakKT sBIseTcd Ooiyiee MpPOMOIDKHTEIBHEIM, YEM DaHEE
U3YYCHHBIH.

B ocTanbHBIX CITy4asx KIMHHYECKHE HUCIBITaHHUs MPOBOAATCS [IOCPEACTBOM aHaIH3a
Y OLEHKU KJIMHUYECKUX JAHHBIX.

32. Ing mpoBeleHUs KIMHUYECKUX HUCNBITaHUH 3asBUTENIb WIH YIOJHOMOYEHHOE
3asBHTEJIEM JIHLIO TIPEICTABISIET B MEAULIUHCKYIO OPTaHHU3ALHIO:

a) 3asBliEHHE O IPOBEACHUM KIMHHUYECKUX HCIBITAHUN C YKa3aHMEM CBEICHUH,
NPELYCMOTPEHHBIX IMOAMYHKTAMH «@» — «O», «p» — «y», «X» (110 NPHMEHHMOCTH),
«» B «9» nyHKTa 64 IlpaBui, ¢ OpUIIOKEHHEM JOKYMEHTOB, INPENYyCMOTPEHHBIX
TIOAITYHKTAMH «@» — «JI», «I0» — «M» U «o» IyHKTa 65 IIpaBui,

0) HOKyMeHTHl (CBEIEHHs), COAEpXKAallhe NaHHble O KIMHHYECKOM IpPHMEHEHHH
MEAMIIMHCKOro H3IeIHsA, B TOM YHCIIe 3a npeaeaamu Poccuiickoit @enepaliuy, B TOM YUCIIE
0030pBI, OTYETHl O NPOBEACHHBIX HAy4YHBIX HCCIECNOBAHUAX B TOCYHApCTBEHHBIX
MEIUITMHCKUX YUPEeXIEeHUIX, TyOIUKalluy, JOKIIA/Ibl, aHaIN3 PUCKaA IIPUMEHEHHUS, METOIBI
IpHUMEHEHNS MEULIHCKOTO U3AeNUs (IIpY HAIMYUH);

B) pa3pelleHHe Ha IPOBeACHUE KIMHUYECKHX UCIIBITAHNH, BEIIaHHOE DeiepalbHOM
ciayx60if Mo Hamzopy B cdepe 34paBOOXpaHEHMs (Hajlee — PETHCTPUPYIOIMM Oprax)
(3a MCKJIIOYEeHHEM MeIUIMHCKIX H3IeTUi, YKa3aHHBIX B ITyHKTe 24 [IpaBui, MeIUIIHHCKAX
H3JEIMi MPOLIEAIINX FOCYIAPCTBEHHYIO PETHCTPALIHIO B COOTBETCTBHH C OCOOEHHOCTAMHM
oOpallleHUsl METUIIMHCKUX HU3JeNUi, B TOM YHCJIE€ TOCYAapCTBEHHON PErHCTpallii CepHU
(mapTuv) MEUIMHCKOTO H3JENUs, YTBEPXKIEHHBIMH IIOCTaHOBJIeHHMEM IIpaBHTENbCTBA
Poccuiickoit ®enepauuu ot 3 ampens 2020 r. Ne 430, xoTopele HEHCTBYIOT
no 1 smeaps 2028 r., wid 0COGEHHOCTAMH OOpameHus, BKIIOYas OCOOEHHOCTH
rOCYIapCTBEHHOM pETHCTpAllMHd, MEIMLUHCKUX H3eNuid B clydae HX AePEKTypHI
WM PHCKA BO3HHKHOBEHHS Ae(eKTyphl B CBA3U C BBEAECHHEM B OTHOWIEHMH PoccHiicKoit
denepaliiyl  OTPaHUYHUTENHHBIX MepP 3KOHOMHYECKOTO XapakTepa, YTBEpXICHHBIMU
nocradoseHueM IIpaBurensctea Poccuiickoit Mepepanyu ot 1 anpens 2022 r. Ne 552,
KOTOpble JAeHcTBYOT mo 1 stHBaps 2028 r., MEIULMHCKMX H3IEIHA U1 JUAarHOCTHKH
in vitro, mporpaMMHOTO ofecnieueH s, SABIIOMIErocs MEAULIUHCKIM H3JEIHEM, & TaKxKe
32 HCKJIIOYEHHEM ClIy4as IpOBENeHHs KIMHHMYECKUX HCHBITAaHHA B NENSX BHECEHHS
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U3MCHEHUH B JIOKYMEHTEHI, COAepXallliecss B PErHCTPAIAOHHOM JOCh€ Ha METUIMHCKOE
u3zienye) (B ciiyyae IPOBEAEHUs KIHHUYECKUX HCIBITAHMI C YUaCTHEM YEI0BEKa).

B ciyyae ecnm JOKyMeHTHI Ha MEIULHHCKOE U3ZENIHE, YKA3aHHBIE B HACTOSINEM
IyHKTE, COCTaBJIICHBI Ha WHOCTPAHHOM $3bIKE, OHH IIPEACTABISIOTCS C 3aBEPEHHBIM
IIEPEBOIOM Ha PYCCKHIA S3BIK.

33. MenuuuHcKas OpraHM3allis pacCMaTpUBAaeT 3asBIEHHE O IPOBEACHHH
KIMHUYECKUX HCTIBITAHMN U OKYMEHTEI, yKa3aHHbIE B ITyHKTe 33 Hacrosmero Ilopsmka,
B CPOK, He NpeBsiaomuii 10 pabounx qHeil co AHA HX MOIYYeHHS U IIPHHUMAET PEIICHUE
0 BO3MOXXHOCTH (HEBO3MOXHOCTH) MIPOBEIEHMS KIMHUUECKUX HCIIBITAaHHIA.

34.B cimyyae NpHHATHS pEINEHHS O BO3MOXHOCTH IIPOBEACHUS KIMHHYECKHX
UCIIBITAHUA MEULIMHCKAs OpPraHU3alus coo0ImaeT 00 3TOM 3asIBUTEIIIO B MUCEMEHHOM BHIE
(HampaBneHWe YBENOMJICHMS 3aKa3HBIM [IOYTOBBIM OTIPABIEHHEM C YBeJOMIICHHEM
O Bpy4eHHH JUOO B (OpMe 3EKTPOHHOro OKYMEHTA, MOAMMCAHHOIO 3IEeKTPOHHOM
IOANHUCBIO pYKOBONUTENS HCIBITATENBHOH OpraHu3allid WIH  YIOJHOMOYEHHOIO
PYKOBOIMTENEM HCHBITATENIBHON OpraHM3alMy JIMI@, IOCPEICTBOM €ro HaIpaBlIeHHsS
Ha JJICKTPOHHYIO NOYTY 3asBHTENs, aJpec KOTOPOH yKa3aH B 3asBJICHHH O IPOBEIACHUH
TOKCHKOJIOTHYECKHX HCCIIE[IOBaHUH) B TedeHHe Tpex paboumx AHeH CO IHSA NPUHATHS
TaKOr0 pEIICHHs, IIOCJIE€ YEro OINpefeiseT ¢ YYeTOM Ha3HA4YeHHsS H CJIOKHOCTHU
MEIUIUHCKOTO H3JAENHd IIPOJOJDKUTENBHOCTh KIHHUYECKHX MCHBITAHUN, 3aKII0O4aeT
C 3asABHUTENIEM JOTrOBOp (KOHTPAaKkT) Ha IIPOBEIEHHE TAKMX HCIBITAHUN, U COBMECTHO
C 3aj4BHUTEJIEM COCTaBIISCT IPOrpaMMy KIMHMYECKHX HCHBITAHUH, KOTOPYIO YTBEp)KIAAaeT
PYKOBOAMTENh MENULUHCKOH OpraHd3alid WIM YIOJIHOMOYEHHOE pPYKOBOIMTEIEM
MEAMLIMHCKON OpraHu3alllH JIHILIO.

B ciyyae NpHHATUS peIIeHHS O HEBO3MOXXHOCTM INPOBENEHHS KIMHHYECKHX
HCIIBITAHHUM BCIIEICTBAE OTCYTCTBUS OCHOBaHHIA JIJIsl IPOBENEHHMS KIMHIYECKUX UCTIBITAHU
(OTCYTCTBHE B JHMILEH3MH Ha OCYIIECTBIECHHE MEIULMHCKON AeATENFHOCTH paboT (yeiyr),
COCTABIIIOMIMX MEIUIMHCKYIO [EATEeIbHOCTh, HCXOJd M3 Ha3HAYeHus M O0acTH
NPUMEHEHUS METUIMHCKOIO M3JENUs), HECOOTBETCTBHUS IIPEJCTABICHHOIO 3asBJICHUA
O MpPOBEACHUM KIMHUYECKMX HCIBITAHMM M JOKYMEHTOB, YKa3aHHBIX B IIyHKTE 33
Hacrosuero Ilopsaka, TpeGoBanusaM Hacrosmero ITopsimka, MeIUUMHCKAs OpraHU3AMMs
coobmaeT B NMCHbMEHHOM BHUJIE 06 3TOM 3asBUTEIIO (HapaBIeHHE YBeJOMICHHUS 3aKa3HbIM
TIOYTOBBIM OTIIPaBJIICHUEM C YBEIOMIIEHHEM O BPYYEHHH WIH B (OpMe 3JIEKTPOHHOIO
AOKYMEHTa, TIOANMCAHHOIO JJIEKTPOHHOH NOJNNCHI0 PYKOBOJTHUTENS MEIUIMHCKOM
OpraHU3ally WIH YHIOTHOMOYEHHOIO PYKOBOJHUTENEM MEIULIMHCKOW OpraHW3alliH JIMIA,
Ha JJIEKTPOHHYIO IIOYTY 3asBHUTENS, aJpec KOTOPOH yKa3aH B 3asBICHHH O MPOBEACHHM
KIMHUYECKHX WCIBITAHUN) B TEYEHHE TpeX pabodyux AHeW CO IHSA NPHHATHS TaKoro
pelIeHus C yKa3aHWEM IIPHYMH OTKAa3a B NPOBEACHUH KIHHHUYECKHX HCIIBITaHHIA.

ITocne moanucanus foroBopa (KOHTpaKTa) Ha MpOBeJEHHE KIMHUYECKUX HCIIBITaHUM
3asBUTEIIb NIPEACTABIACT B MEAMLIMHCKYIO OpPTaHU3AllMI0 MEIUIIMHCKOE H3JEIIHE BMECTE
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C IPUHAAJIEKHOCTAMH (B KOJIHMYECTBE, MPEAYCMOTPEHHOM IIPOEKTOM IPOTPaMMEI
KJIMHUYECKUX UCIIBITAHHH ).

B oTHOIIEHNH MEAVLIMHCKUX U3EIUN, I KIMHUYECKUX UCTIHITAHWH HIIH MOHTaXa
(BBOZA B 3KCILTyaTalMI0 ) KOTOPBIX TpeOyeTCs NONyYeHHe pa3peluTeNIbHON JOKYMEHTAI[HH
(B TOM YHCIIE TMUEH3UH), IPOBEAECHUE KAlIUTAIEHOTO PEMOHTA, CTPOUTENBCTBO OTHEIBHEIX
KallUTAJIbHBIX COOPYXXEHHM, [OIyCKaeTCs TMpPOBEACHUE KIMHHUYECKMX HCIIBITaAHUMH
Ha  TEPpUTOPHH  NPOU3BOAUTENSA  (M3rOTOBHUTENSA)  MEOHMIHMHCKOIO  H3HENus
WM B OpraHM3allMM, IJe MEJUIHUHCKOe H3JeiHe pasMelleHo U (WIH) pa3pelieHo
JUIsl IPUMEHEHHU B COOTBETCTBUH C 3aKOHOAATEIHCTBOM JaHHOH CTPaHBI.

35. B nporpaMMy KIMHUYECKUX UCIIBITAHUH BKIIIOYAIOTCS:

a) HAaMMEHOBaHHE MEIULIMHCKOro m3nmenus (C ykasaHHeM Mogeneit (Mapok)
MEAMIIMHCKOTO H3JENHs, UX COCTaBa M INPUHAANEKHOCTEH (NpH HAIMYHM), IPH ITOM
3asBUTENb YKa3bIBaeT TOBapHBIN 3HAK U HHBIE CPEICTBA HHAUBUIY ATH3AIUH MEIULIMHCKOTO
H3JIeNIUs B Cllydae UX HAaHECEHHUS Ha YIAaKOBKY MEIUIIUHCKOTO U3/IENIHS,

6) BuA (BHABI) MEIOMIMHCKOTO H3JENUS B COOTBETCTBHH C HOMEHKIATYPHOM
KJaccuuKanye MeTUITHHCKUX H3EIIHIl;

B) KJIacC IIOTEHHHAIFHOTO pHCKa IPHMEHEHHS MEIUIMHCKOrO  H3JeiHs
B COOTBETCTBHMH C HOMEHKIIaTypHOH KiaccuuKalyed MeIMIIMHCKIX U3IEIHIA;

T) CBEICHHS O TpOW3BOAMTENE (M3TOTOBHTENE) MEIMIMHCKOIO  M3Jeus
WK YIOJIHOMOYEHHOM TMIPEACTaBUTENE NPOU3BOAUTENS (HM3TOTOBUTENS) MEIUIMHCKOTO
U3JIeNus:

IOPUINYECKOE JIMIO — IIOJHOE€ W COKpalleHHOe (IIpH HAaJMYHH) HauMEHOBaHHUS
(c TpaHcIHTepanued), OpraHH3alOHHO-IIPaBoBas (opMma, HACHTHGHKAMOHHEBIM HOMED
HaJIOroIiaTeNbIiyKa (Il MPOM3BOAMUTENEH (M3rOTOBUTENEH) MEIMIIMHCKOTO H3IEIH,
ABIIAIONIMXCS pe3uneHTaMu Poccuiickoit ®Denepauuu), agpec MecTa HaXOXICHHS,
a TaKke HoMep TelleoHa U afipec NEKTPOHHOH ITOYTH;

