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MUHHCTEPCTBO 3JIPABOOXPAHEHHSA
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(Mun3zapas Poccun)
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MockBa

OO0 yTBepKIeHHH
Tlopsaxa NpoBeAeHHsl ONEHKH COOTBETCTBHS MEAHIHHCKHX H3/Ie M
B opMe TeXHHUECKHX MCIBITAHHI, TOKCHKOJIOTH4ECKHX HCC/IeA0BaHH,
KJIHHHYECKHX HCNBITAHHMH B Le/IsX rocy1apcTBEHHOH PerucTpanun
MEAHIHHCKHX H31e/THH

B COOTBETCTBHH C 4acThio 8 craThi 38 MemepansHOro 3akoHa ot 21 HOs10ps 2011 .
Ne 323-®3 «0O6 ocHOBax OXpaHBl 310pOBbs rIpaxnaH B Poccuiickoit Peneparym»
(Cobpanue 3akononatenscTBa Poccuiickoin ®exepanui, 2011, Ne 48, cr. 6724; 2021,
Ne 27, c1. 5159) u noamynkrom 5.2.187 TTonoxenns o MUHHCTEPCTBE 3APaBOOXPaHEHUS
Poccuiickoii Peziepaliyi, yTBEPXKAEHHOIO NOCTaHOBJEHHeM [IpaBuTenbCTBA Poccuiickoi
®enepauu ot 19 mionsa 2012r. Ne 608 (CobpaHue 3aKOHONATENLCTBA Poccuiickoii
®enepauun, 2012, Ne 26, c1. 3526), nprKa3 b B 2 I0:

1. VrBepauts mpmiaraemsii  Ilopsmok mpoBefeHHA  OLEHKH — COOTBETCTBUA
MEIULUMHCKUX Wu3flenuii B (OpMe TEXHMYECKMX HCIBITaHHH, TOKCHKOJIOTMYECKHUX
HCCIIeIOBaHMi, KIMHWYECKMX MCIBITAHHHA B LEIAX TIOCYJapCTBEHHOH PpErucTpanyu
MEIUILHCKUX U3ACIHI.

2. IIpu3HaTh yTPATHBIIHUMH CHITY:

npuka3s MuHHCTepCTBa 3ApaBooxpaHenus Poccuiickoit Penepauuu OT 9 sauBaps
2014r. Ne2n «O6 yrBepxnenuu Ilopsaxa mMpoBeNeHHS OLICHKM COOTBCTCTBHA
MEIUIUHCKUX M3fenuii B (OpMe TEXHHYECKMX MCIBITAHHH, TOKCHKOJIOTHYECKHX
HCCIeIOBaHMi, KIMHMYECKMX MCOBITAHUH B LEMAX TOCYJApCTBEHHOH PpErucTpalyH
MeIUIMHCKMX W3Nenuil» (3aperucTpupoBaH MuHuCTEpCTBOM focTuluu Poccuiickoi
®enepanun 3 anpens 2014 r., perucrpanuonnsriii Ne 31813);

npuka3 MUHHCTEpPCTBA 3[paBooXpaHeHHs Poccuiickoi denepauun ot 22 anpend
2019 r. Ne 2391 «O BHeceHuH u3MeHeHHi B [Topsaok npoBeJeHHs OLEHKH COOTBETCTBHA
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MEIUIUHCKHX H3Jeuii B (opMe TEXHHMYECKUX HCIBITAHUH, TOKCHKOJIIOTHYECKHUX
HCCIICNIOBAaHMM, KJIMHHUYECKHX HMCIBITAHHH B ILEJIX TOCYAApCTBEHHOM pPErucTpaunuy
MEAUIMHCKAX W3JeNIHil, YTBEP)KICHHBIA INpHUKa3oM MMUHHCTEpCTBA 3APaBOOXPAHEHUS
Poccuiickoii ®enmepauun otr 9 suBapa 2014 r. Ne 2H, U B NoAmyHKT 16 myHKTa 4
TpebOBaHMA K CONEP)KaHMI0O TEXHMYECKOH M IKCIUIyaTAMOHHOM [JOKyMEHTaLM{
IpOM3BOAMTENA (M3rOTOBHUTENS) MEAUIMHCKOTO M3JEHs, YTBEPHKICHHBIX IPHKA30M
MunrcrepcTBa 3apaBooxpanenns Poccuiickoii @epepanun ot 19 susapa 2017 r. Ne 118»
(3aperucTpupoBan MuHHCTepcTBOM ocTHIMH Poccuiickoit @enepauuu 25 mons 2019 r.,
peructpaunoHHEIA Ne 55026).

3. VYcraHOBHUTH, YTO HACTOAIIMH NpPHKA3 HE PaclPOCTPAHAETCS HA MPABOOTHOLUICHWUS
110 TIPOBEACHUIO OLIEHKH COOTBETCTBUA MENUIIMHCKUX M3/IENUiA, 3asBlIeHHE O NPOBEISHUH
KOTOpO# OBbLIM MpEACTABJIEHBl 3ajiBHTENIEM B HCIBITATENbHYIO J1abopaTopuio (LIEHTP)
WM MEIHIMHCKYIO OpTaHH3aIlUIoO 10 JIHS BCTYIUIEHHS B CHIIY HaCTOSLIETO NMPHKa3a.

4. Hacrosumii mpuka3 BcrymaeT B cuiay ¢ 1 mapra 2022 roga W JAeHCTBYeT
1o 31 nexabps 2026 roxa.

Munuctp . Mypamxo




YTBEPXJEH
NpHKa3oM MHHHCTEPCTBa 3APaBOOXPaHEHHA
Poccuiickoit @enepanyn

ot « » W 2021 . Ne S254/

Hopsaaox
NMpOBeAeHHUs OLeHKH COOTBETCTBHA MEAHIHHCKHX H3Ae i
B popMe TeXHHYECKHX HCIBITAHUIH, TOKCHKOJIOrHYeCKHX HCCJIeI0BAHMH,
KJIMHHY€CKHX HCIILITAHHH B Le/IAX rocyJapcTBeHHOI peracrpauum
MEAHIHHCKHUX H3Je/IHi

I. O61He nonoxenns

1. OueHka cOOTBETCTBHS MeTHIIMHCKHX H3JIeNMi, KOTopas IpOBOAMTCA B (opme
TEXHMIECKUX HUCTBITAHUH, TOKCUKOJIOTMYECKUX HMCCIENOBAHUN, KIIMHHIECKHX HCIBITAHMIL
MEIMUMHCKUX W3/IeNMA B UENAX IOCYJapCTBEHHOM PErHCTPald MEIHLHHCKHX H3EIHii,
B TOM 4YHCIC B LENIX BHECEHHUS H3MEHEHMH B JOKYMEHTEHL, COJepXaluecs
B PErHCTPAllMOHHOM JI0Ch€ Ha MEIMLHHCKOE H3Zenue (Jajiee COOTBETCTBEHHO — OLIEHKA
COOTBCTCTBUA,  TEXHHYECKHE  HCIBITAHHsS,  TOKCHKOJOTHYECKME  MCCIIEAOBaHUS,
KIIMHUYECKHE  UCIBITAHHA) OCYIIECTBIAETCS B  COOTBETCTBHM C  HACTOALIHM
IlopsinkoM mpu  cobmomenur  TpeGoBaHwmin JEUCTBYIOILIET0  3aKOHOJATENbCTBA
Poccuiickoii ®epepauuu 06 ofpallieHu: MEeAULIMHCKHX H3IC/IMi, HOPMATHBHOIA,
TEeXHHYECKOH NOKYMEHTAllHH IPOU3BOIUTENS (M3roTOBHUTENA) MEIMLMHCKOIO H3ZeNHs,
a TaKke JOKYMEHTOB HAI[HOHAIBHOM CHCTEMBI CTaHnapmsaunnl, cozep xaInux
TpeOOBaHUs, IPABHIIIA M METOABI HCCIIEIOBAHMIH (ucriBITaHHI) U U3MEPEHHUI MENUIIMHCKUX
HU3CIU.

2. Tlo pe3ynsTaTaM OLIEHKHM COOTBETCTBHS odopmiLIOTCS:

a) aKT OIIeHKH pe3yNbTaTOB TEXHUYECKMX MCIIBITAHU MEIMIMHCKOro H3IENus,
(pexomeHmyeMsIit 0Opasel IpUBEEH B npunoxeHuu Ne 1 x Hacrosmemy ITopsaxy);

0) aKT OLEHKH pe3yNbTATOB TEXHHYECKHX HCHBITAHUI MEIULUHMHCKOTO H3IEUs
MUl AHArHOCTHKM in Vitro (peKoMeHyeMslii obpasen mpuBeileH B NPHIOKEHUH Ne 2
K HactosmeMy [Topsaky);

B) 3aKJIOYEHHE 0 Pe3yNbTATaAM TOKCHKOJIOTHYECKHX HCCJIENOBAHUN MEIUITMHCKOrO
u3fienns (peKOMeHAyeMslid obpasers NpUBENEH B MpuioxeHud Ne 3 k Hacrosmemy

Hopsinxy);

! ®enepanbHeiif 3akoH OT 29 uioHa 2015 r. Ne 162-®3 «O craHfapThzaumu B Pocculickolt ®enepaumn» (Cobpanue
3akoHozaTenbcTBa Poccuiickoit ®enepaumn, 2015, Ne 27, 1. 3953; 2021, Ne 1, cT. 62).
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I) aKT OLUEHKM PpEe3yIbTaTOB KIMHAYECKHMX HMCIBITAHHN MEJULUMHCKOTO W3/Ie/THs
(pexoMeHyeMBlii 0Gpasew MpUBeieH B MpHIoKeHHH Ne 4 K HacrosmeMy Ilopsaaky);

) aKT OLEHKH Pe3yJITaTOB KIMHMYECKHMX MCIBITAHHI MeIUIMHCKOTO H3Jenus IS
JMarHOCTHKM in Vitro (pexoMeHAyeMblii obpasen mNpuBeNeH B NPWIOKEHHH Ne S
K HacTosweMy [lopsaxy).

XpaHeHHEe  pe3yNbTaTOB MCOBITAHHM W WCCIIEIOBaHMIA OCYILIECTBISAETCS
B TIOpAAKe,  YCTaHOBJICHHOM  3aKOHOAATeNbCTBOM  Poccuiickoit ~ @enepanun
00 apXMBHOM nene’.

3. IlpousBomutens (M3roTOBHUTENH) MEIMIAHCKOTO H34ENHS HIIH YIOJIHOMOY€HHEBIH
NpEACTaBUTENE NPOH3BOAUTENS (M3rOTOBUTENA) (Jajee — 3asABMTENb) CAMOCTOATEIHHO
ONpPENE/IACT aKKPEIUTOBAHHYIO B HAI[HOHAILHOM CUCTEME aKKPEeIUTALMH HCIILITATENEHYIO
naboparopuio (UeHTp) (majee — HCIOBITaTeNbHAs OpraHM3aIlMsi), OCYUIECTBIIAIOLLYIO
NpOBE/ICHNE TEXHUYECKHX MCIBITAaHHH W (HMIM) TOKCHKOJIOTHYECKHMX HCCIIE/IOBaHHiIA,
C y4eToM o0NacTd ee aKKpeJWTalMH, a TaKkke OTBEYaOLIyIO TpeboBaHUsAM,
YTBEPIKACHHBIM  MHHHCTEPCTBOM  3[paBoOXpaHeHHMs Poccuiickoii denepanuir’,
MEIMIUHCKYI0 OPraHU3allUIo, MPOBOMALIYI0 KIMHHYECKHE MCIBITAHUSA MENUIHHCKHX
U3IEITAN.

Hcnbrratenbuble M MEIHIMHCKHE OPraHU3alMH TIPA MPOBEAEHUH TEXHHYECKUX
HCTIBITaHHH ¥ (WIHM) TOKCHKONOTHYECKHX HCCICHOBaHHH, a Takke KIHHUYECKHUX
MCTIbITAHUH MEJNLMHCKAX M3JENHit, JODKHBI 06eCeunTh PHHIMII OecnpUCTpacTHOCTH
H HC MOIYyT HaxoOOMTECA B KakoW-TMOO 3aBHCHMOCTH OT pa3paboTumka
WM TpOU3BOAUTENA (M3rOTOBUTENA) MEAMLMHCKOrO M3JENHs, YIIOMHOMOYEHHOIO
NPEACTaBUTEINsS MPOU3BOAMTENS (M3rOTOBUTENS) MEIMLUHCKOIO M3LENHS HIH IPYTHX
3aMHTEPECOBAHHbIX B PE3YJIbTAaTaX UCIBITaHUH (MCCIIeAOBAHMIA) JIHILI.

II. OneHka cOOTBETCTBHS MEAULUHCKUX H3IEIHIM
B pOopMe TEXHUYECKUX UCTIBITAHMIMA
(kxpoMe MeIUUMHCKMX M3eNuil U1 AHATHOCTHKH in vitro)

4. Texuuueckue HCIBITAHM MEAULMHCKMX M3JENHI IPOBOAITCS B LEX IPOBEPKH
KagecTBa M 0€30MacHOCTH  MEIMLMHCKOrO  H3JeNHs 0OPH  HCIOJB30BAHMM
€ro B COOTBETCTBHHU C HAa3HAYCHUEM, NIPeIyCMOTPEHHBIM JOKyMEHTALHEH IIPOM3BOIUTEIS
(u3roroBuTens).

5. lnd npoBemeHHS TEXHMYECKHMX MCIBITAHHH  3asSBUTENb IPECTaBIgET
B HCHBITaTC/IPHYIO OpPraHHU3AaLMIO 3asBICHHE O NPOBEACHUH TEXHHYECKHUX HCHBITAHUIA

? ®enmepambHblii 3akoH oT 22 okTAbpa 2004 r. Ne 125-03 «O6 apxuBHOM nene B Poccuifickoii ®Denepauun»
(Cobpanme 3akoHoAaTenbcTBa Poccuiickoit ®enepauuy, 2004, Ne 43, ct. 4169; 2021, Ne 24, cr. 4188).

3 IIpukas MuHucTepcTBa 3apaBooxpaHenus Poccuiickoi ®enepaumu ot 16 mas 2013 r. Ne 300 «O6 yTBepxaeHUH
TPe6OBaHMH K MEJHUMHCKMM OPraHA3ALMsM, MPOBOMAIIMM KIMHWYECKHE WCIBITAHMS MeEIMLHHCKAX H3JIeNIAi, M nopsaaka
YCTaHOBJICHUA COOTBETCTBHA MEJNUMHCKHUX OpraHM3alliii 5TUM TpeGoBaHMAMY (3aperHCTPHPOBaH MHHHCTEPCTBOM I0CTHLIH
Poccuiickoit @enepauun 4 despans 2014 r., perncTpanyoHHsIii Ne 3 1216).




MEJMLMHCKOTO H3NENMA C yKa3saHHEM CBENEHMH, NpeaycMoTpeHHsIX IIpaBunamu
roCy1apCTBEHHO# perucTpaluuy MEAULIMHCKHX U3JIEITHH, YTBEPKACHHBIMH
nocraHoBneHueMm IlpasutensctBa Poccuiickoiit ®enepauun ot 27 nexabps 2012 r.
Ne 1416* , C IPUIIOKEHHEM CIIENYIOIUX JOKYMEHTOB:

a) TeXHHYECKat M  OKCIUyaTAMOHHAS  JOKYMEHTALHS IIPOU3BOJUTES
(M3rOTOBHTEIN) Ha MEJULHMHCKOE U3MEITHE,

6) cBeleHHI O HOPMATUBHOM JOKYMEHTALMH HA METUIIHHCKOE u3jenue,

B) LBeTHblC (OTOrpaduyeckue H300paKEHHd OOLWIEro BHIA MEIULIMHCKOTO
H3/ieus, €r0 BapMaHTOB HCIONHEHMs (MOZENeH) M NPHHAIEKHOCTEH, HEOOXOMHMBIX
AJls IPUMEHEHHS MEIULHUHCKOTO M3/IeNHs 110 Ha3HaueHHo (pasmMepoM He MeHee 18 x 24
CaHTHMETpa), a TakXe JaHHBIe O MapKHPOBKE M YIAKOBKE (LIBETHEIE MAKETHI YIaKOBOK
H 3THKCTOK, COAEpKalllie TEKCT MapKMpPOBKHM Ha PYCCKOM s3bike) (32 HCKIIOYEHHEM
TIPOTPaMMHOr0  O0ECTeYeH s, SBIAIOMEroCs MEOUIMHCKHM H3JENHeM, B TOM WHCIIE
NPOrPaMMHOTO 06ecTieYeH sl C IPUMEHEHHEM TEXHOJIOTHI HCKYCCTBEHHOTO UHTEJUIEKTA);

I) UBeTHble  (oTorpaguueckue  H306paKEHUS BJIEKTPOHHOTO  HOCHTEJIA
U uHTepdelica nporpaMMHoro oGecredenus (pa3MepoM He MeHee 18 x 24 CaHTHMeTpa)
(A7 IPOrpPaMMHOTO 0GeCTIEYeH s, SBIAIOMErocs MeIHIMHCKAM U3JICNMEM, B TOM YHCIIE
MPOrpaMMHOT0 0GECIIeYeH s C IIPUMEHEHHEM TEXHOJOTHH MCKYCCTBEHHOTO HHTEIIEKTA)
(B cyuae, eciu uMmeeTcs);

A) KONHMH TPOTOKOJOB IIPEABAPUTENHHBIX MCIBITAHHM MeIUIMHCKOrO u3qenus
(npr  Hamu4uu) (32 HCKIIOYEHHEM INPOrPAMMHOIO obecriedeHns, ABJISAIOMETOCS
MEIULMHCKAM H3[CIMEM, B TOM YHCI€ NPOTrPaMMHOro obecieveHHs ¢ NpUMEHEeHHeM
TEXHOJIOTHH MCKYCCTBEHHOTO HHTEJLIEKTA);

€) KONMU IPOTOKOJNOB INPEABAPHTENBHBIX HCIBITAHHN MENUIMHCKOTO M3EHs
(BKIIOYAdA OTYETHI O TECTHPOBAHHM, BATUJALMH M BEpH(UKALMKA HPOrPaAMMHOIO
obecrieveHns) (I IPOrpaMMHOTo 06eCTIeueH s, IBIAIOMIEr0Ccs MeIHIHHCKAM U3JeIneM,
B TOM 4HCJIe€ IPOrPaMMHOTO OGECTIEYEHHUs C IPUMEHEHHEM TEXHOMOTHI HCKYCCTBEHHOTO
HHTEIIEKTa);

) KOIHM pPEe3y/IBTATOB TEXHMYECKUX HCIBITAHUM MeTHIMHCKOTO U3eINus,
NpOBEACHHBIX 3a npeaenamu Poccuiickoii ®enepamyu (Mpu HATHIUK);

3) CCBUIKY Ha pecypc B MH()OPMaALIOHHO-TENIEKOMMYHHMKALMOHHOM  CeTH
«MHTEepHET», C KOTOpOro MOXeT OGBITb 3arpyXeHO IpOrpaMMHOE obecneyenue,
ABIMIIOMICSC MEIAWIWHCKMM H3[elHeEM, B TOM 4YHCIE IIPOrpaMMHOE oOOecriedeHme
C INpUMCHCHHEM TEXHOJNOTHH MCKYCCTBEHHOTO HHTEIUIEKTa (B Clly4ae OTCYTCTBHSA
Y TIPOrpaMMHOro obecreveHus, ABNIOIErocs MEIUIUHCKAM H3JIeMeM, B TOM YHCIe
MPOrpaMMHOr0 0becnieYeHns ¢ MPHUMEHEHHEM TEXHONOIHIH HCKYCCTBEHHOTO HHTEIUIEKTa,
SNIEKTPOHHOrO HOCHTENA), a TaKKe MepeueHb MPEJOCTABIEHHBIX MPOH3BOLUTENEM
(M3roTOBHTENEM) METUIMHCKOTO U3/ENHUA KITIOUeii, Tapoliei JOCTYyTIa;

4 Cob6panue 3akoHoxaTenLcTBa Poccuiickoit Denepaunn, 2013, Ne 1, ct. 14, 2020, Ne 49, cr. 7897.
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M) HeoOXOAUMBbIE A TEXHMYECKHX WCIbITaHHH paboune depTexu, TaGnULbI
M CXEMBI, €CIM OHH COAEPXKATCAd B DKCIUIyaTallMOHHOW JOKYMEHTAalHH IIPOU3BOAMTEIL
(usroroButensn) (32 MCKIIOYEHHEM IPOrpaMMHOro obecredeHMs, SBIAIOIIETOCH
MEIULMHCKAM H3JIEJIMEM, B TOM YHCJIE MPOrpaMMHOro obecred4eHHs ¢ NPHMEHEHHEM
TEXHOJIOTHit HCKYCCTBEHHOTO MHTEIICKTA);

K) IOKYMEHTH [NpPOM3BOIHUTENS, COAEpXKallue CBelleHHs 00 OmacHOCTIX,
CBSI3aHHEIX C MEIMIIMHCKHAM H3JIEJIHEM, U NPHHATHIX Mepax IO CHH)KEHHIO OCTaTOYHBIX
PHCKOB (TIpH HAIMYHH);

1) JOKYMEHTBI MpOM3BOIMTENS, COAep)Kallie CBEJEHHs O >XH3HEHHOM IMKIIE
METULMHCKOTO M3JeNus (A1 MpOorpaMMHOro obecredeHus, SBISIOMErocs MeIUIMHCKIM
U3LeIMEM, B TOM 4YHKCII€ MPOrpaMMHOro olecreueHHs C NPUMEHEHHEM TEXHOJOTHii
HCKYCCTBEHHOTO MHTEILIEKTa);

M) [OKYMEHTHI U CBefleHUs 00 H3MEHEHUAX, BHOCUMBIX B PETHCTPallHOHHOE JIOCHE,
B TOM 4HCJI€ JOKYMEHTHI, MMOATBEpXKIAIONINe NAaHHbIE H3MEeHeHHA (IIpH IPOBEACHUH
WCIBITAHHN MEJUIIHHCKOrO W3JeNHs B IENAX BHECEHUS H3MEHCHMHl B JOKYMEHTEI,
COZIEPIKAILHECS B PETUCTPALUOHHOM JIOCHE);

H) KOmMs JOKyMeHTa, TIIOATBEPXJAIOIEro IIOJHOMOYHUS YIOJHOMOYEHHOIO
MpeICTABUTEIISA MPOU3BOAUTENS (M3rOTOBUTEILS).

