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MockBa

00 yTBepkaeHHH
TlopsAAKa NPOBEAEHHS OLEHKH COOTBETCTBHS MEAHIHHCKHX H3/le/IHi
B QopMe TeXHHYECKHX HCTIBITAHHI, TOKCHKOJOTHYECKHX HCCIe0BaHHH,
KJIHHHYECKHX HCNBITAHMI B IeJIsIX roCyJIapCTBEHHOH PerucTpanHn
MeAHIMHCKUX H3Ae/IHi

B COOTBETCTBHH ¢ 4acThio 8 cTaThi 38 MemepansHOro 3aKoHa oT 21 Hos16pa 2011 r.
Ne 323-®3 «O6 ocHOBax OXpaHHI 310poBbs rpaxnaH B Poccuiickoit ®expepaium»
(Cobpanue 3akoHoparenscTBa Poccuiickoit ®exepanuy, 2011, Ne 48, ct. 6724; 2021,
Ne 27, ct. 5159) u noanynkrom 5.2.187 Ilonoxenns o MUHUCTEPCTBE 31PaBOOXPAHCHUS
Poccuiickoii Defepalyy, YTBEpXKASHHOTO IIOCTaHOBIEHHEM lIpaBHTeNbCTBA Poccuiickoi
®epepanuu ot 19 mons 2012r. Ne 608 (CobpaHue 3aKOHOAATENBCTBA Poccuiickoi
®enepanuu, 2012, Ne 26, ct. 3526), npu ka3 bl Balo:

1. Vrepauts npuiaraeMbii Ilopsmox MpoBeNCHHS  OLEHKH — COOTBETCTBUA
MEJUIMHCKAX W3Jenuii B (OpMe TEeXHHYECKMX HCIBITAHUM, TOKCHUKOIOTHMYECKUX
HCC/IeIOBAHMM, KIMHAYECKHX MCIBITAHANA B LENAX TOCYJapCTBEHHOH perucTpanyu
MEIULITHCKHX U3JETUHN.

2. Ilpu3HaTh yTPaTUBIIMMH CHITY:

nprka3 MuHHcTepcTBa 37paBooxpaHeHus Poccuiickoit Penepauud OT 9 sHBaps
2014r. Ne2n «O6 yrBepkaenuu Ilopsixa mpoBeneHUsI OLEHKH COOTBETCTBHA
MEIUIMHCKUX U3euii B (opMe TEXHUYECKMX MCIBITaHWH, TOKCHKOJIOTHYECKHUX
HiCCIIE/IOBaHMi, KIMHHYECKMX MCIBITaHH B LEMAX TIOCYyIapCTBEHHOH PpEruCTpallku
MEIMIMHCKAX H3OeNuii» (3aperiucTpupoBaH MUHHCTEPCTBOM IOCTULUMM PoccuicKon
Oeneparuu 3 anpens 2014 r., peructpanuonnsrid Ne 31813);

npyka3 MuHucTepcTBa 37paBooxpaHenus Poccuiickoil ®esepauuu OT 22 ampens
2019 r. Ne 2391 «O BHecenun u3MeHeHu# B IopsaaoK IpoBEICHUs OLICHKH COOTBETCTBHSA
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MEIUIMHCKUX H3Jlenuii B (opMe TEXHHUYECKUX HCIBITAaHUM, TOKCHKOIOIMYECKHX
HCCIIEIOBAaHNM, KIMHUYECKUX HCIBITAHUH B LENAX TOCYJapCTBEHHOH peETUCTpalyy
MEAUIMHCKAX M3JeNHi, YTBep)KIEHHbIM Npuka3zoM MHHUCTEPCTBA 3[paBOOXPAaHEHHMS
Poccuiickoit ®enmepauuu ot 9 sHBaps 2014 r. Ne 2H, u B noamyHkr 16 myHkra 4
TpeOOBaHUIT K COJEPXKAHMIO TEXHHYECKOM M OIKCIUIyaTalliOHHOW JIOKyMEHTaluu
Ipou3BOAMTENA (M3rOTOBUTENS) MEAMIMHCKOrO M3JENUs, YTBEPKIEHHBIX TPHKa30M
MunncrepcTBa 3apaBooxpanenus Poccuiickoit @enepanun ot 19 stHBaps 2017 r. Ne 11m»
(3apeructpupoBan MunnctepctBoM foctuimu Poccuiickoit ®enepanum 25 mons 2019 r.,
peructpaunonsbrii Ne 55026).

3. YcraHOBUTH, YTO HACTOALIMH NPHKA3 HE PAaCIPOCTPAHIETCS HA MPABOOTHOLICHHUS
II0 TIPOBEIECHHIO OLICHKH COOTBETCTBMS MEIULIMHCKUX M3/IEIMM, 3as BIICHHE O MPOBEACHUN
KOTOpO# ObLIM MpEICTABICHBI 3asBHUTENIEM B HCIBITATENbHYIO JabopaTopHIO (LEHTP)
WA MEIMIUHCKYIO OPraHU3aIfIo A0 JHS BCTYIUIEHHS B CHIIy HACTOSIIEro NPHKa3a.

4. HacTtosmmii mpuka3 BcTymaeT B cuiy ¢ | Mapra 2022 roma um JedcTByeT
1o 31 nexabps 2026 rona.

Mmunuctp




YTBEPXJEH
npHuKa3oM MHHHCTEPCTBA 3paBOOXpAHEHHS
Poccuiickoit @eneparuu

ot « 0 » WW 2021 1. Ne 054/

Iopsinox
NnpoBeeHNsl OUEeHKH COOTBETCTBHA MEAUIMHCKHX M3Aeauii
B (hopMe TeXHHUECKHX MCOBITAHUIN, TOKCHKOJOrHYeCKHX HCCJIeJOBAHMH,
KJIHHHYECKHX HCNBITAHHH B IeJAX rocyIapcTBeHHOMH perucTpauuu
MEAHIUHHCKHX H3eJIHi

I. O61me nonoxenuns

1. OueHka cOOTBeTCTBUS MEIUIHHCKHX H3IENHl, KOTOpasi MPOBOAMTCA B (opme
TEXHHYIECKUX HUCTBITAaHUH, TOKCUKOJNIOTHYECKUX MCCIIEOBAHUH, KITMHHYECKMX HCIBITAHMI
MEIIMUMHCKAX H3/IeNMH B UENAX TOCYJapCTBEHHON PErHCTPAlM MEIULHHCKHUX M3IEeIHii,
B TOM 4HHCIC B ULEAIX BHECEHHS M3MEHEHHWH B IOKYMEHTHI, COJep)KaIIUecs
B PErUCTPallAOHHOM JIOCBE HA MEJMLUHCKOE M3JeHe (Jlajlee COOTBETCTBEHHO — OIEHKA
COOTBETCTBHA,  TEXHUYECKHE  HCIBITAHHUSA,  TOKCHKOJOTMYECKHE  HCCIIEJOBAaHMUS,
KIWHAYECKHE  HCIBITAHHMS) OCYIIECTBIAETCA B  COOTBETCTBHM C  HACTOSIHM
IopsinkoM mpu  cobmogeHuH  TpeboBaHHiA JEHCTBYIOIIETO  3aKOHOAATENhCTBA
Poccuiickoit ®epepaumu 06 ofpallleHu:d MEIUILIMHCKHX H3JIe]IUi, HOPMAaTHBHOM,
TEeXHUYECKOH JOKYMEHTALMH IPOU3BOJUTEIS (M3roTOBUTEINS) MEIUUMHCKOTO H3MIENHs,
a TaKXke [OKYMEHTOB HAIlMOHANBHOM CHCTEMBI CTaH,ZIapTI/ISaIII/II/Il, coaepxalux
TpeOOBaHUs, IPaBHUJIa ¥ METOIbI HCCIIET0BAHMIA (McmBITaHU#) ¥ U3MEPEHHI MeTHIIMHCKHUX
U3OCTHH.

2. Tlo pe3ynpraTaM OLIEHKU COOTBETCTBHS oopmiisioTCS:

a) aKT OLEHKH pPe3yJbTaTOB TEXHMYECKMX HCIIBITAHUM MEIHMIHUHCKOrO0 M3/,
(pexoMeHTyeMBbIil 0Gpaser IpUBE/ICH B npunoxexun Ne 1 k Hacrosmemy [opsaky);

0) aKT OLEHKH pPe3yNbTATOB TEXHHUYECKHX HCIBITAHHIL MEIULIMHCKOTO H3IENUs
Al AHArHOCTHKM in Vitro (peKoMeHIyeMBbIi oOpasell NpUBEAEH B IpHIOXKeHUHd Ne 2
K HacrogmeMy Ilopsanky);

B) 3aKJIIOYEHHE M0 Pe3yJdbTaTaM TOKCHKOJIOTHUESCKHX HCCJIEJOBAHUN MEIUIIMHCKOTO
u3flenus (peKoMeHIyeMblii o0pasel] NpHBENCH B npunoxenun Ne 3 Kk Hacrosmemy

Iopsanky);

! DenepanbHelil 3ak0oH oT 29 wroHsa 2015 r. Ne 162-®3 «O CTaHaapTizauuu B Poccuiickoli ®enepauun» (CoGpanne

3aKoHojaTenbeTBa Poccuiickoit ®enepauuu, 2015, Ne 27, cr. 3953; 2021, Ne 1, cT. 62).
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I) aKT OLUEHKHM pe3ylbTaTOB KIHHHYECKMX MCIBITAHHNH MEIMIMHCKOTO H3JeNis
(pexoMenyeMslit 06pasew npuBeed B npuioxeHun Ne 4 k HacTosweMy Ilopsanky);

) aKT OLEHKH Pe3yJbTaTOB KIMHHYECKHX HCIBITAHHN MeIUIMHCKOTO U3JeIus IS
JMAaTHOCTHKM In Vitro (peKoMeHTyeMbIii oOpa3sel] NpHBENEH B IPHIOXKEHHH Ne S
K HacTosmeMy [lopsaaxy).

XpaHeHHE  pe3yNbTaTOB MCHBITAHHM M HCCIENOBAaHHH  OCYILIECTBISETCH
B IIOpJANKS,  yCTaHOBICHHOM  3aKOHOAATeNbCTBOM  Poccumiickoit  ®enepanuu
00 apXHBHOM nene’.

3. IlponsBomutens (M3rOTOBHUTENS) MEIUIIMHCKOTO H3IEMS MM YIIOJTHOMOYEHHBIH
Npe/CTABUTENh NPOU3BOAUTENS (M3rOTOBUTENA) (Hajlee — 3ajdBUTENh) CAMOCTOSTENHHO
ONpPEACACT aKKPEAUTOBAHHYIO B HAIHOHAIBHON CUCTEME aKKPeUTALH HCIILITATENEHYIO
naboparopuio (UeHTp) (Jalee — WHCHBITATENBHAS OpraHHU3allMs), OCYIIECTBIAIOLLYIO
NIPOBE/ICHNE TEXHUYECKUX MCIBITAHWH W (HMJIM) TOKCHKOJOTHYECKUX HCCJIEH0BaHHi,
C Y4eToM oONacTH ee aKKpPeJWTAlHH, a TaKke OTBEYAIOLLYIO TpeOOBaHHUsM,
YTBEPIKAECHHBIM  MHHHCTEPCTBOM  3[paBooXpaHeHHs Poccuiickoii denepanuir’,
MEHIUHCKYI0 OpPraHU3allMIo, MPOBOAALIYI0 KIMHHYECKHE HCHBITAHUS MeIUITHHCKHX
1531 (=) 1507 8

HcnibiTatenbHble W MeJMIMHCKHE OPraHM3allH TPH IPOBEICHHH TEXHHYECKHX
HCIBITaHUH W (WIHM) TOKCHKOJIOTHYECKHAX MCCIENOBAHHM, a Takke KIMHHYCCKHX
MCTILITAHUH MEJULMHCKUX M3JENHH, JOJDKHBI 0GECTIEYUTh MPHHIIAI OecnpucTpacTHOCTH
M HE MOTryT HAaXOAUTBCA B  KakOM-TMOO 3aBHCHMOCTH OT  pa3paboTdmka
WM NPOM3BOAMTEN (M3TOTOBHTENSA) MEIULMHCKOIO M3JENHs, YIOJHOMOYEHHOTO
TMPEACTABUTENS MPOU3BOAUTENS (M3TOTOBUTENS) MEJULMHCKOIO M3NENUS MIH APYTHX
3aMHTEPECOBAHHBIX B PE3yNIbTaTax UCIBITAHUN (HCCIIeT0BaHMIA) JIHILI.

II. Ouenka cooTBETCTBHS MEAULUHCKUX U3ENIHiA
B (hOopMe TEXHUYECKUX UCITHITAHUI
(KpoMe MeIUILMHCKMX U3AENUA [T THATHOCTHKH in vitro)

4. TexHudeckue HCIBITAHAS MEAMUMHCKMX H3J€NHiT IPOBOMATCS B HEJIAX IPOBEPKH
KadecTBa M 0€30MacCHOCTM — MENULMHCKOrO — W3[eNHs 0OPH  WCIONb30BAHMH
Cro B COOTBCTCTBUM C Ha3HAYCHUEM, [IPEAYCMOTPEHHBIM JOKyMEHTAUMEH IIPOU3BOUTEIS
(u3roroBuTENS).

5. Jlnd mpoBefeHHMA TeXHMYECKHX HCHBITAHUN  3asBHTEID IpeJCTaBIsET
B HCHBITATC/IPHYIO OpPTraHM3alMI0 3asiBICHHE O IPOBENEHHH TEXHHYECKHX MCIIBITAHUIL

Qenepanbhblii 3ak0oH OT 22 oktAbpa 2004r. Ne 125-03 «O6 apxuBHOM gene B Poccuiickoit ®emepauyu»
(Cobpanue 3akoHoaTenscTBa Poccuiickoit ®enepauny, 2004, Ne 43, cr. 4169; 2021, Ne 24, cr. 4188).
! Ilpukas MunnctepcTBa 3apaBooxpanenus Poccuiickoit ®Qegepamu ot 16 Mas 2013 r. Ne 3000 «O6 yTBepKACHUM
Tpe6GoBaHuil K MEIMIMHCKAM OpraHM3aLyMAM, NPOBONAIIMM KIMHMYECKHUE MCIBITAHUS MEAMIMHCKUX M3€/Mi, 1 mopsaka
YCTaHOBJICHUA COOTBETCTBHA MEAMUMHCKMX OpraHHM3alil STUM TpeGOBaHMAMY (3apErHCTPHPOBaH MUHHCTEPCTBOM HOCTHLMM
Poccuiickoit ®enepaunn 4 dpespans 2014 r., peructpaunonnsiit Ne 31216).