Qu3MYecKoe JIMIO0, 3aperHCTPUPOBAHHOE B  KadeCTBE  HHIMBHAYAILHOIO
npeanpuHUMaTens, — (QaMuiaud, UMS U OTYeCTBO (TIPH HAIMYUH), BHI H PEKBU3UTHI
IOKYMEHTa, YAOCTOBEPSIOIIETO JIMYHOCTb, HUACHTUGUKAAOHHBIH HOMEp
HaJIOTOIUIAaTeNbIMKA (U1 MpOU3BOAUTENEH (M3rOTOBHUTENIEM) MEIHUIHHCKOrO H3JEIu,
ABIAIONMXCS  pe3uneHTaMu Poccuiickoir ®enepaunum), aapec MecTa KUTEIHCTBA
(mpe6rIBaHuUs), @ TaKXKe HOMep TesieoHA U aJipec AINEKTPOHHOH MOUTH (IIPH HAIHYKHN);

n) agpec (agpeca) MecTa  HAaXOXAEHHS  IPOU3BOACTBEHHOW  IUTOIIAIKH
(Ipou3BOCTBEHHBIX IUIOIIA/IOK);

€) OCHOBaHUs IPOBEACHUS KIMHUIECKUX HUCITBITAHHIA;

) LeJb MPOBEICHUS KIMHUIECKUX HCITBITAHUH;

3) mepedeHb HOPMAaTHBHBIX IPaBOBBIX aKTOB, B COOTBETCTBHH C KOTOPBIMH
IIPOBOJATCS] KITMHUYECKHUE UCIIBITAHUS; '

M) 3a/a4d KIMHHYECKUX MCIIBITAHHH;
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K) CBEIEHHUSA O MEIUIIMHCKON OpraHH3alluu:

NIOJTHOE HaUMEHOBaHMUeE,;

aZipec B IpeZiesiax MecTa HaXOXKICHHS;

PEKBH3UTHI JIMLICH3WM Ha MEAMLMHCKYIO JesATelbHOCTh, CPOK HEHCTBUSA Takoif
JULCH3UY;

J) IUTaHUPYEMBIi IepruoJ MPOBEICHHUS KIIMHUIECKHUX MCIIBITAHMIA,

M) CBEJleHUS O NPENOCTABICHHOM HAa KIMHHUYECKHE HCIBITAHHS MEIUIHUHCKOM
763115128

KOJINYECTBO;

HOMep cepud (IApTHHM) MEIOMLMHCKOTO H3JeNus WM 3aBOJCKHE HOMepa
MEUIIMHCKUX U3EIHH;

AaTa IpOU3BOJCTBA (U3TOTOBJIECHHUS ) MEJULITHCKOTO H3/IEIIHS;

CPOK TOAHOCTH HIIU CPOK CIIyOBI MEAUIIUHCKOTO U3/eus (TP HAJIHYHH ),

H) IepedeHb IPEACTaBICHHBIX Ha KIIMHUYEeCKHE UCTIBITAHHUS JOKYMEHTOB,

0) KpaTKoe€ OIHMCaHKWEe MEIUIIWHCKOTO U3/eNus (BHEIHHM BUI, Ha3HAYEHHE);

n) ¢opMa KIMHUYECKUX UCTIHITAHUI;

p) INaH KINHUYECKUX UCITBITAHHIA;

C) 3TaHOCTh NMPOBEJCHUS KIMHUYECKMX HCIIBITAHUMH;

T) o¢opMIIeHHE Pe3yJIbTATOB KIIMHUYECKHX MCTIBITAHUI.

36. [IporpamMmma  KIMHAYECKMX MCIIBITAHHH, YTBEPXKIACHHAs PYKOBOIMTEIEM
MEJMLIMHCKOM OpraHM3alUy WIH YIOJHOMOYEHHBIM PYKOBOJUTENEM MEIUIIMHCKON
OpraHM3alMy JUIOM, NPOBOJSIIEH KIWHUYECKHE HCIBITaHUS, BMECTE C JOKyMEHTaMH,
IpeyCMOTpEeHHBIMH IyHKTOM 33 HacTtosmero Ilopsaka, B ciydae MpOBEIeHHUSA
KIMHUYECKUX HCIOBITAaHUW C y4YacTHeM 4YeJOBeKa, HampaBiseTCsd 3asBUTENIEM
B COBET II0 3THKE B cdepe oOpalleHHs MEIUIMHCKUAX HU3Ienuii MUHHCTEepCTBa
3ApaBooxpaneHus Poccuiickoii @enepanuu’ (nanee — COBET IO 3THKE).

B cpok, He npeBbimaromuid 30 pabounx AHEH cO IHSA NOCTYIUIEHHS JTOKYMEHTOB
Ha pacCMOTPEHHUE, COBET MO 3THUKE BBIJACT 3aKII0O4YeHHEe 00 3THYEeCKOH 000CHOBAaHHOCTU
IIPOBEACHUS KIIMHNYECKUX UCIIBITAHUN MEIULUHCKOTO U3IEITHS.

37. IlpoBeneHre KIMHUYECKUX HUCIBITAHUN C yJacTHEM HeJIOBEKa OCYIIECTBIISAETCH
Ha OCHOBAaHHHU 3aKIOYEHHs 00 3THYeCKOM OOOCHOBAaHHOCTH BO3MOXXHOCTH IPOBEIEHUS
KIMHUYECKUX HCIBITAHUNA MEIUIUHCKUX M3JEIUA C yJ4acTHEM 4YeJlOBEKa B KauyeCTBE
cyOBekTa.

B ciydae oTka3a MEOUIIMHCKOIO M3AENUA WIHM YXYJLIEHHUS COCTOSHHUS MalleHTa
IIpPY NPOBEAECHUHN KIMHUYECKUX HCIBITAHUU PYKOBOAMTENb MEOUIIMHCKON OpraHU3alyH
WIM  YIOJHOMOYEHHOE  pYKOBOAUTENIEM  MEIULMHCKON  OpraHd3allid  JIUIO,
OCYIIECTBIIIOIIEH  IIPOBEJEHUE  KIMHUYECKMX  HCHOBITAaHUM, [PHOCTaHABIUBAET

3 Tynkrst 32 — 49 Tlpasu.
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WIA NPEKpalllaeT TaKWe WCIBITAHHA, O 4eM YBEAOMISET 3asBHTENsA’ ¢ 0GOCHOBaHHEM
HOPUYHMH NPUOCTAHOBIECHHUS WK IIPEKpaIeHHUS.

38. [lpoBeneHHe  KJIMHUYECKHX  MCOBITAHHNA  IIPOrpaMMHOIO  obecredeHus,
SBIISIOLIETOCS] MEAWLMHCKUM wu3aendeM, © (WIH) MPOrpaMMHOr0 obecredeHus
C IpUMEHEHHEM TEXHOJIOTUH HCKYCCTBEHHOTO MHTEIUIEKTA, SBJSIONIETOCS MeIUIHHCKUM
U3JIeNIUeM, OCYIIECTBISETCS C MCIONb30BAaHHEM MEIUIHUHCKHX JaHHBIX TMaIHEeHTOB,
BepUGUIMPOBAHHBIX MEIUIIMHCKON OpraHM3alyel, IOJIY4YeHHBIX B XOJle JUarHOCTHKH,
JiedeHus, peabUauTanuy, WM JaHHBIX MAllME€HTOB, IMOJIyYaeMbIX BO BpeMs NPOBEIEHHUSI
KJIMHUYECKUX UCITBITAHUN C YJaCTHEM YelloBeKa (110 IPUMEHUMOCTH).

39.1Ipn npoBexeHUM KIMHUYECKHX HCIBITAHWN, B TOM WYHCIE KIHHHYECKHX
WCHBITaHUH C yJacTHEM YeJIOBeKa, OCYIIEeCTBISETCS:

a) OIIEHKAa IOJIHOTHI M JOCTATOYHOCTH CBEHNCHUH, COIEepXAIUXCS B 3aSBICHUHU
O MPOBEICHUM KIMHUYECKUX HCIBITAHUH, U JOKYMEHTOB, IIPEICTABICHHBIX 3asBHTEJIEM
B COOTBETCTBHH C IMyHKTOM 33 Hacrtosuiero ITopsiaka;

0) olleHKa CBEJEHUH O NPOBOJAMBIIUXCS KIMHHYECKH 3HAYHMBIX KOPPEKTHPYIOIIMX
JIEACTBUAX, B TOM 4YHUCJI€ O IPHUOCTAHOBJIICHHH INPUMEHEHHS MEIUIIMHCKOro H3HeNIHs,
00 U3BATHH U3 00paLeHHs MEAULIMHCKOTO U3JIENUs, 00 OT3BIBaX MEIUIIMHCKOTO H3/IEIIHN;

B) aHaNW3 HAYYHOW JjMTeparypbl ©W (WIM) ONMyOJIMKOBAHHEIX HCCIIEIOBaHUMI
(mayuHble cTaTthy, U (WIH) MOHOTpaduH, U (UIM) AUCCEPTALIH B OOJIACTH MEIUIUHCKOTO
OpPUMEHEHUS  MEINUIMHCKOTO  M3JeNHs), COOTHECEHHBIX C  IpeaHa3sHaYeHHBIM
IpoU3BOAMTENEM (M3rOTOBUTENEM) METULIMHCKOTO M3/eNHs IPUMEHEHHEM HUCIIBITYEMOTO
MEAULIMHCKOTO U3EIUS U NpeJjlaraeMbIM METOAOM €TI0 HCIIOJIb30BaHuUS;

I) OIEHKAa JOCTOBEPHOCTH KIMHHYECKOH CBS3M, QHAIUTHYECKOM W KIMHHYECKOM
BIUIALUN NPOTrPaMMHOT0 00eclieueHus ¢ NMpPUMEHEHHEeM TEXHOJIOTHH HCKYCCTBEHHOTO
HHTEJUIEKTa, IBJIIOIErOCs MeIULIIUHCKAM U3JENHEM;

n) aHanu3 3¢ eKTUBHOCTH, 0€30IIaCHOCTH M KadecTBa HCITOJIB30BaHUS CHCTEM
HCKYCCTBEHHOT0 MHTEJUIEKTa IPOrpaMMHOI0 obecrieueHusl ¢ MpUMEHEHHEeM TEeXHOJIOTHM
HCKYCCTBEHHOT'O HUHTEJUIEKTa, IBJISIOIIErOCS MEAULIMHCKUM H3ZETIHeM;

e) IxopaboTka HOPMATHUBHOM JOKYMEHTAIlUH, TEXHUYECKOW M IKCIUTyaTallHOHHOH
JOKYMEHTALIUU NIPOU3BOAUTENS (M3rOTOBHUTENA) MEAULIUMHCKOTO U3AETUI Ha MEAULIMHCKOE
U3JIeNe N0 pe3ysibTaTaM KIMHUYEeCKUX HCIBITaHUH (TIpH HEOOXOIUMOCTH);

) aHaJIH3 U OLIEHKA CBEACHUH O B3aUMO3aMeHAEMbIX MEAULIUMHCKUX U3IETUIX;

3) odopmieHHe U BhIava (3aKa3HBIM IIOYTOBBIM OTIPABJIEHHEM C yYBEIOMIIEHHEM
O BpYYEHUU WIM B (QopMe 3JIEKTPOHHOIO [OKYMEHTa, MOANHCAHHOTO JJIEKTPOHHOM
NOJNNCHI0  PYKOBOAWTENSI MEAULIMHCKONM OpraHW3alid WIXd  YIOJHOMOYEHHOIO
PYKOBOZUTENIEM MEOWLMHCKONW OpraHU3alldd JIIA M COOTBETCTBYIOILETO TPeOOBaHUIM
nyHkTa 54 IlpaBui, MOCPEACTBOM €ro HalpaBlIeHHS Ha DIIEKTPOHHYIO IIOYTY 3asSBUTEI,

* Yactp 3 cratbu 96 PemepanbHoro 3akoHa ot 21 HoaOps 2011 r. Ne 323-03 «O6 ocHOBaxX OXpaHbl 340POBbS TPakAaH
B Poccuiickoii ®enepanun».
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ajZipec KOTOPO# yKa3aH B 3asBIECHUH O IPOBEICHUN KIMHUYECKUX HCIIBITAHUI) 3asIBUTEIIO
aKTa OLIEHKH pe3yJIbTaTOB KIMHUYECKUX UCIBITAHUHA MEAULIUHCKOTO H3/IENHS C YKa3aHHEM
JaThl 1 HOMepa aKTa;

M) BHECEHHE CBEICHUN O IPOBEAEHHBIX KIMHHYECKUX MCIBITAHUAX, BKIIOYAs
CBEJI€HHs O BBIIAaHHOM aKTe OLEHKHU Pe3y/IbTaTOB KIMHUYECKUX UCIBITAHHH MEUIIMHCKOTO
U3eNMs, B AaBTOMATH3UPOBAaHHYI0 HWH()OPMAIHOHHYIO CHCTEMY pPETHCTPHPYIOLIETO
oprana’.

40. B xone npoBeeHus KIMHUYECKUX UCTIBITAHUH ONPENEIISIOTCS

a) COOTBETCTBHE MEIMLUHCKOTO U3JeNUs HOPMATHBHOM  JOKYMEHTAI[WH,
TEXHUYECKOM M OKCIUTyaTallMOHHON JOKYMEHTALMHd IPOU3BOTUTENSA (HU3TOTOBUTEIS)
MEIUIMHCKOTO U3JIeNMs Ha MEIUIIUHCKOE H3JeNHe;

0) coOTBeTCTBME INpEACTABIEHHOM 3asBUTENEM HOPMATUBHON JIOKYMEHTAIIHH,
TEXHHUYECKOH M OKCIUTyaTallUOHHOM JOKYMEHTalldd MpPOU3BOAMTENS (HM3rOTOBUTENS)
MEJUIMHCKOTO MU3JeNIU Ha MEIUIMHCKOE H3JIeJIHe YCTaHOBIEHHBIM IPOU3BOIUTENIEM
(M3roTOBHTENIEM) MEIUIMHCKOTO H3MENUS Ha3HAUYEeHWIO M IIOKa3aHUSAM K MPUMEHEHHIO
MEIUIMHCKOTO U3/IeIHs;

B) IOJHOTa W JOCTOBEPHOCTh YCTAHOBIICHHBIX HOPMATHUBHON JOKYMEHTAllWH,
TEXHUYECKOW M JKCIUTyaTallMOHHOM IOKyMeHTauueidl npousBoguTens (M3rOTOBUTEIIS)
MEJUIHMHCKOTO MW3JeNHsl Ha MENUIMHCKOe W3/IellHe XapaKTePUCTHK METUIIMHCKOTO
U3ZIENNs;

I) KayecTBO MEAMULIUHCKOro u3fenusi, 5¢Q(eKTUBHOCTH U 6e30macHOCTb
€ro NpUMEHEHHUS.