B ciydae eciu OpWUrHHalbl AOKyMEHTOB COCTAaBJICHBI Ha MHOCTPaHHOM S3BIKE,
OHH INPEJCTABIIAIOTCS C 3aBEPEHHLIM B YCTAHOBIEHHOM TopsiaKe’ TEepeBoJioM Ha PyCCKHi
SA3BIK.

6. UcnipiTaTenbHad opraHu3alis B Cpok, He npesblmaromui 10 paGoumx paxei
C MOMEHTa IpPEACTaBICHHS 3aiBICHHS O IMPOBEACHHH TEXHMYECKMX HCIBITAHHI
MEIMIMHCKOTO M3JeNUA W TMpUIaraéMbIX K HEMYy JOKYMEHTOB, INPOBOIUT OLEHKY
(ipeBapHUTENbHBIN aHANM3) YyKa3aHHBIX JOKYMEHTOB Ha JOCTAaTOYHOCTh CBEJCHHH,
COZIEPXALIMXCA B HUX, C LENbI0 MPUHATUA PEIEHUS O BO3MOXXHOCTH (HEBO3MOXXHOCTH)
MPOBEACHUS TEXHUIECKUX HCIIBITAHUH.

7.B ciayyae NpUHATHS MCIBITATENBHON OpraHu3alueil peIleHHs O BO3MOXHOCTH
NpOBEfEHUsS TEXHUYECKMX WCIBITaHH{, WCMBITaTeNbHas OPraHM3alldsl COBMECTHO
C 3asBHTEJIEM COCTABIIET IPOrpaMMy HCIIBITAHHM, KOTOPYIO YTBEPKAAET PYKOBOIAMTEID
HCIBITATENIHOM OpraHu3alyy.

B ciyyae NpUHATHA OTPHLATENBHOTO pEIIEHHs MCNBITaTelbHAas OpraHM3alus
B NHCBMEHHOH (hopMe yBemoMIIsieT 3asBUTENs 00 OTKa3e B MPOBEACHHUH TEXHHYECKHX
UCIIBITaHMI (C yKa3aHWEM MPUYHH) JIMYHO MOJ MOAINHUCH, THOO HaNpaBIieT YBEIOMIIEHHUE
3aKa3HbIM II0YTOBBIM OTIIPABICHHEM C YBEJOMIICHHEM O BpYYECHHM, THOO mepenaeT

5
Cratea 81 OcHoB 3akoHonaTenscTBa Poccuiickoit efepalMu © HOTapuaTte, YTBepKICHHBIX BepxoBueiM CoBeTOM

Poccuiickoii ®enepaunn 11 despans 1993 r. Ne 4462-1 (Bemomoctn Che3a HapoOHBIX AemyTartoB Poccuiickoit ®enepauun
u Bepxosaoro Coseta Poccuiickoit ®eaepauun, 1993, Ne 10, ct. 357; Cobpanue 3akonoaatensctsa Poccuiickoi @eaepauuy,
2019, Ne 52, ct. 7798).
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B JJIEKTPOHHOH (opMe MO TeIeKOMMYHHKALMOHHBIM KaHajlaM CBS3H WIH B dbopme
3NIEKTPOHHOTO NOKYMEHTA, IIOJIKMCAHHOTO 3JIEKTPOHHOM HOAIHCHIO.

8. Ilocrne yTBepAEHHS PYKOBOIHMTENEM HMCIBITATEIbHON OpraHH3aLuy IIPOrpaMMBbI
HCNBITaHUH 3a5BUTEINb NPEICTABIIET B UCTIBITATENLHYIO OPTaHH3ALHIO:

a) obpasen (o0pasibl) MEeIHMIHMHCKOrO H3ENHs BMECTE C NPUHAIJIEKHOCTAMH,
HEOOXOXMMBIMH JIsl IPUMEHEHHS MEMIHHCKOTO H3/IENUs T10 Ha3HAYEHHIO (B KONIMYECTBE
AOCTaTOYHOM [ TNPOBEACHHS TEXHHYECKUX HCMBITAHHM MENMIMHCKOTO W3eNIus
COTJIACHO TPeOOBAHMAM HOKYMEHTOB HALMOHANBHOM CHCTeMbl CTaHJapTH3aLuu’
U YTBEP)KACHHOM IIpOrpaMMBbl UCTILITaHHIA );

6) CBelleHHS O BBINAHHBIX DPETMCTPUPYIOIIMM OPTaHOM pa3pElICHHSX Ha BBO3
MEZMIIMHCKHUX H3MEeNHii C HEBIO UX rOCYAapCTBEHHOM PErMCTPAIHH, B TOM YHCIE B IEJIIX
BHECEHMA H3MEHEHHH B [OKYMEHTHI, COZEpXAIMecs B DPETHCTPALHOHHOM HOCHE
Ha MeJMUMHCKOe H3fenue (IUIs MEIWLMHCKHX H3/eldii MHOCTPAHHOIO INPOH3BOACTBA,
a TaKXe B Cily4ae BBO3a Ha TeppuTopuio Poccuiickoit ®eiepanyu MeIULMHCKOTO
U31eNAs, IPOM3BOAUTE]IEM KOTOPOTO SBIAETCS FOPHAHIECKOE JIMIIO WIM MHAMBHIYaIBHEIH
NpeInpHHUMATENb, 3apErHCTPUPOBaHHBIN Ha TeppuTopuH Poccuiickoii Meneparum,
a MeCTO MNPOH3BOJACTBA TAKOTO MEJULUMHCKOTO H3JIENHI HAXOAMTCA Ha TEPPHTOPHHU
HHOCTPAHHOrO  roCyJapCTBa, 3a MCKIIOYEHHEM IPOTrpaMMHOr0  obecredeHus,
SBJIOIICTOCS MEIHLUHCKMM H3[EIMEM, B TOM 4YHCIE IIPOrPaMMHOrO obecredyeHus
C NPUMEHEHHEM TEXHONOTHH MCKYCCTBEHHOrO HHTEJUIEKTa, ¥ MENHUMHCKHX H3IeIuil,
BKIIIOYCHHBIX B IEpeYeHb MEAMUHMHCKUX HM3JEIHA C HH3KOM CTENEHBIO MOTEHIHAIBLHOIO
PHCKa HX TMPHMEHEHHA, B OTHOLICHHHM KOTOPBIX YCTAaHOBIEHHI OCOGEHHOCTH
FOCYNAPCTBEHHOH PETrHCTPAlly, YTBEPXKACHHBIA IOCTaHOBIEHHEM IlpaBHTensCTBa
Poccuiickoii ®enepamunu ot 27 nexabps 2012 r. Ne 14167);

B) clieLabHOe 060pyIOBaHHE, pa3paboTaHHOE IIPOM3BOLUTENEM IS TEXHHIECKHX
HCIBITAHNH KOHKPETHOTO MEIHLMHCKOTO H3JENHS M YKa3aHHOE WM B TEeXHHYECKOM
AOKyMEHTallM¥ (IPM HaiM4uk) (32 HCKIIOYEHHEM MPOTPaMMHOIO OGecreyeHus,
SBJIAIOIIErOCs MEIWLMHCKMM H3JEIMEM, B TOM YHCIE IPOrPaMMHOIO obecrieueHus
C IPMMEHEHHEM TE€XHOJIOTHH HCKYyCCTBEHHOTO HHTEIIEKTA);

I) cmeuuansHoe 06OpyfoBaHHE M (MJIM) MporpaMMHoOe obecreveHHe, TecTOBbIE
0asbl NaHHEIX, pa3paGoTaHHble NPOM3BOJAUTENEM Ui TEXHHYECKHX HCIBITAHHIA
KOHKpPETHOTO MENMLHMHCKOIO M3MeNHA M YKa3aHHOE MM B TEXHHYECKOW JOKYMEHTALHH
(mpy  HanmM4Mu) (I OPOrpaMMHOTO OGECHEUEHHS, SBISIOWErocs MeIHIHHCKHM
U3/leieM, B TOM YHCIE€ MPOTPaMMHOIO ofecliedeHHs C MPUMEHEHHEM TEXHOJIOTHI
HCKYCCTBEHHOTO UHTEJUIEKTA).

6 GenepanbHblii 3akoH ot 29 mons 2015 r. Ne 162-®3 «O crannaprusauuu B Poccuiickoii DQenepaumn» (Cobpanue
3axononaTeJch1‘Ba Poccuiickoit ®enepamn, 2015, Ne 27, cr. 3953; 2021, Ne 1, cT. 62).

Coﬁpanne 3akoHonaTenbcTBa Poccuiickoit ®enepannn, 2013, Ne 1, cr. 14; 2020, Ne 12, ct. 1792.
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9. B oTHOIEHHH MEIMUMHCKAX M3JENHH, /U MCHBITAHMI WIH MOHTAXA (BBOZA
B DKCIUTyaTalHi0) KOTOPHIX TpebyeTcs IONydeHHe pa3pelIuTebHOM JOKYMEHTAIIMH
(HampuMmep, NUIIEH3MH), IPOBEEHNE KaMTATHHOTO PEMOHTA, CTPOUTENBCTBO OTHENBHBIX
KalMTaJIbHBIX COOPY)XEHHH, [OIyCKaeTCs IMPOBEIECHHE TEXHHYECKHX HCIbITaHHi
CHCLHATUCTAMM  MCNIBITATENIBHOM OpraHM3alMd Ha TEPPUTODHH  HPOM3BOIAMTENS
(M3roTOBHTEN) MEAUIIMHCKOrO H3AENMs WM B OPTAHM3ALMH, e MeIULHHCKOE H3eiue
pasMelleHo U (WiK) pa3peneHo i NPUMEHEHHA B COOTBETCTBHH C 3aKOHOIATETbCTBOM
JaHHOM CTpaHBI.

10. Texuudeckue HCHBITAHMA MEXMUMHCKMX H3IEIHI IPOBOIATCS MCIBITATENHHOM
OpraHu3alued B CpOK, He mpesbiuatomuii 30 paGouux AHEH cO JHA NpPeLOCTABIEHHS
3ajABUTENICM B MCIBITATENBHYIO OpraHusanuio obpasua (06pasioB) MeTHIMHCKOTO
M3/IE/HA, @ TaKXKe CIeMaNbHOro 060py/10Banus (IIpH HAIMYMH), YKa3aHHEIX B IMYHKTE 8
Hactosmero Ilopsinka, NpM YCIOBHM OIUIATHl 3asBHTENEM YCIYr HCIIBITATENLHOMN
OpraHM3aliii B COOTBETCTBMH C 3aKIIOYE€HHBIM 10roBopoM. Cpok NpoBeieHUs
TEXHHYECKUX HCTBITRHWH II0 COIIaCOBAHHIO C 3ajABHTENEM MOXET GHITh MpOZJIEeH
PYKOBOIUTENEM HCHBITATENbHOM Opranusaumu He 6onee yeM Ha 20 pabouux mHeid.

11. Tlpu npoBeneHN# TeXHMYECKUX HCTIBITAHMI OCYIIECTBISETCS:

a) WIEHTHOHKALNI MEJUUHNHCKOTO H3/IEITHSL,

0) ompeneneHMe M COIIACOBaHHME C 3asBHTENEM KIAacca MNOTEHIHAILHOTO pHucKa
NPUMCHCHUA ~ MCULMHCKOTO  M3JENHI B  COOTBETCTBHM C  HOMEHKIATypHOM
KlacCHOUKauMeH  MEIMIMHCKHX  M3[eluil,  yTBep)KACHHOM MunucrepcTBoM
3npaBooxpaHeHus Poccuiickoit @enepauun’;

B) aHAalU3 AOKYMEHTOB, yKa3aHHBIX B IIyHKTe 5 HacTosmiero ITopsiaxa;

) NpOBEACHHE HCINBITaHHH 00pasua (06pasloB) MENMUMHCKOrO M3IEHS BMECTE
C MPHHAIOKHOCTAMH, HEOOXOAMMBIMM JUI1 NpPUMEHEHHS MERHIMHCKOTO M3/IeIHs
TI0 Ha3HAYEHMIO, B COOTBETCTBUH C YTBEPKAEHHOM NPOrpaMMOii HCITBITAHHIA;

A) OLeHKa ¥ aHaIW3 [JaHHBIX, OTHOCALIMXCA K MEIULUHCKOMY  H3JENHIO,
ZUTsl IPOBEPKHM €ro KayecTBa U 6e30MacHOCTH;

e) odopmieHHe M BBIada (BpydYeHHME MM HAMPABIEHHE 3aKA3HBIM TOYTOBBIM
OTINPABICHHEM C yBENOMIICHHEM O BpPYYEHHM) 3asBHTENIO aKTa OLEHKH Pe3yNLTAaTOB
TEXHHYECKUX UCIIBITAHUN MEIUIUHCKOTO U3/eu.

12. B xone npoBeieHUs TEXHUUECKUX HCIIBITAHUIA OIIPENENSAIOT:

8 Ilpuka3s Munncrepctsa 3npaBooxpaHenust Poccuitckoit Menepammuu ot 6 wuioms 2012r. Ne 4u «O6 YTBEPXKACHUU
HOMEHKJIaTYPHOH K/1aCCHpUKaUMH MEOMUMHCKHX W3Je/Mii» (3aperuCTpHpOBaH MunucTepcTBOM IocTHIMM Poccuiickoit
®Qenepaiun 9 mona 2012 r., peructpammonubii Ne 24852) ¢ H3MCHEHIAMH, BHECEHHBIMHM NpHKa3aMH MuHHCTepCTBa
3apasooxpaneHust Poccuiickolt ®enepaunu ot 25 centabpsa 2014 r. Ne 557u (3aperucTpHpoBaH MHHMCTEPCTBOM IOCTHIHH
Poccniickoit @enepaunn 17 nexabps 2014 r., perucTpanuoHHsLil Ne 35201) u ot 7 mona 2020 r. Ne 686H (3aperucTpupoBaH
Munncrepetsom octummu Poccuiickoii @enepauun 10 aBrycra 2020 r., perucTpanoHHslit Ne 59225).
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a) COOTBETCTBHE MEAMUMHCKOIO M3/eNHs TpeGOBaHMAM MPUMEHHMBIX JOKYMEHTOB
HallMOHAJIbHOH CHCTEMBI CTaHJApTH3allid, a TAkke HOPMAaTHBHOM JOKYMEHTALHH,
TEXHHYECKOH M SKCIUTYaTallMOHHOH JOKYMEHTAIMH IPOM3BOAKTENIS (M3rOTOBHTEIA);

0) mONHOTY M OGBEKTUBHOCTh YCTAHOBJIEHHBIX B TEXHHYECKOM NOKyMEHTALHH
IIPOU3BOAHTEJIS (usroroBuTeA) XapaKTePHCTHK, MOJIeXKAIIHX KOHTPOJTIO
IIPH TEXHUYECKUX UCIIBITAHUAX, @ TAKXKE METOJOB UCIIBITAHUIA;

B) Ka4eCTBO MEAMLMHCKOIO H3IeNus K 6€301acCHOCTh ero IPHMEHEHH S,

13. PesynbTaThl  TeXHMYECKMX  MCNBITAHHN  CYMTAIOTCH  OTPHLATEIBHBIMH
B CJIEAYIOIIHX CiTy4asx (IIpH HAJIMIHH OTHOTO U Golee):

a) NIpeACTaBNeHHBIH  oOpasen; (0Opasubl) MEIOWIUHCKOTO M3IEIHMS  BMECTe
C NPHHAMIEKHOCTAMH, HEOOXONMMBIMH IJisi NPUMEHEHHS MEAHULIHHCKOTO H3IEHs
N0 Ha3HAYCHMIO, HE COOTBEICTBYIOT TPEOOBaHHAM, YCTaHOBIEHHHIM B HOPMATHBHOI
AOKyMEHTaUMH, TEXHHYECKOH M OKCIUTYyaTallHOHHOH JOKYMEHTallWH HpOH3BOIMUTENS
(msrotoButens), a TakkKe TPeGOBaHMAM NpPHMEHHMEBIX JOKYMEHTOB HAMOHAIBHOI
CHCTEMBI CTaHJapTH3aIlUH;

0) mpeicTaBneHHas ~— TeXHWYeCKas M SKCIUTyaTal[HOHHAs JOKyMEHTALHA
NPOU3BOAUTENA  (M3rOTOBHTEN) HE IOATBEPXAAeT KayeCcTBO M 0Oe30MacHOCTh
METUIUHCKOTO H3/IEITH;

B) crieqaibHOe 060pyIoBaHue, pa3paGoTaHHOE IPOU3BOAUTENEM IS TEXHHUECKHX
MCTIBITAHUH KOHKPETHOIO MEIHMIIMHCKOTO M3/IeNIMs U yKa3aHHOE MM B TEXHHYECKOH
AOKyMEHTalHH, He 06ecreuHBaeT BO3MOXHOCTE [IPOBEACHHS HEOOXOAUMEIX TEXHHIECKHX
HCIBITAaHUM. |

14. PesynbTaTsl TeXHHYECKHX HCIBITAHMH, 33 HCKIIOYEHHEM CIyYaes, YKa3aHHBIX
B myHkre 13 Hacrosmero Ilopsaxa, CUMTAIOTCS MONOKHUTENBHBIMM H TOATBEPXKAAIOT
KayecTBO U 6e30MacHOCTh PUMEHEHHS MEAULIMHCKOTO U3/IEIHS.

III. OueHka cOOTBETCTBHSA MEAUIMHCKHX U3AENUH 1)1 AUArHOCTHKH in Vitro
B HopMe TeXHHYECKUX UCIIBITAHHI

15. TexHuyeckue HCNBITAHAS MEIULMHCKHX M3ZCNUN U JUACHOCTHKH
in vitro mpoBOAATCS B LeJSX NPOBEPKH KAYeCTBA H 6€30MaCHOCTH MEAMUMHCKOTO H3/IENHs
AN AMarHOCTHKM in Vitro MpH HCHOJNB30BaHHH €r0 B COOTBETCTBMM C Ha3HAYEHHEM,
NpeayCMOTPEHHBIM IOKYMEHTALUUeH NPOU3BOAUTENS (M3rOTOBUTENA).

TexHnyeckne uCTbITAHNA MEIULMHCKUX U3MENMI IS JUATHOCTHKH in Vitro B Buze
AQHAIUTHYECKHX CHCTEM, IPOBOJMMBIC B OTHOLIEHHMHM MEIMLUHCKOTO H3IEIHS BMECTE
C DNPHHAUIOKHOCTAMY, HabOpaMH peareHTOB M KalubpaTopoB, HEOOXOAUMEIMH
Ans MPUMEHEHHUs MeJUIIMHCKOTO M3/IeNHs 110 Ha3HA4eHHIO, MOIyT IIPOBOAMTLCS B paMKax
OJTHOI'O TEXHHYECKOTO HCITHITAHMS.

16. Jlna mnpoBemeHHs TeXHWYECKHMX MCHBITAHHM MEIHLMHCKMX  H3JIeMit
JUIS IHArHOCTHKM in Vitro 3asBHTENb NPEACTaBIAET B HCHBITATENBHYIO OPraHU3ALUIO




3ajBJICHHE O TIPOBEACHHM TEXHHYECKMX HCIBITAHMA MEJHMIMHCKOTO  H3ENHs
JUIA MarHOCTHKH in Vitro C yKa3aHHeM CBe[eHHH, MpexyCMOTPEHHBIX IlpaBunamu
rocy1apCTBEHHOM perucTpanuu MEIUITMHCKUX U3JIeTTUH, YTBEPXKIEHHBIMU
nocranosnenreM IlpasurensctBa Poccuiickoii ®emepamuu or 27 nexabps 2012 r.
Ne 14169, C NPIIOXKEHHEM CIIEAYIOIIHUX JOKYMEHTOB:

a) TeXHWYeCKad H  OKCIUIyaTAMOHHAS  JOKYMEHTAIHSA IIPOU3BOIUTEIS
(M3roToBHTENST) HA MEMUMHCKOE H3ENHE IS THATHOCTHKH in Vitro;

6) cBeleHMS O HOPMATMBHOM JOKYMEHTALMH Ha MeMIIMHCKOE u3enue s
IUarHOCTHKH in Vitro;

B) UBETHBle (QoTorpaduyeckue u306paxkeHHs o6LWEro BHIA MeIUIIHHCKOrO
M3/Ie/Usl, eT0 BAPUAHTOB HUCHONHEHHs (MOJENeit) i MPUHAIEXHOCTeH, HeOGXOMUMBIX I
IPHMEHCHHA MEJUIMHCKOIO H3JCNUs MO Ha3HadyeHHI0 (pa3MepoM He MeHee 18 x 24
CaHTHMETPa), a TaK)Ke NaHHBIE O MAapKUPOBKE M YIAKOBKe (L(BETHbIE MAKEThI YIaKOBOK H
STHKETOK, COACPKAIHE TEKCT MAPKHPOBKH Ha PYCCKOM SI3BIKE);

I) KONMHM Ppe3YJbTATOB TEXHMYECKHX MCIBITAHHA MeIHIMHCKOTO U3JIeNus
JUIA JTUarHOCTHKH in vitro, TpoBeneHHBle 3a mpemenamu Poccmiickoii Denepanun
(npu HanM4uM);

M) KONMH IPOTOKOJNOB MpPENBAPHTENBHEIX HCIBITAHHN MEIUIMHCKOTO H3CIIHs
AJIL TUarHOCTHKH in Vitro (pH HaTuuKK);

€) HeoOXonuMBle I TNPOBEJEHMS TEXHHYECKHX HCIBITAHME MeIHIHHCKOrO
M3MeNUs JUI TUArHOCTUKHM in Vitro TaGiHIBI X CXEMBI, KOMIBIOTEPHbIE MPOrpaMMBbl, €CJIH
OHH HJIM CCBUIKH Ha HUX COJEPXKATCs B 3KCILUIYaTalluOHHOHN NOKYMEHTAIHH TIPOH3BOLHTEIIS
(u3roroBuTens);

K) COBOKYNHOCTH JOKYMEHTOB, CO3JaHHBIX IIPOH3BOLHTENEM B IIpoLEecCe aHaJIu3a
PHCKa IpuMeHeHus ($aiin MeHeDKMeHTa prcKa) (IPH HAIHYHH);

3) JOKYMEHTHI U CBEAECHHS 06 M3MEHEHMIX, BHOCHMEIX B PErUCTPaLIMOHHOE JOCKE,
B TOM H4HCI€ IOKYMEHTEI, NOATBEP)KAAIOLIME [JaHHBIE H3MeHeHHMs (NpH NpPOBEIECHHH
UCIBITAHUA MEIULUHCKOTO M3JeNUs B LEIIX BHECEHHS W3MEHEHHI B JOKYMEHTEI,
CoZiepKallecs B pErMCTPAaliHOHHOM HOCheE);

M) KONHMA JOKYMEHTa, MOATBEPXKAAIOMEr0 OTHOMOYHS YIOJTHOMOYEHHOI'O
IpeICTaBUTENS IPOU3BOAUTENA (M3TOTOBHTENS).