MEIMIMHCKOTO M3/CNUs C yKa3aHHEM CBEICHHWH, IpeqycCMOTpeHHBIX IlpaBunamu
TOCYAapCTBEHHOM  perucTpaiuu MeIULIHCKIX U3Jenui, YTBEPXKICHHBIMH
nocraHosneHueM IlpaBurensctBa Poccuiickoit ®epmepamun or 27 nekabps 2012 r.
Ne 1416*, ¢ npunoxennem CIIEAYIOIIMX TOKYMEHTOB:

a) TeXHUYECKAas M  IKCIUIyaTAaUHMOHHAS  JOKYMEHTALWS IIPOU3BOJUTENS
(M3rOTOBHUTEIIST) HA MENMIMHCKOE H3MEITHE,

6) CBeIeHHSI O HOPMATHBHON JOKYMEHTALMH HA MEIULIMHCKOE u3JIeNye;

B) LBeTHble (QoTorpaduyecKue U300paKeHHS O0OIIero BHAA MeTUIMHCKOrO
H3JCIUsA, €ro BapMaHTOB HCHONHEHHA (MozeNei) M NpUHAMIEXHOCTEH, HEOGXOMMMBIX
AJIA IPUMEHEHH MEAULIMHCKOro U3JIeHs M0 Ha3Ha4deHHIo (pa3MepoM He MeHee 18 x 24
CaHTHMETpa), a TakKe NaHHBIE O MapKUPOBKE U YNAKOBKe (IIBETHBIE MAKETHI yTIaKOBOK
H 3THKETOK, COZAEpKalllie TeKCT MapKHPOBKH Ha PYCCKOM s3bIKe) (332 HCKIIOUEHHEM
TIPOTPaMMHOTro 0OecreueHus, ABIAIOMIEroCs MEIUIMHCKAM H3ZENUeM, B TOM YHCIIe
TIPOTPaMMHOTO 0OeCIeYeHHs ¢ IPUMEHEHHEM TEXHONOTHIA HCKYCCTBEHHOTO UHTEJUIEKTa);

r) usetHele  (oTorpadguueckue  M30GpAKEHUS BIIEKTPOHHOTO  HOCHTEJIS
H uHTepdelica nporpaMMHOro obecreuenus (pasMepoM He MmeHee 18 x 24 CaHTHMeTpa)
(A1 MPOrpaMMHOT0 0GECTeYeHH s, SIBIAIOIEroCs MeqUIMHCKAM U3LIENNEM, B TOM YHCIIE
IPOrpaMMHOr0 obecreveH s ¢ MPUMEHEHHEM TeXHONOIHi MCKYCCTBEHHOTO UHTEJIEKTA)
(B cy4ae, eciiu uMeeTcs);

A) KOIMH TNPOTOKOJIOB MpEIBAPHTENBHBIX HCIBITAHUI MeIUIMHCKOrO U3JeNHs
(npy  Hanuumm) (32 MCKIIOYEHHEM HPOrPaMMHOTO obecriedeHus, SBJIAIOIIErocs
MEIMUMHCKHM H3/CNMEM, B TOM YHCIIe NPOrPaMMHOrO oOecHeveHHs ¢ IpUMEHEHHEM
TEXHOJIOTH HCKYCCTBEHHOT'O HHTEILIEKTA);

€) KONHMM MPOTOKOJOB IpPEABAPHTENLHBIX MCIBITAHAN MeIHIHHCKOrO U3JeNus
(BKIIOYAsA OTYETBI O TECTHPOBAHHMY, BANMIALMH MU BepH(UKAIMA POrpaMMHOTO
obecreyenws) (M1 MPOrpaMMHOTO 0GeCIeYeHHS, IBIAIOIIErocs MeJHIMHCKIM U3JIEITUEM,
B TOM YHCJI€ IPOrPaMMHOTO 06ecreYeHus ¢ NpHMEeHEHHEM TEXHONOIHi HCKYCCTBEHHOTO
HHTEIUIeKTa);

) KOIMU pe3yldbTaTOB TEXHMYECKMX HCIBITAHHI MeIUIMHCKOTO U3JEIHs,
NPOBEACHHBIX 3a npenenamu Poccuiickoii Geneparmu (Ipy HATHYMH);

3) CCBUIKY Ha pecypc B MHGOPMALIMOHHO-TEJIEKOMMYHHUKAIIUOHHOM  CeTH
«HHTEepHET», C KOTOPOTO MOXET OBITh 3arpy)XeHo IIporpaMMHOe obecreyeHue,
ABILIOLIECCA MEIMUMHCKUM H3JCNIMEM, B TOM YHCIE IPOrpaMMHOE OOecleueHHe
C TDpPUMCHEHWEM TEXHONOIMH HCKYCCTBEHHOTO HHTENUIeKTa (B Cllydae OTCYTCTBHUS
Y TpOrpaMMHOrO OOecIedeHHs, SBIAIOLIErOCs MENUIMHCKHIM H3LEIMeM, B TOM YHCIIe
IPOrpaMMHOr0 ObecrieYeH s C MPUMEHEHHEM TEXHOJOTHH HCKYCCTBEHHOTO UHTEIUIeKTa,
ONIEKTPOHHOTO HOCHTEIISf), & TaKKe IlepeueHb NPEAOCTABIEHHBIX IIPOU3BOIUTENEM
(M3roTOBUTENEM) MEMIMHCKOTO U3AeNus KITI0Ueli, apoiet IOCTYyTIa;

4 Cobpanue 3akoHonaTenbcTBa Poccuiickoit ®eneparm, 2013, Ne 1, ct. 14, 2020, Ne 49, cT. 7897.
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1) HeoOXOAUMBIE Ui TEXHHYECKUX HWCIIBITAaHUH pabodue depTexH, TaOIMLbI
M CXEMBI, €CJIM OHH COIEpPXKATCs B JKCIUIyaTallMOHHOM JOKYMEHTAUMH IIPOM3BOJUTEIS
(usroroBuTeNns) (32 HCKIIOYEHHMEM IIPOrPaMMHOTO  OOeCHEeYeHMs, SBIAIOLIErocs
MEJUIMHCKMM HM3J€JIMEM, B TOM YHUCIEe MpOrpaMMHOro ofecredeHHs C IMpAMEHEHHEM
TEXHOJIOTHil KICKYCCTBEHHOTO MHTEIICKTa);

K) JOKYMEHTBl MpPOM3BOIMTENA, COAEpXallde CBeAeHHs 00 OmacHOCTIX,
CB3aHHBIX C MEIUIMHCKHM H3JeJHeM, U MPUHATHIX Mepax 110 CHHXKECHHIO OCTATOYHBIX
PHCKOB (IIpH HAJIMYHUN);

J) JOKYMEHTHI MPOM3BOIUTENS, COAEp)KAIlME CBEICHHS O XXU3HEHHOM IIHKIIE
MEIMIMHCKOro U3Jenus (s IporpaMMHOro obecrieueHus, SIBJISAIOIIErocss MeIUIHHCKIM
W3LIeIMEM, B TOM YHCJE€ MPOrpaMMHOro ofecreueHHs C NPUMEHEHHEM TEXHOJIOIMM
HCKYCCTBEHHOTO HHTEILIEKTA);

M) JOKYMEHTHI H CBEeJIeHHS 00 M3MEHEHUSIX, BHOCUMBIX B PETUCTPALIMOHHOE JOCHE,
B TOM 4HCIE JOKYMEHTHI, HOATBEP)KAAOIINE NaHHbIE W3MEHEHHs (IIpH IPOBEICHHU
WCIBITAHUH MEIUIHAHCKOTO H3AENUs B LENSX BHECCHHUs H3MEHEHHUH B JIOKYMEHTEHI,
COZIEpIKaIHeCs B PETUCTPAIIOHHOM JI0ChE);

H) KOMHsA JOKYMEHTa, NOJTBEPXIAIOLIEero IMOJHOMOYMSA  YIOJIHOMOYEHHOrO
MpeICTABUTEINS MPOU3BOAUTENS (U3TOTOBUTEI).

B ciydae ecnm opurdHalbl JOKYMEHTOB COCTaBICHBI Ha HMHOCTPAHHOM S3BIKE,
OHHM IIPEJICTABJIAIOTCS € 3aBEPEHHBIM B YCTAHOBIEHHOM Mopsiike” MepeBOIOM Ha PYCCKUM
SA3BIK.

6. UcneiTatensHas OpraHu3allis B CpPOK, He mnpeBbimarommi 10 pabouux nHen
C MOMEHTAa TMPEJACTABJICHHUS 3asBICHHS O I[POBEACHUH TEXHHUYECKUX HCIBITAHUH
MEIMIMHCKOrO H3JIeIUd M IPUaraéMbIX K HEMy JOKYMEHTOB, IIPOBOJMT OILIEHKY
(ipeABapUTENbHBIA aHANM3) yKa3aHHBIX JOKYMEHTOB Ha JOCTATOYHOCTH CBEICHHIA,
COZIEPXKAIMXCA B HUX, C LENbIO MPUHATUS PEIICHUS O BO3MOXKHOCTH (HEBO3MOXHOCTH)
IPOBEICHUS TEXHUYECKNX UCTILITAHUH.

7. B cnaydae TIpUHATHS MCIBITATENbHOW OpraHW3alMedl pELIeHHs O BO3MOXKHOCTH
IpOBEJCHUsST TEXHUYECKHMX HCNBITaHUM, HWCHBITaTeNlbHAas OpraHu3alisd COBMECTHO
C 3agBHTENIEM COCTaBIIAE€T MPOrpaMMy HCIIBITAHMH, KOTOPYIO YTBEPKAAET PYKOBOJIUTEIND
HCIBITaTEbHON OpraHU3alNH.

B cioyyae mNpHHATHS OTPULATENBHOrO pEIICHWS HCIBITaTeIbHasd OpraHu3anus
B NMCHEMEHHOH (opMe yBemoMJsieT 3asBUTeNs 00 OTKa3e B NpPOBEICHHM TEXHHYECKUX
UCIIBITaHuM (C YKa3aHHEM IPUYWH) JTUYHO MOJ MOAMNUCH, MO0 HalpaBIIET YBEAOMIICHHE
3aKa3HBIM II0YTOBBIM OTIPAaBICHHEM C YBEIOMIEHHEM O BpY4YCHHUH, JIHOO mepelaer

3 Cramea 81 Ochos 3aKOHOJATeNbCTBA Poccuiickoit Memepali © HOTapwaTe, YTBepXkAeHHbIX BepxosHbiM CoBeToM
Poccwmiickoii ®enepamuu 11 despans 1993 r. Ne 4462-1 (Bemomoctn Che3na HApoIHBIX AemyTaToB Poccuiickoil @enepanuu
u BepxosHoro Cogeta Poccuiickoit @enepanuu, 1993, Ne 10, ct. 357; Cobpanue 3akonoaatenscTBa Poccuiickoi ®enepauiy,
2019, Ne 52, ct. 7798).
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B OJIEKTPOHHOH (oOpMe IO TeJeKOMMYHHMKALMOHHBIM KaHAJIaM CBA3d WU B bopme
3NIEKTPOHHOT'O JOKYMEHTA, IIOAIMHCAHHOTO 3JIEKTPOHHOM IOAINCHIO.

8. Ilocrne yTBepxIeHHA PYyKOBOAMUTENEM HCIBITATENLHON OpraHH3aLuK IPOrpaMMbI
HCIBITaHUH 3asBUTENb NPEACTABIIIET B HCIBITATE/LHYIO OPraHU3ALHIO;

a) obpazer; (oOpasipl) MEAMLUHCKOIO W3eIMs BMECTE C [IPUHAIJICKHOCTIMH,
HEOOXOAMMBIMH IS IPUMEHEHHUS MEJULUHCKOTO U3MIENUs 10 Ha3HAYESHHIO (B KOIIUYECTBE
AOCTaTOYHOM Ul TIPOBENCHHS TEXHHYECKHX HCIHBITAHMN MEIUIMHCKOTO W3IelIHs
COrmacHO TpebOBaHMSAM JOKYMEHTOB HAI[MOHATBHOH CHCTEMBI CTaHJapTH3aLHH’
Y YTBEPXKIEHHOH IIPOrpaMMBbl HCIIBITAHUIA);

6) cBemeHHS O BBIJAHHBIX PETHCTPHUPYIOLMM OPTaHOM pa3pellleHHsIX Ha BBO3
MEMIMHCKUX H3/IeNIUi C LENIBI0 UX TOCYAapCTBEHHON PETMCTPALMH, B TOM YHCIIE B IIENIX
BHCCEHHs M3MCHEHHH B IOKYMEHTBI, COZEpXallfecsi B PETHCTPALHOHHOM JOCHE
Ha MeJHUMHCKOe H3/enue (A1 MeNUIHMHCKHX H3/ENHii MHOCTPAHHOTO MPOHM3BOICTBA,
a TaKKe B Cily4Jae BBo3a Ha Teppuropuro Poccuiickoit ®enepanyu MemHLHHCKOTO
U3Je/1s, IPOU3BOJUTENIEM KOTOPOTO SIBIISETCS FOPUIMIECKOE JIMIO WIH HHANBHIYATBHEIH
NpeIpHHAMATENb, 3apErHCTPUPOBAaHHBIA Ha Tepputopuu Poccuiickoii ®enepanum,
a MECTO INpPOM3BOJCTBA TAKOIO MEAHMIMHCKOTO M3/eNHA HaxXOIUTCA Ha TepPPUTOPUH
MHOCTPaHHOTO  rocyfapcTBa, 3a MCKIOYEHHEM [POTPAMMHOTO  obecredeHns,
SBIISIOLIETOCS METUIMHCKAM H3JIEIHEM, B TOM YHCJI€ MPOrPaMMHOIO oObGecredeHus
C NPUMEHEHHEM TEXHOJOTUH HMCKYCCTBEHHOTO HHTEIICKTa, W MEIUUMHCKHX H3MeNuii,
BKIIOYCHHBIX B NEPEYeHb MEAULHMHCKHX H3IENHA C HU3KOM CTENEHBI0 MOTEHIHAILHOIO
pucka HMX TMpPHMEHEHHs, B OTHOLICEHHM KOTOPBIX YCTAHOBJIEHB OCOGEHHOCTH
FOCYNAPCTBEHHOH PETHCTPAaldH, YTBEPXJEHHBIH IIOCTaHOBIeHHEM IIpaBHTenscTBa
Poccuiickoit ®enepanun ot 27 mexabps 2012 r. Ne 14167);

B) ClienMabHOe 060pyROBaHue, pa3paboTaHHOE IPOU3BOJUTENEM IS TEXHUYECKIX
MCIBITAHUH KOHKPETHOTO MEJMLMHCKOTO H3JEMs M YKa3aHHOE WM B TEXHHYECKOM
JIOKyMEHTalM# (IpM HAIMYMK) (332 HCKIIOYEHMEM IIPOrPaMMHOIO obecrieueHus,
SBIAIOIICTOCS MEIULUHCKUM H3JIEIMEM, B TOM YHCIIE NPOrpaMMHOro obecredeHus
C IPUMEHEHUEM TEXHOJIOTHH UCKYCCTBEHHOTO HHTEJLIEKTA);

I) crenmanbHoe obopynoBaHWe M (MIM) MPOTrPaMMHOE obecrieueHre, TECTOBBIE
Gasel JaHHBIX, pa3paGOTaHHBIE TNPOM3BOAUTENEM [UIS TEXHHUECKMX HCIBITAHMI
KOHKpPETHOTO MEIMUMHCKOrO M3JENUs M yKa3aHHOE UM B TEXHHYECKOW JOKYMEHTAIUH
(mpy  Hanu4uu) (UIA NIPOTPaMMHOTO OGecHeYeHHs, SBISIOWErocs MeAHIUHCKUM
U3[ICTMEM, B TOM HHCJIE NPOrpaMMHOro obecHedeHHs C IPUMEHEHHEM TEeXHOJIOTHIA
HCKYCCTBEHHOTO MHTEJLIEKTA).

6 DenepanbHelit 3akoH o1 29 moHs 2015 r. Ne 162-03 «O cTaHpapTrsanuu B Poccuiickoit @enepauumny» (CoGpanue
SaKOHOlIaTeJILCTBa Poccuiickoit ®epepammn, 2015, Ne 27, cr. 3953; 2021, Ne 1, cT. 62).

C06pam1e 3akoHoxarenscTBa Poccuiickolt @epepanuy, 2013, Ne 1, cr. 14; 2020, Ne 12, cr. 1792.
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9. B OTHOIIEHHH MEIUUMHCKMX H3MENMH, IS HUCIBITAHMH MM MOHTAXA (BBOZA
B DKCITyaTallii0) KOTOPBIX TpeOyeTcs IONy4eHHe pa3pelldTeIbHOMN JOKyMEHTaI}
(HanpuMep, NUMLEH3MH), IPOBEJICHHE KANIMTAIFHOIO PEMOHTA, CTPOUTEIBLCTBO OTHEIBHBIX
KalMTaNbHBIX COOPYXEHHH, MOIyCKaeTCs IPOBEJCHHE TEXHUYECKHX HCIBITAHMIL
CHENHAIICTaAMA  UCHBITATEIbHOH  OpraHM3alM¥d Ha TEPPUTOPUH  HPOU3BOMHUTENS
(M3rOTOBHTENA) MEMLUHCKOTrO M3JENUsS WM B OPraHU3aliy, TIe MeIHIHHCKOe u3zienue
pasmelleHo u (1K) pa3spenleHo Ui IPUMEHEHHs B COOTBETCTBHM ¢ 3aKOHONATETHCTBOM
JIaHHOU CTPaHBI.