41. Pe3ynbraThl KIMHUYECKUX MCHBITAHUN MEOUIIMHCKOTO H3MAEIHS CUHTAIOTCS
OTPULATEIBHBIMU B CIIydae HEBBIOIHEHHUS XOTS OBl OHOTO U3 CIEIYIOIIUX YCIOBHUI:

a) MENUIMHCKOE H3JleJIie COOTBETCTBYeT HOPMATHBHOW  JIOKYMEHTAllWH,
TEXHUYECKOM ¥ SKCIUIyaTallOHHOH JOKYMEHTAllMd MPOM3BOAUTENSA (U3TOTOBHUTEIIS)
MEIUIUHCKOT0 U3/IeHsI Ha MEIUITUHCKOE U3JIeNue;

0) mpencraBieHHas 3asgBUTEJIeM HOPMATHUBHAS JIOKYMEHTAIlMM, TEXHHYECKas
U OKCIUTyaTalliOHHas JOKYMEHTalus IPOU3BOAUTENS (M3TOTOBHUTENS) MEIUIIMHCKOTO
U3IeNMs] Ha MEAMIUHCKOE HU3JEeNUE COOTBETCTBYET YCTAHOBJIEHHBIM IPOH3BOJUTEIEM
(u3roToBUTENEM) MENUIIMHCKOTO H3IENHs Ha3HAUEHHIO W IMOKA3aHHSIM K TMPHUMEHEHHIO
MEIULMHCKOTO U3/IeTIHS;

B) HOpMaTHBHas JOKYMEHTAIVs, TEXHUYECKas ¥ SKCIUTyaTallHOHHAS JOKyMEeHTAI[H
NPOU3BOAUTENS (M3TOTOBUTENS) MENUIIMHCKOTO H3IENUS Ha MEIHULUHCKOE H3Jeine
NOATBEPXKAAIOT TONHOTY U JOCTOBEPHOCTh YCTAHOBJIEHHBIX B HHUX XapaKTepUCTHUK
MEAUIUHCKOTO U3/1eTHs;

I) KayecTBO MEAMLUHCKOro u3fenus, d¢¢deKTuBHOCTH ©  06e30macHOCTh

5 ToamyHKT «e» nyHkTa 6 [Tpasui.




21

€TO0 HPpUMCHCHUA ITIOATBEPKACHDI B XO04€ KIHHUYICCKUX HUCNBITAHUA MEAULITHCKOTO HU3ACIIHA.

VI. OneHka cooTBeTCTBHS MeJUIMHCKHX H3ACJHN AJI8 AHATHOCTHKH in vitro
B GopMe KIHHHYECKHX HCIBITAHUIA

42. KiimHu4ecKHe HCIBITAaHUS MEOUIMHCKUX U3AEIUiM IS JTUArHOCTHKH in Vitro
IPOBOIATCS B Ja0OpaTOpHBIX YCIOBHUAX C IpUMEHEHHeM o0pa3loB OuoMaTepHasa
NallMEeHTOB, B3ATBIX B XOJ€ JIe4eOHO-IMarHOCTHYECKOro Impolecca Ha TEPPUTOPHH
Poccwuiickoit @enepanyu OoT pedepeHTHOMR MOIMYJALMH, BKIIOYAs OCTATOYHBIE 0Opasilbl,
apxuBHBIe 00pa3Libl WM LeJleHanpaBiIeHHO OToOpaHHBle 00pasisl (manee — KIMHUKO-
nabopaTopHBl€  HCIBITAaHUS) JUII  NPOBEPKH  (YHKIHOHAIBHBIX  XapaKTEPHCTHK
1 (1) 3¢ GeKTUBHOCTH METUIIMHCKOTO H3AENHS IIPH UCIIOIB30BaHUH €T0 B COOTBETCTBHH
C Ha3sHAUYEHHEM, IMPEAYCMOTPEHHBIM HOPMATHBHOH JOKyMEHTAlleH, TEXHHUYECKOH
M DKCIUTyaTallMOHHOM JOKyMEHTalleH MPOU3BOAUTENS (M3rOTOBHTENS) MEIHUIIUHCKOTO
W3JIeNIUS IS JUArHOCTHKH in Vitro Ha MEQUIIHHCKOE U3JIEIINE.

Knvnuko-nabopartopHble HUCHBITaHHS MEOWLIUHCKOIO H3AENHSA U1 JHATHOCTHKH
in vitro HOBBIX HHQEKIHMOHHBIX 3a0O0NeBaHHIi WM PpEOKO BCTPEYAIOIIUXCH
IIPUPOJIHO-0YArOBEIX HH(EKIMOHHBIX 3a00NeBaHUN MNPOBOAATCS B JIaOOpaTOPHBIX
YCIOBHAX C NPUMEHEHHEM My3eMHBIX TeCT-IITAaMMOB U3  TOCYJapCTBEHHBIX,
HAIIMOHANILHBIX, UCCIIEN0BATEIbCKUX U MHBIX KOJUIEKIMH MMaTOT€HHBIX MHKPOOPTaHH3MOB
(1) 0OpasLoB, OMYyYEHHBIX TeHHO-UH)KEHEPHBIM CIIOCOOOM.

Knunrko-nabopaTopHble UCHBITaHUS MEIULUHCKOTO HM3IENUS s IHATHOCTHKH
in vitro oco60 omacHbIX HHOEKLHH OCYILECTBIAIOTCS MeNUIUHCKOW OpraHu3aluei,
UMeIoLIeH IIpaBo Ha paboTy ¢ Mukpoopranusmami [ — II rpynn nmaToreHHOCTH.

Knunuko-nabopatopHble HCHBITAaHHS MEIUIIMHCKMX H3MAENHH IS IMarHOCTHKH
in vitro B BUJIEe aHAINTHYECKHX CHCTEM, NPOBOJHUMEIE B OTHOLIEHHH MEAHIIMHCKOIO
M3IENHs, BMECTe C IPUHAUIEKHOCTSIMH, HabOpaMH peareHToB U KaluOpaTopoB,
HEOOXOAUMBIMH JUIs IPUMEHEHHUS MEeAUIMHCKOTO H3JENUs II0 Ha3HAYEHHIO, IPOBOIATCS
B paMKax OJHOTO HUCITBITaHHUS.

43. Jia IpoBeAeHUs KITMHUKO-Ta00paTOPHBIX UCIIBITAHUH 3aSBUTEIb IIPEACTABIAET
B MEIUIMHCKYI0 OpraHM3al[MI0 3asBJIEHHE O IIPOBENEHUHM KIHHHKO-Ta00paTOPHBIX
HCHBITAHUMA C YKa3aHMEM CBEJICHHUH, NPeAyCMOTPEHHBIX IOJNYHKTAMH «a» — «O»,
«p» — «y», «x» (10 MPUMEHHMOCTH), «I» U «I» IMyHKTa 64 IlpaBwi, ¢ NpHIOXKEHHEM
JOKYMEHTOB, IPEAYCMOTPEHHBIX MOAMYHKTAMH «@» — «II», «K» — «M» H «0» IyHKTa 65
IIpaBui.

B ciydae eciu IOKyMEHTBHI Ha MEAWLIMHCKOE H3AeNUe IJA JUArHOCTHKH in Vitro,
yKazaHHble B  HACTOSIIEM IyHKTe, COCTaBJI€Hbl HAa HHOCTPAHHOM  SI3BIKE,
OHU NPEACTaBIIIOTCA C 3aBEPEHHBIM [IEPEBOJIOM Ha PYCCKUHN A3BIK.

44. MemuuyHCKasl OpraHu3anys, IpoBOAAIIAs KIMHUKO-Tab0paTOpHbIe HCITBITAHHU,
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paccMaTpuBacT 3asiBI€HHE O [MPOBEIEHHMH KJIMHHUKO-JA0OPATOPHBIX  MCIBITAHUI
Y IOKYMEHTEI, yKa3aHHbIe B yHKTe 44 HacTosero Ilopsaka, B CpOK, He IpeBBIAIOLIHIL
10 pabouynmx co JgHA KX I[OIy4eHHs, M NPUHAMAET pEIIEHHE O BO3MOXHOCTH
(HEBO3MOXKHOCTH) IIPOBEICHUS KIIMHUKO-TAa60paTOPHBIX MCIIBITAHMIA.

45.B  cmyyae  OpHHATHS =~ pelleHHS O  BO3MOXHOCTH  HPOBEIEHHS
KJIMHUKO-J1a00PaTOPHEIX MCIBITAHWUM MEIMUHMHCKAs OpraHu3alys coobmaer o6 3ToM
3afBUTENI0 B NUCBMEHHOM BHJE (HalpaBlieHHE YBEJOMJECHMsS 3aKa3HbHIM ITOYTOBBIM
OTIPABJICHHEM C YBEJOMJIEHHEM O BPYy4YEHHMH JHOO B (opMe 3IEKTPOHHOTIO NOKYMEHTA,
HOJNHCAHHOTO JIEKTPOHHOM IOINKCHI0 PYKOBOAUTENS HCIBITATENHHON OpraHU3aIiy
WA yIIOJIHOMOYEHHOI O PyKOBOAUTENEM HCTIBITATEIbHON OpraHHU3alluy JIULA, TOCPENCTBOM
€T0 HAllPaBJICHUs Ha JIEKTPOHHYIO IIOYTY 3asBHTEIIS, a[Jpec KOTOPOM yKa3aH B 3asBJICHUU
O IIPOBEACHUH KIMHHKO-Ta00paTOPHBIX UCIIBITaHUIT) B TeYeHHE TpeX pabodnx fHelH co JHS
IIPUHATHUSA TaKOrO PEIIeHHs, IIOCIIEe YEro ONpEAENAeT ¢ YYETOM HAa3HAYEHHS U CIIOKHOCTH
MEIIMUUHCKOTO M3NENUSA IJI1 JUArHOCTHKH In Vitro MpOJO/DKHTENHLHOCTh KIMHUKO-
NabOpaTOPHBIX HCIBITAHKH, COCTAaBIAET MPOEKT MPOTPAMMEI KIMHHKO-TabOpaTOpPHBIX
HCTIBITaHUH, YTBEPXKIa€MOH PpYKOBOJWTENEM OpraHW3alMd WIA YIOJHOMOYEHHBIM
PYKOBOIHTEJEM OpraHHM3allMU JIULIOM, W 3aKII0YaeT C 3asBUTENEM AOroBOp (KOHTPAKT)
Ha [IPOBEJCHHE TaKUX UCHBITAHMM.

B chnysae  npuHATHA  pelleHHs O HEBO3MOXHOCTH  HPOBEIEHUS
KIIMHHKO-1a00PaTOPHbIX MCHBITAHUH BCIIEICTBHE OTCYTCTBHS OCHOBAHMI I HPOBENCHHUS
KIMHUKO-Ta00pAaTOPHBIX ~HCTIBITAHMH (OTCYTCTBHE AKKDEJWTAMH MM OTCYTCTBHE
B JMIEH3MH Ha OCYLIECTBIIEHHE MEIMUMHCKOH JesrtensHoctd paGor  (ycayr),
COCTaBIIOMIUX MEIHLIMHCKYIO JE€ATEIbHOCTh, MCXOHS H3 Ha3HA4YeHHs U o00JIacTu
NPUMEHCHUS MEIUIIMHCKOTO HM3JeNus JUii AWAarHOCTUKH in Vitro), HECOOTBETCTBHA
IPEACTaBICHHOIO 3asBIICHHS O MPOBEACHHH KIWHUKO-Ta0OPaTOPHBIX HCIBITAHHH
U IOKYMEHTOB, YKa3aHHBIX B IyHKTe 44 HacTosmero Ilopsika, TpeGoBaHMAM HACTOSILETO
IMopsinxa, MeqMIIMHCKas OpraHU3aLKs COOOINAET B IMCHbMEHHOM BHJIE 00 5TOM 3asBHTENIIO
(HanpaBiieHre yBEOMJICHHS 3aKa3HBIM I[IOYTOBBIM OTIIPAaBIEHMEM C YBELOMJICHHEM
O BPYYCHHH WIM B (POpME 3JIEKTPOHHOTO JOKYMEHTa, MOMNHMCAHHOTO 3JIEKTPOHHOM
NOANUCBIO  PYKOBOAMTENS MENMUMHCKOM OpraHu3alliii WM  YIIOJHOMOYEHHOIO
PYKOBOAUTENIEM MEAMIMHCKON OpraHM3allMy JUIA, Ha SNEeKTPOHHYIO IIOYTY 3asBHUTENs,
afipec KOTOPOH yKa3aH B 3asBICHUH O NPOBEACHUH KIMHHKO-Ta00pPaTOPHEIX HCIIBITAHHIA)
B TE€YCHHE TpeX pabovux NHEH O JHS NPHHATHSA TAKOTO PEINEHHs C yKa3aHWeM NpUYHH
OTKa3a B MPOBEICHUH KIMHHUKO-T1a00paTOPHBIX HCIIBITAHHM.

Ilocne noanucanus qorosopa (KOHTPaKTa) Ha POBEJEHUE KIMHAKO-Ta60paTOPHBIX
VCTIBITAHAH 3agBUTENh INPEACTABISET B MEIHWIMHCKYK OPraHM3aHI0 MEIULMHCKOE
u3lenue Ajs JUArHOCTHKM in vitro BMecTe ¢ NpPHHAIUIEXHOCTAMHM (B KOIMYECTBE,
NpeayCMOTPEHHOM IIPOEKTOM IIPOrpaMMBI KIIMHHKO-J1a00paTOPHBIX UCIBITAHHMI).