B cinyyae ecnu opurmHabl JOKYMEHTOB COCTaBJIEHBI Ha HHOCTPAHHOM S3BIKE, OHH
TIPENICTABIAIOTCA C 3aBEPEHHBIM B YCTaHOBICHHOM MopsiKe'’ NEpeBOLOM Ha pyccKuid
A3BIK.

17. HcneitatensHas opraHusauus B CpoK, He HpeBbIMANOME 10 pabouux anei
C MOMCHTa INpEACTAaBICHHUA 3asiBJICHHA O TMPOBEACHHH TEXHUYECKMX HCIBITAHHIL

o Cobpanne 3akononaTeNbLCTBa Poccuiickoii ®enepaunn, 2013, Ne 1, ct. 14; 2020, Ne 49, ct. 7897.

' Craten 81 OcHos 3aKoHoziaTeNnbCTBa Poccuiickoit ®eepamyu 0 HOTapuaTe, yTBEPkKICHHBIX BepxoBubiM CoBeToM
Poccuiickoit @enepaunn 11 despans 1993 r. Ne 4462-1 (Bemomoctu Chesna HapoJHbIX AemmyTtaToB Poccuiickoii ®enepainin
1 BepxosHoro Coseta Poccuitckoit ®enepaunu, 1993, Ne 10, cr. 357; Cobpanue 3akononarenscTa Poccuiickoii denepauuy,
2019, Ne 52, cr. 7798).
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METULIMHCKOTrO M3JeJHs U1 AHAarHOCTHKH in Vitro ¥ nmpuiaraeMeiX K HEMy JOKYMEHTOB,
IPOBOJMT OLEHKY (IpeBapUTeIbHBIH aHAIN3) YKa3aHHAIX JOKyMEHTOB Ha JOCTaTOYHOCTh
CBE/ICHUH, COIepXalMXcsi B HHUX C LENbI0 MPUHATHA pEHIEHHS O BO3MOXXHOCTH
(HeBO3MOXXHOCTH) IIPOBEAEHHS TEXHUYECKHX HCILITAHUH.

18. B ciny4yae npuHATHS UCIBITATENBHON OpraHM3alMel pelleHHs O BO3MOXKHOCTHU
NpOBEJCHH TEXHMYECKAX HWCHBITAaHWM, HCIBITATENbHAS OPraHH3alis COBMECTHO
C 3ajABHTEJIEM COCTABIIET NPOrpaMMy HCIIBITAaHUH, KOTOPYIO YTBEPXKIAET PYKOBOAMTEID
UCIIBITATEIEHOM OpraHU3alHH.

B cnyyae mNpHHATHA OTPHMIATENBHOTO pEIICHUS HCIBITATEIbHAS OpraHu3amys
B IIMChMEHHOH (opMe yBegoMmisieT 3asBUTENs 00 OTKasze B IPOBEACHMH TEXHMYECKHX
HCIBITaHMH (C yKa3aHHEM NPUYHH) JINYHO MOJ TOAIKCH JIMOO HANpaBiISeT YBeAOMIIEHHE
3aKa3HBEIM II0YTOBEIM OTNPAaBIEHHEM C YBEIOMJICHHEM O BpYYEHHH, JH0O Iepeaaet
B JJIEKTPOHHOH ¢opMe N0 TeleKOMMYHHKALIOHHBIM KaHallaM CBS3M WIM B Qopme
3JIEKTPOHHOIO JOKYMEHTA, NOANUCAHHOIO JIEKTPOHHOM IOAIHCEIO.

19. Ilocne yTBepkaeHHMS  PYKOBOAWTENEM  HCHLITATENBHOW  OpraHU3alHM
IpOrpaMMEI MCTILITaHMH 3aBUTEINb NIPEACTABISET B HCIIBITATENIBHYIO JIAG0paTopHIo:

a) obpazer; (0Opa3mbl) MEAUIMHCKOrO M3JeNMs I JMAarHOCTHKH in vitro BMecTe
C TNPHUHAUIOKHOCTAMM, HEOOXOOHUMBIMH JJIS TIPUMEHEHHS MEAMIUHCKOIO HM3IEIUSI
IO Ha3sHA4YEHHIO (B KOJNHMYECTBE COITIACHO TPeOOBaHUAM HOKYMEHTOB HALHMOHAILHOM
CHCTEMBI CTAHIaPTH3aliH' = ¥ YTBEPKICHHO#M IPOrPaMMEIL UCTIBITAHH);

0) cBeleHHA O BBINAHHBIX PETHCTPUPYIOIIMM OPraHOM pa3pelleHHsAX Ha BBO3
MEIULUHCKUX M3AEIMHA Il OUarHoCTHKM In Vitro ¢ LENBl0 HMX TOCyAapCTBEHHOMN
PErucTpalyy, B TOM YHUCIIE B LENAX BHECEHUS M3MEHEHHU! B JOKyMEHTHI, COIEpKaIrecs
B PETHCTPALIMOHHOM JOCh€ Ha MEIUUUHCKOe wu3denue (IS MEOMLMHCKHMX H3IEIHH
MHOCTPaHHOI'O INPOU3BOJCTBA, a TAK)Xe€ B CIydae BBO3a Ha TeppHTOpHIO Poccuiickoii
@enepaMy MEJHLIMHCKOrO M3/, IPOU3BOAUTENIEM KOTOPOTO ABIAETCS IOPUAHYECKOE
MO WIH WHIWBHMIYAJIbHBIA NpeANpUHHMATENb, 3apETUCTPUPOBAHHBIA HA TEPPUTOPUH
Poccuiickoit ®efeparu, a MeCTO NPOH3BOACTBA TAaKOr0 MEIUIMHCKONO H3IENUSI
HaXOIUTCAd Ha TEPPUTOPUY HHOCTPAHHOT'O FOCYJapCTBa);

B) chenuanbHoe o00OpyIOBaHME i TPOBEPKH MIH i1 oOecredeHus
(GyHKIMOHHPOBAaHMA MEIHIMHCKOTO M3JENHs Uil AHAarHOCTUKH in Vitro W yKa3aHHOE
B TEXHHYECKOM JOKyMEHTAallMH IpOU3BOAUTENs (M3roToBUTENd) (NpH HAIHYUH
U HE0OXOAMMOCTH).

20. TexHudyeckue HCHOBITAaHUS MEOWLUMHCKHX M3AEINMM JUI1  JAMAarHOCTHKH
in vitro OCYIIEeCTBISAIOTCS HCHBITATENbHOM OpraHM3auWeil B CPOK, He IpeBHIIIAONIHMiL
30 paGouux QHeH CO JHA NMPENOCTABICHUA 3asBUTENEM B HCIBITATENLHYIO OPraHH3ALMIO
obpasiia (o6pa3i1013) MEJULUMHCKOrO W3Aenus I AHArHOCTHKH in Vitro, a TaKxe

! denepanpubiii 3akon or 29 mions 2015 r. Ne 162-®3 «O cranmaprusanuu B Poccuiickoit ®enepamumn» (Cobpanie
3aKkoHojaTenscTBa Poceuiickoit ®eaepauuu, 2015, Ne 27, cr. 3953; 2021, Ne 1, cT. 62).
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CHELMATBLHOr0 000pyI0BaHus (TIpH HATHYHMHE ¥ HEOOXOAMMOCTH), yKa3aHHEIX B yHKTe 19
Hactosmero Ilopsaka, mpu yciioBUM oOmiuaTtel 3asgBHTENEM YCIYr MCHBITATEIbHOM
OpraHM3allii B COOTBETCTBUH C 3aKIIOYEHHBIM JOTOBOPOM.

Cpox  mnpoBeleHHA  TEXHHYECKMX  WCIOBITaHMHA  MEOULUUHCKHX  W3JENHiA
ANs OUArHOCTHKH in Vitro IO COIYIACOBAaHHIO C 3asABUTENEM MOXET OBITH HpOJIEH
PYKOBOJHUTEJIEM HCIEITATENBHON OpraHu3anyu, Ho He 6oee yeM Ha 20 paGodux JHEH.

21. Ilpy nmnpoBeneHMM TEeXHHYECKMX MCHBITAHMHA MEIUIMHCKOrO  W3JeNus
JUI AMAarHOCTHKH In Vitro oCyIecTBIseTCS:

a) MICHTU(HKALKA MeIUIMHCKOrO H3/IENIHS;

6) ompeneneHHe M COINACOBaHME C 3asBHTENEM KJacca MOTEHIHMAIBHOTO PHCKA
NPUMEHEHHUs  MEAMLUHCKOIO HM3/ICJMA B  COOTBETCTBHM C  HOMEHKJIATYPHOM
KinaccubuKamnme MEUIIMHCKHX 15631 (17178 YTBEPXKICHHOMU MpunucrepcTBOM
3apaBooxpaneHus Poccutickoit (I)eﬂ;epaunnlz;

B)  aHalM3 JOKyMEHTOB, yKa3aHHBIX B mmyHkTe 16 Hactosmmero ITopsika;

r) IpoBeleHHE HCHBITaHWH o6pasua (o6pasioB) MEIMIMHCKOrO M3JEIHs s
JANarHOCTHKH in Vitro BMECTe C NPHHAICKHOCTIMH, HEOOXOAMUMBIMH Il NPMMEHEHHUs
MEJUIUHCKOrO H3ENHMs M0 Ha3HAUYCHWIO, JUIS MOATBEPXKAECHHA (QYHKIMOHAILHBIX
XapaKTePUCTHK, YKA3aHHBIX B TEXHMYECKOW M SKCIUTYaTalMOHHON JOKyMEHTaLMU
NIPOM3BOAMTENA (M3TOTOBHTENA) B COOTBETCTBHH C YTBEPXKICHHOM IIpOrpamMMoit
HCIBITAaHUH, 32 MCKIIOYEHHEM (YHKIHOHATIBHBIX XapaKTEepHCTHK, IPOBEPAEMEIX B XOZE
KIIMHHUKO-JIa00paTOPHBIX UCIIBITAHHIA.

Texuuyecke MWCHBITAHHS B OTHOIIEHWH peareHTOB, Ha0OpPOB pPEareHTOB,
KOHTPOJIBHEIX MaTE€pPHAaJIOB, KaIHOpaTopoB, IPOMBIBAIOLIMX PAaCTBOPOB H IIMTaTEIBHBIX
Cpell OCYLIECTBIIAIOTCS B 00beMe HACHTU(DHKAIIMN U IPOBEPKH OCHOBHBIX ITapaMETPOB.

1) OLEHKA M AaHaNW3 JaHHBIX, OTHOCALIUXCA K MEIHLHUHCKOMY H3EHIO,
JUIs TIPOBEPKU €ro KauecTBa H 0€30MacHOCTH;

e) odopMmieHne U Bblaya (BpydYeHHE HWIIH HAMpPaBJICHHE 3aKa3HBIM IIOYTOBBIM
OTNpPAaBJI€HHEM C YBEJOMIIEHMEM O BPYYCHHH) 3asABHTENII0 aKTa OLIEHKH pe3yJLTAaTOB
TEXHUYECKUX UCTIBITAHUI METUITMHCKOTO U3/IENHS I JUATHOCTHKH in Vitro.

22. B xone mpoBeAeHHSs UCIBITAHUIA OIpeIeNsIOT:

a) COOTBETCTBME MEJHIIMHCKOTO WM3/eNUs Ui AUArHOCTHKH in Vitro Tpe6oBaHUIM
NPUMEHUMBIX [TOKYMEHTOB HallMOHAILHOH CHCTEMBl CTaHJApTH3alHH, a TaKxkKe
TpeOOBaHHUsM, YCTaHOBIEHHBIM B HOPMATHBHOM, TEXHHYECKOW M 3KCILTYaTal[MOHHOM
JOKYMEHTaIUH IPOU3BOAUTENS (U3TOTOBHUTEIA);

12 IMpukas Munucrepctsa 3paBooxpanenus Poccuiickoif ®emepaumu oT 6 mons 2012r. Ne 4u «O6 yTBepXAeHHH
HOMEHKNaTypHOH KIacCH(UKAMH MEIMLMHCKHX W3/IeNuii» (3aperncTpupoBaH MHHHCTEPCTBOM IoCcTHIMH Poccmiickoit
®enepaunn 9 mons 2012 r., perucTpauMonHsii Ne 24852) ¢ M3MEHeHHAMH, BHECEHHBIMH NpHMKa3aMH MHHHCTEpCTBA
3apaBooxpaHeHns Poccuiickoii ®enepauuu ot 25 ceHTa6pa 2014 r. Ne 5571 (3apernctpupoBan MHHHCTEPCTBOM IOCTHIIMH
Poccuiickoii ®enepaunu 17 nexkabpsa 2014 r., perncrpauponnsiit Ne 35201) u ot 7 mons 2020 r. Ne 6861 (3aperucTpupoBaH
Munnctepcteom roctiums Poccuiickoit denepauuu 10 asrycra 2020 r., perucTpaumonHblit Ne 59225).
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6) COOTBETCTBHE NpPECTABICHHO 3asBHUTEIEM TEXHHIECKOI H 9KCIULyaTallHOHHOM
AOKYMCHTAalldM  TNPOM3BOAUTENA  (M3rOTOBHUTEN) TPeGOBAHHAM  IIPHMEHHMBIX
AOKYMEHTOB HAallHOHABHOH CHCTEMBI CTaHAAPTHU3allMH M HOPMATHUBHOM JOKyMEHTALUK
Ha MEHUIMHCKOE U3EIHeE IS AMarHOCTHKH In Vitro;

B) TOJHOTY M OOBEKTMBHOCTh YCTAHOBJEHHBIX B TEXHHYECKOl JIOKyMeHTaluH
NPOU3BOAUTENA (M3rOTOBHUTENS) (DYHKLMOHATIBHBIX XapaKTEepUCTHK, ITOIJIEXAIUX
KOHTPOJIIO NPH TEXHUYECKHX HCIBITAHMAX, 8 TAK)Ke METOAOB HUCIIBITAHMUIA,

I) Ka4ecTBO MEIMLHMHCKOTO W3JENHs VIS AUATHOCTHKH in Vitro ¥ Ge30macHOCTE
€ro MpUMeHEHH .

23. PesynsTathl TEXHUYECKHMX  HCIBITAHUI METUIIMHCKOTO U3IETTHS
AN TUarHOCTHKH in Vitro CYUTAIOTCS OTPHIATENHHBIMHE B CHEAYIOIUX CITyYyasx:

a) MpeACTaBIeHHBIH 00pasel (o6pa3ibl) MeqUIMHCKOTO M34EMHS IS QUArHOCTHKU
in vitro BMecTe ¢ NPUHALIENKHOCTAMH, HEOOXOIUMBIMH JUTS NPUMEHEHHUS MeIHUIMHCKOTO
M3MCIHUS 1O HA3HAYCHHIO, HE COOTBETCTBYIOT TpeGOBaHHAM, YCTaHOBICHHBIM
B HOPMAaTHBHON JOKYMEHTAllUH, TEXHHYECKOH M 3KCIUTyaTalHOHHOM JIOKYMEHTAIUH
NpOU3BOAUTENS (M3rOTOBHTENA), a TakkKe TpeOOBaHHAM IPHMEHUMBIX JOKYMEHTOB
HallMOHAIbHOM CHCTEMBI CTaHAAPTHU3ALHH;

0) coenmanbHoe o0opymoBaHHE, pa3paboraHHoe MPOU3BOIUTENIEM
AL TEXHHYECKHX HCNBITAHWH KOHKPETHOrO MEIHMIHHCKOIO H3NENHs M YKa3aHHOE
UM B TEXHHYECKOH [OKyMEHTAlliM, He O00ecIeYMBaeT BO3MOXKHOCTE IPOBEICHUS
TEXHUYECKHX HCIIBITAHHIA;

B) TMpeACTaBJI€HHAas TexXHUYeCKas M 9KCIUIyaTallHOHHas  JOKYMEHTAaLMs
NpoU3BOAUTENs (M3rOTOBHTENSA) HE TMOATBEPKAAET KAa4eCTBO M OE30IacHOCTS
MEAMLUHCKOTO H3EIIHs.

24, PesyneTaThl TEXHUYECKHX HUCTIBITAHUI METUIIMHCKUX 171631 (371505
Il MUarHOCTHKH in Vitro, 3a HCKIIOYEHHEM CIy4aeB, YKa3aHHBIX B IMyHKTe 23
Hacrosmero Ilopsnka, CYMTAIOTCd NOJMOXHTENBHBIMH M MIOATBEPXKAAIOT KavyeCcTBO
1 6e30MacHOCTh PUMEHEHHA MEIUIMHCKOTO H3/eNus Ui JUarHOCTHKH in Vitro.

IV. OueHka cOOTBETCTBHS MEAUITMHCKUX H3/1€JIHil
B (hOpMe TOKCHKOJIOTHYECKHX HCCIIEA0BaHUI

25. ToOKCHKONOTHYECKHE HCCHENOBAaHHA MENMIMHCKOTO M3IeNHs IIPOBOJATCS
B OTHOIICHHH MEIMIMHCKHX H3JENUH M (WIM) NPUHAICKHOCTEH K MeIUIHMHCKAM
H3JIeNUAM, TNpAMO MJIH ONOCPEJOBAHHO KOHTAKTHPYIOIIMX C IIOBEPXHOCTHIO Teja
UCJIOBEKA, €ro CIM3HCTHIMH 000NOYKaMM, BHYTPEHHHMH CpelaMH OpraHH3Ma,
AJIL  KOTOphIX YKa3aHHO€ B3aMMOZEHCTBHE (KOHTaKT) SBIAETCH HEOGXOAMMEIM
JJIS BBIMTOJIHEHHS HX NIpEeAHA3HAYEHHON QyHKIIHH.

26. TOKCHKOJIOTHYECKHE HCCIIEHOBAHH MEAUIIMHCKOIO M3/IENIHs BKIIOYAIOT B CeBs:
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a) onpezeNieHHe CAHUTAPHO-XUMHUYECKHX TTOKA3aTENCIH;

0) omeHKy OHONOrHYeCKHX MOKasaTeslel B YCIOBHAX in Vitro u in vivo. OueHke
nojyexar BHAbl 6MOJIOrHYECKOTO JeHCTBHS, UCXOAA M3 BUAA M JIMTEIBHOCTH KOHTAKTa
MEIMLIMHCKOIO U3ENUs C OPraHu3MOM YEJIOBEKA,

B) MHKPOOHOJIOTMYeCKHe UCIBITAaHuUs (MCCIIeA0BaHNUA).