10. Texuuveckue HCHBITAHMS MeIULUMHCKMX H3JEIHI IIPOBOMATCS MCHBITATEIHHOMN
OpraHu3alied B CpPoK, He Mpemsimaomui 30 pabounx nHedl co nHA MpeaOCTaBIECHUS
3aj4BUTENICM B HCIHBITATENIBHYIO OpraHusauuio obpasna (00pasimoB) MeIUIIMHCKOro
M3[ICIMs, @ TAKKE CHENHANbHOr0 060pynoBaHus (IIpH HAJIMYMK), YKA3aHHBIX B HyHKTE 8
Hacrosmero Ilopsnka, npu yclnoBMM OIUIATH 3asBHTENEM YCIYT HCHBITATENbHOH
OpraHM3allidi B COOTBETCTBHM C 3aK/IIOY€HHBIM poroBopoM. Cpok IpoBemeHHs
TEXHUYECKUX HCTIBITAHHH 0 COIVIACOBAHHIO C 3asABUTENEM MOXET OBITh MpPOIIEH
PYKOBOZUTEIIEM HUCIIBITATEIBHON OpraHu3alyu He 6omnee yem Ha 20 paboynx gHeil.

11. Ilpu mpoBeneHNH TEXHUYECKHX MCTIBITAHMI OCYILECTBISETCS:

a) WIEHTHOUKALK MeJUIHHCKOrO H3EIHs,

0) ompeneneHue M cornacoBaHHe C 3asgBHTENIEM KIACCa MOTEHIHATBHOIO pucKa
NPUMEHCHUA  MEIULMHCKOTO  HM3[€NMA B  COOTBETCTBHM C  HOMEHKIATypPHOI
KnacCHOUKauMedl  MEJMIMHCKAX  M3NENMH,  yTBEpPXKICHHOM MunucrepcTBoM
3npaBooxpaHeHus Poccuiickoit ®enepaunn’;

B) aHaIH3 JOKyMEHTOB, YKa3aHHEIX B IIyHKTE 5 HACTOSIIErO Ilopsiaka,

I) NpOBeleHHE MCIBITaHWH obpasua (06pa3s[oB) MEIULMHCKOTO H3IENHS BMecTe
C MPHHAJICKHOCTAMH, HEOOXONMMBIMH [UIi TPHMEHEHMS MEIULUHCKOrO H3/eNHs
N0 Ha3HAYE€HMIO, B COOTBETCTBUH C YTBEPKACHHOH IIPOrPaMMOii HCIIBITAHMIA,

I) OLEHKAa W aHAIW3 [JaHHBIX, OTHOCSALIUXCH K MEIULIMHCKOMY  HU3JEJIHIO,
ZUTsl IPOBEPKH €ro KavecTBa M 0€30IaCHOCTH;

e) odopmieHue u Bbifada (Bpy4eHHe MIH HANPABIEHHE 3aKA3HBIM MOYTOBBIM
OTIPABJICHUEM C YBEJOMJICHHEM O BPYYEHHM) 3asBHTENIO aKTa OLEHKH pPe3yJbTATOB
TEXHUYIECKUX HCIBITAHUN MEIUIIMHCKOIO U3ENu.

12. B Xozte NpoBe/ieH!s TEXHHYECKMX MCTILITAHUI OIPEEIISIOT;

8 Ilpukas MunKMcTepcTBa 3/paBoOXpaHeHds Poccuitckoit Deznepauun ot 6 mioHa 2012r. Ne 4 «O6 yTBepKAeHHH
HOMCHKJIATYPHOH KIacCHHKALMM MEAMIMHCKUX W3IEHii» (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIMH Poccuiickoit
Qenepauun 9 wmona 2012 r., peructpauMonHmii Ne 24852) c U3MEHCHHAMH, BHECEHHBIMM INpHKa3aMH MHHHCTepcTBa
3apaBooxpaHeHns Poccuiickoit @enepauuu ot 25 cenrabpa 2014 r. Ne 557u (3aperucTpupoBaH MUHHCTEPCTBOM FOCTHIMH
Poccuiickoit Denepauyu 17 nexabps 2014 r., perucrpaunonnsii Ne 35201) u ot 7 mrons 2020 r. Ne 686H (3aperucTpupoBan
Munncrepcrsom roctuimu Poccuiickoii ®@enepauuu 10 aprycra 2020 r., perucTpanoHHslii Ne 59225).
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a) COOTBETCTBHE MENMUMHCKOTO M3/IENUs TPEGOBAHUAM IPUMEHHMBIX JOKYMEHTOB
HallMOHAJIbHOH CHCTeMBl CTaHJAPTH3AlMH, a TaKXKe HOPMAaTHBHOH JOKYMEHTAI[WH,
TEXHUYECKOH M SKCILTyaTallHOHHOW TOKYMEHTAIlHH IPOU3BOAUTENS (M3TOTOBUTENA);

6) MOMHOTY M OOBEKTHBHOCTh YCTAHOBJIEHHBIX B TEXHHYECKOHM NOKYMEHTALMH
IPOU3BOIUTEIS (u3rotoBuTeENN) XapaKTEePHUCTHK, HOAJIEXKAIHX KOHTPOJIIO
IPU TEXHUYECKUX UCIIBITAaHUSAX, 8 TAKXKE METOIOB MCIIBITAHUIL,

B) KayecTBO MEIMIMHCKOIO U3ENHA H Ge30MIaCHOCTh €ro IPUMEHEHHS..

13. Pe3ynpraTel  TeXHMYECKMX  HCIBITAHHH  CYHTAIOTCS  OTPHLATEIBHBIMH
B CJIEAYIOIIUX Ciy4asx (IIpH HAIUYHH OJHOTO U Golnee):

a) IpeJICTaBNeHHEI  oOpasen (oOpasupl) MENMIMHCKOTO W3IENMsS  BMeECTe
C TNPHHALICKHOCTAMH, HEOOXONMMBIMH MJisi NPUMEHEHHS MEIMIUHCKOTO M3Ie/Hus
N0 Ha3HAYEHHIO, HE COOTBETCTBYIOT TPeOOBaHHMSAM, yCTAHOBJIEHHHIM B HOPMATHBHOM
AOKYMEHTAlWH, TEXHHYECKOW H OIKCIUTYyaTalHOHHON JOKYMEHTALMH HpPOH3BOMUTENS
(M3rotoBuTeNd), a TakKe TPeGOBAaHMAM NPUMEHHMBIX JOKYMEHTOB HAIMOHANBHOM
CHCTEMBI CTaHIapPTH3AIIHH;

6) npencTaBneHHas  TexXHW4YecKas M JKCIUTyaTalHOHHAS JNOKYMEHTaIUs
NPOM3BOAMTENS  (M3rOTOBUTENA) HE IOATBEPXKAAET KadeCTBO W 6e30MacHOCTS
MEULMHCKOTO H3/IEIHS;

B) crielaibHOe 060py10BaHHe, pa3paboTaHHOE IPOU3BOAUTENEM ISl TEXHUUECKHX
MCTIBITAHUH KOHKPETHOrO MEJMIMHCKOTO M3/IeJHS M YKa3aHHOE MM B TEXHHYECKOid
AOKYMEHTALHH, He 00ecIIeYHBaeT BO3MOXKHOCTD IIPOBEICHHS HEOOXOAUMEIX TEXHHYECKHX
HACIBITAHUH.

14. PesynbraTbl TeXHHYECKMX HCIBITAHHI, 38 MCKIIOYEHHEM CIIy4aeB, YKA3aHHBIX
B nyHkTe 13 Hacrosuwero Ilopsiaka, CYHTAIOTCS MONOXUTENBHBIMY H HOATBEPXKIAIOT
KayecTBO U 6€30IMacHOCTh IPUMEHEHHS MeUIUHCKOTO H3IEIHA.

HI. OneHka cOOTBETCTBUA MEAUIMHCKUX M3/l LIt THAMHOCTHKH in Vitro
B (hOpMe TEXHUYECKUX UCITBITAHUM

15. Texnuueckue HCHBITAaHMS MEJWIMHCKHX M3AENMH U JHATHOCTHKH
in Vitro MpoBOAATCA B LefsIX MPOBEPKU Ka4ecTBa ¥ GE30MaCHOCTH MeUIMHCKOTO 5631 () 176
AN QUATHOCTHKM in Vitro MpM HCHONB30BaHUH €r0 B COOTBETCTBHH C Ha3HAYEHHEM,
NPEXyCMOTPEHHBIM IOKYMEHTAlMeEH IPOU3BOANTENA (M3rOTOBUTENS).

TexHn4eckue UCTIBITAHMS MEAUIIMHCKUX M3/ENHI [ IMArHOCTHKY in Vitro B Buje
AQHATUTHYECKUX CHCTEM, IPOBOJHMMBIC B OTHOIIEHHH MEIMLUHCKOTO H3AEIHS BMECTE
C MNPHHANIOKHOCTIMH, HabOpaMH peEareHTOB M KalubpaTopoB, HEOGXOIMMBIMU
AN IPUMEHEHUs MEIUIIMHCKOTO M3/IENHs 10 Ha3HAYEHHUIO, MOTYT IIPOBOAMTLCA B PAMKax
OJHOT0 TEXHHYECKOTO UCIIBITAHHUS.

16. [lna npoBemeHHs TeXHMYECKHX MCOBITAHHM MEOUUMHCKMX  H3/Ie/Hi
JUISL TMarHOCTHKM IN Vitro 3asBHTENb NMPEACTABIAET B HCIBITATENLHYIO OpraHH3aIHIo




3a4BJICHHE O TMPOBEJACHHM TCXHMYECKUX HCNBITAHUM MEIMUMHCKOTO  M3MENHs
JUI TMarHOCTHKH In Vitro ¢ yKa3aHHeM CBEIEHMH, MpeayCMOTPeHHBIX IlpaBunamu
roCy1apCTBEHHOMH perucTpaimu MEIUIMHCKUX U3JIEIHIA, YTBEP)KICHHBIMU
nocraHosneHueM IlpaButensctBa Poccuiickoit ®enmepamuu ot 27 nexabps 2012 r.
Ne 14169, C MIPUJIOKEHUEM CIIEAYIOILUX JOKYMEHTOB:

a) TexHWYecKas M OKCIUIyaTalHOHHas  JOKyMEHTAIlHs IIPOU3BOIUTEIS
(M3roTOBHTEN) HA MEAULIMHCKOE M3IENHe I JUATHOCTHKH in Vitro;

6) cBemeHHI O HOPMATHBHOH JOKYMEHTALMH Ha MeHIHHCKOE u3zenue s
AWarHOCTHUKH in Vitro;

B) IUBETHBIE (oTorpaduyeckue wu3o6pakeHnus o6WEro BuIa MEJIMIHAHCKOTO
H3JeNUs, €ro BApHaHTOB UCHONHEHHs (MOJeNei) U IpUHAIIEKHOCTeH, HeOOXO0MUMBIX TUIS
NPUMCHCHHS MEAWUMHCKOIO H3/eNHUs 10 Ha3sHAuYeHHI0 (pa3MepoM He MeHee 18 x 24
CaHTHMETpa), a TakKe NaHHBIE O MapKUPOBKE M yIAKOBKe (LIBETHBIE MAKETHI YIaKOBOK H
STHKETOK, COZepKAIHe TEKCT MapKUPOBKH HA PYCCKOM S3BIKE);

I) KONWH pe3yNbTATOB TEXHHYECKHX HCIBITAHMA MeTHIHHCKOrO U3JeNns
JUll JUarHOCTHKH in vitro, THpoBemeHHble 3a mnpegenamu Poccumifckoii ®enepanyn
(Ipu HaTTUYHKK);

A) KONHH TPOTOKOJOB IMpPENABAPHTENBHBIX HCHBITAHUN MeTHIHHCKOrO 761 () 50
AJIL IUarHOCTHKH in Vitro (IpH HAIMYUK);

€) HeoOXoAWMBble Ui IIPOBEJEHHS TEXHUYECKMX MCIBITAHMI MEAULIMHCKOIrO
M3NeNUs VI TUArHOCTHKY in Vitro TabGIHITEl i CXeMbI, KOMITBIOTEPHEIE IIPOrPaMMBI, €CJIH
OHH HJIH CCBUIKH Ha HUX COAEPKATCS B 9KCILLyaTallHOHHOH JOKYMEHTALMH NPOU3BOAUTEIIS
(u3roroBuTens);

) COBOKYMHOCTb JOKYMEHTOB, CO3NaHHBIX HPOU3BOJUTENEM B IIpoLECCEe aHalIu3a
pHCka npuMeHeHus (dakin MeHe/KMeHTa prcka) (IPH HaJTH4HK);

3)  JOKYMEHTHI U CBEeJ€HUA 00 U3MEHEHHUSX, BHOCHMBIX B PETUCTPALIIOHHOE JIOCKE,
B TOM 4HCIC MOKYMEHTHI, NMOATBEPXAAIOLIME [aHHblE H3MeHeHHs (OpHM IPOBENECHHH
HCIBITAHUH MEIMIHUHCKOTO H3JeNUs B LEIIX BHECEHHMs W3MEHEHHH B JOKYMEHTHI,
coJiepXKallliecs B pErMCTPAllHOHHOM J0Che);

M) KONMA JOKYyMEHTa, MNOATBEPXKAAIOLIETO IOJTHOMOYLS YIOJTHOMOYE€HHOIO
NPEACTaBUTENsI IPOU3BOAUTENS (H3TOTOBUTENS).

B ciyuae ecnu opurmHaBl JOKyMEHTOB COCTaBIIEHBI Ha HHOCTPaHHOM S3BbIKE, OHH
TNPENICTABIAIOTCS C 3aBEPEHHBIM B YCTAHOBJICHHOM TIOpSIKE' W [IEPEBOZOM Ha pyCcCKui
A3BIK.

17. WcneiTatenbHas opraHusamus B CpPOK, He npeBblmarommii 10 paboumnx auei
C MOMCHTa IIPEIACTABICHHUA 3asBIICHUS O HPOBEACHUH TEXHUYECKMX HCIBITAHU

? Cobpanue 3akoHogaTenbcTBa Poccuitckoii ®enepaunu, 2013, Ne 1, cr. 14; 2020, Ne 49, cr. 7897.

' Craten 81 OcHos 3aKoHozaTenbeTBa Poccuiickoit efepanuu 0 HoTapuaTe, yTBEPKACHHBIX Bepxosubim CoBetom
Poccuiickoit ®@enepaumn 11 pespans 1993 r. Ne 4462-1 (Begomoctu Chesna HapoJHbIX AemyTaros Poccuiickoit ®enepain
u BepxosHoro Cogera Poccuiickoit ®enepaunu, 1993, Ne 10, cr. 357; Cobpanue 3akoHonaTesnbcTBa Poccuiickoit ®enepanun,
2019, Ne 52, cr. 7798).
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METUIMHCKOro M3AEINs A JHATHOCTHKH in Vitro W MpuiaraeMelX K HEMY JOKYMEHTOB,
IIPOBOJUT OLEHKY (IpeIBapUTENbHBIN aHATH3) YKa3aHHBIX JOKYMEHTOB Ha JOCTATOYHOCTh
CBE/ICHUH, COJEpXKAaIlUXCd B HHUX C LEIbI0 MNPHHATHA pEIIEHHI O BO3MOXKHOCTH
(HEeBO3MOXXHOCTH) TPOBEACHUSA TEXHUUECKHX HCIILITAHMI.

18. B ciyuae NpuHATUSA UCHBITATENIbHON OpraHM3aldeil pelleHHs O BO3MOXHOCTH
NPOBEJEHMS TEXHUYECKHX HCHBITaHUM, UCHbITaTeNbHAss OpraHM3alisd COBMECTHO
C 3adBHUTENIEM COCTABJIAET IPOrpaMMy UCIIBITAHUH, KOTOPYIO YTBEPXKIAET PYKOBOIMTEID
UCIIBITATEIbHOM OpraHu3alnH.