46. B nporpaMMy KJIMHHKO-Ta0OpaTOPHBIX MCIIBITAHAH BKIIOYAIOTCS:
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a) HaUMEHOBaHME MEJMIMHCKOrO u3jenus (C yka3aHHeM Mogeiel (Mapok)
MEJMLUHCKOrO H3JEJIHs, MX COCTaBa M NPHHANIEKHOCTeH (MpH HAIMYHH), [PU ITOM
3asBUTEJIb YKa3bIBAeT TOBAPHBIM 3HAK U MHBIE CPEACTBa HHANBUAY ATU3AI[UH METULIMHCKOTO
H3JIeJIMs B CIIyYae MX HAaHECEHHUs Ha YNIaKOBKY MEIMIIMHCKOIO M3/IENIHs;

6) BHUI (BUIBI) MEIUIIMHCKOTO H3AENUS IS JMArHOCTHKH in Vitro B COOTBETCTBHU
C HOMEHKJIaTypHOH KiIaccuukanueil MeQUIIUHCKHUX HU3ENHii;

B) KJacC IIOTEHUHAJbHOIO pHCKa IIPUMEHEHUS MEJUIHMHCKOrO  W3JIeNus
JUIA OUarHOCTHKH in Vitro B COOTBEICTBHHM C HOMEHKJIATYPHOH KiaccupuKaryei
MEAULIMHCKHAX H3NEITHii;

r) CBeleHHWs O Mpou3BoauTele (HU3TOTOBHTENE) MENMUIMHCKOTO  H3IENHS
M IUArHOCTUKH in Vitro MIM YHNOJHOMOYEHHOM IIpe/CTaBUTENe IPOM3BOJHUTENS
(M3roTOBUTEINST) MEAUIIUHCKOTO H3/eNIUs JJI1 JUarHOCTHKH in Vitro:

IOPHIMYECKOE JIMIIO — IIOJIHOE M COKpalleHHOe (TP HaJIW4YHK) HAauMEHOBAHMS
(¢ TpaHcnuTepanue), opraHU3aMOHHO-IIpaBoBas (hopMa, HACHTU(GUKALMOHHEIA HOMEp
HaJIOTOIIaTENIbIIMKA (U1 MPOM3BOAMTENEH (M3rOTOBHUTENEH) MEOUIMHCKOTO W3EIHs
IJIs TUATHOCTHKHM in Vitro, SIBISIOIMXCS pe3uieHTaMu Poccuiickoi CI)e,uepaan) azpec
MecTa HaXOXIEHHs, a TaKk)Ke HOMep Telle(oHa U afpec IIEKTPOHHOM [TOYTHI;

(usMyecKkoe JIHMIO, 3apeTHCTPHPOBAHHOE B  KAueCcTBE  MHMBHIYaIBHOTO
NpeAnpUHUMaTENs, — (GaMuiIusd, UMS U OT4eCTBO (HPH HAIHYUM), BHA U PEKBH3UTHI
JNOKYMEHTa, YAOCTOBEPSIOIIETO JIMYHOCTb, UAeHTUUKAIMOHHBIN HOMeEp
HaJIOroIIaTeNbIIMKa (Ui MPOM3BOAMTENEH (M3rOTOBHUTENEH) MEIMIMHCKOTO H3AEIHS
Ul IMATHOCTHKHM in vitro, SBISIOINUXCS pesuneHTamu Poccuiickoit ®epepanun), agpec
MeCTa XUTENbCTBA (NpeOBIBaHMAA), a TAKXKE HOMep Telne(OHa U apec SJIEKTPOHHOM HOYTHI
(IpHu HATHMYHK);

I) ampec (afpeca) MecTa HaXOXAEHUS IPOM3BOJCTBEHHON  IUTOIIAIKH
(TIpOM3BOACTBEHHBIX ILJIOMIAI0K);

€) OCHOBAHUS IIPOBEJEHUS KIMHUKO-JIa00PATOPHBIX UCIILITAHMA;

K) IIeJb IPOBENCHUS KIMHUKO-IaG0PaTOPHBIX UCIILITAHMIA;

3) mepeyeHb HOPMAaTHBHBIX IIPaBOBBIX aKTOB, B COOTBETCTBHM C KOTOPEIMHU
IIPOBOJATCS] KITMHUKO-Tab0paTOpHEIE HCIIBITAHUS;

M) CBEIEHHS O MEAHUIUHCKON OpraHu3aiuy:

IIOJTHOE€ HAaNMEHOBaHHS,

PEKBH3HUTHl JIMLEH3MM HAa MEIUIHUHCKYIO OEATEIBHOCTh, CPOK MAEHCTBHA TaKOi
JVLeH3ud (TIpY HaJTHYHUH ),

MecTo  (MecTa)  u3MepeHmit  (aHanH3a), IPOBOAMMBIX B  paMKax
KJIMHUKO-T1a00paTOPHBIX HCIIBITAHHUI (€CJIH HE COBIIANAET C apecOM MECTa HaXOXICHHS
MEIULMHCKON OpraHu3aluH);

K) CBeleHHd O IPeNOCTaBICHHOM Ha KJIHHUKO-Ta00paTOPHEIE MCIBITAHHA
MEIULMHCKOM M3JeIUU AJIS AUaTHOCTUKH in vitro:



KOJIHYCCTBO,
HOMCp CCpHUH (HapTHH) WK 3aBOACKHE HOMECpa MCIWIIUHCKOIO HU3ACIHA

IUIss TMarHOCTHKH 1n Vitro;

JaTta IPOU3BOJCTBa (M3rOTOBICHUS) MENUIMHCKOTO H3IENUS IS JUArHOCTHKH
in vitro;

CPOK TOAHOCTH HJTH CPOK CITY)KOBI MEAUIIMHCKOTO H3EJIHS JUIs JHATHOCTHKH in Vitro
(Tpu HATMYHUR);

1) TepedyeHb JOKYMEHTOB, KOTOpble IPEACTABISIOTCS I  IPOBEICHHS
KJIMHHKO-JTa0OpaTOPHBIX HCIBITAHHUH;

M) KpaTKOe OMMCAaHWEe MEIUIIMHCKOTO M3IENH s JUArHOCTUKH in Vitro (BHEIIHEH
BU/I, HA3HA4YCHMUE);

H) TEXHHYECKHE XapaKTEPUCTUKHA METUIMHCKOTO H3IENHA OI1 JHATHOCTHKH
in vitro;

0) TOKa3aHUS W MPOTHBOIOKA3aHHS K HPUMEHEHHIO MEIMIUHCKOTO W3EIus,
BKJIIOYasl CBEJEHHS O BO3MOXHBIX OCJIOXHEHHUSX 3a0ojieBaHHSA Yy IanMeHTa
IIpY IPUMEHEHUHN MeIULIMHCKOTO U3JENHS Ui JUarHOCTHKH in Vitro;

n) QopMa KIMHUKO-1a00paTOPHBIX MCIIBITAHHIA,

p) IUIaH KIMHUKO-A00PATOPHEIX UCIIBITAHHUI;

C) METOAUKa KIMHUKO-Ia00paTOPHBIX UCTIBITAHUT;

T) 0¢OpMIIEHUE BBIBOJOB Pe3yJIbTATOB KIMHHUKO-TIa00PaTOPHBIX MCIIBITAHHIA,

47.1Ipu mnpoBeNeHHH KIWHUKO-Ta0OpPATOPHBIX UCIBITAHHA B TOM YHCIIE
OCYILECTBIISIETCS:

a) OLIEHKa IIOJIHOTHI M IOCTATOYHOCTH CBENEHHM, CONEPXKAIMXCA B 3asBICHHH
O TPOBENEHHH KIMHHKO-NAa0OPATOPHBIX MCIBITAHMM, ¥ JOKYMEHTOB, HpEACTAaBICHHBIX
3asBUTENIEM B COOTBETCTBUH C ITyHKTOM 44 Hactostero ITopsmka;

6) oIleHKa U aHANU3 JAaHHBIX O QYHKIIHOHAJIBHBIX XapaKTEPUCTHKAX MEAUIHHCKOTO
W3[enusl Uil AUarHOCTHKU in Vitro, MOMYyYEHHBIX B XOJ€ KIHHHKO-Ta00paTOPHBIX
UCTIBITaHUH, Ha COOTBETCTBHE YCTAHOBJIEHHBIM HOPMATHBHOH JIOKYMEHTALHEH,
TEXHUYECKOH U DKCIUTyaTal[MOHHOH IOKYMEHTAaIlded NpPOU3BOAUTENS (H3TOTOBUTEIIS)
MEAUIUHCKOTO U3JeNus I JAWAarHOCTHKH in  Vvitro Ha MeIHIUHCKOE U3MIeTHe
IUIS AMArHOCTHKH in Vitro XxapaKTepHCTHKaM;

B) JopaboTKa HOPMATHUBHOW JOKYMEHTAI[UH, TEXHUYECKOH M SKCILTyaTal[HOHHOM
JOKYMEHTALUU IPOU3BOAUTENS (M3TOTOBUTENS ) METUIITHCKOTO U3HEINH IJI1 JUarHOCTHKH
in vitro Ha MeIUIMHCKOe u3JeNHe Ul IOUArHOCTHKH in Vvitro 1o pesyibTaTam
KJIMHUKO-1a00paTOPHBIX UCIBITAaHUH (TIpH HEOOXOAUMOCTH);

r) odopmiieHre U BeIaya (3aKa3HBIM ITOYTOBBIM OTIIPABJICHHUEM C YBEIOMJICHHEM
O BpY4YeHHH WM B (opMe€ 3JIEKTPOHHOrO JOKYMEHTa, IOAMUCAHHOTO 3JIEKTPOHHOM
HNOJNNUCHIO PYKOBOAMWTENI MEAULIMHCKONM OpraHu3alldd WIH  YIOJHOMOYEHHOI'O
PYKOBOAMTENEM MEIUIMHCKON OpraHu3alldd JHIa ¥ COOTBETCTBYIOILEro TpeOOBaHUAM
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nyHkTa 54 IlpaBui, MOCpeACTBOM €ro HarpaBieHHs Ha 3JEKTPOHHYIO [TOYTY 3asBHUTEIS,
aZipec KOTOpOH yKa3aH B 3asBICHUH O NPOBEAEHHU KIHHUKO-Ta00PaTOPHBIX HUCIILITAHHIA)
3asBUTEIIIO aKTa OLIEHKH Pe3yJIbTaTOB KIIHHUKO-JIA00PATOPHBIX MCITBITAHHIA;

A) BHECEHHE CBEIEHUI O NpOBENeHHBIX KIMHHUKO-JIa0OPaTOPHBIX HCIBITAHHIX,
BKJIIOYasi CBEJEHHUS O BBIAAHHOM aKTe OLEHKH pe3yJlbTaTOB KIMHHUKO-T1a00paTOpHBIX
UCIBITAHUM MEIWLIMHCKOTO M3JENHs U AUarHOCTHKY in Vitro, B aBTOMaTH3MPOBAHHYIO
HH(POPMALOHHYIO CHCTEMY PETHCTPUPYIOIIEro oprada’,

48. B xone npoBeneHHs KIIMHUKO-JIa00paTOPHBIX UCIIBITAHHHA OIpPEEIsIOT:

a) COOTBETCTBHE MEIULIMHCKOTO M3[ENHS Ul NHarHOCTHKH in Vitro HOpMaTHBHOM
JNOKyMEHTAlluH, TEXHUYECKOH M OSKCIUTyaTallMOHHOM HOOKYMEHTAlUH IPOHU3BOIUTENS
(M3roTOBUTENA) MEMUIHHCKOIO M3JAEIHS 1 JHACHOCTHKM in Vitro Ha MeIUIMHCKOE
H3JeIe IS JUATHOCTHKH in Vitro;

6) cooTBeTCTBHE MEIMIIMHCKOTO HM3AeNus JUIS JMAardHOCTHKM in  Vitro
IPEJHA3HAYEHHOMY TpPOU3BOAMUTENEM (H3TOTOBHUTEIIEM) METUIIMHCKOTO  H3HeNus
JUIS AUAaTHOCTHUKH in Vitro NIPUMEHEHHIO U IIpelaraéMbIM M METOIaM MCIIOJIb30BaHNU;

B) IOJHOTYy M JOCTOBEPHOCTH YCTAHOBJICHHBIX HOPMATHBHOW IOKyMEHTAlMeEH,
TEXHUYECKOM M OIKCIUIyaTallMOHHOM JOKyMEHTalueld MpOoU3BOIUTENS (HM3TOTOBHUTEIA)
MEIULIMHCKOrO WU3AeNud JJis1 JUarHOCTHMKH in  Vitro Ha MeOUIHHCKOE H3JeiHe
IUIs IUarHOCTHKH in Vitro XapakTepuCTUK 0€30macHOCTH B 3 (HEKTHBHOCTH MEIUIUHCKOTO
U3JIeNIHs Ul JUArHOCTHKY in Vitro B COOTBETCTBUH C IpefHa3HAYEHHBIM MPOU3BOAUTEIIEM
(M3roToBHTENEM) MEIUIMHCKOTO M3JeNUS IS IUArHOCTHKH in Vitro NpHMeHEeHHEM
MEIULHUHCKOTO H3MeNus I AMArHOCTHKH in Vitro IO Ha3HAYEeHHIO, B TOM YHCIE
€ro JHarHOCTHYECKYI0 YyBCTBUTENIBHOCTb, CHEHU(UIHOCTH H BOCIIPOM3BOIHUMOCTb,
a Takke (QYHKUMOHAIBHBIX XapaKTepUCTHK (B TOM YHCIE [0 IPHMEHHMOCTH
aHAJIMTHYECKYIO YYBCTBUTEIIBHOCTb, CIIEU(HUIHOCTD, BOCIIPOU3BOAUMOCTb, TUHEHHOCTD),
yKa3aHHBIX B HOPMAaTUBHOM JOKyMEHTAalliH, TEXHHYECKOW U SKCILTyaTal[HOHHOM
JOKYMEHTALIUX TIPOU3BOUTENIS (M3TOTOBHUTENA) MEAUIIMHCKOTO U3IEIHS ISl HArHOCTHKH
in vitro Ha MEIUITMHCKOE H3JeJIie I AHATHOCTHKH in Vitro;

I) Ka4decTBO MEIUIMHCKOIO H3JeNHs IJI1 TUArHOCTHKH in Vitro, 3¢¢eKTHBHOCTD
¥ 06€30I1aCHOCTH €ro MpUMEHEHHS.