27.  Jlns mpoBeieHMs TOKCHKOJIOTHYECKUX MCCIEAOBAHH 3asBUTEIb HPEACTABISET
B HCHBITATEIBHYI0 OpPraHM3al{IO 3asBI€HHEe O IIPOBENCHHMH TOKCHKOJIOTMYECKHX
HCCIICIOBAHUH C yKa3aHHEM CBENIEHHH, MpefycMOTpeHHBIX [IpaBuiaMu rocyjapcTBEHHOM
PerucTpany MEANLMHCKUX U3/EeHH, YTBEPXICHHBIMU IocTaHOBIeHHeM [IpaBuTenscTBa
Poccuiickoit ®enepaunn ot 27 nexabps 2012 r. Ne 141613, C IPHWIOXKEHHEM CIEYIOIMIMNX
JOKYMEHTOB:

a) TeXHU4eCKas M OKCIUIyaTalMOHHAs  JOKYMEHTaOMid  MPOH3BOIHTENS
(M3roTOBHTENA) HA METUIIMHCKOE H3/IEIIHE;

6) cBeneHHA 0 HOPMaTHBHOMN JOKYMEHTAIMH HAa MEIHUIMHCKOE H3IEIIHE,;

B) NOKYMEHTHI, COJAepXalllie CBENEHHS O COCTaBe MaTepHalToB (B TOM YHCIE
C YKa3aHHEM MapoK H TMpPOU3BOAUTENS MAaTEPHAJIOB, HANMYHA [Ae3MH(EKTAHTOB,
OHONIOrMYeCKH AaKTHBHBIX BEINECTB, OHMOKIETOMHBIX MNPOAYKTOB, HAHOMATEPHANOB),
M3 KOTOPBIX MPOW3BENEHBl (M3TOTOBJEHBI) MENHLMHCKOE uM3enMe U (MiH)
NPUHAJJIEKHOCTH K MEJULUHHCKOMY HM3JIEJIMIO, YKa3aHHble B IIyHKTE 25 HACTOAIIEro
TIMopsizika, a TakxXe JOKYMEHTHI, ITIOATBEPXKAAIOIIHE X KAUECTRO,

I) KOIMK JIOKyMEHTOB, MOATBEPXKAAIOLINX KA4eCTBO JIEKAPCTBEHHOrO IIperapara,
(apmauesTHyeckoil CyGcTaHUMH, OGHONOIMYECKOrO MaTepHala H HHOIO BELIECTBa,
C HCHONB30BAHHEM KOTOPHIX OHO IIPOM3BENCHO WM KOTOPHIE BXOJAT B COCTAB
MEIMLMHCKOTO U3/IeNMs U KOTOPHI€ NMpeAHa3sHa4YeHbl U1 NPUMEHEHHs TOJBKO C YYETOM
HasHaYeHHs MEIUIMHCKOIO H3JIENHs, OIpPENeNeHHOr0 IPOM3BOJUTENEM, M BBIOAHHBIX
B COOTBETCTBHHM C 3aKOHOAATENCTBOM CTPaHbl IIPOHCXOXIEHHS JIEKAPCTBEHHOTO
nperniaparta, (apMaueBTUYECKOH CyOcTaHUMH, OGHONOrMYECKOro MaTepHala M HHOTO
BellleCTBa;

A) KOIHH Pe3yNbTaTOB TOKCHKOJIOTMYECKHX MCCIIEIOBAHMH MEAULHHCKHX M3eNnii
H (MIH) NPUHAIIEXHOCTEH K MeIMIMHCKOMY H3JENHIO, NpPOBEAEHHbIE 3a NpeeiaMu
Poccuiickoit ®enepanuu (Mpy HATAYHHK);

€) JOKyMEHTbI ¥ CBEIEHMS 006 N3MEHEHHsX, BHOCHMBIX B PETHCTPALMOHHOE OChE, B
TOM YHCl€ JOKYMEHTHI, MOATBEPXIAIOUIME JaHHBIE H3MeHeHUA (UpU IPOBEJCHHH
HCCJICIOBaHNH MEIUIHHCKOTO HW3[ENHs B LENSX BHECEHUA H3MEHEHHH B JIOKYMEHTEI,
coJiepKalHecs B pErUCTPAHOHHOM JIOChE);

K) KONMs JOKYMEHTa, IOATBEPXKAIOLIEr0 MOJHOMOYHS YIIOMHOMOYEHHOTO
NpEeNCTABUTEIS IPOU3BOAUTENS (U3TOTOBHUTENA).

13 CoG6panue 3akoHomatenscTBa Poccuiickoit denepauuu, 2013, Ne 1, cr. 14; 2020, Ne 49, ct. 7897.
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B cmyyae ecim opuruHansl AOKYMEHTOB COCTaBJIEHBl HA HHOCTPAHHOM S3BIKE, OHH
NPEACTABIAIOTCA C 3aBEpPEHHBIM B YCTAHOBJICHHOM IIOpAAKE W IEPEBOXOM HA PYCCKHL
SI3BIK.

28. HcneiTatenpHas opraHu3aiidss B CpoK, He mpeBblarommid 10 paboumx nHei
C MOMEHTA MpPEeACTABICHUS 3aiBJIEHHS O NIPOBEEHUN TOKCHUKOJIOTHYECKUX HCCIEN0BAHUM
MEIMLUMHCKOTO HU3JeNus U MpUIaraéMblX K HEMY [OKyMEHTOB, MPOBOJHMT OLEHKY
(npenBapuTENbHBIA aHANM3) yKa3aHHBIX MOKYMEHTOB HA JOCTaTOYHOCTh CBEIEHUH,
coJiep)KallliXcs B HUX, C LIENIBIO MPUHATHSA pelIeHHUs O BO3MOXHOCTH (HEBO3MOXXHOCTH)
IPOBEJEHUA TOKCUKOJIOTHYECKUX UCCIIEJOBaHHM.

29. B ciy4ae mpUHATHSA HMCIBITATENIbHON OpraHW3alldedl pelieHUs O BO3MOXXHOCTH
IIPOBEJIEHUS  TOKCHKOJIOTUYECKHUX  HCCII€JOBaHWHM, HUCIBITaTeNbHAs  OpraHU3anus
COBMECTHO C 3asBUTEJIEM COCTaBJIE€T MPOrpaMMy HCCIENOBaHHM, KOTOPYIO YTBEpKAaeT
PYKOBOIUTENb UCTIBITATENIFHON OpraHU3aliy.

B cimydae npuHATHS OTPHULATENBHOrO peELIEHUs HWCIBITaTelbHAs OpraHU3aLua
B TUCbMeHHOH d¢opMe yBemomisieT 3asBUTENIS 00 OTKaze B IPOBEJCHHUH
TOKCHKOJIOTHYECKUX HCCIEeOBaHUM (C yKa3aHMEM MPHYMH) JMIHO IOJ MOAMHUCH JTHOO
HampaBJIIeT yBEAOMIEHHE 3aKa3HbIM IIOYTOBHIM OTIPaBIEHHEM C YBeJOMIIEHUEM
O BpyYeHUH, JHOO mepenaeT B BIIEKTPOHHOH (opMe IO TeIeKOMMYHHKAIIHOHHBIM
KaHaJlaM CBS3M HJIM B (popMe 3JIEKTPOHHOIO JOKYMEHTa, IOAMMCAHHOTO JJIEKTPOHHOI
MOATHCHIO.

30. Ilocne yTBepXAEHHUA PpPYKOBOOHWTEIEM HCIBITATENIbHOM  OpraHH3allH{
IIpOrpaMMBl HCCIIEIOBAaHHM 3asBHTENb IPEICTaBISET B HCIBITATENbHYIO OpPraHU3ALUIO
obpazer; (06pa3ipl) MEIUIIMHCKOTO H3AENHS WIM TNPHHAUIEXXHOCTH K MEIHIUHCKOMY
U3JENHIO0, yKa3aHHbIE B MyHKTe 25 Hactosmero Ilopsanaka, wiM mMatepuaibl, U3 KOTOPBIX
MpOU3BEACHH (M3rOTOBIEHBI) MEAWLMHCKOe wu3Aenue © (W) NPUHALIEKHOCTH
K MEIULUHCKOMY H3[eJHIO, yKa3zaHHble B IyHKTe 25 Hacrosamero Ilopsaka, a Takke
CBeZeHHs O BBHIAAHHBIX PErMCTPUPYIOLIUM OpPraHOM pa3pelleHUsAX Ha BBO3 MeIULHUHCKHX
U3JIENIMA C LEeJbI0 UX FOCYJapCTBEHHOM PETMCTpalliM, B TOM YHCIE B LENIX BHECEHUS
U3MEHEHUH B JOKYMEHTHI, COAEpPIKALLUECS B PETMCTPALIMOHHOM JOChE Ha MEAULIMHCKOE
n3nenue (U MEIUUMHCKUX M3l MHOCTPaHHOTO IPOM3BOJACTBA, a TaKXe B Clyyae
BBo3a Ha Tteppuropuio  Poccuiickoii  ®enmepauuu = MEOMIMHCKOIO  W3JEIUSA,
IPOM3BOJIUTENIEM KOTODOro SBISETCS IOPHAMYECKOE JIMLIO WM WHAWBUAYAIbHBIH
pedIpHHAMATENb, 3apErUCTPUPOBaHHBI Ha Tepputopu Poccuiickoit ®enepauuu,
a MeCTO MpOMU3BOACTBA TaKOro MEIULMHCKOIO M3AENUs HAXOAMTCSH Ha TEPPUTOPUH
MHOCTPAaHHOIO TOCYJAapCTBa, 3a HCKIIOYEHHEM MEIUIMHCKUX H3JEeNUH, BKIIOYEHHBIX
B IepeYeHb MEAVLMHCKUX H3JeNUil C HHU3KOM CTeNeHBI0 IOTEHLMAJIBLHOTO pHCKa

 Cratesn 81 OcHoB 3akoHomarenbctBa Poccmiickoii delepauum o HOTapHare, yrBepxaeHHbIX BepxoBHbiM CoBetom
Poccuiickoii enepaunn 11 pespana 1993 r. Ne 4462-1 (Bexomoctu Che3a HapoAHBIX AemyTaToB Poccuiickoif demepauum
U BepxosHoro Cosera Poccuiickoii ®eaepanun, 1993, Ne 10, ct. 357; Cobpanue 3akoHomarensctBa Poccniickoii ®epeparmu,
2019, Ne 52, ct. 7798).
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MX NPUMCHEHHS, B OTHOIIEHHH KOTOPHIX YCTaHOBJNECHBI OCOOEHHOCTH rOCYJapCTBEHHOM
perucTpanyy, yTBepxICHHbIA noctanoBnenreM Ilpasurenscta Poccnmiickoit ®epeparun
oT 27 nexabps 2012 r. Ne 1416%).

31. Toxcukonoruyeckde HCCIENOBaHHS MERHILMHCKHX H3/eHi OCYILECTBIISIIOTCS
MCIILITATe/IbHOH OpraHusauuedl B CpPoK, He mpeBsimaiomuii 30 paGoumx mHell co mHS
IIPEIOCTABNICHUA 3asiBUTENEM B MCHBITATENBHYIO OpraHmsanuio obpasua (o6pasios)
MEJMUHMHCKOro U3JE/Us WK NPHHAMIEKHOCTEH K MEIUIMHCKOMY H3IENHIO, YKa3aHHBIX
B myHkre 30 Hacrosmero Ilopska, NpH yYCIOBHH OMNATHl 3asBUTENEM yciyr
MCHBITATENbHON OPraHU3alMK B COOTBETCTBHH C 3aK/IIOYEHHEIM JJOTOBOPOM.

Cpox mpoBelieHMs TOKCHKOJIOTHYECKMX MCCIEOBAHUN MeTHIHHCKHX U3ienuit
MOXeT OBITh IPOJIJIEH II0 COITIACOBAHHMIO C 3asBUTENEM, HO He Gojee yeM Ha 20 pabounx
JHEH, a TakKe B CIydasx, Koraa Goliee IposoIDKHTENbHBIH CPOK IIpeAYCMOTPEH METOI0OM
(MeToaMKOIf) HCCIIEA0BaHMIA.

32. Tlpu npoBeneHNH TOKCHKONOTHYECKHUX HCCIIEI0BAHMIA OCYLLECTBIISETCH:

a) HAeHTUDHKALHUS METHITMHCKOrO U3eNus (MaTepHana);

6) omnpeneneHHe M COIIACOBaHHME C 3asBHTENEM KJIACCa TMOTEHIHAILHOIO pHcKa
IIPUMEHCHUS ~ MCIULUMHCKOTO M3JENMA B  COOTBETCTBMH C  HOMEHKIATypHOM

KJaccugpuKaiuei MEIUIUHCKHUX U3ETIHH, YTBEPXKAECHHOM MunucrepctBoM
N 16
3npaBooxpaHenus Poccuiickoit @enepanun ;
B) oOIpeleieHHe JIUTEILHOCTH KOHTaKTa MEIHUITMHCKOTO U3IEITNS

C OPraHU3MOM YeJIOBEKa,

) aHauu3 JOKyMEHTOB, YKa3aHHEIX B ITyHKTe 27 HACTOSIIETO Ilopsnka,

K) TpOBeieHHe HCCIefOoBaHMii obpasia (06pa3lOB) MEIMUMHCKOrO M3NENHI MU
NPHHAVIEKHOCTH  (PUHAIIEKHOCTEH) K MENMUMHCKOMY HW3IEIMI0 B COOTBETCTBHH
C YTBEpXXIAE€HHOM IPOrpaMMoH HCCIIeIOBaHMUIA;

e) odopmieHMe M BBIJaya (BpyueHHE JIMYHO IO[ TNOMIHCH HIIH HalpaBJieHHe
3aKa3sHbIM IIOYTOBBIM OTIPABICHHEM C YBEJOMIECHHEM O BpPYYEHHMH) 3asBHTENIO
3aKIIOYeHUs 10 pe3ynbTaTaM TOKCHKOJIOTUYECKHNX MCCIENOBAaHUN MeIHIMHCKOTO
U3JICNHUA.

33. B x0fie TOKCHKOJIOTHYECKHX HCCIEN0BAHMIA OIPeIEISIOT:

a) COOTBETCTBME  MEAMLMHCKOrO  M3genus H  (wim) NIPHHAJIEXHOCTEH
K MEIUIMHCKOMY H3IENUI0 TPeOOBaHHAM IIPUMEHHMBIX JOKYMEHTOB HAIIHOHAIBHOM
CHCTEMBI CTaHAapTU3ALHH, HOPMaTHBHO# JIOKyMEHTAIIHH, TEXHUYECKOM
H IKCIUTyaTAllHOHHOH JOKYMEHTALMH IIPOU3BOAUTENs (M3TOTOBHTENS);

15 Cobpanne 3akoHonatensctsa Poccuiickoit denepanun, 2013, Ne 1, cr. 14; 2020, Ne 12, cT. 1792.

16 [Ipuka3 MunuctepcTBa 31paBooxpaneHns PoccHiickoit Qenepauny oT 6 MoHA 2012r. Ne 4 «O6 yTBEpXKICHHH
HOMEHKJIAaTYPHOM KiacCHpHKaUMKH MEIULMHCKHX W3aeNuii» (3aperncTpupoBas  MunucTepcTBOM IocTHLMH Poccriickoi
®enepaunn 9 mons 2012 r., perucTpauHoHHbIA Ne 24852) ¢ W3MEHEHMIMH, BHECCHHBLIMH IIPHKA3aMH Munucrepcra
3apaBooxpaneHns Poccuiickoit ®enepamuu ot 25 centsabpsa 2014 r. Ne 557w (3aperucTpupoBa MHHHMCTEPCTBOM FOCTHLMH
Poccuiickoii ®enepauun 17 nexabps 2014 r., peructpanuoHusii Ne 35201) u ot 7 mona 2020 r. Ne 686H (3aperucTpHpoOBaH
MunncrepcTBoM tocTuumn Poccutickoii ®enepanmu 10 asrycra 2020 r., perucTpauyoHHsIit Ne 59225).
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6) cooTBeTCTBHE MpeNCTaBICHHON 3asABUTENEM TEXHUYECKOH M SKCILTyaTALMOHHO
JOKyMEHTAlHH [IPOU3BOAUTENS (M3rOTOBHTENA) TPeOOBAHUAM [IPUMEHAMEIX TOKYMEHTOB
HallIOHAJIGHOH  CHUCTeMbl  CTaHJAapTH3allid ¥  HOPMATHUBHOH  JOKyMEHTALHH
Ha MEULHHCKOE HU3/IeIHE;

B) ITOJIHOTY 7§ 00BEKTHBHOCTH YCTaHOBJIEHHBIX TEXHUYECKOIM
M JKCIUTyaTallHOHHOH NOKYMEHTAalMeH MpOM3BOAMTENS (M3rOTOBHUTENA) XapaKTEPHCTHK,
NO[UIEKAIMNX KOHTPOJIIO IIPM TOKCHKOJOTHYECKMX HCCIENOBAaHUAX MEIUIMHCKOIO
U3JIENUs, @ TAKOKe METOLOB MCCIIEIOBAHUIA;

r) 6e30nacHOCTh NPAMEHEHHsS MEXHUMHCKOTO M3AENHA M (WIM) IPHHANIEKHOCTEH
K MEJUIIMHCKOMY H3IEITHIO.

34.  PesynsTathl TOKCHKOJIOTHYECKHX HCCIIeJOBaHMIA CUHTAIOTCS
OTPULATENBHBIMY B CIEAYIOMUX CIIyYasx:

a) pefcTaBleHHble  oOpaser;  (06pasibl)  MEAHIMHCKOTO  W3JENUS  MIH
NPHHAUICKHOCTH K MEIMIMHCKOMY M3JIENHUIO, yKa3aHHBlE B IIYHKTE 25 HaCTOSIIEro
Iopsiika, He COOTBETCTBYIOT TpeGOBAHMSM, YCTAHOBIEHHEIM B HOPMATHBHOI
AOKYMEHTAallM{, TEXHHYCCKOH M OKCIUTyaTallHOHHOW JOKYMEHTALMH HpPOM3BOXHUTEIIS
(u3roroBuTens), a TakKe B IOKYMEHTaX HAalMOHATIBHON CHCTEMBI CTAHAAPTH3ALIAK;

0) npencTaBneHHast ~ TeXHWYeCKas M OKCIUTyaTallHOHHAad  JOKYMEHTALWs
MPOU3BOAUTENA  (M3rOTOBHTENS) HE MOATBEPXKAACT OE€30MACHOCT  HPHMEHEHHS
MEJULMHCKOTO H3/IENIHS.

35. Pe3ynsTaThl TOKCHKOJNOrMYECKHX HCCIENOBaHMH, 33 HCKIIOYEHHEM CIIydaes,
yKasaHHBIX B MyHKTe 34 Hactosmero Ilopsiaxa, CYMTAlOTCA MOJOXHTEIBHBIMHU
H TIOATBEPXKIAIOT 6€3011aCHOCTH MPUMEHEHHS MEJULIMHCKOTO M3 IeIIHA.

V. OueHka COOTBETCTBHS MEUIIMHCKOTO M3/IeNHs B (JopMe KITHHHYECKHX HCIIBITAHMI
(3a HCKITIOYEHHEM MEMIMHCKUX H3JENHi U1 JHaTHOCTHKH in Vitro)

36. KnuHMdeckHe HCIBITAaHMSA MEIMIMHCKMX H3JENHH INpPOBOAATCA B dbopme
HCCIIEIOBaHUH (fajlee — aHAIM3 M OlIeHKa KIIMHAYECKHUX JAHHBIX) M B OpMe HCIIBITaHMiA,
B TOM YHCIE C Y4YacTHEM 4eloBeKa ([aliee — MCIBITAHHS C yJacTHEM 4eJloBeKa),
OCYIIECTBJIIEMBIE [l OLEHKH 0€30IIaCHOCTH U 3((EKTHBHOCTH MeAUIIMHCKOTO H3IENIHSI.

37. HcheiTaHus MeJMIMHCKMX H3JENHH C y4acTHEM YeNOBeKa IMPOBOLATCS
B CIIEAYIOIIMX CIyqasx:

a) HOBBIH BUJI MEAUIMHCKOIO M3/IEIIHS;

6) IpUMeHEHHE HOBBIX CIOXHBIX M (WIM) YHHKAIBHBIX M (HJIH) CIELHATBHBIX
METOJOB MNPOQUIAKTHKH, [MAaTHOCTHKH W JieueHHMs 3a00NeBaHMi M COCTOSHHIA,
a TalOKe MPUMEHEHHE HOBBIX CIIOXKHBIX MEAUIIMHCKMX TEXHOJIOTHIA;

B)€CIM NPM HPOBSAEHHH aHANM3a M ONEHKM KJIMHHYECKHX JAaHHBIX
He MOATBEPXIeHEI 3Q)eKTHBHOCTH U 6€30MaCHOCTh MEHIIHHCKOTO H3/EIIHs;
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r) 9 MEIMIUHCKHX M3JeNHi, CONep)KAllliX HOBLIE, KOHTaKTHUPYIOILIHE
C OpraHM3MOM 4Y€JIOBeKa, paHee HE H3Y4YCHHbIE B YaCTH OMOJIOTMYECKOro NeiCTBUS
MaTepuaibl WM M3BECTHBIC MaTepHualbl, KOHTAaKTHPYIOLIHE C TEMH OpraHaMH
WK TKaHJMH Y€NIOBEKa, B OTHOIIEHMH KOTOPBIX OTCYTCTBYET ONBIT HX MEIHLHHCKOIO
NIPUMEHEHHUS, UM B CIIy4ae, €CIM TAKOH KOHTAKT ABJAETCS Gojiee MPOIOIKHTENBHBIM,
YeM paHee U3yIEeHHBIH.

B ocranbHEIX CiIyuasX KIMHAYECKME MCIBITAHMA MEIULUMHCKHAX  M3IeTHil
NpOBOAATCS B GOpMe aHANU3a M OLIEHKM KIMHUYECKHX NaHHBIX.

38. /lna mpoBeneHMs KIMHAYECKHX WCIIBITARHUM  3asBUTEND IIpEeACTaBIISET
B MEIMLIIMHCKYIO OpTaHHU3AIIHIO:

a) 3asBleHHE O IIPOBEJCHNH KIMHMYECKHMX HCIIBITAHMIA,

6) o6pasen (0OpasIE) MEAUIITHCKOTO W3/eHs.