B cmy4yae nNpHHATHA OTPULIATESIBHOIO peIleHHs HCIBITaTebHAS OpraHM3alys
B IIMCbMEHHOU (opMe yBeJOMIIeT 3asBUTENs 00 OTKase B NPOBEINECHHH TEXHHYECKHX
UCIBITaHUHA (C yKa3aHMEM IPHYMH) JIMYHO MO MOATMKCH JX0O0 HAMpaBisieT YBeAOMIIECHHUE
3aKa3HbIM II0YTOBBIM OTIPABICHHEM C YBEIOMIIEHMEM O BpYUYEHHH, JHUOO Iepenaer
B DJEKTPOHHOH (opMe IO TelneKOMMYHHKALMOHHEIM KaHajlaM CBS3H WM B (opme
3JIEKTPOHHOI'O JOKYMEHTA, MOANMCAHHOTO 3JIEKTPOHHO#H MOAHCEHIO.

19. Ilocme  yTBepxkaeHHMS  pYKOBOOHUTENEM  HCIBITATENbHOM  OpraHU3alH{
IIpOorpaMMBbl HCTIBITAHUM 3asBHTEIIb IIPEACTABISIET B HCIIBITATENBHYIO 1a00OPaTOPHIO:

a) obpazen (0Opa3nbl) METUIMHCKOTO M3J€/IHs Ui JUACHOCTHKH in Vitro BMecTe
C TNPHUHAICKHOCTAMH, HEOOXOMUMBIMH [ TPHMEHEHHS MEIUIMHCKOTO H3IENHNs
10 Ha3HAYEHUIO (B KOJMYECTBE COITIACHO TPeOOBaHUAM JOKYMEHTOB HAIMOHATBLHOMN
CHCTEMEI CTaHI(apTI/ISaIII/II/I” U YTBEPXAEHHOU MPOrpaMMBbl HCIIBITAHHIA);

0)  cBelJeHUS O BBIAHHBIX PETHCTPHPYIOIIMM OPraHOM pa3pelIeHHsX Ha BBO3
MEIUIMHCKAX M3AENMH [ AMAarHOCTUKM in Vitro ¢ IeNbl0 HMX ToCyJapCTBEHHOMN
PETHCTPALH, B TOM YHCJE B LIEAX BHECEHUS M3MEHEHMHA B JOKYMEHTHI, COflepKalliecs
B PErucCTpaliOHHOM J0Che Ha MEIULUHCKOe u3lenne (I MEAMIMHCKMX HW3IEeIHii
MHOCTPAHHOI'O IPOM3BOACTBA, a TAKKe B Cllydyae BBO3a Ha TeppuTopuio Poccuiickoi
Denepanyy MEAUIIMHCKOTO U3AENHUS, IPOU3BOJUTENIEM KOTOPOTO ABJIAETCH IOPHAMIECKOE
JMIO WM MHIWBHIYallbHBIA NpealpHHUMATENb, 3aperHCTPUPOBaHHbIH HA TEPPUTOPHH
Poccuiickoii ®enepauud, a MeECTO MPOM3BOJACTBA TAKOTO MENMLMHCKOTO H3IENINS
HaXOJHTCs Ha TEPPUTOPUU MHOCTPAHHOTO rOCYJapCcTBa);

B) cHelyalibHOe O00OOpyAOBaHWE [UIi TPOBEPKM MHIM A1 obecredeHus
(yHKIMOHHPOBAHUSA MEIHUIIMHCKOTO W3JENHs Ul JMarHOCTHKH in Vitro M yKa3aHHOe
B TEXHHYECKOW [JOKYMEHTalMM NpoW3BoAuUTeNs (M3rotoButeNs) (IpH HAIHYMA
1 HEOOXOUMOCTH).

20. TexHudeckwWe MCHOBITAHWS MEIWIMHCKUX M3IENUNA Ui [AUArHOCTHKH
in Vvitro OCyIIECTBIAIOTCS HMCHBITATeNbHOM OpraHM3aldell B CPOK, HE IPEBHILIAFOLIMIL
30 pabouux qHEil co OHA NpeAOCTaBICHHS 3asBUTENIEM B MCIBITATENBHYIO OPraHH3aLMIO
obpasia (06pa3i103) MEIULUHCKOTO W3JeNus i1 AMAarHOCTHKH in Vitro, a Takxe

' ®enepanbnbiii 3akon ot 29 mions 2015 r. Ne 162-®3 «O crangaprusaunn B Poccuiickoit ®enepauun» (Cobpanue
3akoHOaTenkcTBa Poccnlickoii @enepaunu, 2015, Ne 27, ct. 3953; 2021, Ne 1, ct. 62).
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CHELHATBHOrO 000pyoBanus (TIIPH HATHYHM M HEOOXOAMMOCTH), yKa3aHHEIX B MyHKTE 19
Hactosmero Ilopsaka, NpuM yCIOBHM OIUIAaTBl 3asABHTENEM YCIYT HCIBITATENBHOM
OpraHM3alMU B COOTBETCTBHH C 3aKIIOYEHHBIM JOTOBOPOM.

Cpox  mpoBeeHMA  TeXHHYECKMX  MCOBITAHMA  MEAULMHCKUX  W3ENTHii
JUIi AMAarHOCTUKM in Vitro IO COTNIACOBAaHHIO C 3ajABHTENEM MOXET ObITh NpPOITEH
PYKOBOAMTENIEM HMCIBITATENIEHON OpraHu3aluu, Ho He Oolee yem Ha 20 pabouux AHeil.

21. Ilpy nDpoBeneHMM TEXHWYECKHX MCIBITAHHN  MEAMIMHCKOTO  HM3IENHs
IV JMAarHOCTHKH 1n Vitro OCYIIECTBIISETCS:

a) HICHTU(OHUKALKSA METUIIMHCKOrO H3/EIHUS;

0) omnpeneneHnWe M COrTacOBaHUE C 3asBHUTENEM Kiacca NMOTEHIMATFHOIO pPHCKa
NPUMEHCHHsS  MEJMIHMHCKOIO HM3/IeNMs B  COOTBETCTBHM C  HOMEHKJIATYpPHOM
KIaccuduKanuei MEQULIMHCKUX U3 LTI, YTBEPKICHHOU MpuHucTepcTBOM
3apaBooxpaHeHus Poccuiickoi d)e,uepaunnlz;

B) aHajM3 JOKYMEHTOB, yKa3aHHBIX B myHKTe 16 HacTosmero [Topsaka;

r) I[poBeleHHE HCHBITaHUHA oOpasua (00pasioB) MeJUIUHCKOrO M3AETUS s
JMarHOCTHKH in Vvitro BMECTE C NpPHHAIICKHOCTSIMH, HEOOXOAMMBIMH Ul IPHMEHEHHS
MEIULMHCKOr0 M3JeNus M0 Ha3HAUYEHWIO, Ul TOATBEPXAEHHS (YHKIHOHAILHBIX
XapaKTePUCTHK, YKa3aHHBIX B TEXHMYECKOM H OKCIUTyaTalMOHHOH JOKYMEHTalUH
NPOU3BOJAMTENSL (M3TOTOBHUTENSA) B COOTBETCTBUM C YTBEPXKIEHHOM IIPOrpamMMOoii
UCIIBITAHUH, 32 UCKIIOYEHHEM (QYHKIHMOHATHHBIX XapaKTePHCTHK, IPOBEPAEMBIX B XOJe
KJIMHUKO-J1a00paTOPHBIX MCITBITAHHIA.

Texuudeckne UCHBITAHHMA B OTHOLIEHHH peareHTOB, HAaO0OpOB PEarcHTOB,
KOHTPOJIBHBIX MAaTepHajIOB, KaJMOpaTOpOB, MIPOMBIBAIOIIKMX PAacTBOPOB H IIMTATENBHBIX
Cpell OCYILECTRIIAIOTCA B 00beMe UASHTH(PUKALIMN U IPOBEPKHM OCHOBHBIX IIAPAMETPOB.

1) OLUECHKA M aHalW3 JaHHBIX, OTHOCAIIMXCA K MEIHUIHMHCKOMY H3/eIIHIO,
JUIs1 IPOBEPKHU €ro KauecTBa M 0e30I1aCHOCTH;

e) odopmieHre U Bblmada (BpydeHHe WM HaIpaBJ€HHME 3aKa3HbIM IIOYTOBBIM
OTIpPABJICHUEM C YBEIOMIECHHEM O BPYYECHUH) 3asBUTENIO aKTa OLEHKH DPe3yJLTaTOB
TEXHUYECKUX UCIBITAHUHA MEOUIIMHCKOTO M3JIEHS IJIs JUArHOCTHKH in Vitro.

22. B xope npoBeeHUS UCTIBITAHMI OMpeENENAIOT:

a) COOTBETCTBHE MEAMIUHCKOIO W3[ENHUs I JUArHOCTHKH in vitro TpeGoBaHUM
NPUMEHHUMBIX JTOKYMEHTOB HAllMOHANBHOW CHCTEMBl CTaHAAPTH3AlHH, a TaKKe
TpeOOBaHUAM, YCTAHOBICHHBIM B HOPMATHBHOM, TEXHHYECKOM M SKCIUTyaTallMOHHOM
JOKYyMEHTALUH NTPOU3BOAUTENS (M3TOTOBHUTES );

12 [lpuka3 MunuctepcTsa 3apaBooxpaneHua Poccuiickoift ®epepaumu ot 6 mioHs 20121, Ne 4u «O6 yTBepXIeHHH
HOMEHKJIAaTypHOH KIacCUpHKAUMH MEIMUHMHCKHX MH3JeJuii» (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHLMH Poccuiickoit
®epepanpn 9 mrons 2012 r., peructpammonnbiii Ne 24852) ¢ M3MEHEHMAMH, BHECEHHBIMM NpHKa3aMM MMHHCTEpCTBa
3apaBooxpaHeHust Poccuiickoit @enepauuu ot 25 ceHTsaOps 2014 r. Ne 557H (3apernctpupoBad MHHHMCTEPCTBOM FOCTULIHH
Poccuiickoit ®enepauuu 17 nekadbps 2014 r., peructparmonsbiit Ne 35201) u ot 7 mons 2020 r. Ne 6861 (3aperucTpupoBaH
MunnctepcTsom roctuiu Poceniickoit ®enepauun 10 aBrycra 2020 r., peructpaumornbiii Ne 59225).
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0) COOTBETCTBHE IPENCTABICHHOM 3asBUTENIEM TEXHUIECKOI U JKCILTyaTallHOHHOM
AOKyMEHTAUMX  NPOU3BOAMTENS  (U3rOTOBMTENSA)  TpeGOBaHHUAM  NPHMEHHMBIX
AOKYMEHTOB HAlMOHAJIEHOH CHCTEMBI CTAaHIApTH3ALMH W HOPMATHUBHOM JOKyMEHTAI[HK
Ha METULIUHCKOE U3/eNIUe I TUarHOCTHKM in Vitro;

B) TOJHOTY U OOBEKTHBHOCTH YCTAHOBJEHHBIX B TEXHHYECKOIL JIOKyMeHTaU U
NPOU3BOAUTENS (M3TOTOBUTENA) (PYHKLIHOHAIBHBIX XapakTepUCTHK, IOMJIENKAIIUX
KOHTPOJTIO NIPH TEXHHYECKUX UCTILITAHHAX, @ TAKKE METOJOB HCIBITAHMIA;

I) KadecTBO MEQULUHCKOrO M3MENHS [T AMATHOCTHKH in Vitro ¥ Ge30macHOCTE
€ro MpUMeHEHHS.

23. Pe3ynpTaTel  TeXHHYECKMX  HCOBITAHHN  MeIUIHHCKOrO 17631 () 171
JUIs ANATHOCTHKH in Vitro CYMTAOTCS OTPULATENBHBIMH B CIIEIYIOLMX ciIyyasx:

a) peJCTaBIeHHBIN 00paser (o6pa3ipl) MeIUIUHCKOTO M3AENHS I JMarHOCTHKH
in vitro BMecTe ¢ IPHHAIJIEXHOCTAMH, HEOOXOXMMBIMH JUIS IIPUMEHEHHUSI MEIUIIMHCKOTO
M3[IeNs [0 Ha3HA4YEeHHIO, He COOTBETCTBYIOT TPeGOBaHHAM, YCTAHOBIECHHBIM
B HOPMATHBHOH IOKyMEHTAallMd, TE€XHHYECKOHM H OKCIUTyaTalHOHHOM JOKYMEHTAIHUU
NIPOM3BOJMTENSA (M3rOTOBUTENA), a TakXkKe TPeGOBAHMAM NPUMEHMMBIX JIOKYMEHTOB
HallMOHAJILHOW CHCTEMBI CTaHJapTH3ALIHY;

0) crelansHoe obopyoBaHue, pa3zpabotaHHoe MPOU3BOIUTEIEM
AL TeXHUYECKMX HCHBITAHMH KOHKPETHOrO MEIHLHMHCKOTO H3IENHS M YKa3aHHOE
UM B TEXHHMYECKOHM [OOKYMEHTallMHM, He o0ecle4yuBaeT BO3MOXKHOCTE NpOBEJCHUA
TEXHUYECKUX HCIIBITAHMIA;

B) TMpeACTaBJ€HHAas TexXHWYecKas U 9KCIUIyaTallHOHHass  JAOKYMEHTallds
NPOU3BOAUTENS  (M3TOTOBHTENA) He IOATBEPKIAET KavyecTBO M Oe30MacHOCTD
MEIULMHCKOr0 U3EeIH.

24, Pesynerath TEXHUYECKHX HUCIIBITAHUM MEIUIHHCKUX 171631 (315 0%
AU THaTHOCTHKH in Vitro, 3a MCKIIOYEHHEM CIyyaeB, YKa3aHHBIX B IyHKTe 23
Hactosgmero Ilopsaka, CcYMTAIOTCS MONOXKHTENBHBEIMA U IIOATBEPXKIAIOT KavyecTBO
1 6€30MaCHOCTH NIPUMEHEHHs MeJUIMHCKOTO M3e/IMs I AMaTHOCTUKY in Vitro.

IV. Ouenka cooTBETCTBUS MeIULIMHCKUX M3IENHIA
B (hopMe TOKCHKOJIOTHYECKUX HUCCIIEN0BAHHI

25. TOKCHKONOTHYECKHE HCCIEOBAHMA MEIHMIMHCKOTO M3JeNHs IPOBOAATCS
B OTHOIICHMHM MEOWLUHCKUX H3ACIMHA U (WIM) NPUHAUIEKHOCTEH K MeTHIHHCKAM
M3JenusAM, MpAMO HIM ONOCPSJOBAHHO KOHTAaKTHPYIOLIMX C NOBEPXHOCTBIO Teja
HCNOBCKA, €ro CIOM3HCTHIME  O00OJIOYKAaMM, BHYTPEHHHMH CpEeIaMH OpraHH3Ma,
AJI1  KOTOPBIX  yKa3aHHOE B3aMMOJEHCTBHE (KOHTAaKT) sBISETCS HEOOXOAMMBIM
AJIs BHITIONIHEHHS UX IpeAHa3HauYeHHOM QYHKIUH.

26. TOKCHMKOJIOrHYECKHE UCCIENOBAHMIS MEULIHCKOTO W3eNMs BKIIOYAIOT B CeBs:
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a) oIlpeie/ieHHe CAaHUTAPHO-XMMHYECKHX TTOKa3aTelNei;

0) oueHKy OGMONOTHYECKHX MOKasaTeNledl B yCIOBMAX in Vitro W in vivo. OueHke
HOIEXAT BUbI OUONOrHYECKOro NeHCTBHA, HCXOAd M3 BHAA M JIMTEIbHOCTH KOHTAKTa
MEAMIIMHCKOrO U3JIENHS C OPTaHU3MOM YEJIOBEKA;

B) MUKPOOHOIOTHYECKHEe HCHIBITaHMs (MCCIIEJOBaHHU).