49. Pe3ynpTaThl KIIMHUKO-JIA00PAaTOPHBIX HUCIBITAHUN CUYHUTAIOTCS OTPHLATEIBHRIMH
B Clly4ae HEBBIIOJIHEHUS XOTS ObI OJHOTO U3 CIIEIYIOMMX YCIOBHM:

a) MEAULUHCKOE U3JeNue JUIl AUarHOCTHUKHU in Vitro COOTBETCTBYET HOPMATHBHOM
NOKYMEHTALUH, TEXHHUYECKOW M SKCILTyaTallHOHHOM JOKYMEHTAalldHd IIPOHM3BOIUTEILS
(M3roTOBUTEN) MENULIHUHCKOTO HM3AENIHS UId AWAarHOCTHKHM in Vitro Ha MeIHIIMHCKOE
H3JeIHe )19 JUarHOCTHKH In Vitro;

0) MeOUIMHCKOE H3AeNnWe Ui JUAarHOCTHKM In  VItro  COOTBETCTBYET

¢ ToamyHxT «a» myHkTta 7 [IpaBuiL.
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IpeHa3HAYeHHOMY MNpPOH3BOAUTENEM (M3TOTOBUTENEM) MEIUIMHCKOTO  HM3JAENHA
IUTS JUATHOCTHKH in Vitro MpUMEHEeHHUIO ¥ NpeiaraéMbIM UM METOJIaM UCIIONIB30BAHUS;

B) HOpPMAaTHBHAs JOKYMEHTAllUs, TEXHUYECKas ¥ OKCIUTyaTallhOHHAs JOKYMEHTALUS
IPOM3BOAMTENS (M3TOTOBUTENS) MEIUIMHCKOTO H3AENHUS i1 AMArHOCTHKH in Vvitro
HA MEIWLIMHCKOE W3Ielne MJAsA JUAarHOCTHKH in  Vitro ITOATBEPXAAeT IIOJHOTY
U JIOCTOBEPHOCTh YCTAHOBJIEHHBIX B HUX XapaKTEPUCTHK 6e30macHOCTH U 3()()EeKTHBHOCTH
MEIUIHHCKOTO H3JENUs I JHArHOCTHKH in Vitro B COOTBETCTBHH C INpeAHAa3HAYCHHBIM
POU3BOANTENEM (U3rOTOBUTEIEM) MEAMIIMHCKOTO HM3IENHS Ul JTUArHOCTHKH in Vitro
IpPUMEHEHHEM MEIULUHCKOTO0 H3HeNHs A8 AMAarHOCTHKH in Vitro 1o Ha3Ha4eHHWIO,
B TOM UHCI€ €ro JHAarHOCTHYECKYI0  YYBCTBHTENBHOCTh, CIENUDUIHOCTH
U BOCIPOHM3BOJUMOCTh, a TaKke (QYHKIHOHAIBHBIX XapaKTEPUCTHK (B TOM YHCIIE
110 IPUMEHUMOCTH QHATUTHYIECKYIO YyBCTBUTEIIEHOCTD, crenu(pHIHOCTD,
BOCIIPOM3BOIUMOCTD, TUHEHHOCTE );

I) KayecTBO MEAMLMHCKOrO H3JAEIHS JUIS ITUArHOCTHKU in Vvitro, 3¢GhEeKTHBHOCTH
U 0e30IaCHOCTh €ro INpPUMEHEHHUS IOATBEPXKIEHBI B XOAe KIMHHKO-Tab0paTOpHBIX
HCIIBITAHHM.



IIpunoxenue Ne 1
K [Topsiaxy npoBeaeHus OLEHKH
COOTBETCTBUS B QOpMe TEXHUIECKUX
UCIIBITAHUM, TOKCUKOJIOTHYECKHAX
HUCCIEIOBaHUM, KITHHHYECKHUX
HUCIBITAaHUM, MEIUIIMHCKUX H3ASIIHH
B I€JIIX TOCY AaPCTBEHHOM
pEerucTpaidi MeOUIHHCKHX
U3JIeJIUH, YTBEPKIAEHHOMY IIPHKA30M
MuHucTepcTBa 34paBOOXpaHEHHS
Poccuiickoit ®enepanyn
oTaz2dr. No 2707

Pexomenmyemrlit oOpaser

HAaNMEHOBAHHE MCIIBITATEIbHON OpraHU3aliMH, aipec B IIpeaeiax MecTa
HaXO0X/ICHUS MCIIBITATEIbHON Opragu3anuy, HoMep TenedoHa, MeKTPOHHAS MOYTa, CCHUIKA
Ha OUIMaIBHEIA CaiT HCIIBITATENBHOM OpraHN3aliH
B HH)OPMAHOHHO-TEJICKOMMYHHUKAILIMOHHOMN cetr «IHTepHETY,
YHUKAJIBHBIA HOMEDP 3alHCH 00 aKKpEeIUTaIluH
B peECTpe aKKpeAUTOBAaHHBIX JIUI]

VTBEPXIAIO

PYKOBOAMTEND HIIA UHOE YIIOJIHOMOYEHHOE
PYKOBOAMTENIEM HCIBITATENbHOM
OpraHu3alyy JMno, GaMuIns, UM H OTYECTBO
(ipu HaJIM4UH), IOAIUCH, TEYATh

(1pu HaNTMYUH)

« » 20 r.

[TPOTOKOJI TEXHUYECKWX UCITLITAHUIA Ne

MEJIHUIUHCKOTO U3/IeTIUS U MEAUIIMHCKOTO M3/ICINS IS THATHOCTHKH in vitro

ITonHoe HarMeHOBaHMe, afipeC MeCTa HaXOXICHUS, HOMep TejleoHa, JJIEKTPOHHAs 10YTa
OpOM3BOAMTENS (M3TOTOBUTENSA) MEAUIUHCKOTO M3JAENHs HWIH YIOJHOMOYEHHOTO
IIPEACTaBUTENS IPOU3BOAUTEINS (M3TOTOBUTEIS ) MEULITHCKOT'O H3ICIIHS:
HaumeHoBaHUE MeTULIMHCKOTO H3/IETIHSL:
Mogens (Mapka) MeIULIMHCKOTO M3IETIHS:
Hata mpencTaBiIeHHs MEAMIMHCKOrO W3AENHsS B aKKPEIWTOBAHHYIO B HaI[HOHAIBHOM
cCUCTEME aKKpeIUuTaIluu HCIIBITATENIEHYTO naboparopuro (uentp)
(manee — ucnplTaTeNbHAs OPraHU3aALMs) B LENSX MPOBEICHUS TEXHHYECKHUX HUCITBITAHHIA:

Hara npreMa UCIIBITaTeNIbHON OpraHu3anyeil MeIMIIUHCKOTO U3/EH:
ITepuon npoBeeHUS TEXHUYECKUX HCIIBITAHUM:




2

Anpec NpoBeAeHUS TEXHUYECKUX UCTTBITAHUMN:

IIpoBepka MENMLMHCKOIO M3JEIHs Ha COOTBETCTBHE TPEOOBAHUAM INPUMEHHMBIX
JIOKYMEHTOB HAllMOHAJILHOM CHUCTEMbl CTAHIAPTH3AlMH M TEXHHUYECKOM NOKYMEHTALUH
IIPOU3BOAUTENS (U3rOTOBUTEIIS) MEAULIMHCKOTO U3EIIHS:

3aKIIOUYEHHE O COOTBETCTBHUM MEIULMHCKOrO H3/e/usi TPeOOBaHUAM IMPUMEHUMbIX
JAOKYMCHTOB HAIlMOHAJTBHOW CHCTEMBbI CTAaHIAPTU3ALUH M TEXHUYECKOH HTOKYMEHTALUH
IIPOU3BOAUTENS (M3rOTOBUTENS) MEAHUIIMHCKOTO U3ICIIHS:

JononaHutenbHas uHGopManus:

1. O01ue naHHple:

OOBEKT UCIIBITAHMS1, IPOU3BOJAMTEIL (M3rOTOBHUTED)
MEIMLIMHCKOTO U3IEJIHs, aApec TPOU3BOAMTENS
(M3rOTOBHTEIS) MEAHLIMHCKOTO U3/ENHNS, HAMMEHOBAHHE
(HauMeHOBaHMsA)  (C  TpaHCAUTEpalMed)  MPOU3BOACTBEHHOM
JIOIAKH (IPOM3BOACTBEHHBIX IUIOLIAJOK), aApec (axpeca) MecTa
e (MX) HaXOXICHHUS, alpec PUeMa MeJULIMHCKOTO H3/IeTIH s,
HAaUMEHOBAHHME MPEICTABICHHOIO HA TEXHUYECKHE
MCIBITAHUS MEJAMLIMHCKOTO HU3/1eJIHs
2. KpaTxoe OIMMMCaHUC, HA3HAYCHUE, 0071aCTh INPUMEHCHHUST U OCHOBHBIC XapaKTCPHUCTHKH
MCIOHIIMHCKOI'O U3J1CJIUS:
3. Hepequb HOKYMEHTOB, IIPCACTABICHHBIX HA TEXHUYECKUE UCIIBITAHUS
4. Ilpouenypa TEXHHUCCKHUX MCIILITAHUMN:

YCJI0BHUA IIPOBEACHUA TCXHHUYCCKUX WCHBITAHUN
5. MeToabl TEXHUUECKHUX UCIIBITAHUI
6. CBenieHus 00 YMOJHOMOYEHHOM PYKOBOAMTEIEM HCIIBITATENbHOM OpraHu3aluy JIALE,
[IPOBOJAUBILEM TEXHUYECKHE HUCTIBITAHUS:

bamMuIIUsA, UMS U OTYECTBO
(IpH HAJTHYUH ), JOJDKHOCTD

7. Cpeactna U3MEPEHUM, HUCIILITATENILHOE 000pyI0OBaHUE, BCIIOMOTaTEJIbHOE
obopyaoBaHHe U MaTepUalbl, KOTOPbIE HMCIIOIB30BAIUCEH VISl MPOBEACHUS TEXHHUYECKHX
UCTILITAHUH:

HAaUMEHOBAHME, 3aBOJICKOH HOMEp
8. Pe3ynbTaThl TEXHHYECKUX HCIBLITAHUM:
HHpOPMAIIMS O HOPMATHUBHBIX TEXHHUYECKUX TpPeGOBAHMSX
(paszen NPUMEHUMBIX TOKYMEHTOB HALMOHAIBHOM CHCTEMBI
CTaHAApPTHU3alHMH U TEXHUYECKOH JOKYMEHTAIMH ), PE3YIbTAThI
UCTIBITAHUH, BHIBOJIbI

9. BeiBOIbI:

COOTBETCTBHE TPEOOBAHUAM IPUMEHHMBIX JOKYMEHTOB HALMOHATLHON CTAHAAPTH3ALUH, HOPMATHBHOM
AOKYMEHTALMH, TEXHHYECKOH M 3KCILIyaTallMOHHON JOKYMEHTALHUH TPOU3BOAUTENS (M3rOTOBUTENS)
MEIHLIMHCKOTO U3/eust

IIpunoxenus:
[oanucu:
PyKkoBOIHUTENB CTPYKTYPHOTO MOApA3AEICHHS
MCIIBITATEIbHOW OpraHu3aiuu




(aMIIHS, UM U OTYECTBO (IIPU HAJHYHHM), IIOJIHCEH
OrtBercTBeHHOE 3a 0dOpMIIEHHE

IPOTOKOJIa YIIOMTHOMOYEHHOE PYKOBOAUTEIEM
UCHBITATEIILHON OpraHU3aI[UH JIUIO

damuiIus, IMS 1 OTYECTBO (IPH HATHYAH), TOJITHCH




[Ipunoxenue Ne 2°
K [TopsinKy npoBeneHHs OLICHKH
COOTBETCTBUA B (hOpMe TEXHUUECKUX
HCIBITAHUM, TOKCHKOJIOTHYECKHX
HCCIIENOBAaHUM, KIMHHYECKHUX
HUCIIBITAHUM, MEIUITHHCKHX H3JETHH
B LIEJISIX TOCYAapCTBEHHOMN
perucTpaluy MeAUILUHCKIX
U3AENUN, yTBEPXKACHHOMY NIPUKa30M
MunncrepcTBa 34paBOOXpaHEHUS
Poccuiickoit ®enepanuu

oT /j’.«r'g‘ﬁ Zé;NQ //Z / lad

Pexomenryemsbiit oO6pazen

HAMMEHOBAHHE UCIBITaTEIbHON OpraHu3anuy, afpec B Ipeaeax MecTa HaXO)KACHHUS UCTIBITaTeIbHOM
OpraHu3anuy, HoMep TenedoHa, >IeKTpOHHAS II0YTa, CChUTKA Ha OQUIHATBLHEIM CalT HCIBITATENbHOM
OpraHM3aly B HHYOPMAITMOHHO-TEIEKOMMYHUKAIIMOHHOH
cetu «MIHTepHET», yHUKAIBHBIH HOMEp 3aIHCcH 00 aKKpeIuTaluu
B peecTpe aKKpeAUTOBAHHBIX JIUI]

YTBEPXJIAIO

PYKOBOJHTEINH UM HHOE YIIONHOMOYEHHOE
PYKOBOIUTENEM HCIBITATENFHOM OpraHu3alyiy JIHLO,
(baMuIus, IMS ¥ OTHYECTBO (TIPU HAJTHIHH),

HOJIHUCH, [1€YaTh

« » 20 1.