B oTHOWIEHMM MeIMIIMHCKHX M3IeNuii, Ijis MOHTaXa (BBOZA B 9KCILTYaTaIHIo)
KOTOPBIX TpebyeTcst MoNyueHue pa3peluTebHOM JOKyMeHTaliH (HalpuMep, NULCH3HH),
NMPOBEACHHE  KAlUTAIHLHOINO PEMOHTA, CTPOMUTEIHCTBO OTAEIBHBIX  KAHTAIBHBIX
COOpYXEHHH M [OINOJNHHUTENbHOE OOYYeHHE CIIELMANNCTOB, JOIYCKAETCS BHIE3N
B OpraHu3allio, TA€ MEJHIMHCKOEC H3JeHe pasMellleHo W (WiIH) pa3peieHo s
NPUMEHECHHS B COOTBETCTBHH C 3aKOHOAATENLCTBOM CTPaHEI, B KOTOPYIO OCYILECTBIISAETCS
BBIE3];

B) paspelieHHe Ha IpOBENEHME KIMHAYECKHX  HCIBITAHWN, BBIIAHHOS
PocanpaBHanzopoM (3a HCKIIOYEHHEM MEIMIMHCKHX H3LEIMH C HH3KOH CTeleHbIO
[IOTCHIMAIIBHOI0 PHUCKA HX MPHMEHEHHs, IIPOrPaMMHOIO OOECIICYEHHS, SBJIAIOLIErocs
MEJUIHHCKUM HU3JEIMEM, B TOM YHCIIE IIPOrPaMMHOIO ofecnedeHHs ¢ IpYMEHEHHEM
TEXHOJIOTHH HMCKYCCTBEHHOTO HHTEIIEKTa, MEAULMHCKAX W3IENHH, BKIOYEHHBIX
B IEpeYCHP MEAULMHCKMX HM3IENHH C HU3KOH CTENEHBIO MOTEHLHANLHOTO PHCKA HX
NPUMEHCHNSA, B OTHOLICHHH KOTOPBIX YCTaHOBJIEHBI OCOOEHHOCTH TIOCYAapCTBEHHOMH
perucTpaiyy, yTBEpXaeHHbIH nocranoieHueM [lpasurtensctBa Poccuiickoit ®enepanun
oT 27 pexabpsa 2012 r. Ne 1416", a Taxoke KIMHMYECKHX MCHBITAHUI B LEIIX BHECEHHS
M3MEHEHHH B JOKYMEHTBI, COJEP)KAIIHECS B PErHCTPAlMOHHOM JOChE HA MEIUIMHCKOE
u3zenue);

I) TeXHMYECKYI0 M  SKCIUTyaTAMOHHYIO JOKYMEHTALMIO  IIPOH3BONHTENS
(M3roTOBHTEINN) Ha MEIULIMHCKOE H3/IEITHE;

R) CBEIeHHs O HOPMATHBHOM JOKYMEHTALMH HA MEAHUIHHCKOE H3EIHE;

€) LBeTHBIE (QoTorpapudeckue H300pakeHHs OOWEro BUAA MeIUIHHCKOrO
U3JIEJINsA, €T0 BAPHAHTOB HCIOJIHEHHUS (MOZeNei) U MPUHAIEKHOCTEH, HEOOXOAUMBIX IS
NIPUMEHCHUS MEIMLIMHCKOTO H3JeNus II0 HasHadeHHIo (pa3MepoM He meHee 18 x 24
CaHTHMETpa), a Tak)Xe JaHHBIE O MAPKMPOBKE U yNAaKOBKe (LBETHBIE MAKETH! YIIAKOBOK U

17 Cobpanue 3akoHomaTenscTBa Poccutickoit ®enepamun, 2013, Ne 1, cr. 14; 2020, Ne 12, cT. 1792.
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3THKETOK, CO/epKalllie TEKCT MAapKUpOBKH Ha PYCCKOM S3bIKE) (32 HCKITIOYEHHEM
IPOrpaMMHOr0 00ECTeYeHns, ABJISAIOIIEroCs MEIWIUHCKAM H3IEHEM, B TOM YHCIIe
MPOTrPaMMHOT0 00ecTieueH s C NPHMEHEHHEM TEXHOIOTHI HCKYCCTBEHHOTO HHTEIIEKTA);

X) UBeTHble  QoTorpaduyeckue  M306pakeHHS  SIEKTPOHHOIO  HOCHTENs
¥ uHTepdeiica mporpaMMHoro obecneueHus (pasmMepoM He Menee 18 x 24 CaHTUMETpA)
(A1st MporpaMMHOro obecnedeHns, SBISIOMErocs MeMIMHCKUM M3EHEM, B TOM JHCIIE
MPOrpaMMHOT0 OOeCIeYeHns C NPUMEHEHHEM TEXHOJIOTHH MCKYCCTBEHHOTO HHTEIUIEKTa)
(B ciy4ae, ecniu uMeeTcs);

3) HOKyMEHTHl, IOATBEpPKHAIOLIAE pPe3yNbTaThl TEXHAYECKMX  HCIBITAHMIA
MEAMLIMHCKOTO U3EITHs;

M) JOKYMEHTEI, MOATBEP)KAAIOIIHE pe3ynbTaThl TOKCHKOJIOTHYECKHX
MCCJIC/IOBaHHH MEIMUMHCKOTO HM3jenus (I MEIULUMHCKAX HU3JeNMH, yKa3aHHBIX
B MyHKTe 25 HacTosmero [Topsaka);

K) Pe3yJbTaThl MCOIBITAHMA B LEHAX YTBEPXKNCHHS THIA CPEICTB H3MepEeHHMil
(B OTHOIEHMM MEIMIMHCKHMX M3[€NHA, OTHOCAIMMXCA K CpeCTBaM H3MEepeHHid
B clepe rocynapCTBEHHOrO pEerylHpOBaHHS obecriedeHHs eIuHCTBA H3MEpEeHMIA,
NEepeYeHb KOTOPBIX YTBEp)KAaeTcs MMUHHCTEpCTBOM 3apaBooXpaHeHHs Poccuiickoit
C[)ez[epaunn)ls;

J) JOKyMEHTHI (MaTepuaibl), COAEpXKaIlie JAaHHEIE O KIMHHIECKOM HNPUMEHEHHH
MEAMLUHCKOTO H3Jenus, B TOM 4Yucie 3a mpenenamu Poccuiickoit ®enepauuu, B TOM
YHCIIe 0030pEI, OTYETHI O MPOBEICHHBIX HAYIHBIX HCCIIEI0BAHMAX, TyOIHKALAY, JOKIALE,
aHAJIM3 pHCKAa TPUMEHEHHS, METOABl IIPUMEHEHHS MEJULMHCKOrO  H3JesIHs
(npu HaTHYMHK);

M) CCHUIKY Ha pecypc B HH(POPMAlLMOHHO-TEICKOMMYHHKALIHOHHON CETH
«HHTEpHEeT», C KOTOPOro MOXeT OBITh 3arpy’KeHO MpOrpaMMHOE O0OecIeueHH e,
ABIAIOLICECS MEAULUHCKMM H3AEIMEM, B TOM 4HCJIe MPOrpaMMHOE obecredeHue
C NPUMEHCHHEM TEXHOJOTMA HMCKYCCTBEHHOTO HHTeNIeKTa (B Cily4ae OTCYTCTBHS
Yy NpOrpaMMHOTO oGecredeHHts, SBIAIOUIErocs MEAUIMHCKHM H3JEJIMEM, B TOM YHCJIE
IPOrPaMMHOTO 0GecTiedeH s C IIPUMEHEHHEM TEXHOJOTHI MCKYCCTBEHHOTO MHTEIUIEKTA,
BNIEKTPOHHOTO HOCHTENS), & TaKXke TIepedeHb INPEAOCTABIEHHBIX IIPOM3BOJUTEIEM
(M3roToBUTENIEM) METUIIMHCKOrO H3/ENUS KIIOYEH, MApoJIei JOCTYIIa;

H) CBeleHHs O BBIJAHHBIX PETHCTPHPYIOLIMM OpPTaHOM pa3pellieHHsAX Ha BBO3
MEJULMHCKHX M3JENHUi C UENbIO X TOCYIapCTBEHHOM PErUCTpalHii, B TOM YHCIE B LieJX
BHECCHHA H3MEHCHHH B [OKYMEHTHI, COJAEp)KAaIlMeCs B PpETMCTPAllHOHHOM JOChe
Ha MeIMIMHCKOe M3Jienue (I MEIMUMHCKHX W3JENHil MHOCTPAHHOIO IPOM3BOACTBA,
a TaKXKe B Cllydae BBO3a Ha Teppuropuio Poccuiickoit ®emepauuy MeauMUMHCKOro

18 IIpukas MunuctepcTea 3mpaBooxpaHeHns Poccwuiickoit ®enepauum ot 15 asrycra 2012r. Ne 891 «O6 yTBepXaeHun
Iopsinka NpoBefeHns HCMILITAHKMA B LIENSX YTBEPKAECHUS THNA CPEJICTE H3MEPEHHIL, a TaKKe nepevHs MeIUUNHCKUX W3AEIHi,
OTHOCHIIMXCA K CPEACTBAM H3MEPCHHH B C)epe rOCyJapCTBEHHOTO PEryIHPOBAHHA OOecTiedeHHs €IMHCTBA M3MEPEHMI,
B OTHOLIEHWH KOTOPBIX MPOBOAATCA MCIBLITAHMA B LENAX YTBEPKNEHHA THIA CPEACTB W3MEPEHH» (3apErHCTPHPOBAH
Munncrepersom foctuumu Poccutickoit ®enepaiyn 25 nekabps 2012 r., perucTpaunonHsiii Ne 26328).
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M3/IeNHs, IPOU3BOMTENIEM KOTOPOTO SBISCTCS IOPHIMYECKOE L0 MM HHIHBUIYATbHBI
NpeaNpUHAMATENb, 3apPerHCTPHPOBAHHBIA Ha TeppuTopuH Poccuiickoit ®epepanum,
a MeCTO MNPOHM3BOACTBA TAKOTO MEIHIMHCKOrO H3/ENHA HAXOOWTCA Ha TEPPHTOPHH
MHOCTPaHHOTO  TOCyJapcTBa, 3a HCKIIOYEHHEM [POrpaMMHOro  obecredeHus,
ABJISIOIIErocss MEAMLMHCKHM H3/Ie/IieM, B TOM YHCI€E IPOrpaMMHOTO oOecredeHust
C NpPHUMEHEHHEM TEXHOIOTHH HCKYCCTBEHHOIO HMHTEJIEKTa, H MEAULHHCKAX H3IEIHii,
BKJIIOYCHHBIX B IEpeYeHb MEIULMHCKUX HM3IEIMi C HU3KOH CTENeHBI0 IOTEHIHATBHOIO
pUcKa HMX TIPHMEHEHHA, B OTHOIIEHMH KOTOPHIX YCTAHOBIEHH OCOGEHHOCTH
FOCYJApCTBEHHOH PpETMCTPAllMH, YTBEPXKACHHEIA [IOCTaHOBIEHHEM IlpaBHTeNbCTBA
Poccuiickoii ®enepaunu ot 27 nexabps 2012 r. Ne 1416°).

0) JOKYMEHTHI M CBEJICHHS 00 H3MEHEHHSIX, BHOCHMBIX B PETHCTPALMOHHOE JOCKE,
B TOM 4YHCJE JOKyMEHTHI, IOATBEPXKIAIOLIME JAHHbIE W3MeHeHHs (IIpM IPOBEIECHHH
MCTILITAHUH MEJHIMHCKOTO HM3JIeHs B LENAX BHECEHHS HM3MEHEHMH B IOKYMEHTHI,
COJIEPXKAIIMECS B PETHCTPALIMOHHOM J0ChE);

) KOonMs JOKYMEHTa, MOATBEPKAIOIIEr0 [OJHOMOYMS YIIOJTHOMOYEHHOTO
TpeJICTABUTEIS IPOM3BOJUTENS (M3TOTOBUTENS).

B ciy4ae ecim opuruHaibl JOKyMEHTOB COCTaBIIEHBI HA HHOCTPAHHOM S3bIKE, OHH
MpPeJICTABIAIOTCS C 3aBEPEHHBIM I1€PEBOIOM Ha PYCCKHIA S3BIK.

39. MenunuHCKas OpraHu3alMs B CPOK, He mpeBsimarommii 10 pabounx mHeit
C MOMEHTa MPEe/ICTABICHUS 3agBIeHHs O MPOBENCHUH KINHHYECKHX MCIBITaHMit, 06pa3ia
(06pasLioB) MeIMIMHCKOrO H3JeNUs H JOKYMEHTOB, YKa3aHHEIX B MyHKTe 38 HacTosmero
Ilopsiaka, MPOBOANT OLEHKY (TpeABAapHTENbHEIA aHAK3) C LENBI0 MPUHATHA pEIIeHHS
0 BO3MOXXHOCTH (HEBO3MOXXHOCTH) IIPOBEIEHHS KIHHUYECKUX HCIIBITAHHIA.

40. B ciyyae NpuHATHA MEOULMHCKOM OpraHM3alyell PelleHHs O BO3MOXKHOCTH
NpOBENEHHs KIHHMYeCKMX HCIBITAHWM, MEJMIOMHCKAs OpraHH3alUsi COBMECTHO
C 3ajBHTEJIEM OINpEENsIeT C YI€TOM Ha3HAYE€HHS M CIOKHOCTH MEIULIUHCKOTO H3MIENHs
NPOAOJDKATEILHOCTE KIMHHYECKHX HCIBITAHHA M COCTABJISAET IIPOTPaMMY KIMHHYECKHX
MCTILITAHHUH, KOTOPYIO YTBEPXKIaeT PYKOBOAMTEh MEIULMHCKOM OpraHH3allHH.

B ciyyae mNpuHATHS OTPHLATENIbHOrO pELIEHHS MEIWIMHCKAas OpraHM3aLHs
B MHCHMEHHOH (opMe yBemOMIIseT 3asBUTeNs 06 OTKaze B MPOBEJCHMH KIMHHYECKHX
MCTIBITaHHH (C yKa3aHMeM NMPHYHH) JUYHO [OJ NONMKMCH MO0 HalpaBiseT yBeIOMICHHE
3aKa3HbIM MOYTOBBIM OTIPABIE€HHEM C YBEAOMJIEHMEM O BpyYeHHH, THMOO TNepejaer
B ONEKTPOHHOW (opMe MO TeNEKOMMYHHKAIMOHHBIM KaHalaM CBS3M HWIHM B (opMe
3JIEKTPOHHOTO JOKYMEHTa, HOIMCAHHOIO 3IEKTPOHHO} IOIHCEIO.

41. IlporpaMma KIMHHYECKHX MCHBITAHMI MEAULMHCKOrO M3JENHs, YTBEPKICHHAS
PYKOBOJMTENEM MEIMIMHCKON OpraHu3alMM, IPOBOIANICH KIMHHYECKHE HCIBITAHMS
MEIULMHCKHX H3/IENUH, BMECTe C JOKYMEHTaMH, NPeXYCMOTPEHHBIMH IOIIYHKTAMU

19 Co6panue 3akoHonaTenbcTBa Poccutickoit ®epepauum, 2013, Ne 1, ct. 14; 2020, Ne 12, ct. 1792.
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«B» — «M», «o» TyHKTa 38 Hactosmero IMopsaka, B ciydae NMpoBeNEHHS HCIIBITAHHIL
C Y4JacCTHeM YeI0BeKa, HaNpaBIAETCs 3aj4BUTENEM B COBET MO 3THKE B cdepe obpalneHus
MeIHLUMHCKUX u3fienuii MuHHCTepcTBa 3apaBooXpaHeHHs Poccuiickoit deneparun’’
(manee — coBer 1o 3THKE).

B cpok, He npeBsimatowmumii 30-tH pabounx mHeH co AHA MOCTYILJIEHUS] TOKYMEHTOB
Ha pacCMOTPEHHE, COBET MO 3THKE BBIJACT 3aKIIOYEHHE 00 3THYECKOi 000CHOBAHHOCTHU
NPOBEACHUS KIIMHHIECKUX HCOBITAHUNA MEIULIMHCKOTO U3HEITH.

42. llposeneHHe KIMHMYECKMX HCIBITAHHH MEIUIMHCKOTO M3JENHI C yJacTueM
YCJIOBEKa OCYILUECTBIIETCA Ha OCHOBAaHUM IIOJIOKHTENBHOIO 3aKIIOYEHHSI COBETa
IO JTHKE.

B crmy4ae oTkaza MeIMIIMHCKOrO W3lenus WIM yXY/IUCHHS COCTOSHMSA MALMEHTA
Npy TMPOBCACHHH KIMHMYECKHX HCIBITAHHA MENMIMHCKOIO H3IENUS pPYKOBOIHUTEINb
MEJIMIIMHCKOH OpraHu3alldM, OCYILIECTBISIOUIEH NPOBEAeHHE KIMHHYECKHX HCIBITAHUI
MEUUMHCKAX HM3/eIUH, NPHOCTAHABIMBACT HWIM NPEKPAINAET TaKHe HCIBITAHUA, O YeM
YBEZOMIISET 3adBHTENs > ¢ 0GOCHOBAHHEM IIPUYHMH NPHOCTAHOBIIEHHUS UM TPEKPaIeHHSI.

43. TlpoBenleHMe WCHBITAHWH NpPOTPAMMHOTO  OGECHEYeHHS, ABIAIOMIETOCs
MEJMIUHCKUM H3ICIHEM, B TOM YHCIE MPOrpaMMHOro obecriedeHHs ¢ MpHUMeHEHHEM
TEXHOJIOTHA HMCKYCCTBEHHOTO HHTEJUIEKTa, OCYIIECTBIAETCS C HCHOIb30BAHHEM
MEIUIHMHCKAX JNAHHBIX MAlMeHTOB, BEPU(MUMPOBAHHBIX MEAHULMHCKOM OpraHM3aLHeil,
NOJTy4Y€HHBIX B XOI€ AMaTHOCTHKH, JICUeHUs], peabHIUTaIUH.

44. Ilpu npoBeieHHH KIMHAYECKAX HCTIBITAHHH OCYILECTBIISETCS:

a) aHalM3 M OLEHKAa KIMHHYECKHX JaHHBIX, NOKYMEHTOB U MaTEpHAJIOB,
NpeCTaBICHHLIX 3aBUTENEM B COOTBETCTBHHY C IyHKTOM 38 Hactosimero ITopsaxa;

0) oLieHKa CBEAeHHUIl O NPOBOAUBIIMXCS KIHHHYECKH 3HAYMMBIX KOPPEKTHPYIOLINX
ACHCTBHAX, B TOM YHCI€ O NPHOCTAHOBIECHMH IIPUMEHEHHS MeaULHHCKOTO U3JIenus,
00 M3BATUM U3 OOpaIeHHsI MEJUUMHCKOTO U3eNHs, 00 0T3bIBAX MeUIIMHCKOIO H3JeTIHs;

B) aHA/lM3 HAyYHOH JHTepaTypsl M (MIH) HeOmyGIMKOBAaHHBIX  JAHHBIX
M COOOIUEHHH, COOTHECEHHBIX C IpeJHA3HAYEHHHIM MPOU3BOIMTENEM IIPUMEHEHHEM
HCIBITYEMOT0 MEAUIMHCKOTO H3/IENHs M NPEAIaracMbIM METOZOM €r0 UCIIONb30BaHHU,

I) IpOBefieHHe MCHBITaHAH o6pasua (06pa3sloB) MEIMIMHCKOTO  H3/ENUs
B CIy4a€ IMPOBEACHUA HCIIBITAHUN C yYaCTHEM Y€JIOBEKA,

» Ipuka3s MunucrepcTBa 3apaBooxpanenus Poccuiickoii Denepauun ot 8 ¢espana 2013 r. Ne 58u «O6 yTBepxkaeHHU
ITonoxenus o cosete no 3Tuke B cepe obpamieHHs MEAUUHHCKAX W3ICTHI» (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIMU
Poccuiickoit @enepauuu 5 mons 2013 r., perucrpaunonHbIi Ne 28686).

A Ipuxa3 Munuctepctsa 3apaBooxpaneHus Poccuiickoii ®enepauuu ot 19 OKTAOpa 2020 r. Ne 1113u «O6 yTBEpM)KICHUM
Iopsiaxa cooOumeHns cyObexTaMu 06palieHHA MEAMUMHCKIX W3AEIHI 060 BceX ClTy4yasx BbIABJICHHA MOGOYHBIX AeHCTBUI, He
YKa3aHHBIX B MHCTPYKUMH N0 NPHMEHCHHIO HWIH PYKOBOACTBE MO JKCILTyaTalll MeQMLUMHCKOrO H3ENHA, O HEXENaTeNbHbIX
PCaKIMAX MPH €ro NPUMEHEHHH, 00 OCOGEHHOCTAX B3aMMOACHCTBHA MEIMUMHCKMX M3eNMii Mexmy coGoii, o ¢akrax
H 06 0GCTOATENLCTBAX, CONAIOIMX YIPO3Y KH3HH H 3/I0DOBBIO TPKAaH M MEAMUMHCKMX PaOOTHHKOB NpH IPYMEHEHHH
M SKCILTyaTalMH MeIMIMHCKUX H3/eNHi» (3aperncTpupoBal MunmcTepcTBoM roctrumn Poccuiickoti denepauum 7 aekabps
2020 r., peructpaumoHHsIi Ne 61286).
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) OLEHKA JIOCTOBEPHOCTH KIMHUYECKOM CBSA3H, aHANUTHYECKOH M KIMHHYECKOM
BaIMJAlH POTPaMMHOIO 06€CTieYeHH s, SIBIAIOMIErOCs MEAULHMHCKAM U3ZEHEM, B TOM
YHCJIe INIPOTPAMMHOrO 00eclieYeHHs] C INPUMEHEHHEM TEXHOJOTHH HCKYCCTBEHHOIO
UHTEIUIEKTa,;

€) 1opaboTKa SKCILTyaTalHOHHONW NOKYMEHTAIMH IPOH3BOIUTEINs (u3roToBUTENN)
Ha MEIMLMHCKOE H3JENHe [0 Pe3y/IbTaTaM HCIBITaHuH (P HEOGXOAUMOCTH);

K) aHaIM3 W OLEHKA CBEJCHHA O B3aMMO3aMEHSEMBIX MEIULMHCKHX H3IeTHIX
(MEAULMHCKIX M3METUAX CPAaBHUMBIX 0 QYHKIMOHANEHOMY Ha3HAYEHMIO, KA9eCTBEHHBIM
M TEXHHYECKHMM XapaKTepHCTHKaM M KOTOpbIE CIOCOOHEI 3aMEHHTh APy ApyTa);

3) opopmieHre U Bbiaya (BpydeHHe JHYHO MOA TONNHCH MM HAIpaBICHHE
3aKa3HBIM TIOYTOBBIM OTHPABICHHEM C YBEIOMICHHEM O BpPYYEHHH) 3aIBUTENIO aKTa
OLIEHKH pe3yJIbTATOB KIIMHUYECKUX UCTBITAHUH MEIUIIMHCKOTO W3 IeHs.