27.  Jlns npoBefeHUs TOKCHKOTOTHYECKUX MCCIIEAOBAHUMN 3aBHTENh TIPEACTABIISET
B HCHBITATENIbHYIO OpPTaHH3alMIO 3asBIC€HHE O IPOBEJEHHH TOKCHKOJIOTHYECKHX
HCCIICIOBAHUH ¢ yKa3aHHeM CBEIEHHH, IpeycMOoTpeHHbIX [IpaBuiiamu rocyqapcTBeHHOI
perucrpanny MeJULIMHCKUX U3[ENHH, yTBEPXKIEHHBIMU ITOCTaHOBeHHEM [IpaBuTenscTBa
Poccuiickoit ®enepauun ot 27 nexabps 2012 r. Ne 1416", ¢ MPHJIOKEHUEM CIENYFOIIHX
JIOKYMEHTOB:

a) TeXHMYeCKas M OKCIUIyaTalliOHHAs  JOKYMEHTAUd  IIPOM3BOJHUTEJS
(M3roTOBHTENA) HA MEQULIMHCKOE H3AECIHE,;

0) cBeeHUs O HOPMATHBHOM JOKYMEHTAIMK HA MEHIIMHCKOE H3/IEIHE;

B) NOKyMEHTbI, COiep)Kalllie CBEJEHHS O COCTaBe MAaTepHanoB (B TOM 4HCIIE
C YKasaHMe€M MapOK M TpPOU3BOAUTENA MaTE€pUANOB, HAIUYUA Oe3MH(EKTAHTOB,
OMONIOTHYECKH AaKTHBHBIX BEIECTB, OUOKIETOYHBIX IIPOJYKTOB, HaHOMaTepHaJoB),
M3 KOTOPBIX IIPOM3BEACHbl (WM3TOTOBJEHBI) MEIMIHMHCKOE W3heide U (MIH)
NPUHAMJICKHOCTH K MEIMLMHCKOMY HM3JIEJIMIO, yKa3aHHble B IIYHKT€ 25 HAacCTOSIIEro
IMopsinxa, a Takke JOKYMEHTEI, TOATBEPKAAIOIIHE UX KAYECTBO;

I) KOIMM JIOKYMEHTOB, IOATBEPXKIAIOLIMX KAa4eCTBO JIEKAPCTBEHHOTO Iperapara,
(apmaneBTHYECKOH CyOCTaHUMH, OHONOrMYECKOTO MaTepuana H HHOTO BELIECTBa,
C HCNONB30BaHMEM KOTOPHIX OHO IPOM3BEAEHO MM KOTOPEIE BXOMIT B COCTaB
MEJIMIMHCKOro M3AENHUS U KOTOpbie MpEAHAa3Ha4YeHB! JUIS NPUMEHEHHS TOJBKO C YYETOM
Ha3sHaYCHHUS MEAHULMHCKOIrO H3JENHs, ONpPEJeNIeHHOTO NPOU3BOJUTENEM, M BBIIAHHBIX
B COOTBETCTBHH C 3aKOHOZATEJLCTBOM CTPaHbl IPOHUCXOXKIECHHS JIEKAPCTBEHHOTO
nmpernapata, (apMaueBTHYeCKOH CyOCTaHLMM, GHONOTHYECKOTO MaTepHala ¥ HHOTO
BElIECTBA;

) KOIIUM PEe3yNbTATOB TOKCHKOJIOTMYECKHX MCCIIEIOBAHMI MEIHIMHCKUX H3euii
M (WIM) NPHHA/IEXHOCTeH K MeIMLMHCKOMY H3MeNuio, TPOBEJEHHBE 3a MpefelaMu
Poccuiickoi ®enepamnyy (Mpu HATHYUK );

€) JOKYMEHTEI U CBeJIeH!s 00 M3MEHEHHsX, BHOCHMBIX B PETHCTPALIHOHHOE OCKE, B
TOM 4HCI€ MOKYMEHTBHI, NOATBEPXKIAIOLIME [aHHble H3MeHeHHs (pU IIPOBEJCHUH
HCCNIeJOBAaHUH MENULMHCKOTO HU3JENHs B IENAX BHECEHMS M3MEHEHHH B JOKYMEHTEI,
COZEPIKAIIMECS B PETHCTPALIIOHHOM JIOCKE);

) KOmMs JOKYMEHTa, MOATBEPXJAIOWEr0 MOJHOMOYHS YIOTHOMOYEHHOTO
NPeNCTaBUTEN NPOU3BOAUTENS (U3rOTOBHUTENS).

13 CoOpanue 3akoHonarenscTBa Poccniickoit ®enepawum, 2013, Ne 1, cr. 14; 2020, Ne 49, ct. 7897.
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B ciyyae ecnu opurvdHanbl JOKYMEHTOB COCTAaBJIEHB HA HHOCTPAaHHOM S3BbIKE, OHH
MpPEeACTABIAIOTCA C 3aBEPEHHBIM B YCTAHOBJIIEHHOM nopﬂ,zu(e14 [IEpEBOJOM Ha PYCCKUU
SI3BIK.

28. UcnpiTaTenbHas opraHu3alys B Cpok, He mpeBbimatomuii 10 paboumx mHei
C MOMEHTA NPEACTABIECHHUS 3asBIICHHS O MPOBEIEHUU TOKCHUKOJIOTHYECKHX HUCCIIEIOBAaHHMA
MEJUIUHCKOr0 U3JeNusl U IIPpUIaraéMblX K HEMY JOKYMEHTOB, MPOBOAWT OLEHKY
(npenBapuTenbHBIA aHANW3) YKa3aHHBIX JOKYMEHTOB Ha JOCTATOYHOCTh CBEICHMIA,
COJIEpP)KaIMXCA B HHUX, C LENBIO IMPUHATHUS PElieHHs O BO3MOXHOCTH (HEBO3MOXXHOCTH)
MPOBEAEHUA TOKCUKOJIOTHIECKUX UCCIENOBAaHUM.

29. B cnyyae NpHHATHA HCHBITATENIbHOW OpraHHM3alMeid pelieHHs O BO3MOXHOCTH
[IPOBEICHUS]  TOKCHUKOJIOTUYECKHX  MCCIEJOBaHWUH, HCIBITaTeNbHAs  OpraHu3aiusa
COBMECTHO C 3asBUTEJIEM COCTABISIET IIPOrpaMMy HCCIEAOBaHUN, KOTOPYIO YTBEPXKAAET
PYKOBOIUTEND UCTIBITATEIFHON OpraHN3aluy.

B cnyyae mnpuHSATHS OTPHLATENILHOIO peELIeHUS HWCIBITaTeNIbHAs OpraHU3aIus
B IUCbMeHHOM <¢opMe yBemomuisgeT 3asBUTENd 00 OTKaze B  IIPOBEICHHH
TOKCHUKOJIOTHYECKHUX HCCIIeIOBaHWi (C yKa3aHMeM MpPWUYHMH) JIMYHO O] MOAMHCH JHOO
HampaBJIET YBENOMIIEHHWE 3aKa3HbIM I[IOYTOBBIM OTIIPaBJIE€HHEM C YyBeIOMJIEHHEM
O Bpy4YeHHH, JIMOO mepenaeT B SJIEKTPOHHOH (opMe IO TeNeKOMMYHHUKAIHOHHBIM
KaHaJlaM CBSI3W WIH B (opMe 3JIEKTPOHHOTO JOKYMEHTa, IOAMUCAHHOTO AJIEKTPOHHOM
MOAUCHIO.

30. TIlocme yTBepXIeHHS PpPYKOBOAWUTENEM HCIBITATEILHOH  OpraHH3allH
[IpOrpaMMBl UCCJIEJOBAHUM 3asBUTENIb HPEACTABISET B MCIIBITATENBHYIO OpPraHU3AIUIo
obpa3zer; (0oOpa3ibl) METUIIUHCKOTO H3IENHS WIA NPHUHAMJIEKHOCTH K MeIHIHHCKOMY
U3JIENNI0, YKa3aHHble B IMyHKTe 25 Hactosmiero [lopsaka, uiu matepuansl, U3 KOTOPBIX
MpOU3BEAECHb (M3rOTOBIIEHBI) MEAWIMHCKOE u3denue © (WIM) TPHHAIIEKHOCTH
K MEOUIMHCKOMY W3JIeJINI0, yKa3aHHble B NyHKTe 25 Hactosmero Ilopsaka, a Takxke
CBeJIeHMs O BBIJAHHBIX PErUCTPUPYIOLIMM OpraHoM pa3pellleHUSIX Ha BBO3 MEAMLMHCKUX
U3JIENNi C LEeNbI0 MX FOCYJapCTBEHHON pEerucTpaluy, B TOM YHUCIE B LENSIX BHECEHUS
U3MEHEHUM B JOKYMEHTHI, COIEpIKalluecss B PETUCTPAlMOHHOM JOChe Ha MEAUIMHCKOE
n3genne (I MEIUIUHCKUX M3AENHii MHOCTPAHHOTO IPOM3BOACTBA, a TakKe B CiIydae
BBo3a Ha Ttepputopuio  Poccuiickoii  ®enpeparuu  MEAMIMHCKOTO  M3JEIHS,
IIPOU3BOAMTENIEM KOTOPOro SBIAETCA IOpPUAMYECKOE JIMUO WIM WHAWBUILYAIBHBIN
NpeAlpUHUMATENb, 3apETUCTPUPOBaHHBIN Ha TeppuTopun Poccuiickoin depepauuu,
a MECTO IPOU3BOACTBA TAaKOr0 MEAMLUHCKOrO H3IENHUsl HAXONUTCS HAa TEPPUTOPHUH
MHOCTPAaHHOTO TOCYyJapCTBa, 3a HCKIIOYEHHEM MEIULMHCKUX H3JeJud, BKJIIOUYEHHBIX
B [EepeYCHb MEOULUHCKAX H3JeNMA C HHU3KOM CTENEeHBI0 NOTEHIUAIbHOTO pHCKa

" Crates 81 OcHoB 3akoHomaTenscTRa Poccuiickoli denepalpii 0 HOTapHaTe, YTBEpXIEHHBIX BepxoBHbIM CoBeTOM
Poccuiickoii ®enepaumn 11 depans 1993 r. Ne 4462-1 (Begomoct Che3na HapoJHBIX gemyTaTtoB Poccuiickoit ®enepaun
u BepxosHoro Cosera Poccuiickoii @eaepauun, 1993, Ne 10, c1. 357; Cobpanue 3akoHogarensctBa Poccuiickoii ®exepanum,
2019, Ne 52, ct. 7798).
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VX NPAMCHCHHS, B OTHOIIEHHH KOTOPBIX YCTaHOBJIECHBI OCOOEHHOCTH TOCYNapCTBEHHOI
PeruCTpaluy, yTBEPXKACHHBIH NocTaHoBNeHUeM [Ipasurensctea Poccuiickoi ®eneparmu
oT 27 mexabps 2012 r. Ne 1416Y).

31. Tokcukonorudeckue HCCIEAOBAHHS MEIULHHCKHX H3/eNHit OCYILECTBIIAIOTCS
MCIIBITATEIBHOH OpraHu3aluedl B Cpok, He mHpeBbimatommii 30 paGoumx aHell co mHS
IIPEJIOCTABNICHUS 3asBUTENEM B HCIBITATENbHYIO OpraHM3aluio obpasua (06pa3ios)
MEIMLIMHCKOTO W3JENMS WIH TPHHA/UIEXHOCTER K MEIUIMHCKOMY U3IEIHIO, YKa3aHHBIX
B myHkre 30 Hacrosmero Ilopsaka, mpu ycnoBHH oOmiIaThl 3asBUTENEM ycIyr
MCIBITaTEIbHOH OPraHU3aliy B COOTBETCTBHH C 3aK/IIOYEHHBIM JOTOBOPOM.

Cpox mpoBefeHHS TOKCHKOJIOTHYECKMX HCCIEIOBAHWNA MEIMUMHCKAX W3 eHil
MOXET ObITh NPOJIJIEH [0 COINAacOBAHHIO C 3asBUTENEM, HO He Golee yeM Ha 20 pabounx
JIHCH, a Taloke B CIydasX, Koria Gojee pofoDKMTENbHEIH CPOK IPEeAyCMOTPEH METOIOM
(MeToaMKO#) UCCIIEOBAHMI.

32. Ilpu npoBeneHHUH TOKCHKOJIOTHYECKHX UCCIIEN0BAHMI OCYLIECTBIISETCH:

a) HMASHTH(UKALMS METHIMHCKOTO U3MeNHs (MaTepraa);

0) ompenenenue M cornacoBaHHe C 3asBHTENEM KIIAcca MOTEHIHATBHOIO pHCKa
NpUMCHCHUS ~ MEJUMUMHCKOIO  M3[ENUs B  COOTBETCTBHH C  HOMEHKIATYPHOM

Kiaccuukanuei MEIUIIHHCKHX U3ACTIHH, YTBEpKIACHHOM Munucrepctsom
" . 16
3npaBooxpanenus Poccuiickoit @enepanyy
B) oOmpeneleHne JJIATENbHOCTH KOHTaKTa MEIUIIMHCKOTO U30EITHS

C OPraHU3MOM YeJIOBEKa,;

) aHauu3 JOKyMEHTOB, yKa3aHHBIX B ITYHKTe 27 HACTOSILEro Iopsnxa,;

) TpPOBENEHHE HCCIEeNOBaHMi 00pasua (06pasIOB) MEIMUMHCKOrO H3IETHS MK
NIPHHAIEKHOCTH (IPHHAMNEXHOCTEH) K MeJUIMHCKOMY W3JEIMI0 B COOTBETCTBUH
C YTBEP)KICHHOM IIPOrpaMMOii HCClleI0BAHUIA;

e) odopmieHHe U Bbifaya (BpydYeHHE JIMYHO MO IOMNHCH HIIH HalpaBJicHHe
3aKa3HBIM IOYTOBBIM OTIpPAaBICHUEM C YBEJOMIEHHEM O BpPYYEHHH) 3asABHTEIIO
3aKIIOYCHHA 110 Pe3yJbTaTaM TOKCHUKOJIOTHYECKHX HCCIEAOBaHMN MeIUIMHCKOTO
U3JICNHS.

33. B xoge TOKCHKONIOIrHYECKHX HCCIEA0BAHHI OIPE/IeNIAIOT:

a) COOTBETCTBHE ~ MENMLMHCKOrO  M3fenus u  (win) IPUHAIIEXXHOCTEH
K MCIHLUMHCKOMY H3ICNHI0 TPeOOBaHMAM IPHUMEHMMBIX JOKYMEHTOB HAIMOHAJIHHOM
CHCTEMEI CTaHJapTU3aliH, HOpPMAaTHBHOIM JOKyMEHTaIlUH, TEXHUYECKOIH
H 9KCIUTy aTaMOHHOU JOKYMEHTAMK IPOU3BOAUTEIS (H3TOTOBUTEIS);

15 Cobpanue 3akonopatenscTBa Poccuiickoii ®enepanun, 2013, Ne 1, ct. 14; 2020, Ne 12, cT. 1792.

16 [Mpukas MunucTepcTBa 3apaBooXpaHenus PoccHiickoit Qepnepatn ot 6 monHa 2012r. Ne 4 «O6 yTBepXKaCHUH
HOMEHKIIATYPHOH KIacCHUKALUMM METMUMHCKHX W3JeNuid» (3aperncTpHpoBaH MunucrepctBoM foctuiun Poccuiickoif
Qenepaupn 9 mona 2012 r., peructpaumoHHeii Ne 24852) ¢ W3MEHCHIIMH, BHECCHHBIMH TpHKa3aMH MHHHCTEpPCTBA
3apaBooxpaHeHnsa Poccuiickoil @eneparmu ot 25 centsbpsa 2014 r. Ne 557w (3aperucTpupoBaH MHMHHCTEPCTBOM FOCTHLAH
Poccuiickoit Denepaunn 17 nexaGps 2014 r., perucTpanHoHHbIH Ne 35201) u ot 7 monsa 2020 r. Ne 686H (3aperucTpupoBan
MutncrepctBoM toctuiim Poccuiickoit ®enepaumu 10 arrycra 2020 r., PErUCTPALMOHHEIH Ne 59225).
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6) coOTBETCTBUE MpPENCTABNEHHOH 3asBHTENIEM TEXHMYECKOH M SKCILIyaTaLHOHHOI
AOKyMEHTAllMH{ MPOU3BOJUTENS (M3TOTOBHTENA) TPEOOBAHMAM IPUMEHAMEIX JOKYMEHTOB
HallAOHAIbHOH ~ CHCTeMBI  CTAaHAApTM3allMM W  HOPMATHBHOM  JIOKyMeHTAlHH
Ha MEJULHMHCKOE H3JeNHeE;

B) IIOJIHOTY 17§ 00BEKTUBHOCTH YCTaHOBJIEHHBIX TEXHUIECKOM
M JKCIUTyaTallUOHHOH NOKYMEHTallMed MpOM3BOAUTENs (M3rOTOBUTENA) XapaKTEPHCTHK,
NOAJICKAIMUX KOHTPOMIO IPH TOKCHKOJIOTHYECKMX HCCIENOBAaHUAX MEIULIHHCKOrO
U3JIeINs, a TAK)KEe METOHOB HCCIIeJOBaHMIA;

r) 6e30nacHOCTb NMPUMEHEHHs MEAULUHCKOTO M3JENUs M (HIH) MPHHALIEXHOCTEH
K METULITHCKOMY H3JEJIHIO.