[TPOTOKOJI TOKCHUKOJIOI'MYECKVIX UCCJIEJOBAHMIA Ne

IlonHoe HaMeHOBaHKE, aipeC MECTa HAXOXXIeHUs, HoMep TelleOHa, HIeKTPOHHAs 110YTa
NpOU3BOAUTENS (M3TOTOBUTENS) MEIUIIMHCKOTO HM3AENHUS WIH  YIOJTHOMOYEHHOIO
MIPEACTABUATENS MPOU3BOAUTENS (M3rOTOBUTENA) MEOUITMHCKOTO U3 IEIHSL:
HaumeHoBaHHE METUIIUHCKOTO HU3JEIIHS:
Mopgens (Mapka) Me IMITUHCKOTO U3EITHS:

Jara mpencraBieHUs MEAMLIMHCKOTO HU3ZENHs B aKKPEIUTOBAHHYIO B HAalMOHAJIBHOH
CHCTEME aKKpeIUTalluM UCIBITaTeNbHYy0 JabopaTopuro (LIeHTp) (Haiee — HCIbITaTeIbHAs
OpraHu3alys) B LIeNSX MPOBEACHNUS TOKCHKOIOTHYECKUX UCCIIeI0BaHUH:
Jata npuema ucnsITaTeNbHON OpraHU3alued MeTUIIHHCKOTO H3eIHs:
ITeproa npoBeAeHUS! TOKCHKOJIOTMYECKUX UCCIEIOBAHMH:
Anpec npoBeieH!s! TOKCUKOJIOTHYECKUX UCCIIeIOBaHui:
IIpoBepka MEAMILMHCKOTO W3JENHS Ha COOTBETCTBHE TpeOOBaHMUAM IPUMEHHMBIX
JOKYMEHTOB HAallMOHAJILHOM CHCTEMBl CTaHIAPTH3alMU M TEXHUYECKOH JOKYMEHTalluu
IPOU3BOAMUTENS (M3rOTOBHUTENS) MEAUIIUHCKOTO M3IEIIHSL:




SRR

3aK/Il0YEeHHE O COOTBETCTBUHU MCIUIIMHCKOI'O H3JCIHA Tpe6OBaHI/I5{M IMPUMECHHUMBIX
HOKYMCHTOB HAIMOHAJIbHOM CHCTEMBI CTaHJapTH3allUH U TEXHUYECKOH JOKYMECHTAllUH

MIPOU3BOAUTENS (M3TOTOBUTENIS) MEAULIMHCKOTO U3EIIHU:
JlononHuTenbHas HHPOpMaIys:

1. OOuiue naHHbIe:

OOBEKT UCIIBITAHUS, TPOU3BOIUTEIND (M3TOTOBUTED)
MEIULMHCKOrO U3AEHS, AIpeC [IPOU3BOAUTES
(M3roTOBUTENS ) MEAMLIMHCKOTO H3/e/IHsl, HAUMEHOBAHHE
(nanMeHOBaHMsA) (¢ TpaHCIuTepaluell)  NPOM3BOACTBEHHOM
IUTOIIAAKH (IIPOM3BOICTBEHHBIX IUIOLIA0K), apec (aapeca) MecTa
ee (MX) HaxOXAeHHsI, aipec preMa MeJMLIMHCKOTO U3eNus,
HAaUMEHOBAHHE  INPEICTABICHHOIO0  HAa  TOKCHKOJOTMYECKHE
UCCIIEJOBAHUS MEAUIIMHCKOrO H3IEIHs

2. KpaTxoe OIIHCAaHHUEC, Ha3HAYCHHC, 00J1aCTh IIPpUMCHCHHUA U OCHOBHLIC XapaKTCpHUCTUKH

MEIULHUHCKOTO U3JICIUS:

3. HCpC‘IGHB HAOKYMCHTOB, I[IPEACTABJIICHHBIX HA TOKCUKOJIOTHYECKUE UCCIICIOBAHMS:

4. IIponenypa TOKCUKOJTOTHYECKHX HCCIIEIOBAHMIA:

YCJIOBHUS ITIPOBEACHUS
TOKCHKOJIOTHYECKHX UCCIICI0OBAaHUU
5. MeToapb! TOKCUKOIOTHYECKHX HCCIIE0BAHMIA:
6. Ceellenns 06 yNOJTHOMOYEHHOM PYKOBOIHMTENEM HCIBITATENLHON OpPraHU3allUM JIHLE,
IPOBOAMBILEM TOKCUKOJIOTHYECKHE UCCIIEAOBAHUS:

dbaMuIIHs, UMS 1 OTYECTBO
(NMpY HATMYKH ), TOTDKHOCTH

7.Cpencrea  M3MEpEHMH,  MCIBITaTeNbHOE  OOOpPYNOBaHHE,  BCIOMOTAaTeNbHOE
o0Opy/s0BaHME M  Marepuaibl, KOTOpble  HCIOIB30BAIMCH I HPOBEACHUS
TOKCHKOJIOTHYECKHX MCCIIEJOBAHMIA:

HaMMEHOBAHHUE, 3aBOJCKOH HOMEpP

8. PCSyIILTaTBI TOKCHKOJIOTHYECCKHUX HCCHG}IOB&HHﬁ :
uH(OpPMalIKs 0 HOPMATHBHBIX TEXHUYECKUX
TpeOOBaHUsX (pa3aen NPUMEHUMBIX
JOKYMEHTOB HallMOHAJILHOH CHCTEMBI
CTaHJapPTH3ALUU U TEXHHYECKOH
JOKYMEHTAaLUH ), Pe3yIbTaThl HCIIBITAHHUH,
BBIBOJIBI

9. BBIBOIRI:

COOTBCTCTBHE TpCGOBaHI/IHM IIPUMEHUMBIX TOKYMEHTOB HaLII/IOHaJ'II)HOﬁ CTaHAapTHU3alluH, HOpMaTHBHOfI
AOKYMCHTALUU, TEXHUYECKOHU U 3Kcnnyaraunonnoﬁ JOKYMECHTALIUHU ITPOU3BOJIUTECIIA (PIBI‘OTOBI/ITCJIS)
MCIHUIHHCKOTO U3ACIINA
[Ipunoxenus:

[Toamucu:
PyxoBoauTens CTpyKTYpHOTO NOIpa3aeIcH s
HCIIBITATEIbHON OpraHu3alluu

baMuIHs, IMS ¥ OTYECTBO ([IPH HAJIMYMH ), TIOAIUCH
Ot1BeTcTBEHHOE 3a OopMIIEHHE
IIPOTOKOJIa YIIOTHOMOYECHHOEC PYKOBOAHUTCIEM




HCIIBITATEJIbHOM OpraHu3anym Juno

GbamiIng, UMs ¥ OTYECTBO (TIPY HAIMYHMH), TOIIHCH




ITpunoxenne Ne 3
K [lopsaaky npoBeneHHS OIEHKH
COOTBETCTBUSA B POpMe TEXHUYECKHUX
HACIIBITAHUM, TOKCUKOJIOTHYECKHX
HUCCIIEeNOBaHUM, KIMHUYECKHAX
HUCIIBITAHUH, MEIUIIHHCKHUX M3ETHI
B LIeJISIX FOCYy AQPCTBEHHO#
pETUCTpallMi METUIMHCKIX
U3JIENINN, yTBEPKICHHOMY TIPHKA30M
MunuctepcTBa 31paBOOXpaHeHHS
Poccuiickoit ®enepauvn
OT e ZpNe 57,

Pexomennyemslii oOpasen

HaHMEHOBaHHE MEMIMHCKOM OpraHu3anum, agpec B MpeAeiiaX MeCcTa HaX0XKAEHHs MEIUIIMHCKOM
opraHu3anuy, Homep Tenedona

VTBEPXKIAIO

PYKOBOIUTEND Wi HUHOE
YIOJIHOMOYEHHOE  PyKOBOJUTEIEM
MEAMIIMHCKON OpraHm3aiiy JHLoO,
bamuuss, ®WMA H  OTYECTBO
(npym HaTMYWHU), MOIMKCH, I€YaTh
(npu HATHYHH)

« » 20 1.

AKT
OLICHKH PE3YJIbTaTOB KIHHHYCCKHUX HACHBITAHUH MEIUIIMHCKOTO HU3aCIInA

Ne oT« » 20 r.

HaMCHOBAHHUEC MCOUIIHMHCKOI'O U3OCTTUA

CocraBiieH

HaVMMEHOBAaHHNE MEIHITHHCKOM OpraHusanuy,

C YKa3zaHMEM MECTa IPOBCACHUA HUCIIBITAHUH

ITonHOMOUYMS Ha IIPOBeIEHHE PAaOOT IO UCIIBITAHUSAM.
JIvueH3us Ha MEAULUHCKYIO JEATEIBHOCTD OT € » 20 r. Ne
CPOKOM JEHUCTBUS




1. B nepuog c «_ » 20 r.mo«_» 20 T

HAaUMEHOBAHHUEC MEIUIIHHCKOH OpraHusaniuH, npono,u}lmeﬁ KIHHHYCCKHUEC UCIIBITAHUS
IPOBEJICHA OLEHKA PEe3y/IbTaTOB KIIMHUYECKUX UCIIBITAHUH B GOpME HCCIIEI0BaHHI, B TOM
YHCJI€ TIOCPEACTBOM aHANM3a U OLEHKH KIMHUYECKHX NaHHBIX (Jajee — aHAJIU3 U OLCHKA
KIMHAYECKUX NaHHBEIX), ¥ B (GOpMe HCIBITAaHMH C ydacTHeM denoBeka (nmamee —
KIIMHHUYECKUE UCIIBITaHUs C YUaCTHEM YeI0BEKa)

HeoOX0IMMOe yKa3aTh

HaMMCHOBaHME MEHIIMHCKOTO U3/eNHs (C yKa3aHHeM IIPUHAIIEXHOCTEH,
HEOOXOMMMBIX 71 NPUMEHEHHS METHIIMHCKOTO H3JENUs WK ero MOoJeel (MapoK) o Ha3HAYESHH:O)

IPOU3BOJICTBA

HanMCHOBaHHEC ITPOU3BOOUTEILA (I/ISI‘OTOBPITCJISI) MCIUIUHCKOI'O U3C/IHNs,
CTpaHa NNpOU3BOACTBA

B COOTBCTCTBHH C

HauMEHOBaHUE H 0003HAYCHHE TEXHHYECKOM
H 3KCl'IJIyaTaIII/IOHHOI71 AOKYMCHTAIIUH

2. Jlna npoBeeHUs KIMHUYIECKHX UCITBITAHUI MIPEICTABICHbL:

NEPECUCHb JOKYMCHTOB, KOJIHYECTBO MECANITUHCKOI'O U3 ACTHUS

HAWMMEHOBaHUE MEIULITHCKOMN Oopranu3anyuu
IIPOBEI€HA OLICHKA PE3YJIbTATOB KIIMHUYECKUX HCIIBITAHUI

HauMCHOBaHHC
MECIUITUHCKOTO U34CIUA

B COOTBETCTBHMH C YTBEPKACHHOM MPOrpaMMoOi KIMHHYECKMX HCITBITAHMIA:
3.1.

HAaMMEHOBAaHHE MEIUIMHCKOr0 U3ens (C yKazaHueM Mozeneii (MapoK) METHIIMHCKOTO M3/,
HX COCTaBa ¥ IPHHAIVIEXHOCTEH (IIpH HANHYNH), TOBAPHEIN 3HAK H HHBIE CPEICTBA MHANBHAYATH3AIMH
MEIMIIHHCKOrO H3/IEM B CIIyYae NX HAaHECEHHS Ha YIIaKOBKY MEIMIHCKOTO U3EIIHS)

3.2

BH/I (BH/IbI) MEJHITMHCKOTO M3ENHUS B COOTBETCTBHH C HOMEHKIIATYPHOM
KIIaccuuKanuel MeIUIMHCKAX H3eHi

! Tlpukas MuHHcTepcTBa 3ApaBooXpaHenus Poccuiickoit @enepauun ot 6 monsa 2012 r. Ne 4n «O6 yTBEpXKICHHH
HOMEHKJIATYPHOH KIacCHOHKAIMH MERUMUMHCKHMX H3Jenuit» (3aperdcTpHpoBaH MUHHCTEPCTBOM IOCTHIMM Poccuiickoi
®epepamu 9 wona 2012 r., perucTpaumonHblii Ne 24852) ¢ H3MeHEHHAMH, BHECEHHBIMH MNpHKa3aMH MuHHCTEpCTBa
3apaBooxpaHeHus Poccuiickoit ®enepauyn ot 25 centsaops 2014 r. Ne 557 (3apeructpupoBad MHUHHCTEPCTBOM FHOCTHLIAH
Poccuiickoit @enepauyn 17 nexabpa 2014 r., peructpanuoHHsiit Ne 35201), ot 7 mons 2020 r. Ne 686H (3aperucTpUpoBaH
MunucrepersoM roctiiun Poccuiickoit ®enepauun 10 aBrycra 2020 r., peructpausoHusiit Ne 59225), ot 24 mions 2025 r.
Ne 364u (3apeructpupoBaH MuHHMCTEpPCTBOM locTHiuu Poccuiickoit ®enepaumu 5 asrycra 2025 T., perdcTpaLMOHHbIM
Ne 83136).



3.3.

KJ1acC NMOTCHIHAJIBHOI'O PHCKA NPUMCHECHUA MCIUIIHHCKOI'O U3ACTTUA
B COOTBETCTBHH C HOMCHKHaTypHOfI Knaccmpnxauneﬁ MEJULUHCKHAX U3ACIUi

3.4.

CBEJICHHS O IPOU3BOAUTENE (M3rOTOBUTEIE) MEAULIUMHCKOTO U3ENHS UIIH YIIOJTHOMOYEHHOM
IpeCTaBUTENE IPOU3BOANTENS (M3TOTOBUTENS) MEAUITMHCKOTO H3AEHS (FOPUANIECKOE JIUIIO — MOJTHOE
¥ COKpallleHHOe (IIpH HaJTMYHH) HAUMEHOBaHUs (C TpaHCIUTEPAIKEil), OpraHM3allHOHHO-IIPABOBAs
dopma, uaeHTHHKAMOHHBINA HOMEP HAIOTOILIATeIBIIMKA (/IS IPOM3BOAUTENEH (M3roTOBHTENEH)
METULMHCKOTO H3/eNus, SBisiomuxcs pesunentamu Poceuiickoit denepauunn), aapec Mecra
HaXOJXJEHHs, a TaK)Ke HoMep TelleoHa U afpec IEKTPOHHOM MOYTEI;
¢bu3HYecKOe M0, 3aPETHCTPUPOBAHHOE B KAYESCTBE HHANBHIYAIBHOTO TpeANPHHAMATENS, — HaMuIus,
MM ¥ OTYECTBO (TP HAJTMYUH), BU] U PEKBU3UTHI JOKYMEHTA, YAOCTOBEPSIOUIETO JIMIHOCTE,
HICHTH(QUKAIMOHHEBIM HOMEp HaJOTOIUIATENbIINKA (JUI IIPON3BOAUTENEH (M3TOTOBUTENIEM)
MEIMIMHCKOIO H3AEIHs, ABIAIOIUXCA pesuneHTamMu Poccuiickoii @enepanun), agpec MecTa XXHTEIbCTBA
(npebpIBaHMs), a TaKxKe HOMeEP TenaedoHa H aipec 3JeKTPOHHOM MOYTHI (IPH HATHYHH)

3.5.
azpec (ajzpeca) MecTa HaXOXXICHHS IIPOM3BOACTBEHHOM IIIOIAIKH (IIPOU3BOICTBEHHEIX IUIOMIAI0K)
3.6.
OCHOBAHUS [TPOBECHUS KIMHUYECKUX UCIIBITAaHHUH
3.7.
LeJIb IPOBEACHUS KIIMHUYECKUX UCITBITAHUMA
3.8.
IepeYeHb HOPMaTHBHO-IIPABOBBIX aKTOB, B COOTBETCTBHH C KOTOPHIMH ITPOBOJATCS KIIMHHYECKHE
HCIBITAHUS
3.9.
3a71auy KIIMHHYECKUX HUCHBITAaHHUHI
3.10.