45. B xone npoBe/ieHHs KITHHAYECKUX UCTIBITAHMI OTPENeNIOTCS:

a) COOTBETCTBME ~ ME[MIMHCKOrO  M3[ENMs  HOPMAaTHBHOM  JOKYMEHTaIWH,
TEXHHYECKOH H SKCIUTyaTallMOHHOH JJOKYMEHTALMH [IPOM3BOAMTENS (H3TOTOBHTEIS);

0) cooTBeTCTBHE MNpPEACTABNECHHOM 3asBMTENEM JOKYMEHTALMH YCTAHOBJIEHHBIM
IPOM3BOUTEIEM Ha3HAYECHHIO U TTOKAa3aHUAM K PUMEHEHHMIO;

B) [IOIHOTa M JOCTOBEPHOCTh YCTAHOBIIEHHBIX HOPMATHBHOH NOKyMEHTALHMEH,
TEXHMYECKOH M SKCIUIyaTalMOHHOH NOKYMEHTAlHeil NPOM3BOMTENA XapaKTEPHCTHK
MEAULIUHCKOTO H3IEIHS;

I) Ka4eCTBO ~ MEJMUMHCKOro  u3fenus, 3(G(EKTHBHOCTE M  6e30MacHOCTb
€ro MpHMEeHEeHHs.

46. PesynbTaThl KIMHHYECKHX WCIBITAHHH MEOULUHCKOTO H3IEIUS CUHTAIOTCS
OTPHULATENLHBIMH B CIEAYIOIUX CIIy4Yasax, €CIIH:

a) MEIMIMHCKOE H3JeIMe HE COOTBETCTBYeT HA3HAYEHHIO M IOKA3AHMAM
K MPAMEHEHMIO, YCTAHOBJICHHBIM [IPOM3BOAUTENEM B 3KCILTYaTAl[MOHHOM JOKyMEHTAI[HH
Ha MEAMLIMHCKOE U3IelIHE;

0) yctaHoBNIeHBI (aKTBl W OOGCTOATENBCTBA, CO3/IAOIIHE Yrpo3y KH3HH
M 3M0pOBBIO  IpakJaH ¥  MEJMUMHCKMX pPaGOTHHKOB Tpd  NpUMEHEHHH
H 3KCIUTYaTallud METUIIMHCKOIO U3/IEIIHUS;

B) BBISBIIEHBI I0GOYHBIE NeiiCTBHS, He yKa3aHHbIE B HHCTPYKIIMH 110 IPUMEHEHHIO
MIIH PYKOBOJICTBE MO SKCILTYaTalWW MEAMUMHCKOIO H3MeNHs, HeXesaTebHble PeaKIyu
IpPHU €ro MPUMEHEHHH.

477. Pe3ynbsTaTsl KIMHHIECKHUX HCIBITAHUI MEIUITMHCKOTO H3ENHA, 38 HCKITIOUCHHEM
CIy4acB, yKa3aHHBIX B MyHKTe 46 Hacrosiero ITopsaka, C4MTAIOTCA MONOKUTENHHBIMH
U TIOATBEPKAAIOT COOTBETCTBHE MEIUIMHCKOTO H3Aenus TpeGoBaHMAM 6e30macHOCTH
¥ 3GQPEKTHBHOCTH B COOTBETCTBHH C Ha3HAYEHHEM, NPEYCMOTPEHHBIM JOKyMEHTaIue
NPOM3BOAUTENA (H3TOTOBHTEIS).
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VI. OueHnka cooTBeTCTBHS MEAUIMHCKUX W3AEIHN [T JMAarHoCTHKH in vitro
B (OpMe KIIMHHYECKUX UCIIBITAHMI

48. KinuHuyeckue HCHBITAHMS MENWIMHCKHX H3NENWH [Jd AMATHOCTHKH in Vitro
MPOBOJATCA B JIA0OPaTOPHBIX YCIOBHAX C NPHMEHEHMEM OOpPa3IOB Ouomatepuaia
NalHeHTOB, B3ATHIX B XOJE JIe4YeOHO-AMArHOCTHYECKOro Mpolecca (fanee — KIMHHUKO-
nabopaTopHele HCIBITAHUS) M NPOBEPKH (DYHKIHOHAIBHBIX XapaKTepUCTUK U (HJIH)
3 ()EeKTUBHOCTH MEJULMHCKOTO H3JENMS IIPH HCHONb30BAHHM €r0 B COOTBETCTBHH
C Ha3Ha4Y€HHEM, NIPETYCMOTPEHHEIM JOKYMEHTAHEN IIPOH3BOUTENS.

Kinnuuko-naGopaTopHble HCIBITAaHMS MEIWIMHCKHX HM3AENMH JUIS JHATHOCTHKH
in Vitro HOBBIX MH(EKLHOHHBIX 3a60NEBaHHH WM PEXKO BCTPEYaKOLIMXCA IPHPOIHO-
04aroBEIX HH(EKUMOHHBIX 3a00/NeBaHHIl MpPOBOAATCA B J1aGOPATOPHBIX YCIIOBHAX
C INPUMEHEHHEM MY3eHHBIX TeCT-IUTAMMOB M3 TOCYJapCTBEHHBIX, HALHOHAIbHBIX,
MCCIIE0BATEILCKUX U HHBIX KOJUIEKIMH NaTOreHHBIX MUKPOOPTaHU3MOB.

Kiunuko-nabopaTopHble MCIBITAaHMS MEIHIMHCKMX HM3AENHH IS JHATHOCTHKH
in vitro 0co60 omacHbIx HHbeKIHii OCYIIECTBIISIOTCS MCIBITATENILHON OpraHu3aliueii,
MMeoIeH npaBo Ha paboTy ¢ MUKpoopranu3mamu I-II rpymm maToreHHOCTH.

KinnHuko-naGopaTopHble HCIIBITaHMS MENMIMHCKMX H3ZENHil [N JHATHOCTHUKH
in Vitro B BuJ€ aHANHTHYECKHX CHCTEM, MPOBOJMMBIE B OTHOUICHHH MeEIUIHHCKOIO
M3/IC/IM  BMECTE C TNPHHAUIKHOCTAMH, HaboOpaMH pEareHTOB M KaluOpaTopos,
HEOOXOIMMBIMM JUIS TIPMMEHEHHS MEAMUMHCKOTO H3JENMs [0 HA3HAYEHMIO, MOTYT
MPOBOJUTECA B PaMKaxX OJHOI'O MCHBITAHMA.

B oTHOWIeHWM MeNHMIMHCKHX W3J€NHil IS JMAarHOCTHKH in Vitro, JIs MOHTaXa
(BBOZA B  OSKCIUTyaTalMIO) KOTOPHIX TpeGyeTcs MOIyYeHHe pa3peluTeNbHOM
AOKyMEHTallMHd (HallpuMep, JHUEH3Wi), CTPOHTENBCTBO OTHENBHBIX KAITHTATBHBIX
COOPYXEHHH, IpPOBEJeHHE KAaNMTAILHOTO DEMOHTa, B LENAX MPOBEACHHS KIMHHKO-
abOpaTOPHBIX MCMIBITAHMH JOIYCKAaeTCs Bble3 B OPraHH3alMIo, TIe MeIHIHHCKOS
H3JIeNIe pa3sMELICHO, IPY HAWYMH Y 3TOH OpPraHM3alMM JIHLEH3MH HAa OCYILIECTBICHHE
MEJMIMHCKOH NEeATeNBHOCTH MO BUAAM paboT (yCIOyr), COOTBETCTBYIOIIMX HA3HAYEHHIO
HCIIBITHIBAEMEIX MEJMUMHCKHX HM3eaui. IIpy 3TOM HCHBITaHHMS TaKMX MeIHUIMHCKMX
M3JeIMA [POBOJATCS C NpPHMEHEHHEM o06pasuoB GHOMATEpHana NALMEHTOB, B3ATHIX
B XoJe Jie4eOHO-IHarHOCTHIECKOrO MpoLecca Ha TeppHTOpuM Poccuiickoit Denepaiuu
(Obnomatepuan jmomkeH OBITh IOMyY4eH OT pedepeHTHOM NOMYJALMK, BKIIOYAs
OCTaTO4HBIE 0OPA3LIbl, apXMBHEIE 0GPA3Ibl HIIK LieICHANPABIEHHO OTOGPAHHEIE o0pa3upi).

49. Jlna mpoBeieHHs KIMHUKO-N1aGOPaTOPHEIX HCHIBITAHMN MENUIMHCKOTO H3/eIHs
A TUATHOCTHKH in Vitro 3asBUTENb MPEACTABIIAET B OPraHU3ALHIO:

a) 3asBJICHHE O NPOBEJEHAN KIMHHUKO-TaGOPATOPHBIX HMCIIBITAHMH MeEIUIMHCKIX
H3JIeTMH U1 AUarHOCTHKH in Vitro;
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6) obpasen; (06paslbl) MeQUUMHCKOTO M3/ENHS [A QUATHOCTHKH in Vitro BMecTe
C NPHHAJIOKHOCTSAMH, HEOOXOAMMBIMH IJI TPHMEHEHHS MEIHLMHCKOIO M3/CIIHs
10 Ha3HAYEHHIO,;

B) TEXHMYECKYI0O M OKCIUIyaTAUHOHHYI0 JOKYMEHTALHMIO IIPOU3BOAMTEIS
(M3roTOBHTEN) HA METHUMHCKOE U3LENHE IS JUATHOCTHKH in Vitro;

r) CBEJCHHA O HOPMATHBHON NOKyMEHTAIMH HA MEIMIMHCKOE H3eiHe TS
JUAarHOCTHKH in Vitro;

A) HOKYMEHTHl, TOATBEpXKIAIOLIAE pe3yNbTaThl TEXHWYECKHX MCIBITAHMIL
MEIHIUHCKOr0 U3ACIIH Ui AUarHOCTHKH in vitro;

€) pe3yNnbTaThl HMCHOBITaHWM B WUENAX YTBEPXKIEHHS THUIA CPEACTB H3MepEHHIA
(B OTHOIICHMH MENMIMHCKMX M3[ENHi, OTHOCALIMXCS K CpeIcTBaM H3MepeHuit
B Cepe TroCynapCTBEHHOIO pETryJHpOBaHHMA O0eCleYeHHs €IHHCTBA HU3MEpEHHIA,
NepeYeHb KOTOPEIX YTBepXkJaeTcd MHUHHCTEpCTBOM 3ApaBOOXpaHeHHS Poccuiickoii
d)enepaunn)n;

K) IOKyMEHTB  (MaTepvabl), COJepXKAIMe aHANIU3  JaHHBIX MPUMEHEHUS
MEIMIMHCKOTO M3/IEHMA in Vitro (IpU HATHYMA);

3) CBENCHHS O BBIJAHHBIX PErHCTPUPYIOIHM OPraHOM paspellleHUsIX Ha BBO3
MEMIMHCKHX H3JENUH C UENBIO MX TOCyNapCTBEHHOM PETMCTPALlY, B TOM YHCIE B IEJIIX
BHECEHUs M3MECHEHMH B JIOKYMEHTBHI, COJepXallfecsi B pErHCTPAOMOHHOM [OChE
Ha ME[MLHMHCKOE U3JieNnHe (MUl MeIUUMHCKUX H3/EHi MHOCTPaHHOTO NPOM3BOACTBA, 4
TAKOKe B CIIy4ae BBO3a Ha TeppUTOpHUIO Poccuiickoit Denepain MeJUIMHCKOTO H3/EIHS,
IIPOU3BOJUTENIEM KOTOPOrO SBIACTCA IOPHAMYECKOE JMLO WIM HWHIMBUIYAIBHBIH
NpeanpUHAMATENb, 3apEerHCTPUPOBAHHBIA Ha TeppuTopuH Poccuiickolt ®emepamuu, a
MECTO IPOM3BOACTBA TAKOro0 MEAWLMHCKOTO H3JENHMA HAXOAMTCA Ha TEPPHTOPHH
HHOCTPaHHOI'O roCy/apcTBa);

M) JOKYMEHTHI U CBE/IEHUs 00 M3MEHEHHAX, BHOCHMEIX B pEerucTpauiuoOHHOE OChE,
B TOM HYHCIE NOKyMEHTHI, IOATBEP)KAAIOLIME JaHHble H3MEHEHHs (NpH NpOBENeHHUH
UCTIBITAHUI MEQUIMHCKOTO H3JENUsi B ILENiX BHECEHHS W3MEHCHHH B JIOKYMEHTEI,
COoZlepXKallHeECs B PETHCTPAlIHOHHOM JI0ChE);

K) KONMHA JOKyMEHTa, MOATBEPXK/AIOUIEr0 MOJHOMOYHS YHOJIHOMOYEHHOTO
TIpe/ICTaBUTEIIA IPOU3BOJMTENS (U3rOTOBUTELS).

2 Tlpuxas Munncrepcrsa 3apaBooxpanenus Poccuiickoit ®epepaumn ot 15 asrycra 2012t Ne 89u «O6 YTBEPIKACHUH
Topsanka npoBeieHHs HCMILITAHHH B LEMSX YTBEPKIEHHUS THIA CPEICTB H3MEPEHHI, a TaKke NEpeYHs MEULMHCKUX H3JENuii,
OTHOCAUIMXCA K CPE/CTBAM H3MEpEHHH B cepe roCylapcTBEHHOTO PEryIHpOBAHHA OOECTIEYeHHs €IMHCTBA M3MEPEHHH,
B OTHOINCHMH KOTOPHIX MPOBOJATCA MCHBITAHMA B LENAX YTBEPX/ICHHS THNA CPENCTB M3MEPEHMit» (3apEerHCTPHPOBAH
MunncrepcteoM foctuumu Poccniickoii deneparmu 25 aexa6ps 2012 r., peructpaumoHHsiii Ne 26328).
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B ciyyae eciiu opuruHanBl JOKyMEHTOB COCTaBI€Hbl HA HHOCTPAHHOM S3BIKE, OHH
NPEACTaBILIIOTCA C 3aBEPEHHBIM B YCTAHOBJIEHHOM IIOpAIKE: IIEPEBOZOM Ha pyCCKmiA
A3BIK.

50.  Opranmszanus, mpoBoswmas KIMHAKO-T1a60paTOpHbIE HCIBITAHUS, B CPOK He
npespimaromui 10 pabounx ¢ MOMeHTa TNpeACTaBleHUs 3asBlEHHS O NPOBENCHHH
KITMHHKO-]1a00PaTOPHBIX HCTIBITAHHH MEIHUMHCKHX M3IENHH IS JUArHOCTHKH in vitro,
obpasua (o6pa3lioB) MEIMUMHCKOrO M3JeNus IS OHATHOCTHKH in Vitro BMecTe
C NMPHHA/UIEXHOCTAMH U JIOKYMEHTOB, yKa3aHHBIX B IyHKTe 49 Hactosmero ITopsnka,
NPOBOIUT OLEHKY (NpeABApUTENBHBI aHANW3) HA JOCTATOYHOCTh CBENEHHH,
ComepKalMXcsi B JOKyMEHTax C MLeNbl0 MPUHATHA pEIIEHHS O BO3MOXHOCTH
(HEBO3MOXXHOCTH) TIPOBEACHHS KIIMHHMKO-1a00PAaTOPHBIX HCIBITAHANA MEIHIHHCKOrO
M3JeNus A JUarHOCTHKH in vitro.

51. B cmywae npHHATHSA OpraHu3anuei, NpoBOIALICH KJIMHHKO-J1a00paTOpHbIe
HCIIBITAHNS, PEIeHHs O BO3MOXHOCTH NPOBEACHH KIHHUKO-IA00PAaTOPHBIX HCIBITAHHIA,
OpraHM3alys COBMECTHO C 3asfBUTEIEM OIpeJeNseT IPOJOKUTENBHOCTh HCIBITAHHIA
H COCTaBJII€T NMPOrpaMMy KIHHHUKO-TA00OpaTOPHBIX HCIBITAaHWM, KOTOPYIO YTBEPXAAeT
PYKOBOJHTENb OpraHU3al{HK, IPOBOSIIEI COOTBETCTBYIOLIME HCTIHITAHKS.

IIpOfOIKMTENEHOCTE  KIMHHKO-Ia0OpaTOPHBIX  HCIIBITAHHUI olpeAeNnseTcs
Ha3Ha4YCHHUEM U CJIO)KHOCTBIO MEJULIMHCKOTO M3IENHsl sl JUArHOCTHKH in Vitro.

B cnydae NpUHATHS OTPHIATENBHOrO peINeHHs OpPraHH3allHi, HPOBOLAIAS
KIIMHAKO-1a00paTOpHble HMCHBITAHHA, B [HCBMEHHOH (OpMe yBeJOMISET 3asdBHTENs
00 OTKa3e B MPOBENEHWH KIMHUKO-TaGOPATOPHEIX MCIBITAHHI (C yKasaHHeM MIPUYHH)
JTMYHO TIOJI IIOMITHCE, 100 HANPABIIET YBEJOMIICHHE 3aKa3HbIM TOYTOBBIM OTIIPABICHHEM
C YBEAOMJICHHEM O BpyYeHHMH, Ju0OO mepenaeTr B  OIEKTPOHHOH  (opme
10 TeNEKOMMYHHMKAlMOHHbIM KaHalaM CBS3U HIM B (OpMe 3IIEKTPOHHOIO HTOKYMEHTa,
NOJITMCAHHOIO 3JIEKTPOHHOM MOAIIHCEIO.

52. llpu npoBeseHNH KIHHHKO-TaGOPaTOPHBIX MCIBITAHHH MEIHIMHCKOTO H3ETHs
JUIs TUaTHOCTHKH in Vitro oCyliecTBisercs:

a) aHaJTM3 NOKYMEHTAlM¥ Ha MEJHLHHCKOEe WM3[eNHe /Ul JMArHOCTHKH in Vitro,
yKa3zaHHO# B myHKTe 49 Hacrosmero [Topska;

0) npoBesieHNe  KIMHUKO-IAG0PAaTOPHBIX  HCIILITAHUIA obpasua  (06pa3uos)
MEIMUMHCKOTO HM3/IeNIUA Ul [JUarHOCTHKH in Vvitro BMecTe C IIPHHAIEXKHOCTAMH,
HEOOXOIMMBIMHU JUISl IPUMEHEHHS] MEAMLUHCKOTO H3/IENTHS 110 HA3HAYEHHIO;

B) OLCHKA M AaHAM3 IOJNYyYEHHBIX NAHHBIX M HX COOTBETCTBHE 3afBIEHHBIM
XapaKTepUCTHKAM;

2 Craten 81 OcHoB 3aKoHoZaTenbcTBa PoCCHICKOM Denepauun 0 HOTapHaTe, YTBEPKIACHHBIX BepxoBHhM CoBeTOM
Poccuiickoii ®enepaumu 11 despans 1993 r. Ne 4462-1 (Bezomoctn Creszia HapoxHbIX aenyrtatoB Poccuiickoit ®enepauyn
u Bepxosnoro Coserta Poccuiickolt ®enepaunu, 1993, Ne 10, cr. 357; Cobpanue 3akoHozaTenbcTBa PoccHiickoil ®enepanun,
2019, Ne 52, c1. 7798).
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r) A0paboTKa 3KCILTYyaTALHOHHOM JOKYMEHTALHH MPOH3BOLUTENS (u3roroBuTEIN)
Ha MEIULHMHCKOE W3[ENHE JUI NHAarHOCTHKH in Vitro 0 pe3yNbTaraM HCIBITaHui (IIpH
HEOOXOTUMOCTH);

I) opopmnenue M BhJada (BpPy4YeHHe WM HaIPABIECHHE 3aKA3HBIM IIOYTOBBIM
OTIIPaBJICHUEM C YBEJOMIICHHEM O BPYYEHMH) 3asBUTEIIO aKTa OLEHKH Ppe3ylbTATOB
KIIMHHUKO-1a00pPaTOPHBIX ~ HCNBITAaHMA MEIMLUMHCKOTO M3AeNds I JMaTHOCTHKH
in vitro.