34.  Pesynbrathl TOKCHKOJIOTHYECKHX UCCIIeIOBAaHHM CUHUTAIOTCS
OTPHULATENBHBIMU B CIIEAYIOLINX CIIyYasx:

a) IpeficTaBlieHHble  oOpaseny  (0Opasipl)  MEOUIMHCKOTO  H3NENUS I
NPHHAUIEKHOCTH K MEJULIHHCKOMY H3JENHIO, yKa3aHHBIE B IIYHKTE 25 HACTOSILETO
Hopsaka, He COOTBETCTBYIOT TpeGOBaHHAM, YCTAHOBJIEHHHIM B HOPMAaTHUBHOM
AOKYMEHTALlMH, TEXHMYECKOW H IKCILTyaTallHOHHOHW JOKYMEHTAllMH HpPOM3BORUTENS
(M3roTOBHTENIN), & TAKXKe B JOKYMEHTaX HAMOHATBHOM CHCTEMBI CTAHIAPTH3ALIHH,

0) mpeacraBneHHas ~ TeXHMYeCKas M OKCILTyaTAlHOHHAS  JOKYMEHTALWS
MPOU3BOAHUTENS  (MU3rOTOBHTENSA) HE IIOATBEPXAET  O€30NMACHOCTh  MPHUMEHEHHS
MEJULMHCKOTO H3/IEIIHS.

35. PesynbTaTbl TOKCHKONOrMYECKHX HCCIENOBAHUM, 32 MCKIIOYEHHEM CIIydyaes,
yKa3aHHbBIX B myHKre 34 Hactosmero Ilopsgka, CYHMTAIOTCS MOJOXKHTEILHBIMH
M TIOATBEPXKJAIOT 6€30I1aCHOCTh MPUMEHEHHS] MEAUIIMHCKOTO W3/IEITHS.

V. Ouenka cOOTBETCTBHS MEIULUHCKOTO U3IENHS B (POpMe KITHHUYECKUX MCIIBITAHUI
(3a UCKITIOYEeHHEM MEMIMHCKUX U3 A1 THArHOCTHKH in vitro)

36. KiuHudeckue HCHBITaHMA MEIUIUHCKAX W3IEIMi OpoBOJATCI B (opMe
MCCIIeIOBaHMUi (IaJlee — aHANK3 U OLEHKa KIMHAYECKUX [JaHHBIX) M B (OPME HCIIBITAHHMIA,
B TOM YHCIe C y4acTHEM YeloBeKa (Jajee — MCIBITAHHS C yYacTHEM 4YeNoBeKa),
OCYIIECTBIISIEMBbIE I OLICHKH 6€30MacHOCTH M 3G PEKTUBHOCTH MeIUIIMHCKOTO U3MIEe M.

37. MWcneltaHus MeIUUMHCKHX H3IENMH C Y4YacTHEM YeloBeKa HIPOBOJASATCS
B CJIEIYIOIIUX CITydasx:

a) HOBBII BUJA MEIULIMHCKOTO M3 IEITH;

0) MpHMEHEHHE HOBBIX CIOXHBIX M (WIH) YHHKQIbHBIX H (unu) crenUaNbHBIX
METOJOB MNPOGUIAKTHKM, [JUArHOCTHKM ¥ JIeueHUs 3a60NeBaHMi H COCTOSHHIA,
a TaKkoKe MPUMEHEHHUE HOBBIX CIIO)XKHBIX MEJHIUHCKHUX TEXHOJIOTHIX;

B)€CIM NPH MPOBEAEHHH aHAINW3a M OLCHKH KIHHAYECKHX  JAHHBIX
He NMOATBePXKAeHBI 3P HEKTHBHOCTD U 6€30IaCHOCTH MEIUIMHCKOTO H3/ICIIHS;
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r) A MEIUIMHCKHX H3LeNMil, COAEpXallMX HOBbIE, KOHTaKTHUPYIOIIHE
C OpraHU3MOM YeJIOBeKa, paHee He HU3YYECHHbIE€ B YacTH OMOJIOTMYECKOr0 NeHCTBUS
MaTepHaibl WM HM3BECTHBIE MaTepUalibl, KOHTAKTUPYIOI(HE C TEMH OpraHaMH
WA TKaHAMH 4€JI0BEeKa, B OTHOLIEHHM KOTOPBIX OTCYTCTBYET OMBIT MX MEIHUIIHHCKOIO
NPUMEHEHHS, UIIH B CIIy4Yae, eCliM TAaKOW KOHTaKT SBIseTcs 0oJiee NPOAOIIKHTENbHbIM,
4YeM paHee H3YUCHHBII.

B ocranpHBIX ClOy4asX KIMHUYECKHE MCIBITAHWA MENWUMHCKHX — M3IeTHil
OPOBOAATCA B popMe aHaIM3a U OLEHKH KIMHUYECKHX TaHHBIX.

38. Jlns npoBeneHWs KIMHMYECKMX HCIBITAHUM  3asBUTENH IpeJCTaBIsAeT
B MEJULUHCKYIO OPTaHH3aLHIO:

a) 3asABJIEHHE O IPOBEJCHAH KIMHAIECKHX HCIIbITAHHIA;

0) oO6paser (00pasibl) MEAUIIMHCKOTO H3/E/IH.

B oOTHOWIEHMM MeIMIMHCKMX H3HeNui, i MOHTaxa (BBOZA B 9KCILITYaTaIHIo )
KOTOPBIX TPEOYeTCs NOTydeHHe Pa3pelIiTeNIbHON OKYMEHTAIHH (HalpHAMeD, NHLEH3UH),
NPOBEICHHE  KAallUTAIBHOIO PEMOHTA, CTPOMUTEIHCTBO OTHENBHBIX  KAIMTAIBHBIX
COOpPYXXCHHH ¥ JIONOJIHUTENbHOE OOydeHHe CIIEUHAMCTOB, JOIYCKAeTCS BBIE3]
B OpraHM3alMio, TA€ MEIUIHHCKOe H3JeJHe pPa3MeIlleHo u (WIH) pa3pelieHo s
NPUMEHEHHUS B COOTBETCTBUH C 3aKOHOJATEIBLCTBOM CTPaHBI, B KOTOPYIO OCYILECTBIISETCS
BbIE3I;

B) paspelleHHe Ha INpOBelEHWE KIMHMYECKMX  WCIBITAHWI, BBIIAHHOE
PocanpaBHan3opoM (3a HMCKIIOYEHHEM MEIMUIHHCKMX H3IEIHA C HHM3KOH CTelleHBIo
NOTCHUMANBHOIO PHCKAa WX NPUMEHEHHs, INPOTrpaMMHOIO OOECIIEYEHHs, SABIAIOIIErOCs
MEJUIMUHCKAM H3/EIMEM, B TOM YHUCJIE NPOrpaMMHOro OOecledYeHHs] ¢ NpUMEHEHHeM
TEXHOJIOTHH HCKYCCTBEHHOTO HHTEIUIEKTa, MEMUIMHCKHX M3IENHi, BKIIOYEHHBIX
B NEpeYCHb MENMUMHCKUX H3JENHH C HHU3KOH CTENeHbIO MOTEHUMAILHOTO PHUCKA KX
NpUMCHCHHA, B OTHOIUCHWH KOTOPBIX YCTAHOBIEHBI OCOGEHHOCTH TIOCYAapCTBEHHOM
perucTpanny, yTBepXAeHHBIH nocTaHoBIeHUeM [IpaBuTenscTBa Poccuiickoit ®eneparmu
ot 27 pexabpsa 2012 r. Ne 1416", a Takke KIMHMYECKHX WCIBITAHMI B LIeJITX BHECEHS
M3MEHEHUH B JOKYMEHTBI, COAEPIXKAIIMECS B PETMCTPALMOHHOM JOChE HA MeEIHIMHCKOE
u3Jenme);

I) TEXHMYECKYIl0 M  OKCIUIYaTAMOHHYK  [OKYMEHTAIMIO  [POU3BOIUTENS
(M3rOTOBHTENS) HA MEAULIUHCKOE H3/IETIHE,

A) CBEIEHHs O HOPMATHBHON JOKYMEHTAUUH Ha MEIUIUHCKOE H3ENIHE;

€) uBeTHele ¢oTorpaduyeckne H3o0pakeHHs OOIEro BUAA MeIUIHHCKOrO
U3JIe/s, €T0 BAPUAHTOB MCIIONHEHHs (Moeneil) U MpUHaIIeXHOCTEH, HeOOXOIUMBIX IS
NPUMEHCHHUA MEIULMHCKOro H3eNMs IO HasHadeHHro (pasMepoM He MeHee 18 x 24
CaHTHMETpa), a TAKXe JaHHBIE O MAPKUPOBKE U YIAKOBKE (LBETHBIE MAKeThl YIIAKOBOK U

17 Cobpanue 3akononatensctsa Poccuiickoii ®eaepanun, 2013, Ne 1, cr. 14; 2020, Ne 12, c1. 1792.
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3TUKETOK, COAEpXKallie TEeKCT MapKUPOBKH HAa pYCCKOM 53bIKe) (33 HCKIIOYEHHEM
NPOrpaMMHOTO 00€creyeHus, SBIAIOIIErocs MEIUIMHCKMM H3/IelTHeM, B TOM YMCIIE
IIPOrPaMMHOT0 0GeCIeYeHus C IPUMEHEHHEM TEXHOIOTHH HCKYCCTBEHHOTO HHTEIIIEKTa);

X) UBeTHblE  (oTorpapuyeckne  u300pakeHHs  JNEKTPOHHOLO  HOCHTEJS
U MHTepdelica IporpaMMHoro obecnevenus (pasMepoM He Menee 18 x 24 CaHTHUMETpA)
(Ans IpOrpaMMHOro obecedeH s, ABISIOUIErocs MEUIMHCKUM U3IeIHEM, B TOM UHCIIE
MPOrpaMMHOr0 obecrieYeHns: ¢ MPAMEHEHHEM TEXHONIOTHIi HCKYCCTBEHHOTO MHTEIUIEKTa)
(B cmy4ae, ecniu UMeeTcs);

3) HOKYMEHTHI, MOJTBEPKIAIOLIME pPe3yNbTaThl TEXHUYECKAX  HMCIBITAHHMI
MEAULIHCKOTO U3JIEIIHS;

H) JOKyMEHTHI, MOATBEPXK JAIOLITHE pe3ynbTaThl TOKCUKOJIOTHYECKHX
MCCIIEOBAHHH MEIULMHCKOTO HM3JAenus (WId MEeOUUHMHCKAX H3NENUH, YKa3aHHBIX
B IyHKTe 25 HacTosmero [Topsaaka);

K) Ppe3yibTaTbl WMCHBITAHHA B LEIAX YTBEPKACHHS THIA CPEACTB H3MEPEHMIA
(B OTHOLIEHWM MENMIMHCKMX H3[ENHM, OTHOCANHXCS K CpeACTBaM HU3MEpEeHHIH
B cepe roCyJapCTBEHHOTO pEryIMPOBaHHS oOOecriedeHHs eIMHCTBA HU3MEpEeHMiA,
NepevYeHb KOTOPBIX YTBepxkAaeTcs MuHucTepcTBOM 37paBooxpaHeHns Poccmiickoii
<Dez[epaunn)18;

J) MOKYMEHTHI (MaTepHalbl), CoNepXallyie JaHHBIE O KIMHHIECKOM IPHMEHEHHH
MEJIMUMHCKOro M3ZENusd, B TOM 4HCiIe 3a mpenenamu Poccuiickoit ®enepanun, B ToM
qHCITe 0030pbI, OTYETHI O MPOBEEHHBIX HAYIHBIX UCCIEI0BAHUAX, TyOITHKALMY, JOKIAIHI,
aHaIM3  pUCKAa TNPUMEHEHHUS, METOABl [pPHUMEHEHHI MEIULMHCKOTO  H3IEIIHs
(ipu HaNTMYUK);

M) CCBHUIKy Ha pecypc B HH(OPMALHMOHHO-TETEKOMMYHHKALHOHHON CeTH
«MHTEpHeT», ¢ KOTOPOrO MOXET OBITh 3arpyXeHO MNpOrpaMMHOe oGecIedeHHe,
ABIAIOIIEECS MEIUIMHCKUM H3/IeIdEM, B TOM 4YHCJIe MpPOrpaMMHOE obecreyeHue
C NPUMEHEHMEM TEXHOJOTMA HCKYCCTBEHHOIO HHTENIeKTa (B Cily4ae OTCYTCTBHS
y TpOrpaMMHOro obecrnedyeHHs, SBIAIOLIErOCS MEIUIMHCKUM HM3IETHEM, B TOM YHCIIE
IIPOrpaMMHOr0 obecredenus ¢ IPIMEHEHHEM TEXHONOTHI MCKYCCTBEHHOTO MHTEIUIEKTa,
2NIEKTPOHHOrO HOCHTENA), & TaKXKe MepedeHb IMPeAOCTABIEHHEIX MPOU3BOLUTEIEM
(M3roTOBUTENEM) MEMIIMHCKOTO H3/(ENHUs KIIOYEH, maponeif JoCTyIa;

H) CBElleHHs O BBIJAHHBIX PETHCTPHPYIOIIMM OPTaHOM paspellieHHsIX HA BBO3
MEIUINHCKUX U3/IENUi C UENIBI0 UX TOCYAapCTBEHHON PETMCTPALMK, B TOM YHCIE B LIEAX
BHECEHHS M3MCHCHHH B [OKYMEHTBHI, COIEpXXallMecs B PErUCTPALMOHHOM HOCHE
Ha MeJHIUHCKOe H3fenue (W11 MeIMUMHCKHX H3JENHil WHOCTPaHHOTO MPOU3BOACTBA,
a TaKKe B Cilydae BBo3a Ha Tepputopuio Poccuiickoit ®enepanuu MeauMIMHCKOTO

18 [Ipukas Munucrepctsa 3apaBooxpaHenns Poccuiickoit ®enepamun ot 15 asrycta 2012r. Ne 891 «O6 yTBepxaeHun
Iopsiaka npoBeeHNs HCTILITAHMI B LIENAX YTBEPXKACHUS THNA CPECTB H3MEPEHHIA, a TaKkKe TEpeYHsi MEAUUMHCKUX U3 IelTHi,
OTHOCHIIMXCA K CPE/CTBAM W3MEPEHMI B C)epe rOCYJApCTBEHHOTO PEryTMPOBaHHA OGeCIiedeHHs €IMHCTBA M3MEpEHHI,
B OTHOMICHHH KOTOPBIX NPOBOAATCA HCTBITAHMA B LEIAX YTBEPXKHEHMA THNA CPENCTB H3MEpEeHuil» (3aperMcTpHpoBaH
MunncrepctBoM roctunmu Poccuiickoit ®enepaumu 25 nekabps 2012 r., perucTpauHoHHbIi Ne 26328).
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M3/1€1Hs1, IPOM3BOIMTENIEM KOTOPOTO SBISETCS FOPHAUYECKOE JIMIIO MM HHIHBHLYAIbHBIH
NpeANpHHAMATENb, 3apPerMCTPHPOBAHHEIA Ha Tepputopun Poccuiickoit ®exepamuy,
a MECTO TNPOW3BOACTBA TAKOTO MENHLMHCKOTO H3JENHs HAXONMTCS HAa TEPPUTOPHH
MHOCTPaHHOTO  TOCYJapcTBa, 3a HCKIIOYEHHEM MPOTPaMMHOTO  oObecreyeHns,
ABJIAIOIIErOCs MEIULMHCKHM H3/eJIHeM, B TOM YMCJI€ NPOrPaMMHOIO obecredeHus
C NPHMEHEHHEM TEXHOJIOTHI HCKYyCCTBEHHOIO HMHTEIEKTa, W MEJUIMHCKUX H3IEeui,
BK/IIOYEHHBIX B IE€pEUeHb METUIMHCKUX H3JENMiI ¢ HU3KOH CTENEHBIO MOTEHIHAILHOIO
pUCKa HMX TpPUMEHEHHsA, B OTHOIUEHWH KOTOPHIX YCTAHOBIEHBI OCOBGEHHOCTH
FOCYJapCTBEHHOH PErMCTpallMH, YTBEpXKACHHBIA MOCTaHOBIeHHeM IIpaBHTeNbCTBa
Poccuiickoit ®enepanmu ot 27 nexabps 2012 r. Ne 1416").