CBEJICHUA O MEAMLIMHCKON OpraHu3anuu (I0JTHOe HAUMEHOBAHUE, aJIpeC B IIpelesiax MecTa
HaXOoXIECHUS MEAUIMHCKOH OpraHu3alivy, peKBU3UTHI JUUEH3NMH Ha MEAUIIMHCKYIO AEATEBHOCTh, CPOK
JIEHCTBHS TaKOH JIMIIEH3HUH )

3.11.

HﬂaHpreMBIﬁ NIEPpHUOA NPOBECACHHUA KIIHHAYICCKHX HCIIBITaHU]

3.12.

CBEZIEHHS O MTPEOCTaBICHHOM Ha KIMHUYECKHIE UCTIBITAHUS METUIITHCKOM U3/eJIHU (KOJIUYECTBO, HOMEP
cepuH (TMapTHH) METUIMHCKOTO M3/ MK 3aBOJICKHE HOMEpa MEIUIMHCKUX U3EIHi, AaTa
IPOU3BOJCTBA (U3rOTOBIICHHUS) MEAUIIMHCKOTO H3ENUS, CPOK FOTHOCTH HIIH CPOK CITYKOBI
MEIUIUHCKOTO H3AeHs (TPH HaTHIHK)



3.13.

IIEpEYECHb [IPEICTABICHHBIX Ha KIIMHUYECKUE UCITBITAHUS JOKYMEHTOB
3.14.

KPaTKO€ ONMCAHHUE MENUIHHCKOIO H3NeNUs (BHELIHHU BH/I, HA3HAYECHHE)
3.15.
¢hopMa KITHHHYECKHX UCTIBITAHMUIM
3.16.
IUTaH KIIMHAYECKUX UCTIBITAHHUIM
3.17.
3TaNHOCTh MIPOBEJECHUS KIMHHIECKAX UCIIBITAHMUI
3.18.
odopmieHHE Pe3yIbTaTOB KIIHHUYECKHX MCIBITAHMIMA

4,

XapaKTepHCTHKA ITaHeHTOB (KOJIMYECTBO, [10JI, BO3PACT, AUATHO3), HX

HH()OPMHUPOBAaHHOE COTJIACHE
S.
CBEJCHHUS O B3aUMO3aMEHSEMbIX MEIUIIMHCKUX U3IETUAX
6.
HapaboTKa METULIMHCKOIO H3IENHU B YacaX B TEUCHHE KIMHHYECKHX
HCIIBITAHUH, KOJIMYECTBO U3MEPEHHH, IIUKIIOB CTEPHIH3ANH (IPH HAJIHIHH)

7.

GbYHKIMOHAIBHBIE KaYeCTBa MEHIIMHCKOTO H3EHs, 2)PEKTUBHOCTE

€ro IpUMEHEHUS, I0Ka3aHus ¥ MPOTUBOMIOKA3AHHUS K €TI0 IIPAMEHEHHIO
8.

BO3MOXHOCTH MEIUIMHCKOTO H3/IeIHs, KACAIOLIHECS TOUHOCTH H3MEPEHHIA,
JIOCTOBEPHOCTH, BOCHPOU3BOJIUMOCTH, HAJIEIKHOCTH

9.

SKCILTyaTalMOHHBIE KaYeCTBa METULIMHCKOTO M3JETHs, BO3MOXHOCTH

yIpaBiIeHHS U y00CTBO 0OpaIleHUs ¢ HUM, TEXHHYECKast 3CTETHKA
MEIUIMHCKOTO U3/ENHsl, €ro oQopMIIeHHE, YCTOHIMBOCTh
K Ae3UH(EKIMH, CTEPHITH3AIUH

10.

uHpopmaryst 06 0OHapyKEHHBIX B IPOLECCEe KIIMHAYECKUX UCIIBITAaHAH
HEJIOCTAaTKaX KOHCTPYKLHH U Ka4ecTBa MEIUIMHCKOTO U3IEIUs
(mpu HayIU4UM), OCOOEHHOCTH pabOTHI C HUM B IPOLIECCE IKCILTyaTallu|




11.

PE3yNIbTAaThl IPOBCACHHBIX KIIMHAYCCKHUX HCIIBITaHUH MCOUITUHCKOI'O U3OCIUA
C YKa3aHHUEM KOJIMYECTBA IIPOBEICHHBIX 00CIeI0BaHUM, onepaIyii,
npouenyp, aHajlu30B
12. Kpatkoe u3noxeHue pe3ybTaToB KIMHUISCKHUX HCIIBITAHMMN:
13. BeIBOABI 110 pe3ysbTaTaM KIMHUYECKHX HCITBITaHHHI:
14. OueHka pe3ynbTaToOB KIMHUYECKUX HCIIBITAHHIA:

3AKJIIOYEHHME

HAUMCHOBAHHE MCIHUIHHCKOTO H3JCIHUA

COOTBETCTBYeT (HE COOTBETICTBYeT) TpeOOBaHWSIM HOPMATHBHON JOKyMEHTAI[UH,
TEXHUYECKON M (WIIM) 3KCILTyaTal[HOHHON JOKYMEHTAaUH IIPOU3BOAUTEN (M3TOTOBUTEIIS)
MEIMUHMHCKOTO M3JENHs Ha MEIUIMHCKOE U3JeNue, Ha3HAYeHHI0 W IOKa3aHUsIM
K IPUMEHEHHUIO
NOATBEPXKACHBI (HE MOATBEPXKACHBI) 6e30macHOCTh M 3G(HEKTHBHOCTh MEIHIIMHCKOrO
U3EITHS

IIpunoxxenus:

1. 3axmoueHue 06 3THYECKOM OOOCHOBAHHOCTH IMPOBEICHUS KIMHUYECKUX HCIIBITAHHH
MEIULMHCKOr0 M3Jenus (KOmus), BBIJAHHOE COBETOM IO 3THKE B chepe oOpalneHus
MEIUIHMHCKUX u3Aenuid MuHucrepcrBa 3apaBooxpaHeHuss Poccuiickodl ®enepauuu
(B cyuae npoBeNeHMsI KIIMHUYECKUX UCTIBITAHUH C y4acTHEM YelIOBEKa).

2. VYTBepxIeHHas IporpaMMa KIMHUYECKUX UCIIBITAHUNA MEIUIITHCKOTO U3JIEITHSL.

3. IIpoToxonsl KIMHUYECKHUX HCIBITAaHUN MM pe3ysIbTaThl OLEHKU U aHaIH3a HaHHBIX,
BKJIIO4Yasl IpauKy, CHUMKH, B TOM YHCJIE U3 NEPBHYHON MEIUIMHCKOW JOKYMEHTAIUH,
NOATBEPXJAIOIEe  JaHHble  KIWHWYECKOro  HaOmozeHus,  TaOynupoBaHHEIMH,
CTaTUCTUYECKH 00pabOTaHHEIA MaTepuall.

4. JlaHHBIE 110 KCIIOJNIB30BAHUIO MENULMHCKUX M3ACIUH B MEIMUMHCKON IIPAKTHKE
(Tipu HaNK4YUR).

5. OkcrmlyaTallOHHAsi JDOKYMEHTaLWs NPOU3BOAMTENS (U3rOTOBUTENS) MEXUIIMHCKOIO
U3eNMs Ha MENUIMHCKOe u3jende (Komus), B cilydae IOpabOTKHA IO pe3ylbTraTam
KJIMHUYECKUX HCHBITaHUH, (B TOM YHCIIe HHCTPYKIUS IO MEIULUHCKOMY NPUMEHEHHIO)
WM PYKOBOJICTBO I10 3KCIUIyaTalii MEIUIIHCKOTO U3/1ETHs.

IlpunnoxxeHus SBISIOTCS HEOTHEMIIEMOH YacThIO HACTOAIEro AKTa.

Ioanucu:
PykoBoguTens CTPyKTYpHOTO IOApa3AeIeHHs
MEJUIIMHCKOM OpraHu3aiiuu

JIOJDKHOCTB, (paMIITHS, IMSI X OTYECTBO (TIpH HAJIIIMH)

OtBeTcTBEeHHOE 3a OhOpMIIEHHE



aKTa YIIOJIJHOMOYCHHOEC PYKOBOIUTECIIEM
MEIMLIMHCKOM OpraHru3aluiy JIUIO

JOJDKHOCTD, PaMUIIHS, HMS U OTYECTBO (IIPH HATMYIHH)




ITpunoxenue Ne 4
K [Topsinky npoBenieHHs OIIEHKH
COOTBETCTBUS B JOpMe TEXHHYECKHX
HUCNBITAaHUM, TOKCHKOJIOTHYECKHUX
HUCCIIEIOBAaHUN, KIIMHUYECKHX
UCIIBITAHUH, MEIUITMHCKHX H30EIIHU
B LIEJIIX IrOCY AapCTBEHHOM
PETUCTpallii METUIIMHCKHIX
U3JIeNIUM, yTBEPXKIEHHOMY MPUKa30M
MuHucrepcTBa 31paBOOXpaHeHHS
Poccuiickoit @enep

77,
OT Dwee LN 570

PeKOMEHIyeMBIi obpaseiy

HaWMEHOBAaHHE MEAMLMHCKON OpraHW3aliy, afpec B Ipejesiax MECTa HaXOXIEHH] MEIHULHHCKOM
opraHu3anuy, HoMep Tenedona

YTBEPXIAIO

PYKOBOJHUTEIb WIH HHOE
YIIOJIHOMOYEHHOE PYKOBOIHTEIEM
MEIUIVHCKOH  OpraHM3alidM  JIMIO,
bammus, uMs " OTYECTBO
(npm  HanMWyMW), NOANMUCH, I€YaTh
(mpu HaTUYUH)

« » 20 r.

AKT
OLICHKH Pe3yJIbTaTOB KIIMHHYECKHX MCIIBITAHHI MEIUIUHCKOrO U3 e s
JUIS QUArHOCTUKH in vitro

No OT« » 20 1.

HaMMEHOBaHUE MEIUIIUHCKOIO U3ACIUS I JUArHOCTHKH in vitro

Coctasien

HAMMEHOBaHHE MEIUIUHCKOM OpraHusanmu,

C YKa3zaHHEM MECTa IIPOBCACHUSA KITHHUYCCKHX HUCIBITAHUH

ITonHOMOuYMS Ha IpOBeACHUE PaboT MO KIIMHUYECKUM HCITBITAHHSIM.
JIvuensus Ha METULUHCKYIO JeSTEIBHOCTD OT «_ ) 20 1. Ne
CPOKOM JIEUCTBUSA




1. Bnepuonc «_ » 20 r.mo«_ » 20 r.

HAaVMEHOBAHME MEIMLIMHCKON OpraHu3almy, HpOBOILHHICfI KJIMHHUYCCKHUEC UCIIBITAHUA
IIPOBCACHA OLICHKA PE3YJIbTATOB KIMHUYCCKHUX HCHBITaHHﬁ, MMpOBC/ICHHBIX B J'la60paTOprIX
YCJIOBHUSX C IPUMEHCHUEM 06pa3u0B 6HOMaTepnana MaIuECHTOB, B3ATHIX B X0/J€ JeyeOHo-
AUArHoCTU4YCCKOro mpouecca (ﬂanee - KIIPIHI/IKO-JIa60paTOpHLI€ P[CHbITaHI/ISI)

HaUMEHOBAaHUE MEJUUMHCKOrO U3eJIUs I JUATHOCTUKH in Vitro
(c ykazaHMeM NPHUHAIEKHOCTEH, HEOOXOJUMBIX JUISl [IPUMEHEHHUS
MEIMIIMHCKOTO U3JIeIUs WM ero MojeseH (Mapok) Mo Ha3HAYEHHIO)

IIpOU3BOACTBA

HaVMEHOBAHHE MTPOU3BOINTENS (M3TOTOBUTEJIS ) MEAUIIMHCKOTO U3EIHS
JUISL IMArHOCTHKH 1N Vitro,
CTpaHa IPOU3BOACTBA
B COOTBETCTBUHU C

HauMeHOBaHHe U 0003HaYEeHUE TEXHUUYECKOH
U DKCILUTyaTallMOHHOW JOKYMEHTAlMH

2. IIJISI IMPOBCACHMU KJII/IHI/IKO-J'I360paTOpHI>IX WCTIBITAHUH NpCAbsABJICHBI:

NEPECUYCHb JOKYMEHTOB, KOJIHYCCTBO MCAULIMHCKOIO U3A€JIUS 11 JTHAarHOCTHKHU in vitro

HaHMEHOBAHME MEIMLIMHCKON OpraHu3alHu
IIPOBCICHA OLICHKA PE3YIbTATOB KJII/IHI/IKO-JIa60paTOpHI>IX UCIIBITAHU I

HaUMEHOBaHUE
MEIUILIMHCKOTO U3AEINUS
JUISL TMAarHOCTHUKM 1N VItro

B COOTBETCTBHH C YTBEPXKIACHHON IPOTrPaMMOM KIIMHUKO-JIA00paTOPHBIX UCITBITAHUI:
3.1.