53. B xone npoBeieHH UCITILITaHHIH OIpEeJIENSIOT:

a) COOTBETCTBHE MEIMLMHCKOrO M3/IeNMA IS AUArCHOCTHKH in Vitro HOPMAaTHBHOM
AOKYMEHTallid, TEXHHYECKOH M IKCILUyaTallHOHHON JOKYMEHTALMH POM3BOIUTENS
(m3rotoBuTENN);

0) COOTBETCTBME  MEAMLMHCKOrO M3fleNus [ OMArHOCTMKM in  vitro
NpeHa3HAYCHHOMY IIPOM3BOJUTENIEM IIPUMEHEHHIO W IpEIJIaraéMbIM HM METOqaM
HCIOJIB30BaHUA,;

B) IIOJIHOTY H [OCTOBEPHOCTh YCTAHOBJEHHEIX HOPMATHBHOI JNOKyMEHTaIHeEi,
TEXHHYECKOH W IKCILTyaTalHOHHOH IOKYMEHTauueil NpOH3BOLMTENS (usroroBuTess)
XapaKTepUCTHK  0e30macHOCTH H  9(Q(MEKTHBHOCTH  MEIULMHCKOTO  HM3ZEUS
JUI. MATHOCTHKH in Vitlr0 B COOTBETCIBHM C IpEeAHA3HAYEHHEIM IPOU3BOIMTENEM
NIPUMEHEHHEM  MEIOULMHCKOrO0  M3AENMs 10  HA3HAYEHHMIO, B TOM  YHCJIE
€r0 JUarHOCTHYECKYI0 YyBCTBUTENBHOCTb, CHENH(DUYHOCTH M BOCIPOU3BOIAMMOCTS,
a TaKkkKe (YHKIHOHAIBHBIX XapaKTEPHCTHK (aﬁannmqecxylo YyBCTBUTEIBHOCTB,
CrieMPpUIHOCTD, BOCIIPOU3BOAUMOCTD, JIMHEHHOCTD M HHBIE XapaKTEPUCTUKH ), YKa3aHHBIX
B TEXHHYECKOH H IKCILTyaTaHOHHOH NOKyMEHTALHH IPOU3BOAMTENS (M3TOTOBUTEN);

I) Ka4€CTBO  MEIHWLMHCKOrO  H3fgenus, 5((EeKTHBHOCTs W  6e30macHOCTb
€ro MpuMeHeHHsl.

54. PesynsraThl KIMHHAKO-Ta6OPaTOPHBIX HCTILITAHHA MEIHLMHCKOTO M3IETHs IS
JANArHOCTHKH in Vitro CYMTAIOTCS OTPHULIATENEHBIMH B CTYHasX, €CIH;

a) HCIBITYEMOE MEIHUIMHCKOE H3IEIHe HE COOTBETCTBYET IpeHa3HAYCHHOMY
[POU3BOAUTENIEM IPUMEHEHHIO M IIpeJjlaraeMbIM HM METO/IaM HCITOJIb30BaHMUS,

0) ycTaHOBIEHBI (aKTHl H OGCTOATENBCTBA, CO3AAIONINE YCIOBHS HeapexTHuBHOCTH
H (W) NPSMOR MM KOCBEHHOM YIPO3BI XHU3HH H 30POBBIO MeIHLHMHCKIX paboOTHHUKOB
IIpY IPHUMEHEHUH M SKCITTyaTal[ii MEUIMHCKOTO U3IEITHS.

55. Pe3ynbTaTsl KIMHMKO-TaGOPaTOPHBIX MCTIBITAHAN MEIHIMHCKOTO M3AeNHs Ui
JIMarHOCTHKH N Vitro, 3a MCKIIOYEHHEM CIly4aeB, YKa3aHHBIX B IYHKTE 54 HACTOSIIEro
Ilopsinka, CYMTAIOTCA TONOXKHTENLHBIME M HOATBEPKIAIOT COOTBETCTBHE TpeOOBaHUAM
GesonacHocTH M 3(EKTUBHOCTH B COOTBETCTBHH C IPEAHA3HAYECHHBIM [IPOU3BOJUTENEM
IIPUMEHEHHUEM.




[Tpunoxenne Ne 1

K ITopsaky npoBeicHUS OLIEHKH COOTBETCTBHSA

B opMe TEXHHYECKHUX HCIIBITaHUH,

TOKCHKOJIOTHYECKHX HCCJICIOBAHUM, KIIHHUTYECKUX
HCIBITAHHH, MEIHIIHHCKHAX M3JIC/INi B LEJIAX
roCyAapCTBEHHOH perucTpalie MEAULMHCKHX
H3JCJIHH, YTBEPXXACHHOMY IIPHUKa3oM
MuHHCTEPCTBA 3ApaBOOXPAHEHUS

Poccuiickoii @emepanun
OT « %) ﬂ/Z%ﬂﬂZ 2021 r. Ne j{f 9%

PexoMeHyeMblit oOpaserlt

HaNMEHOBAHME HCIBITATENHON OpraHU3aLHH, agpec, TeaehoH

YTBEPXJAIO

(pyKoBOIUTENH WM HHOH YTIOJTHOMOYCHHBIN
COTPYAHHUK MCIBITATEIbHONH OPraHu3aLiiH,
bamuus, UMA H OT4ECTBO (IIPH HAJIMYMH), IOAIHCh, NIEYaTh)

« » 20 r.

AKT
OLICHKH pe3yJIbTaTOB TEXHUYECKUX UCIIBITAHUN METUIIHHCKOTO U3IENTHA

Ne OT«__ » 20 1.

(HaMMEHOBaHHE METULUHCKOTO W3/1EITHA)
CocraBnen

(HaPIMCHOBaHI/Ie OpraHusanuy, nposo;mmeifl HUCHBITAHWA

€ yKa3aHHeM MecTa NPOBEICHHs HCTIBITAHHI)

IMonHOMOYMsS Ha T[pOBel€HHE HCHBITAaHWHA, AaKKpeOWTalMs Ha  TEXHHUYECKYIO
KOMIIETEHTHOCTH ¥ HE3aBHCHMOCTH U1 IIPOBeACHUA paboT 10 UCTIBITAHUAM

(YHUKaJIbHBIM HOMep 3amicd 00 aKKpEeAMTAllMHM B PEECTpe aKKpeJMTOBAHHBIX JIUL; JaTa
BHECEHHUS B PEECTDP CBEACHHI 00 aKKpeAUTOBAHHOM JIMIIE)

1. B nmepuomc «__ » 20 rmo«__» 20 T

(HaMMeHOBaHKe UCTILITATENBHOM OpraHU3aLMH)
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NpoBeJieHa OIEHKa pPe3yJlbTaTOB TEXHHUYECKHX MCIBITaHUNt B ¢opMe INpoBeAcHus
HUCIIBITAHUH

(HaPIMCHOBaHHe MCIHIHHCKOI0 U31CTUA (C YKa3aHHCM rlpnnazme)xmocmﬁ, HEOOXOMMMEBIX 1A NMPHMECHECHHA MEAULIMHCKOIO
H3E€INA 1O Ha3ﬂaqenmo)

IIPpOU3BOACTBA

( HaMMEHOBaHWE MPOM3BOAMTENS, CTPaHa NPOM3BOACTEA)
B COOTBCTCTBHH C

HaHMEHOBaHHE U 0003HAYEHHE TEXHHYECKOH AOKYMCHTALlHH

Ha COOTBETCTBHE TpCﬁOBaHHSIM
HaMMeHOBaHKe H 0603HaueHHe HOPMAaTHBHOM M TEXHHYECKOH JOKYMEHTALMH
(nanpumMep, TexHUIecKUM pernamenTaM, CanllnH, npukasaM, NOCTaHOBJIEHAAM, MEXIyHaPOIHBIM JOKYMEHTaM)

2. Jlns npoBeqeHHs TEXHHYECKMX MCTIBITAHUM TIPE/ICTABIICHE:

nepedeHb JOKYMEHTOB, JaHHBIX, 06pa3ioB MeIMIMHCKOTO M3/eJTHsA (KOIHIECTBO)

3.

HaMEHOBAaHUE UCTILITATENILHOMH OpraHusalyu

IpOBEJICHA OII€HKA Pe3yJIbTATOB TEXHUYECKUX UCIBITAHHM
HaMMEHOBAaHHE MEAMLHIHCKOrO M3 EIHsA

B COOTBETCTBHMH C YTBEPXIACHHOM MpOrpaMMoi

OLIEHKa PeACTAaBIEHHOH JOKYMEHTAlHH
PEKOMEHAAINH II0 YCTPAHEHHIO OTAENBHBIX HEJOCTATKOB

KJ1acC NOTEHUHAILHOTO PHCKAa NPUMEHEHNS MEAHIIMHCKOTO H3/IENTHA B COOTBETCTBHH C HOMEHKJIATypHoOl Kinaccugukauumeli
MEOUUUHCKHX H3AeHii

4. KpaTkoe H3lI0)KeHHEe Pe3yJIbTaTOB UCIIBITAHKMI
5. BeiBO/ibI IO pe3ysibTaTaM HCIIBITAHHN
6. BEIBOZIEI O COOTBETCTBHM TPEOOBAHHMSAM TEXHHYECKON JOKYMEHTAIUH [POM3BOJUTENS
(m3rotoBuTENN)
7. OnieHKa pe3ybTaTOB TEXHHYECKHX HCIIBITAHMM

3AKJIIOYEHUE

HaHMC€HOBAHHEC MCAHLIMHCKOIO H3A€IHUA

COOTBETCTBYET (HE COOTBETCTBVET) Tpe6GoBanusM  HOPMAaTHBHOM
OOKYMEHTAlLlH, TEXHUYECKOH U (MIH) 3KCIUTyaTallMOHHOM NOKYMEHTAI[UH [TPOM3BOAMTENS
(u3roroBUTENA).

IIpunoxenus:
a) gororpaduueckne u3oOpaxeHHs oOpasia (00paslOB) MEIUIMHCKOIO H3ZEIHS,
IPHHAAJIKHOCTEH U ero (MX) MapKHPOBKH;
0) pororpaduyeckue  H300pakeHHsA  OIEKTPOHHOrO HOCHTENs W HHTepdeiica
nporpaMMHOro obecnedyeHus (OIS OPOTPaMMHOTO  OOECIEYEHMS, SBIAIOLIErocs
MEJIMIIAHCKUAM H3JIeIHEM, B TOM YHCJIE IPOrPAaMMHOTO OOECIE€YEeHHs C IpPHMEHEHHEM
TEXHOJIOI'HH HCKYCCTBEHHOI'O MHTEIUIEKTA) (B CIy4ae, eCIi HMEETCH);




B) YTBEpX/IEHHAs IpOrpaMMa TEXHMYECKMX HCIBITAHMA MEIUIMHCKOrO H3/eIus
(c mepe4HeM MPOBEPOK, OLEHOK, KOTOPHIE ClielyeT IIPOBOAUTH IPH HCIILITAHKAX);
I') IPOTOKOJIBI TEXHUYECKUX MCITBITAHUH MM OLCHKH ¥ aHaJIM3a NaHHBIX.

TpuioXxeHus ABIAIOTCS HEOThEMIIEMOH 4acThIO AKTa.

IToamucu:
IIpencenarens KOMUCCUH

JOJKHOCTE, haMUIKA, MM K OTUECTBO (MPH HAJTHIAH)
UneHpl KOMHUCCHH

AOIDKHOCTb, (haMIKA, MM M OTIECTBO (TIPH HAJIMIHH)




[Tpunoxenne Ne 2

K [lopsiaky mpoBeieHHs OLIEHKH COOTBETCTBHSA

B opMe TeXHHYECKUX HUCIIBITAaHUH,

TOKCHKOJIOTHYECKHX HCCJICIOBAHUI, KIIMHIMIECKIX
MCIBITaHNi, MEIHIIMHCKAX H3EIUMA B LEJAX
rOCyJapCTBEHHOM perucTpalvy MeAMLMHCKHX
U3JENH, YTBEPKIICHHOMY IIPUKa30M
MuHKCTEPCTBA 3ApPaBOOXPAHEHUS

Pocgcuiickoit @enepaunn
or «M» %ﬂ? G- 20211 Ne (?éf,‘/

PekoMeHyeMblit oOpasery

HaHMEHOBaHUe HCIBITaTENLHON OpraHusalMH, aapec, TCIIGQ)OH

YTBEPXJIAIO

(pyxOBOAUTEND WM HHOM yIOTHOMOYEHHBIH
COTPYIOHHK MCIBITATENBHOM OpraHH3alyy,
damMuins, IMA U OTHECTBO (MPH HATMYMH), TIOATHCh, N1EYATh)

« » 20 T

AKT
OLIEHKH Pe3y/bTaTOB TEXHUYECKHX HCIIBITAHHH MEAUIIMHCKOrO H3/1eTHs
IiI9 AMArHOCTHKH in vitro
Ne OT« » 20 r.

HanMEHOBaAaHHUC MCIHLIMHCKOI0 H3ACIIHNA

CocraBieH

HaMMCHOBaHHEC OpraHM3aluy, HpOBOlleeﬁ HCMbITAHUA,

C YKa3aHHeM MeCTa MPOBeASHHS MCTIBITaHuMi

ITonHOMOYHMS Ha TMpPOBEJEHHE WCNBITAHWH, AaKKpeJAWTalMs Ha  TEXHHUYECKYIO
KOMIIETEHTHOCTh ¥ HE3aBUCUMOCTH I MPOBEICHUS paboT MO UCTIBITAHUAM

(YHUKaJIBHBI HOMep 3amMcH 00 aKKpEeIOHMTAllMH B PEECTpe aKKpeJWTOBAHHBIX JIULL; JaTa
BHECEHHS B PEECTp CBEACHHUH 00 aKKpPEeAUTOBAHHOM JIMIIE)

1.Bnepuoac«  » 20 r.mo«__ » 20 r.

HaVMEHOBAHHE UCTIHITATEIbHOM opraHusauvu




2

NpOBEICHA OLEHKa pe3yNbTaTOB TEXHUYECKHX HCHBITaHHMA B (QopMe mpoBeneHUs
UCIBITAHUH

HaMMEHOBAaHHE MEINIMHCKOTO M3JeNHuA (C yKa3aHNeM NPUHAIENHOCTEH, HEOOXOAMMEIX )1 NPHMEHEHHS MEIMIMHCKOTO
M3AEIHA [10 HA3HAYCHUIO)

IIPONU3BOACTBA

HaHMEHOBaHHE NPOU3BOIUTENSA, CTPaHa MPOM3BOACTBA
B COOTBECTCTBUH C

HauMEHOBaHHE U 0003HaYeHHE TEXHHYECKOM JOKYMEHTalNH

Ha COOTBETCTBHE Tpe6OBaHIrI}IM
HalIMEHOBaHMe H 0603HaueHHe HOPMATUBHOM U TEXHHYECKON NOKYMEHTAlUK
(HampuMep, TeXHHMYECKHM peraMmenTaM, CanlluH, npukasaM, MOCTAHOBJIEHHSM, MEXIYHAPOAHEIM JOKYMEHTaM)

2. Jlns NpoBeJeHHs] TEXHUYECKUX MCIIBITAHUH MPEACTaBIEHE:

HepeyYeHs JOKYMEHTOB, JaHHBIX, 06pa3lioB METHUIMHCKOTO H3ENHs (KOJIHYECTRO)

3.

HaNMEHOBAaHHUE UCTIBITATENLHOM OpraHu3alvy

IIpOBEACHA OLIEHKA Pe3yJIFTaTOB TEXHUYECKUX HUCIIBITAHNH
HAaHMEHOBAaHHE MEAHIMHCKOTO HU3AEIHS

B COOTBETCTBHH C YyTBEP)KACHHOI POrpaMmoii

OLIEHKa MpeICTaBICHHOM JOKYMEHTALMH
PEKOMEHIAIMH N0 YCTPAHEHHIO OTAEIbHBIX HEAOCTATKOB

KJ1acc NOTeHUNATBHOrO pUCKa NPUMEHEHN METHLIHHCKOTO M3/€/IHA B COOTBETCTBHH ¢ HOMEHKIATYPHOH Kiaccudukammei
MEIMUVHCKMX M3ACIHH

4. Kpatkoe H3ioxeHHe pe3yIbTaTOB HCIBITaHUM
5. BeiBozpbI 110 pe3ynbTaTaM HCIBITAaHUH
6. BEIBOJIEI O COOTBETCTBHHM TPeOOBAHMAM TEXHHYECKON NOKYMEHTALHMH IPOM3BOJHUTEIS
(u3rotoBuTENN)
7. OneHka pe3ynbTaToB TEXHUYECKHX HCIEITAHMMA

3AKJIIOYEHHE

HaNMMCHOBAaHHEC MEIHULIMHCKOI0 U31€TTUA

COOTBETCTBYET (HE COOTBETCTBYET) Tpe6oBaHHsM  HOPMAaTHBHOM
JOKyMEHTalliH, TEXHUYECKOH H (MJIH) 3KCIUTyaTallMOHHOM JOKYMEHTALUH IIPOU3BOAUTEIS
(u3roroBUTENA).

Ilpunoxenus:
a) pororpaduyeckue u3o6paxkeHus obpasua (06pasLoOB) MEIMLIHHCKOIO 3NN,
IIPUHAIEXKHOCTEH U ero (MX) MapKHPOBKY;
0) yTBep)KJ€HHass I@porpaMMa TeXHHYECKHMX HCHBITAHHA MEJUIMHCKOIO H3JEIHs
(c nepevyHeM IPOBEPOK, OLEHOK, KOTOPbIE CIEYeT IPOBOJUTE IIPH MCIIBITAHUSIX);
B) IPOTOKOIIBI HCOIBITAHUH (PYHKIIMOHAIBHBIX XapaKTEPUCTHK MEIHIIHHCKOTO W3/IEIIHs.

IIpunoxenus SBIAIOTCS HEOTHEMIIEMOM YacThIO AKTa.




Ioamucu:
Ilpencenarens KOMHCCHH

JOJDKHOCTB, (paMHJIHA, IMSA M OTHECTBO (TIPH HATHIHH)
YneHbl KOMHUCCUU

JOJDKHOCTD, (haMHIMA, IMA H OTYECTBO (IIPH HAIMYUH)



ITpunoxenne Ne 3

K [lopsiaky mpoBeieHHs OLIEHKH COOTBETCTBHSA

B opMe TEXHHYECKHX HCIILITaHUH,

TOKCHKOJIOTHYECKHX HCCJICAOBAHUM, KIIMHAYECKUX
WUCIBITaHHAN, MEIHITHHCKAX H3EIUH B IEIHAX
rOCyAapCTBEHHOH pErHCTpaliMi MEANLIMHCKHX
H3/ENUi, YTBEPKACHHOMY IPUKa30M
MHuHHCTEpCTBA 3JpaBOOXPAHEHUS

Poccutickoit @enepanyu ,
oT (ﬁ»éé % 2021 r. Ne J H : S/{

PexomeHyeMblii o6pasely

HaHMEHOBaHUE MCHbITATENLHON OpraHU3aLiiy, ajapec, TeJIe(l)OH

VTBEPXJIAIO

(pyKkoBOAUTENb WIH HHOH YIIOIHOMOYEHHBIN
COTPYAHHUK MCHBITATENBHON OpraHU3aliuy,
damunms, UM ¥ OTYECTBO (TIPH HATHYHH), TIOATNMCh, NEYATh)

« » 20 T
3AKJIIOUYEHHE
TI0 pe3yJIbTaTaM TOKCHKOJIOIMYECKHX MCCIICJOBAaHHI METULIMHCKOTO M3
Ne OT«__ » 20 1.

HauME€HOBAaHHUE MCIUIIMHCKOIO H3ACITHA
CocrasieH

HAaUMEHOBaHHWE UCTILITATEIbHOM OpraHH3alyH,

C YKasaHUEM MCCTa MPOBECACHHA HCNbITAaHUH

IMonHoMOYMsT Ha [pOBeAE€HHE HCHBITAaHWM, AaKKpeAMTallMs Ha  TEXHUYECKYIO
KOMIETEHTHOCTh ¥ HE3aBHCHMOCTbD JJIS IIPOBeIeHHS paboT 10 UCIIBITAHUAM

(YHMKaJIBHBI HOMep 3almucH 00 aKKpeAWTallH B PeecTpe aKKpeAWTOBaHHBIX JIUL; AaTa
BHECEHHUS B PEECTp CBEACHHIA 00 aKKpeAUTOBAHHOM JIHIIE)

1.B nepuonc«__ » 20 r.mo«__» 20_r.

HaNMEHOBaHHE OPTaHW3aLMH, IPOBOAALICH HCCIIEA0BAHUA
IIpOBEACHBI TOKCHKOJIOTHICCKHE HCCICAOBAHNSA

HaWMEHOBaHHE MEAMIMHCKOrO M3jeua (C yKa3aHHeM NPHHALISKHOCTeH, HEOOXOAUMBIX 1A NPUMEHEHUS MeTMLMHCKOrO
M3JENAA 110 HA3HAYESHHIO)

NpoUu3BOACTBA

HaMMEHOBaHKE ITPOU3BOAUTEIIA, CTPaHa MPOU3BOACTBA




B COOTBETCTBHUHU C
Ha¥MEHOBaHME H 0603HaUeHHE HOPMATHBHON M TEXHUYECKOW TOKYMEHTALHH
(nanpumMep, TexHH4eCKkMM pernamentaM, CanlIiH, npuka3aM, HOCTaHOBJIEHHAM, MEXIyHaPOIHBIM JOKYMEHTaM)

2. JIng npoBeaeHNA TOKCUKOJIIOTMYECKUX HCCIIeJOBaHMit MPEACTABJICHBI:

nepeveHb JOKYMEHTOB, JaHHBIX, 00pa3LioB MeJMIMHCKOTO M3/eNus (KOIMIECTBO)

3.

HaUMEHOBAaHHE MCILITATEILHOM OpraHH3alH
IIPOBECACHBI TOKCHKOJIOTHYECKHUE UCCIICAOBAHUSL

HaHMCHOBAHHC MCANLIMHCKOIO U3ACIHA
B COOTBETCTBHHM C YTBEP)KIEHHOM MPOrpaMMOi

OLIEHKa MpeACTaBJICHHOMH JOKYMEHTallHH
HasHa4CHHE MEAHIMHCKOTO H3IETTHA
BHJ1 KOHTAKTa ¢ OpraHu3MOM Y€JI0BEKA

KJIaCcC INIOTEHHHAJIEHOTO pncxa l'lpP[MCHeHPIH MCAUIIMHCKOI'O M3I€JIUA B COOTBETCTBHH C HOMeHlOIaTypHOﬁ maccndmxalmeﬁ
MEeIUUUHCKUX M3ACIH

3.6.