0) IOKyMEHTHI M CBEJICHUs 00 H3MEHEHHX, BHOCHMBIX B PETMCTPALIIOHHOE JOChE,
B TOM YHCNE NOKYMEHTHI, MOATBEpXKHAIOINNE NAHHBIE M3MEeHeHHs (IIpH IIPOBEICHHH
MCTIBITAHMA MEJMLHMHCKOrO H3JENMs B LENIX BHECEHMS H3MEHEHHH B JOKYMEHTHI,
COepIKallHecs B PETHCTPALMOHHOM JIOChE);

) KOnus MJOKYMEHTa, MOATBEPXKIAOIIEr0 MOJHOMOYHS  YHOJHOMOYEHHOTO
TpeICTaBUTEs IPOU3BOAUTENS (M3TOTOBHUTEN).

B cnyuae ecn opuruHaibl JOKyMEHTOB COCTABJICHE! HA MHOCTPAHHOM S3BIKE, OHH
TpPeJCTABIAIOTCS C 3aBePEHHBIM IIEPEBOJIOM Ha PYCCKHUH A3BIK.

39. MenmuuuHCKas OpraHM3alys B CPOK, He mpeBbIalmmii 10 paboumx gueit
C MOMEHTa NpPEICTaB/IEHHUs 3a9BIEeHH O NPOBSACHUH KINHUYECKHX MCIBITaHu#, 06pasia
(06pa3LoB) MEAMIMHCKOTO H3JE/MA U JOKYMEHTOB, YKa3aHHBIX B IMyHKTe 38 HacTosIIero
Ilopsizika, MPOBOJMT ONEHKY (NPEABAPUTENBHEIN AHAN3) C LETBIO IIPHHATHS PELICHHS
0 BO3MOXHOCTH (HEBO3MOXHOCTH) IIPOBEICHUS KIHHHYECKHX HCIIBITAHHIA.

40. B cnywae nmpHHATHSA MEIHLMHCKOM OpraHM3alMeil pelleHHs O BO3MOXHOCTH
NPOBEJEHHS KIMHHYECKMX MCIBITAHWM, MEIMIMHCKAas OpraHM3alUsi COBMECTHO
C 3adBHTEJIEM ONpENeNsIeT C YYETOM HA3HAYEHHUS M CIOKHOCTH MEIUIMHCKOrO H3IeNus
TPOOJDKMTENEHOCTS KIMHHYECKHX HMCIIBITAHUH M COCTABJISAET MPOTPaMMy KIMHHYECKHX
MCTIEITAHHH, KOTOPYIO YTBEPXAaeT PYKOBOJUTENb MeUIMHCKOM OpraHH3aIl|H.

B ciy4ae DNpHHATHS OTPHLATENBHOTO pelleHHs MEIUIHMHCKAs OpraHH3alus
B IIHCBMEHHOH (opMe yBemoMiseT 3asBuTells 00 OTKaze B HPOBEJECHHH KIHHMYECKHUX
MCTILITAHUM (C yKa3aHMeM MPHYHH) JIHYHO IOA MOINKCEH JH00 HANpaBIsSeT yBeIOMICHHE
3aKa3HbIM IIOYTOBBIM OTIPABICHHEM C YBeJOMIEHHEM O BpyYeHHM, JHOO mepenaer
B ONEKTPOHHOH ()opMe IO TeNeKOMMYHHKALMOHHBIM KaHalaM CBA3M WIM B QopMe
3JIEKTPOHHOT'O JIOKYMEHTA, IOAIIMCAHHOrO 3EKTPOHHOH MOIIHCEHIO.

41. TlporpaMma KIMHMYECKHX HCIBITAHUH MEJULUMHCKOIO M3JENHS, yTBepKICHHAs
PYKOBOZWTENEM MEAWLUHCKOM OpraHu3alMy, NPOBOAAIICH KIMHHYECKHE HCIBITAHMUS
MEIWIMHCKUX H3JeNHH, BMECTe C NOKYMEHTaMH, MpeXyCMOTPEHHBIMH IOAMYHKTAMU

B Cobpanue 3axkonozarenscTsa Poccuiickoit ®enepamuu, 2013, Ne 1, ct. 14; 2020, Ne 12, c1. 1792.
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«B» — «M», «o» myHKTa 38 Hactosmero Ilopsnxa, B cilydae NpoBefeHHS HCIBITAHUIA
C y4aCTHeM YCIIOBEKa, HAIPaBIAETCS 3asiBUTENEM B COBET IO STHKE B cepe obpaleHus
MEJMUHMHCKMX u3lenuid MMHHCTEpCTBAa 3[IpaBooXpaHeHHs Poccuiickoii Deneparyn’’
(manee — coBeT 1o 3THKE).

B cpok, e npesbimarommmii 30-tH pabounx mHeit co qHs MOCTYIUIEHHUS] TOKYMEHTOB
Ha paCCMOTPEHHE, COBET I10 3THKE BBIAAET 3aKIIOUYEHHE 00 ITHUECKOH 00OCHOBAHHOCTH
IIPOBEACHHS KIIMHHYECKUX UCTIBITAHUH MEIULIMHCKOTO U3 IeH.

42. llpoBesieHHe KIMHHYECKMX HCIBITAHHI MEIMLMHCKOIO M3JENHS C y4acTHEM
Y€JIOBCKa OCYIUECTBIACTCI Ha OCHOBAHMM IIOJIOXKHMTENILHOTO 3aKIIOUYEHHUS COBETA
0 STHKE.

B ciyyae oTkasa MeNMIMHCKOTO W3HENHs MM YXyALUICHWS COCTOSHMS MALMeHTa
Ipd TNPOBCACHUM KIMHUYECKHX HCHBITAHWM MEIUIUHCKOrO H3NENHS PYKOBOJHTEND
MENMIIMHCKON OpraHM3alliM, OCYILIECTBISIONIEH NPOBEACHHE KIMHHYECKMX MCIBITaHUI
MEIMLMHCKMX H3JEIUH, MPHOCTAHABIMBAET WM NpPEeKpallaeT TaKue HCIBITAHHS, O 4eM
YBEJOMIISIET 3asBHTENIS > ¢ 060CHOBaHHEM [IPUYHH NPUOCTAHOBJICHUS UM TIPEKPAIEHUs].

43. TlpoBenenue HCHBITAHHA OPOrPAMMHOTO  OGECIEYEHHS,  ABJISIOMErocs
MEIMIUHCKAM H3IEIUEM, B TOM YHCIIE NMPOrPaMMHOrO OOecreYeHHs ¢ HpHMEHEHHEM
TEXHOJIOTHH HCKYCCTBEHHOTO WHTEJUIEKTa, OCYLIECTBISETCS C HCIOIb30BAHHEM
MEIUIUHCKHX NaHHBIX NAalMeHTOB, BEPU(DHIMPOBAHHBIX MEIHIUMHCKON OpraHM3aluel,
TIOJTyYEHHBIX B XOJI€ AMaTHOCTUKH, JIeYeHHs, peabHINTaLUN.

44. 1lpu npoBeNeHNN KIHHHYECKUX UCTILITAHMI OCYIIECTBIAETCA:

a) aHalM3 ¥ ONEHKAa KIMHMYECKAX JAHHBIX, JOKYMEHTOB W MaTepUaIoB,
TIpe/ICTaBICHHBIX 3aBHTE]IEM B COOTBETCTBHH ¢ MyHKTOM 38 Hactosimero ITopsxa;

0) oLleHKa CBeJIeHHi O MPOBOAMBIIMXCS KIHHHYECKH 3HAYMMBIX KOPPEKTUPYIOIIUX
JAEHCTBHUSAX, B TOM 4YHCIE O NPHUOCTAHOBJIECHHUH NPHMEHEHHS MeaUIHHCKOrO u3Jenus,
00 U3BATUH U3 OOpAIIEHUsT MEAMUMHCKOTO U3/IeNHs, 06 OT35IBAX MeIUIHCKOrO U3JeIUs;

B) aHAllM3 HAYYHOM JIATepaTypsl M (MIH) HEOMyGIMKOBAHHBIX  JAHHBIX
M COOOILEHHH, COOTHECEHHBIX C INpEIHA3HAYEHHBIM IPOM3BOUTENEM IIPYMEHEHHEM
HCTIBITYEMOTO MEAUIIMHCKOTO U3/IeTUs U MPEIaraéMbIM METOJIOM €0 MCIIOTb30BaHHUS,

T) IPOBEICHHE  HCIIBITAHHUIA obpaznia  (00pasloB) MEIOMIMHCKOTO  H3/eiHs
B Clly4ae NIPOBEJACHUS UCTIBITAHUH C YYaCTHEM YEJIOBEKA;

2 Ilpukas Munucrepctea 3apaBooxpanenns Poccuiickoii ®enepauun ot 8 ¢espana 2013 r. Ne 58u «O6 yTBepxkaeHMH
IlonoxeHus o cosete 10 3THKE B cepe 0OpAICHH MeIHLUMHCKUX H3ACTHIY (3aperucTpupoBaH MHHHCTEPCTBOM FOCTHLIH
Poccniickoit ®enepaimu 5 mons 2013 r., peructpaunoHnsii Ne 28686). -

2l Tipukas MunncTepcTBa 3apaBooxpanenus Poccuiickoit ®enepaunn 0T 19 oxtabps 2020 r. Ne 11131 «O6 yTBepX)IeHHH
Ilopsinka cooGwenns cy6bekTamu oGpammenus MeJUIMHCKAX W3AeNHi 060 Bcex ClTy4asX BRIABJICHHA OOOYHBIX AeHCTBYIA, He
YKa3aHHBIX B MHCTPYKUMH [0 NPHMEHCHHIO WIH PYKOBOJCTBE IO SKCILTyaTalMH MeIMLMHCKOrO M3JCIHA, O HeXKeNaTeabHbIX
PCAKIMAX NpPH €ro NPUMEHEHHH, 006 OCOGEHHOCTAX B3aMMONEHCTBHA MEAMIMHCKHMX H3EMH MeXTy co6oMH, o ¢aktax
H 00 0GCTOATENBCTBAX, CO3NAIOMIMX YIPO3y KU3HH H 3I0POBbIO TPOKIAH M MEIULMHCKHX PabOTHHKOB NpU NPUMEHEHHH
1 IKCIUTyaTalUM MeMIHHCKUX H3JeNuii» (3aperucTpHpoBaH MUHKCTEPCTBOM focTHIuK Poccmiickoii Denepauyn 7 nexadps
2020 r., peructpaumosnsiii Ne 61286).
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I) OLEHKA NOCTOBEPHOCTH KIMHHYECKOM CBS3HM, aHANUTHYECKOM M KIMHHYECKO:l
Bal/IalliM [IPOTPAMMHOIO 00€CTIEYeHH s, IBIIOLIErOCS MEIUIMHCKAM H3IEHEM, B TOM
YHCJIe IIPOTPaMMHOrO oOOecledeHHs C TNpPUMEHEHHEeM TEXHOIOTHHl HCKYCCTBEHHOIO
UHTEIIEKTa;

e) NopaboTKa JKCITyaTalHOHHON AOKYyMEHTAIMH IPOM3BOLMTEIS (u3roroBuTeN)
Ha MEJIMIIMHCKOE M3/IENHe 10 Pe3yNIbTaTaM HCTBITaHHH (IpU He06X0qMMOCTH);

K) aHamM3 M OLEHKA CBEJEHHMl O B3aMMO3aAMEHAEMBIX MEIMUMHCKUX H3IeITHAX
(MEZMUMHCKMX H3/ENMAX CPABHUMBIX 110 GYHKIMOHANFHOMY Ha3HAYEHHIO, KAYECTBEHHbIM
M TEXHUIECKUM XapaKTePUCTHKAM U KOTOPbI€ CIOCOOHBI 3aMEHUTH APYT JpYyTa);

3) opopMileHHe W BbIava (BpydeHHe IMYHO [Of TOAIHMCH WIH HAIpaBlIeHHE
3aKa3HBIM TIOYTOBBIM OTHPABIEHHEM C YBEJOMIIEHHEM O BpPYYEHHH) 3aiBHTENIO aKTa
OLICHKH pe3yJIbTaTOB KIIMHUYECKUX UCTIHITAHU MeIULMHCKOTO M3Ie ks,

45. B xone nposeeHus KINHUYECKHX UCTIBITAHMH ONpPENEISIOTCS:

a) COOTBETCTBHE ~ MEJMIMHCKOTO W3/l  HOPMATHBHOK  JJOKyMEHTALIH,
TEXHHYECKOH M IKCILTyaTallHOHHOH OKYMEHTALMH [POM3BOAMTENS (M3TOTOBUTEIS);

0) COOTBETCTBHE MNpECTABICHHON 3asBATENEM JIOKyMEHTALMM YCTAHOBJIEHHBIM
NPOU3BOAUTENEM Ha3HAYCHHUIO U IOKA3aHUAM K IPUMEHEHHMIO;

B) [IOIHOTA M JOCTOBEPHOCTh YCTAHOBJICHHBIX HOPMATHBHOH NOKyMEHTALHeH,
TEXHUYECKOH M SKCIUIyaTallMOHHOH JOKyMEHTaLMell NpOM3BOAMTENA XapaKTEPHCTHK
MEAULIMHCKOTO U3/IENH;

I) KQ4eCTBO ~ MEJMLMHCKOTO  U3lenus, >(PGEKTHBHOCTE ¥  0e30IaCHOCTb
€ro MpUMeHEHHS.

46. PesympTaThl KIHMHUYECKMX WCHBITAHMM MEIUIIMHCKOTO W3NEIHS CUHTAIOTCS
OTPULATEIBHBIMY B CIEAYIOMIMX CIIy4asnX, €CIH:

a) MEIMLMHCKOE H3JeNIHe HE COOTBETCTBYeT HA3HAYEHWI0O H  IIOKA3aHMIM
K PUMEHEHHIO, YCTAHOBICHHBIM IPOU3BOJUTENEM B AKCIUTYyaTAMOHHOM JOKYMEHTallHH
Ha MEJUIMHCKOE H3/IEIINE;

0) ycraHoBNeHbl  GaKTEI M OGCTOATENBCTBA, CO3NAIONME  YIPO3y  IKHU3HH
M 3[0pOBBIO  IpaXAaH M  MEJUUMHCKAX pPabOTHUKOB TNpH  NpHMEHEHHH
U 9KCILTyaTalli¥ MEIUIIMHCKOTO H3IEIHs;

B) BBISBJICHBI IOGOYHBIE NEHCTBUS, HE yKa3aHHbIE B MHCTPYKLMH 10 IPUMEHEHHIO
HJIH PYKOBOJICTBE MO SKCIUTyaTalMd MEIMIMHCKOrO HM3ZeNus, HeXejaTelbHble PeaKiHu
IpY €ro NPUMEHEHHH.