HAaNMEHOBAaHHE MEIULMHCKOTO U3eus (C yKazaHueM Mojeneil (Mapok) MeMIIMHCKOTO U3IENTHS,
UX COCTaBa U NPUHAUIEKHOCTEH (IIpH HATUYMH ), TOBAPHBIH 3HAK U MHbIC CPEACTBA HHIUBUAYATU3ALHH
MEIUIMHCKOIO U3JIEIUs B C1y4ae MX HAHECEHHUs HA YITAaKOBKY MEIHLIMHCKOTO M3IEIHs)

3.2.

BU/ (BH/IbI) MEUIMHCKOIO U3AENHUS Ul JUATHOCTHKH in Vitro B COOTBETCTBHH C HOMEHKJIATYPHOM
knaccuuKannei MeIULUMHCKUX U3IeTHi’

' Tlpukas Munucrepcrsa 3apaBooxpanenus Poccuiickoit ®denepaunu ot 6 mions 2012 r. Ne 4u «O6 YTBEPIKACHUH
HOMEHKJIATYpHO! K1acCHDUKALMKM MEAMLIMHCKHX HM3Jenui» (3apeructpupoBaH MUHUCTEPCTBOM 1ocTuLu Poccuiickoil
®enepaurn 9 nons 2012 r., peructpauronnsiii Ne 24852) ¢ U3MCHEHHSMH, BHECEHHBIMH NpMKa3aMd MHHUCTEpPCTBA
3apaBooxpaneHus Poccuiickoit ®eaepaumnu ot 25 centadbps 2014 r. Ne 557u (3aperncTpuposad MUHHCTEPCTBOM HOCTULIMH
Poccuiickoit ®enepaunn 17 aexabps 2014 r., perucrpaumonnbiit Ne 35201), ot 7 uroas 2020 r. Ne 686 (3apeructpupopaH
MunucrepctBom toctuuuy Poceuiickoii ®denepauun 10 asrycra 2020 r., perucrpaunonnbiit Ne 59225), ot 24 utons 2025 r.

Ne 364u (3apernctpuposan MunucrepcTBoM toctuiu Poccuiickoit Menepaunu 5 asrycta 2025 T., perucTpaiHOHHbI
Ne 83136).



3.3.

KJIacC NOTEHLHAIBHOIO PHCKA IIPUMEHEHHS MEJULIUHCKOTO M3ENUS U1 AUATHOCTHKH in vitro
B COOTBETCTBHH C HOMEHKJIATYpHOH KlacCH(pHUKaIMell MEQUIIMHCKAX H3ENUH

3.4.

CBEIICHHS O MPOU3BOAUTENE (H3rOTOBUTEE) MEAUIUHCKOTO U3AENUS 111 AUArHOCTHKH in vitro
WK YIIOJJHOMOYECHHOM INpEeCTaBUTENE MPOU3BOAUTENS (M3rOTOBUTENS) MEAHIIMHCKOTO H3EITHS
IUIS. TUarHOCTHKH In Vitro (FOpUAMYECKOE JHI0 — TIOJIHOE B COKpAIEHHOE (MPH HAJTHYHK) HAHMEHOBAHHS
(c TpaHCNIUTEpaLUElt), OpraHM3alMOHHO-IIPaBoBas GpopMa, HIeHTHPHKAIMOHHBIH HOMED
HaJIOroIUIaTeNIbIIMKa (U1 IPOU3BOAUTENEH (M3rOTOBUTENEH) METUIIUHCKOTO U3ICIIUS AJIS MUATHOCTHKH
in vitro, sBsomEXcs pesunentamu Poccuiickoit @epeparun), aapec Mecta HaXOXKJICHHUS, a TAKKE HOMED
TenedoHa U agpec 3JEKTPOHHOM MOYTHI;
¢uzHYecKoe UII0, 3aPETUCTPUPOBAHHOE B KAYSCTBE HHAXBHIYAIBHOTO IpeXIpUHAMATENS — DaMuIIHs,
HMs ¥ OTYECTBO (TIPH HAJIMYHH), BUJ U PEKBU3UTHI JOKYMEHTA, YAOCTOBEPSIOMIECTO INYHOCTD,
HJICHTHOUKAIMOHHEIA HOMED HaJIOTOILIATENbINNKA (U1 IIPOH3BOAUTENEH (H3rOTOBUTENEH)
METULMHCKOTO H3/IeTHs [UIS THAarHOCTHKH in vitro, sBisronmxcs pe3ugenTamu Poccniickoii @eneparmn),
aJipec MeCTa XUTENbCTBA (IIpeObIBaHNUs), a TAKke HOMEp TesleoHa U apec 3JEKTPOHHOMH OYTHI
(npu HANIMYMM)

3.5.

azipec (axpeca) MeCTa HaXOXKICHUS IPOM3BOACTBEHHOM ILTOLIA K (IIPOM3BOACTBEHHBIX ILIOIIAI0K)

3.6.

OCHOBAHHS NIPOBEIEHHS KIIMHUKO-JIa00paTOPHBIX HCIBITAHUIH

3.7.
1eJb IPOBEACHUS KINHHUKO-JIa00paTOPHBIX HCIIBITAHMH
3.8.
HepeueHb HOPMAaTHBHO-NIPABOBBIX AKTOB, B COOTBETCTBHH C KOTOPHIMH MIPOBOMASATCS KIIHHUKO-
J1a60paTOPHEIC UCTIBITAHHS
3.9.
CBEIEHHS O MEIUIIMHCKOM OpraHu3aiiuy (II0JIHOe HAUMEHOBaHHE, PEKBU3UTHI JINIICH3NU Ha
MEIUIUHCKYIO AESTENbHOCTD, CPOK JCHCTBUS TaKOM JIUICH3UH (U HAIHIUH )
3.10.

MecTo (MecTa) H3MEPEHH (aHaTN3a), IPOBOJAMMEIX B paMKaX KJIMHHKO-Ta00paTOPHBIX HCIIBITAHUM
(ecnu He COBIAMIAET € aPECOM MeCTa HaX0XKICHUS MEAUIMHCKON OpraHu3anum)

3.11.

CBEJICHHUS O MPENOCTABICHHOM Ha KIIMHUKO-1a00paTOpHbIe HCIBITAHUS MEUIUMHCKOM HU3IETHH JUIs
JUArHOCTHKH in Vitro (KOJIHYeCTBO, HOMEP cepHH (IapTHH) MEHIUHCKOTO H3ENHS JUIS JHArHOCTUKU
in vitro WM 3aBOJICKHE HOMEPA MEIUIIMHCKIX M3ACIHHN JJI IHArHOCTHKH in Vvitro, aTa Mpou3BOJCTBA
(M3roTOBJICHHS) MEIUIUHCKOTO U3/ICIIH I JUArHOCTUKY in Vitro, CpoK TOJHOCTH HIIH CPOK CITy»KOBI

MEIUIIAHCKOTO U3JIENHS AJI1 AMArHOCTHKH in Vitro (pH HAJIUYHH)

3.12.




nepedeHb JOKYMEHTOB, KOTOPbIE IPEICTABIISIOTCS
JUTS IPOBEIECHUS KIIMHUKO-1a00paTOPHBIX UCTIBITAHU

3.13.

KpaTKOC OMHUCAaHNEC MEIHITHMHCKOIO U3OCTINA JJIsI NNarHOCTUKH in vitro (BHGHIHI/Iﬁ BUI, HaBHanHI/Ie)

3.14.

TCXHUYCCKHUEC XapaKTCPUCTHKH MCOUIIHHCKOTO U3ACIINA JJIA THAarHOCTHKH in vitro

3.15.

[IOKa3aHUs ¥ MPOTHUBOIMIOKA3aHU K IPUMEHEHHIO METHIIHHCKOTO U3 IE/IUS BKJIIOYas CBEICHHUS
0 BO3MOJKHBIX OCJIOXKHEHHSAX 3a00JI€BaHUs Y AIMEHTA IPH NPIMEHEHHH MEIUIUHCKOTO U3AEIHL
IUId AMArHOCTHKY in Vitro

3.16.
(dbopMa KIMHAKO-Ta00paTOPHBIX UCITHITAHUH
3.17.
IUTaH KIHHUKO-Ta00PaTOPHBIX MCHBITAHHH
3.18.
METOAUKA KIUHUKO-Ta00paTOPHBIX HCIIBITAHUH
3.19.
o opMIIEHHE BBIBOJIOB PE3yJIbTaTOB KIIMHUKO-TA00paTOPHBIX HCIIBITAHHI
4.
XapaKTEepPUCTHKA MaTepHajia
5.
CpaBHEHHE O QPyHKIIMOHATHHBIX XapaKTEPUCTHKAX MEIUIHMHCKHX H3NEHH,
IPUMEHSABIINXCS B pe(epeHTHOH MeToAMKE (IIPY HAJIMYIHH)

6.

(GYHKIMOHAJIBHBIE KaYeCTBA METHLIMHCKOTO U3aeiHs, 3PPEeKTHBHOCTD

€ro MpUMEHEHHs, MOKa3aHus U IPOTHBOIIOKA3aHUSA K €r0 IPAMEHEHHIO
7.

BO3MOXXHOCTH MEAUIIMHCKOr0 U3IEIHs, KaCaloIUecss TOUHOCTH U3MEPEHUH,
JOCTOBEPHOCTH, BOCIIPOU3BOJJUMOCTH, HAIE)KHOCTH

8.

SKCIUTyaTallHOHHbIE Ka4eCTBa MEAHIIMHCKOTO U3/EINS, BO3SMOXHOCTH

yIpaBleHUS 1 yI00CTBO 0OpaIleHHs C HAM, TEXHHYIECKas 3CTETHKA
MEMIIUHCKOr0 M3/eIus, ero oQopMieHue, CTa0UIbHOCTE H3IEIUS
IPH 3KCIUTyaTallH B YCJIOBHSAX MPaKTHIECKOH 1abopaTopun

9.

uHpopmarus 06 0GHapyKEHHBIX B Ipoliecce KIMHMYECKAX HCIIBITaHUMH



HeJOCTaTKaX KOHCTPYKIMA K KauyeCTBa MEAUIMHCKOTO H3EIIHs
(mpu HaNTH4UH), 0COOGEHHOCTH paboOThH C HUM B IPOLIECCE IKCILTyaTalllui

10. KpaTtkoe U3noxxeHne pe3ynbTaTOB KIIMHUKO-JIa00paTOPHBIX UCIIBITAHUIHA:
11. BriBozbI 110 pe3yibTaTaM KIMHHUKO-IAOOPATOPHBIX UCIIBITAHHMN:
12. Onenka pe3ynbTaToB KIMHUKO-Ia00paTOPHBIX UCIIBITAaHUH:

3AKJIIOYEHHUE

HAUMEHOBAaHHE MEIUIMHCKOTO U3AEINS U JUATHOCTUKY in vitro

COOTBETCTByeT (HE COOTBETCTBYeT) TpeOOBaHMAM HOPMATHBHOM JTOKyMEHTAIUH,
TEXHUYECKOH U (WIM) SKCIUTyaTallHOHHOM NOKYMEHTAllH, a TakXe INpeAHa3HAYeHHOMY
IpoU3BOAUTENeM (M3rOTOBUTENEM) MEAMIIMHCKOTO H3JENHS JUIS JHArHOCTHKH in Vvitro
[IPUMEHEHHIO U NpeJIaraéMbIM UM METO/IaM HUCIOJIb30BaHHUS

NOATBEPXXAECHBI (He MOATBEPXIEHbI) 0e30macHOCTh M 3G (HEKTHBHOCTh MEIMIIUHCKOTO
H3Jeid JUI1 JUarHOCTHUKH 1n Vitro

IIpunoxxenus:

1. VYT1BepxnmeHHas mporpaMMma KINHHKO-Ta00paTOPHBIX HCIIBITAHHH.

2. IlpoToKonibl KIMHUYECKUX HUCIBITAHUNA WM Pe3yJIbTaThl OLICHKH M aHaN3a JaHHBIX,
BKJIFOYAsi rpaUKU, CHUMKH, B TOM YHCJIE€ U3 NEPBUYHON MEAUIMHCKOM JTOKyMEHTallUH,
ITOATBEPXK AAOIIIHIE JIaHHEIE KJIMHUYECKOT'O HaOJIIOJeHMS, TabyJIHpPOBaHHBIH,
CTaTUCTUYECKH 00paboTaHHEIM MaTepua, Macnopra Ha UCIOJIh30BaHHbIE MYy3€iHbIE TECT-
IITaMMBl ¥ MHBIX KOJUIEKIMHA MaTOI'€HHBIX MHKPOOPIaHU3MOB M 00pa3lioB, MOIyYEHHBIX
TeHHO-UHXEHEPHBIM CITIOCOOOM.

3. JlaHHBIlE 110 MCIOJIE30BAaHHUIO MEAMIMHCKUX H3JEIHH JJIs IUArHOoCTHKM in Vvitro
B MEIULIMHCKOM npakTuke (Mpy HATAYHH).

4. DKcruyaTalliOHHas JOKYMEHTAIUs MPOU3BOAUTENS (M3rOTOBUTENS) MEAULIMHCKOrO
U3JEeN4s IS JUArHOCTHKH in vitro Ha MeQMIIMHCKOE H3JENHe 1 TUArHOCTHKH in Vitro,
(B TOM 4YHClIe MHCTPYKIUS [0 MEAULIMHCKOMY IIPHMEHEHHIO) WM PYKOBOJCTBO
IO 3KCILTyaTallid MeIUIIMHCKOTO U3ENIUS Ul JUarHOCTHKH in vitro.

IIpunoxxeHus SBISAIOTCS HEOTHEMIIEMOM JaCThIO HACTOSIIETO AKTa.

Toamucu:
PyxoBoguTtens CTpyKTYypHOrO NoApa3ieneHus
MEIUIMHCKON OpraHu3aluu

JIOJDKHOCTD, (haMHJIHS, MMS ¥ OTYECTBO (TP HATHYHH)
OTtBeTCTBEHHOE 32 OQOpMIIEHHUE
aKTa YIIOJIJHOMOYEHHOC PYKOBOJUTCIIEM
MeIUIMHCKO}M OpraHU3aluy JIULO

JIOJDKHOCTD, (PaMHITHSA, HMSI ¥ OTYECTBO (IIpH HAIHYUH)