HauMEHOBaHNE MPUMECHACMBIX MaTepHaJIOB HITH peuerrrypnmﬁ CoCTaB

€noco6 CTepUIH3aLHMH MEUIMHCKUX H3/e/Hit
4. KpaTkoe U3l0XeHHe pe3yNbTaToB UCITBITAHMIA

5. BeiBoAb! 10 pe3yibTaTaM UCIBITAHHH
6. BEIBO/IBI O COOTBETCTBUH TPEOOBaHUAM TEXHMYECKOM TOKyMEHTALMH

7. OueHka pe3yJbTaToOB TOKCHKOJNIOMHIECKUX HCCIIENOBAHHM

3AKJIIOYEHUE

HaUMCHOBAHHUC MCAMLIMHCKOTO M3S/IHA

COOTBETCTBYET (HE COOTBETCTBVET) tpeGoBanusaM 6e301aCHOro NpHMEHEHHS.

IIpunoxxenue:
a) MMPOTOKOJIBI TOKCHKOJIOTHYECKUX UCCIIEA0BAHMUI MEIUIMHCKOTO H3/ICTIHS;
0) yTBepX/eHHas IPOrpaMMa TOKCHKOJOTMYECKHX MCCIIEJOBAaHHM  MeIUIMHCKOIO
H3Jeus.

HpI/IJ'IO)KCHIfISI SIBJISIFOTCS. HEOTHEMIIEMOM YaCThIO 3aKJIIOUEHHS.

IMoamucu:
[Ipencenarens KOMHUCCHI

JOJDKHOCTD, (paMIINS, MMs M 0TYECTBO (IPH HATHIHH)
YUneHnsl KOMHCCHH

IODKHOCTh, GaMWINA, UM H OTUeCTBO (NP HAJTMYHH)




[Tpunoxenue Ne 4

K Ilopsimky npoBeicHHS OLICHKH COOTBETCTBUS

B ()opMe TEXHUYECKUX UCTILITAHUH,

TOKCHKOJIOTHYECKHX HCCIIEIOBAaHNH, KIIMHMIECKHX
HCIIBITAHHH, MEINIHHCKUX M3/ICJIHI B LEJIIX
roCyIapCTBEHHOH perucTpalyi MEANIHHCKHUX
H3/EJIHA, YTBEPKIACHHOMY IIPHKa30M
MuHHCTEPCTBA 3APAaBOOXPAHEHHS

Poccuiickoiit denepanyun
oT «ﬁ»ﬂ/ Wﬂ- 2021 r. Ne 42527‘

PexoMenayemslii o6pa3zent

HAaMMEHOBaHHMe MeIULIMHCKOM opraHu3anuu, aapec, Tenedox

VTBEPXJIAIO

(pyKOBOAMTENb UIT MHO#H YTIOJTHOMOYEHHBIH
COTPYAHHK MEAMIMHCKOM OpraHu3alum,
¢damunus, UMA ¥ 0T4ECTBO (TIPH HAJTHYMH), NOAIHCE, T1E€YATh)

« » 20 r.

AKT
OIICHKH PE3YJbTAaTOB KIIMHU1CCKHUX HCINBITAHUH MEIULUHCKOI'O M3AEIN

No OT« » 20 T

HaUMEHOBAHHUC MCOAHULIHHCKOIO H3ACJINA
CocraBiieH

HaWMEHOBaHUE MEAULMHCKON OpraHv3aLyy,

€ yKa3aHHeM MeCTa NPOBEACHH UCIbITAaHHIH

ITostHOMOYHMSA Ha TIpoBeieHHe paboT MO UCTILITAHUAM.
JInueH3us: Ha MEIULIMHCKYIO JEATEIILHOCTD OT «___ » 20 1. Ne
CPOKOM JIeCTBHUSA

1. B nmepuonc «__ » 20 r.mo«__ » 20_r.

HaNMCHOBAaHHEC OpraHU3ALMNH, npononxmei’l HCNBITAHUA
MpoBeJeHa OLEHKAa pe3yJBTaTOB KIHHHYECKHMX HMCIBITaHud B (opMe INpOBENECHHUS
UCNBITAHWH C y4yaCTHEM 4eJioBeKa U (WIM) OLCHKM M aHalM3a KIMHHUYECKHX HaHHBIX

Heo0XxonuMoe yKasaTh
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HaMEHOBAHHE MEIMIMHCKOTO U3AENHA (C yKasaHHEeM NPHHAUIEKHOCTEH, HEOGXOAUMBIX A1 MPUMEHEHMS MEAUIHCKOrO
H3JIENTNA N0 HA3HAYEHHIO)

IpOonu3BOACTBA

HaMMEHOBaHHe MPOM3BOJAMUTEIIS, CTPaHa IPOU3BOACTBA
B COOTBCTCTBHH C

HaUMEHOBaHHE U 0003HAYCHUE TEXHHYECKOU U 3KCHJIyaTaHPIOHHOﬁ JNOKYMCHTAIIMHU
2. [Ina npoBeeHHA KIMHUYECKUX UCIBITAaHMIA MPEICTaBJICHBI:

AepeYeHb JOKYMEHTOB, JaHHLIX, 06pa3sLioB MEAMIHHCKOrO M3AEIUA (KOIHIECTBO)

3.

HaMMEHOBAaHUE MEIMLHHCKOM OpraHu3alun

IIpOBEICHA OLICHKA pe3yJIbTaTOB KIHHUYECKUX UCIBITAHUU
HaNMMEHOBAaHHC MCAHLIMHCKOTO U31C/THA

B COOTBETCTBHH C YTBEP)KAECHHOI MpOrpaMMoii

KpaTKas XapakTepUCTHKa MEJULIUHCKOrO U3AC/IHA, Ha3HaY€HHE, YCTAHOBIICHHOE NPOH3BOJAUTCICM
BHI MEOUIIHHCKOTIO H3/1€J1MA B COOTBETCTBHHU C Homeuxnarypﬂoﬁ lmaccu(pm(auneﬂ MEAULMHCKUX H3JETHI

KIIacC MOTEHUMANBHOTO PHCKA IIPHMEHEHN MEAMLIMHCKOTO U3/IENIHA B COOTBETCTBHH C HOMEHKJIATYPHO#M KiaaccupuKanueii
MEeTULHHCKHX H3aeuit

OLICHKA MPECTaBIECHHON JOKYMEHTAIIMH
XapaKTCPUCTHKA [TALIHEHTOB (KOMMIECTRO, 101, BO3PACT, AMArHO3), HX MHOPMHPOBAHHOE COITIACHE
pe3y/bTaThl NPOBEASHHBIX KIIHHHYECKHMX MCIIBITAHHH MEIULIMHCKOTO H3EJIHA C YKa3aHHeM KOJIHYeCTBa
TPOBEJICHHBIX 00C/e10BaHHIL, Oneparyii, HpoueIyp, aHAIH30B
Pe3yNbTaThl HCHBITAHHI IPOTPAMMHOTO 00ECTIEUCHHA, ABIAIOIIErOCA MEAMLMHCKMM H3/IE]IHEM, B TOM HHCIIE
MPOrpaMMHOTO 06€eCTieUeH s C TPHMEHEHHEM TEXHOJOTH HCKYCCTBEHHOIO MHTE/LIEKTA, BHITIOMHEHHBIX
€ HCMONBE30BaHAEM MEJHULMHCKHUX JaHHBIX NALUEHTOB, BEpHOHUIMPOBAHHBIX MEIUUHMHCKON OpraHM3anyel,
TIOJIY4Y€HHBIX B X0J€ IUATHOCTHKHY, JIEUEHHs, peabHIUTa|H
CBEJICHHUA O B3aMMO3aMEHAEMBIX MEAUIMHCKHX H3AEIHAX
HapaboOTka MEAMUMHCKOTO H3JE/Hs B 4acaX B TEUCHHE KIMHAYECKMX UCIBITAHHI, KOMIECTBO H3MEPEHUH, IHKIIOB
CTEpHIM3aLMHM (IPH HATUYHH)
byHKIMOHANbHBIE KaYeCTBA MEHIMHCKOTO H3AENHS, 3 (EKTHBHOCTD €10 IPUMEHEHH, IOKa3aHHs
¥ NIPOTHBOTIOKA3aHHA K €T0 MPHMEHEHUIO
BO3MOXKHOCTH MEANUMHCKOTO U3/IEJIHs, KaCAIOHUEC TOYHOCTH U3MEPEHHIA, JOCTOBEPHOCTH,
BOCNPOM3BOAMMOCTH, HAIEXKHOCTH
IKCILTyaTAIHOHHEIE Ka4€CTBA MEAMUMHCKOTO H3/IE)IHA, BO3MOKHOCTH YIPaBIEeHHs H YI06CTBO opalienus
€ HUM, TEXHHYECKasA 3CTETUKA MEAHLMHCKOTO U3/Ie/Hs, ero o(opMIICHHE, YCTONYHBOCTE K A€3UH(EKIIHH,
CTepUIM3aluH

uH$popMaLms 06 06HapyKEHHBIX B NPOLIECCE KITHHHYECKHX MCTIBITAHUI HEAOCTATKAX KOHCTPYKLIMH M Ka4ecTBa
MEHLMHCKOro W3/ieNHs (PH HATMYMK), 0COOEHHOCTH PaGOTHI C HUM B MPOLIECCE IKCILTyaTAIMH

4. KpaTkoe H3n0XXeHUe pe3yIbTaTOB MCIIBITAHMUIMA
5. BeIBoABI 110 pe3ysibTaTaM UCIIBITAHHIMA




6. OneHKa pe3y/IbTaTOB KIIMHUYECKUX HCIIBITaHUH

3AKJIIOYEHHE

HaHMCHOBAHHEC MCONLIHHCKOIO U3ACITHUA

COOTBETCTBYET (HE COOTBETCTBYET) Tpe6oBaHuSM  HOpPMAaTHBHOH
JOKyMEHTALINH, TEXHHIECKO# U (MIIH) SKCIUTyaTallHOHHOM JOKYMEHTAlMH NPOU3BOIUTE]IS
(¥3roToBUTENS ), HA3HAYEHUIO U NTOKA3aHUSIM K IPUMEHEHHIO

MMOATBEPXIEHBI (HE IIOATBEPXIEHbBI) Ge3zomacHocth M 3¢¢EeKTHBHOCTD
MEIULIMHCKOTO M3/1ENuUs.

IMpunoxenus:
a) 3aKJIIOYEHMe COBeTa IO JTHKe B chepe oOpalleHUs MEIULUHHCKUX H3IEITHH
MunuucTepcTBa 3apaBooxpaHeHuss Poccuiickoit ®epmepanuu (B ciiydae NpOBEACHUS
HCTIBITAHUH C yYaCTHEM 4YeJIOBEKa);
6) yrBep)KeHHas porpaMMa KIMHU4YEeCKUX UCIIBITAHUN MEIULIUHCKOIO H3/EIH,
B) MPOTOKOJIBI KJIMHUYECKUX WCIBITAHUN WM pe3yJbTaThl OLCHKH W aHalM3a JaHHBIX,
BKIIOYas TIpadMKW, CHHMKH, BBIIMCKH W3 HcTOpHii OonesHH, TaOyIHMpOBaHHBIN,
CTaTHCTHIECKH 00paboTaHHBIH MaTepHall,
r) HoApoOHble [JaHHBIE IO HCHONB30BAaHHUIO MEAWIMHCKUAX H3JCIHA B MEIMIMHCKOM
NpaKTHKe, JaHHbIe OTJAIEHHBIX Pe3y/IbTaToB HabmoaeHu s (P HAINYHH);
1) 9KCIUTyaTal[MOHHass [JOKYMEHTalldsi Ha MEAMIMHCKOEe H3/enue (MHCTPYKUMA IO
MEJUIMHCKOMY NPHUMEHEHHIO) TPH KIMHUYECKHX HCMBITaHWAX (PHU3HOTEpaneBTHYECKHX
alnapartoB, MEOUUMHCKHX  HW3JENHi, MpefHa3Ha4YeHHbIX U  NPOQHUIAKTHKH,
JOMAarHOCTHKH, JiedeHHs 3abojieBaHMii B JOMAIIHMX YCIOBHAX, IPOrPaMMHOIO
obecreueHns, ABIAIOMIErocs MeIULMHCKHUM H3JeNHeM, B TOM YHCIE IPOrpaMMHOIO
obecreyeHns ¢ MPUMEHEHNEM TEXHOJOTHI MCKYCCTBEHHOTO UHTEIIEKTa.

TpunoxkeHus SABIAIOTCA HEOTHEMIIEMOM 4acTbiO AKTa.

Iloamucu:
IIpencenaresns KOMHUCCUHA

IOJDKHOCTH, (paMIIMA, HMS M OTUECTBO (TIPH HATM4HH)
YieHsl KOMUCCHH

JOJDKHOCTB, (paMUITHsA, HMA M OTYECTBO (U HATTHYHH)




ITpunoxenue Ne 5
K [Topsnky nmpoBeeHUS OLICHKH COOTBETCTBUS
B pOopME TEXHUYECKUX HCTIBITAHUH,
TOKCHKOJIOTHYECKHX HCCIIENOBAHUH, KIIMHMIECKUX
WCIBITAaHMH, MEIUIIMHCKUX H3JeNINii B IEIIX
rOCYHJapCTBEHHOM perucTpaudy MEIHIMHCKUX
U3JIE/Hi, YTBEP)KIEHHOMY NPHKa30M
MuHuCTEpCTBa 3ApPaBOOXPAHEHUS
Poccuiickoit @enepamun
OT « ﬁ»

@%@zd 2021 1. %e L0754

Pexkomenmyemslit o6pazent

HaUMEHOBaHHEe MeANLIMHCKOM OpraHu3salluy, aapec, Te.l'[e(bOH

VTBEPXIAIO

(pyKOBOAUTENb WIH HHOM YIOJIHOMOYEHHBIH
COTPYAHUK MEJULHMHCKON OpraHu3aliHy,
(daMuaus, UM M OTYECTBO (MPH HAJTHYHHU), MOJIHCH, NIEYaTh)

« » 20 r.

AKT

OLICHKH Pe3YJIbTAaTOB KIIMHUYCCKUX HCIIBITAHHN MEAULMHCKOrO U3AECIIUS

U1 JUArHOCTHKH 1n Vitro
Ne OT « » 20 1.

CocraBieH

HaMMCHOBAHHC MEIULIHHCKOIO H3ACIHA

HaWMEHOBaHHE MEAULIMHCKOH Opra”HH3auyy,

C YKa3aHHUEM MECTa NMPOBCACHHA MCTILITAHUI

ITonHOMOUHMS Ha IpOBeACHUE PabOT 110 UCIILITAHHUAM.
JIuueHsus Ha MEAULIMHCKYIO JEATEIIBHOCTD OT «__ » 20 1. Ne
CPOKOM JAeHCTBHUSA

1. B nepuoz ¢ «

» 20 rrmo«__» 20T

OpLIa IIpOBE€ACHA OLICHKA PE3YJIbTATOB KIIMHUYECKHX HCTIBITAaHUH

NpoOU3BOACTBA

HAHMCHOBAaHHMC OpraHu3alny, nposozmmeﬁ HCIBITAHNUA

HAaHUMECHOBAaHHC MECAUIMHCKOIO H34CIHA

B COOTBCTCTBHHU C

HauMEHOBAHUC NMPOU3BOAMTEINA, CTPAHA NPOU3BOACTBA

HaHMEHOBaHHE H 0003HaYeHHE TEXHHYECKOI U 31(cru1yara1m01moﬂ JAOKYMCHTALMH




2. I[JISI IIPOBECICHUA KIIMHUYECCKUX HCTIBITaHUH OBUIH NPECADbABIICHBI:

NepeUCHb JOKYMCHTOB, JaHHbIX, 06])331103 MEIHULHHCKOIo H3ACNHA (KOJIH'!CCTBO)

3.

HaNMCHOBAHHC OpraHU3aLtH
IIPOBEJI OLICHKY pe3yJIbTaTOB KIMHHYECKUX HCIBITAHUNA

HaUMECHOBaHHUE MEAMLUMHCKOIO N3aenus
B COOTBETCTBHH C YTBEP)KIACHHON MIPOrpaMMOii

KpaTKasd XapaKTepUCTHKa MEIULIHHCKOTO H3JE/IHA, Ha3HAYEHHUE, YCTaHOBJICHHOC MPOU3BOAUTECIIEM
BHA MEAHULUHCKOrO U31eJHA B COOTBETCTBHH C HOMCHKIIaTypHOﬁ xnaccn(lmxauneﬁ MEAMIUHCKUX M3IENHit

KJIaCcC MOTEHIIHAILHOIO PUCKa MPHMEHEHHA MEAHLIMHCKOTO H3/ICJIHA B COOTBETCTBHH C HOMCHKJ’!aTypHOﬁ maccndmxauneffl
MEIULHHCKHX U3ACNuiA

OIICHKA IPEICTaBICHHOM IOKYMEHTAIME
XapaKTepUCTHKA MaTepHaiia
Pe3yNbTaThl IPOBEACHHBIX KIIMHAYECKAX UCTILITAHHI MEHIMHCKOTO H3JE/HA C YKA3aHHEM KOJIMYECTBA
MPOBEACHHBIX 1a00PaTOPHEIX HCCIIEI0BAHMIA
CpaBHEHHE O (YHKUHMOHANBHBIX XapAaKTEPHCTHKAX MEAMLMHCKAX H3/IEHil NPAMEHABIIHXCS
B ped)epeHTHOI MeToMKe (TIPH HAIIMYHH)

(yHKIMOHANbHbIE KaY€CTBA MEMLMHCKOTO H3AEH, 3((EKTHBHOCTD €r0 PUMEHEHH, TTOKA3aHHs H IPOTHBOIIOKA3AHMSA K
€ro MPUMEHEHHUIO

BO3MOXHOCTH MEAMLMHCKOTO H3J€JIHA, KaCAIOWUECS TOYHOCTH H3MEPEHHUIH, JOCTOBEPHOCTH, BOCIIPOM3BOAMMOCTH,
HaJIe)KHOCTH
IKCILTyaTALHOHHBIE KaYeCTBA MEAMIMHCKOTO H3/Ie/IHs, BO3MOXHOCTH YNPABICHHS H yI06CTBO 0OpaIeHHs
C HUM, TEXHIYECKas 3CTETHKA MEIHIUHCKOTO H3/1eHs, €ro OQopMIIEHNE, CTAOHIBHOCTD M3NEHUS
TNpH 3KCIUTyaTallMy B YCIOBHAX MPaKTHYECKOH TaGopaTopHu.

uH(popMaLys 06 06Hapy EHHBIX B MPOLECCE KTMHMIECKHX UCIIHITAHUI HEOCTATKAX KOHCTPYKIMH H Ka4ecTsa
MEUIIHHCKOTO W3/ienHs (MPH HATMYMM), 0COOEHHOCTH PaboTHI C HUM B NPOLIECCE SKCILTyaTALHH

4. KpaTkoe H31n0XeHHe pe3ybTaToB HCIIBITAHMIMA
5. BeIBOABI 1O pe3yNbTaTaM HCIEITAHHM
6. OLeHKa pe3yIbTaToB KIMHUYECKHX MCTIBITAHHH

3AK/IIOYEHHUE

HaUMCHOBAaHUE MEAULIMHCKOIO H3a€NUs

COOTBETCTBYET (HE COOTBETCTBYET) TpeGoBaHMAM  HOpMAaTHBHOIA,
TEXHHYECKON ¥ (WIH) SKCILTyaTallHOHHON JOKYMEHTAallMd, a TaKke MpeJHa3HaueHHOMY
MPOU3BOAMTENICM IPUMEHEHMIO U Ipe iaraeMbIM UM METOaM HCIIOIb30BAHHA,




MMOATBEPXIEHLI (HE IIOATBEPX/IEHbBI) Ge3zomacHocTh M 3((EKTUBHOCTSH
MeIUIIMHCKOI0 H3/eus

[Tpunoxenus:
a) yIBEp)KIAEHHAsd TMporpaMMma KJIMHHYECKUX MCIBITAHMH MEIMIMHCKOrO M3JeNus
IUIA AHATHOCTHKH in Vitro;
0) MPOTOKOJIBI KJIMHHUYECKHX WCIBITAaHWH WM pe3yJbTaThl OLCHKH M aHanM3a NaHHBIX,
BKmMOYasd TIpadHKH, CHHMKH, BBIMMCKH M3 HCTOpUil OonesHH, TabylIupOBaHHEIH,
CTaTHCTHYECKH 00paboTaHHEI MaTepHa;
B) MOAPOGHbIE JAHHbIE II0 HCIONB30BAHMIO MEAMLMHCKUX H3JENUi I OUArHOCTHKM in
Vitro B MEIWLMHCKOM NpaKTHKE, NAHHBIE OTHAJCHHbIX pe3yJlbTaroB HabmojeHHd (IpH
HaJIMYHHN);
r) SKCIUIyaTal[MOHHAs JOKYMEHTAIUs (MHCTPYKIHSA IO MEIMIMHCKOMY NpPMMEHEHHIO) Ha
MeAULUHCKOE U3AENHE I AUATHOCTHKM in Vitro.

IlpuinoxxeHns ABIAIOTCA HEOThEMJIIEMOH 4acThIO AKTa.

ITogmucu:
Ilpencenarens KOMUCCUH

JOJDKHOCTD, (paMHIHA, MMS M OTHYECTBO (TIPH HAJTHINH)

* YnneHsl KOMUCCHH

JIOJDKHOCTb, (paMHIHA, MMS M OT4ECTBO (TP HATHIHH)