4'7. Pe3ynbTaThl KITMHUYECKHMX HUCIIBITAHAN MEUIHHCKOTO H3IENHs, 3a UCKIIOUYeHHEeM
Clly4aeB, yKa3aHHBIX B MyHKTe 46 Hactosuiero ITopsaka, c4UTAIOTCS MONOKHUTENLHEIMU
U TIOATBEPXIAIOT COOTBETCTBHE MEJHLIUHCKOTO H3AENMsA TPeOOBaHUSIM Oe30MacHOCTH
¥ 3(Q(QEKTUBHOCTH B COOTBETCTBHH C HA3HAYEHHEM, MPETYCMOTPEHHBIM AOKYMEHTAIHeH
IIPOM3BOAMTENS (U3TOTOBUTES).
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VL. Ouenka cooTBeTCTBUS MEAULMHCKAX M3AEIHIA I AMaTHOCTHKH in Vitro
B hopMe KITMHUYECKUX UCTIBITAHMIM

48. KimHMYeckue HCTIBITAHWS MEIMIMHCKHMX H3JEeHil [ AMarHOCTHKH in Vitro
IPOBOJATCA B JIADOPATOPHBIX YCIOBHAX C HpHMEHEHHEM o06pasLoB Ounomatepuaia
NAlKEeHTOB, B3ATHIX B XOAe JIeueOHO-AMAarHOCTHYECKOTO Mpolecca (najee — KIMHUKO-
nabopaTopHble MCIBITAHKS) [ IIPOBEPKH (PYHKIHOHATBHEIX XapaKTePUCTHK U (WIH)
3 (eKTUBHOCTH MEJULMHCKOTO H3AENUS TPH HCIONb30BAHAM €0 B COOTBETCTBHU
C Ha3HA4Y€HHEM, IPETyCMOTPEHHBIM JOKYMEHTALHEH IIPOM3BOIUTENIS.

KiuHuko-nabopaTopHsle HCHBITaHHS METUUMHCKHX H3JENMHA 1A JHATHOCTHKH
in Vitro HOBBIX HH(EKIHOHHEIX 3a60JEBAHMH HIH DEKO BCTPEYAOLIUXCS PUPOSHO-
OYaroBbIX HMH(EKIMOHHBIX 3a00ONeBaHMI IIPOBOIATCS B 1abopaTOPHBIX  YCIIOBHSAX
C IPUMCHEHMEM MY3EHHBIX TECT-IUTAMMOB M3 TOCYNApPCTBEHHBIX, HALMOHATBHBIX,
MCCJIEI0BATENbCKUX U HHBIX KOJUIEKIMH IaTOT€HHBIX MHKPOOPTaHHU3MOB.

Kinanko-nabopaTopHble MCHBITaHUS MEIMIMHCKMX M3IENMH JUIS AHATHOCTHKH
in vitro oco6o omacHBIX MH(EKIHiI OCYLIECTBISIOTCS HMCIBITATEIbHOMN OpraHu3alHe,
MMEIOIIEH MpaBo Ha paboTy ¢ Mukpoopranusmamu I-1I rpymn natoreHHOCTH.

Knunnko-nabopaToprbie HCHBITaHHS METHIMHCKHX H3IENHH [JId MATHOCTHUKH
in Vitro B BHjIe aHAIMTHYECKHX CHCTEM, NPOBOIMMBIE B OTHOWICHHH MeEIUIMHCKOIO
M3/Ie/IMs  BMECTE C INpPHHAIIOKHOCTIMH, Hab0OpaMH peareHTOB M KaaubpaTopos,
HEOOXOAMMBIMHM JIISl TIDHMEHEHHs MEIULMHCKOTO W3ENds 10 HA3HAYEHHIO, MOTYT
IPOBOJUTECS B PaMKaX OQHOI'O HCIBITAHHS.

B OTHOWeHMH MEAWIMHCKMX M3NENMH 1 JMATHOCTHKM in Vitro, ;s MOHTaXa
(BBOZa B  OKCIUTyaTalMio) KOTOPHIX TpebyeTcs MONIyYeHHe pa3penIuTebHOM
AOKyMEHTallMH (HalpUMep, JHULEH3Hii), CTPOMTENLCTBO OTHEABHBIX KAITHTATbHbIX
COOPYXXEHMH, IPOBE/ieHHe KANUTAILHOTO PEMOHTa, B HENAX MPOBENCHHUS KIMHUKO-
1abOPaTOPHBIX MCMBITAHMM JOIYCKAETCS BHIE3[ B OPraHW3ALHMIo, The METHLUHCKOE
H3lelie pasMEIlCHO, IPH HAIHYMK Y 3TOH OpraHM3alli{ JMLEH3WM Ha OCYILECTBIICHHE
MEJMUUHCKOH NEATeNBHOCTA MO BHAaM paGoT (yCIyr), COOTBETCTBYIOIIUX HA3HAYEHHIO
HCIBITBIBAEMBIX MEIULIUHCKUX H3denud. IIpy 5TOM HCHBITAHHS TakuX MeIHIMHCKHX
M3JIeNUi IPOBOJATCS C NpHMEHeHHeM o0pasioB GHOMaTrepuala MALMEHTOB, B3STHIX
B XOJle JIe4eOHO-IUarHOCTHIECKOTO IIpoLecca Ha TeppHTOpHH PoccHiickoit Denepaiun
(bnomatepuan nomxeH ObITH IHOMydeH OT pedepeHTHOM TOIYJIALMY, BKITIOYas
OCTaTO4HBIC 00PAa3LIbl, apXHBHBIE 00Pa3LBI MM LeIeHANPaBICHHO oToOpaHHBIE 00pa3LE).

49. [lns npoBeneHus KIMHUKO-TaGOPaTOPHEIX MCIIBITAHUIN MeIUIHHCKOTO H3eHs
UL JMATHOCTHKH In Vitro 3asBUTeINb IPECTABIAET B OPraHU3ALHIO:

a) 3asBIIEHAE O IIPOBENCHHN KIMHUKO-TaGOPaTOPHBIX WMCIBITAHHN MeIUIMHCKUX
U3JIETUHA U1 JUarHOCTHKY in vitro;
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0) obpazen (00Opa3iibl) MEOUIMHCKOTO M3/EHs IS OUATHOCTHKY in VItro BMecTe
C NPHHAJIEKHOCTAMH, HEOOXOAMMBIMH MU TNPHMEHEHHMS MEIUIMHCKOrO H3/eHs
10 Ha3HAYEHHIO,

B) TEXHMYECKYI0 M OKCIUIyaTAUMOHHYIO JOKYMEHTALHMIO MIPOU3BOIMTEIIS
(M3roToBUTENS) HA METMLMHCKOE U3/IENHeE I JUArHOCTHKY in Vitro;

) CBElCHHA O HOPMATHBHOM JOKYMEHTAMM HA MEIULMHCKOE H3eiHe JUISL
JIUAarHOCTHKH in Vitro;

A) JOKyMEHTHl, IIOATBEPXKHAMOIIME pe3yNbTaThl TEXHMYECKHX HMCIBITAHHMI
MEIULIUHCKOrO U3JeJIUA A JHArHOCTHKH in vitro;

€) pe3ynbTaThl HCIBITAHWA B LENIX YTBEP)KIEHMS THIA CPEACTB H3MepPEHMIH
(B OTHOLIEHMM MEIMIMHCKMX H3ZENMi, OTHOCAIUXCS K CpeACTBaM H3MEPEHMIA
B clepe TroCyJJapCTBEHHOIO pETyJIHPOBAHHA O0ECleUeHHs] eUHCTBA U3MEpEHHIA,
NepeyeHb KOTOPBIX YTBepXKAaeTcs MHHHMCTEpCTBOM 3apaBooxpaHeHHs Poccuiickoii
(Dez[epaunn)zz;

) IOKyMEHTBI ~ (Marepuaibl), COAEpXAI[Me aHAIM3 JAHHBIX MPUMEHEHUS
MEJMIMHCKOr0 U3JeNHs in vitro (pu HAJIM4HK);

3) CBENEHHA O BBINAHHBIX PETHCTPHPYIOLUM OpraHOM pa3pelleHusIX Ha BBO3
MEIMIMHCKMX M3/EUH C UENbIO X FOCYIapCTBEHHOM PETMCTPALIHH, B TOM YHCIIE B LEJIAX
BHECEHUS M3MEHEHUH B [OKYMEHTBI, COAEpXallHecsi B pPETMCTPALHOHHOM JOChE
Ha MEIMLMHCKOE M3JeNne (Ul MEAMIMHCKUX M3MeNHii HHOCTPAHHOTO IPOM3BOACTBA, a
TalOKe B Clly4ae BBO3a Ha Tepputopuio Poccuiickoit Demepann MeIuLMHCKOTO U3en,
NPOM3BOJUTENIEM KOTOPOTO SBIIETCA HOPHAMYECKOe JHLIO WIM HMHAMBHIYAJIbHBIH
NpeAnpUHAMATENDb, 3apErHCTPUPOBAaHHBIA Ha TeppHTOpuH Poccuiickoit ®enepauuu, a
MECTO IPOM3BOACTBA TAKOr0 MERMUMHCKOrO M3JENHs HAaXOAWTCS Ha TEPPUTOPHH
HHOCTPaHHOI'O TOCY1apCTBa);

M) JOKYMEHTHI U CBEJIEHHs 00 H3MEHEHHAX, BHOCHMBIX B PErucTpalMOHHOE OChE,
B TOM 4HCII€ NOKYMEHTBHI, IIOATBEpXKAAIOLIME JaHHbIE H3MeHeHHs (NPH HPOBEIEHHH
UCTBITAHUH MEIUIMHCKOTO HM3JENHs B LENIX BHECEHUS WM3MEHEHWi B JIOKYMEHTEI,
colepxalluecs B PETUCTPALIHOHHOM JI0ChE);

K) KOMHA JOKyMEHTa, IOATBEPKAAIOLIEr0 MOJHOMOYHS YHOJIHOMOYEHHOIO
NpEACTaBUTENS IIPOM3BOAUTENS (M3TOTOBUTENS ).

2 Ilpuxa3s Munnctepctsa 3mpaBooxpaHeHus Poccuiickoit ®enepauun ot 15 aBrycra 2012r1. Ne 89H «O6 yTBepxaeHnu
Topsanka npoBeieHAA HCTBITAHHI B LENAX YTBEPXKACHHA TUIA CPEICTB H3MEPEHH, a TaKKe TEPEYHs MEAULIMHCKAX H3JIEIIMIA,
OTHOCSIIMXCA K CPEICTBAM M3MEPEHMH B C{epe rocylapcTBEHHOTO PETyTHpOBAHHSA OO€CTIEYEHHsS EIMHCTBA W3MEPEHH,
B OTHOUICHMH KOTOPBIX NPOBOAATCA HCHBITAHHA B LENAX YTBEPXKIEHHS THNA CPEACTB M3MEPEHH» (3aperHCTPHPOBAH
MunncrepctBom roctuimm Poccriickoit ®enepaunm 25 nexabps 2012 r., perucTpauMoHHbIH Ne 26328).
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B ciyyae eciiu opuruHais! JOKYMEHTOB COCTABJIEHB HA HHOCTPAHHOM SI3bIKE, OHH
TPE/CTABNSIOTCA C 3aBEPEHHBIM B YCTAHOBIEHHOM MOpPSJIKE™ IEPEeBOLOM Ha pYyCCKHiA
A3BIK.

50.  Opranuzanus, mpoBoAsIas KIMHUKO-TaGOpaTOpHbIE HCIILITAHHS, B CPOK He
npeppimarommi 10 pabounx ¢ MOMEHTa MNpeAcTaBleHHs 3asBAEHHS O NPOBENECHHUM
KIIMHUKO-1a00paTOPHBIX MCTIBITAHHMH MEJMLMHCKUX M3NENHH I THarHOCTHKH in vitro,
obpasua (o6pa3LOB) MeOUIMHCKOTO M3feNusi IS JMarHOCTMKM in  Vitro BMecTe
C NMPHHA/UIOKHOCTAMM M JOKYMEHTOB, YKa3saHHBIX B IyHKTe 49 Hacrtosmero ITopsmka,
NPOBOAUT OLEHKY (NpeABAapUTENBHBIM aHANW3) HA JOCTATOYHOCTh  CBEEHHIA,
CONEPKAIMXCA B JOKYMEHTaX ¢ MENbl0 MPUHATHA pEIIEHHs O BO3MOXHOCTH
(HEBOBMOXXHOCTH) TIPOBENCHHS KIMHHKO-NTAGOPATOPHBIX WCIBITAHAN —MeIUIMHCKOrO
M3ENUs AT TUarHOCTHKH in vitro.

5. B ciyyae mpuHATHA opraHuzanueif, mpoBomsiieil KIIMHHKO-1a00paTOpHbIE
UCIIBITAHHS, PEIICHHS O BO3MOXXHOCTH MPOBE/IEHHs KIIMHUKO-TA00PaTOPHBIX HCHBITAHMIA,
OpraHu3all¥si COBMECTHO C 3asgBHUTENIEM OIpeJieNisIeT IMPOJOKHTENFHOCTh MCIBITAHUI
H COCTaBJISET NPOrpaMMy KIMHHKO-Ia00paTOPHBIX HCIBITAHHM, KOTOPYIO yTBEpXKIAeT
PYKOBOAMTENb OpraHU3aliMy, IPOBOAAIIEI COOTBETCTBYIOIIME UCIIHITAHU.

IIponomkurensHOCTE  KIMHHKO-TabOPAaTOPHBIX  HMCNIBITAHMH  ONpejenseTcs
Ha3Ha4YCHHeM U CJI0XKHOCTBI0 MEAULIMHCKOIO U3eNHs Il UArHOCTHKH in Vitro.

B cnydae NpUHATHS OTpHIIATENBHOTO pellEHHMS OpraHM3alisi, POBOASIIAS
KIMHHKO-11ab0paTOpHblE HMCIHBITAHHSA, B NHCBMEHHOH (OpMe YBEXOMISET 3asdBUTENs
00 OTKasze B IIPOBEJEHHH KJIMHUKO-TaGOPATOPHBIX HCIIBITAHHI (c ykazaHHWeM INpUYHH)
JIMYHO MOJ OJMHCE, THO0 HANPaBIISET YBEJAOMIICHHE 3aKa3HbIM OYTOBEIM OTIIPABICHHEM
C  YBENOMIICHWEM O BpyYeHHH, JHMOO TmepeaeT B  OJIEKTPOHHOH  opme
0 TeJeKOMMYHHUKALMOHHBIM KaHallaM CBS3H MIM B ()OpMe SIEKTPOHHOrO JOKYMEHTa,
IIOJITHCAHHOTO 3EKTPOHHOM MOAIIHUCEIO.

52. Ilpu mpoBeNeHHH KIHHHKO-TaGOPATOPHBIX HCHEITAHUN MEIUIMHCKOTO H3Ie/Hs
JUTst THATHOCTHKH 1N Vitro OCYILECTBIISETCS:

a) aHAJIM3 JIOKyMEHTAlMH Ha MEIHLMHCKOE M3[eHe ANi JIMarHOCTHKH in Vitro,
yKa3aHHOH B IMyHKTe 49 Hactosero [Topska;

0) MpoBeZleHHe  KIWHUKO-JaGOPaTOPHBIX  WCIIBITAHMIL obpasuna  (o6pasuos)
MEIMLUMHCKOro M3AeNHsA AJNS AWArHOCTHKH in Vitro BMecTe ¢ NpPHHAIIEKHOCTAMH,
HEOOXOAMMBIMH ISl IPUMEHEHHS MEAULMHCKOTO U3/IENHS 10 HA3HAYEHHIO,

B) OUEHKA M AaHAIH3 MNOJYYEHHBIX [JAHHBIX M HMX COOTBETCTBHE 3aSBICHHBIM
XapaKTepUCTHKAM;

2 Crates 81 OcHoB 3akoHomaTenbcTBa Poccmiickolt ®denepauun 0 HOTapHaTe, yTBEpXKAECHHHIX BepxoBHeIM CoBeTOM
Poccuiickoii ®enepaunu 11 despans 1993 r. Ne 4462-1 (Benomoctu Chessa HapoJHEIX AenyTaros Poccuiickoii ®exepauun
1 Bepxosroro Cosera Poccuiickoit ®enepauun, 1993, Ne 10, ct. 357; CoGpanue 3akononarenscTsa Poccuiickoit ®enepanuy,
2019, Ne 52, ct. 7798).
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I) A0paboTKa SKCITyaTaUHOHHOH IOKYMEHTAlHH IPOM3BOJUTENS (u3roroBuUTEIN)
Ha MCJHMUMHCKOE M3MENUE I JHArHOCTUKH in Vitro 10 pesynbTartaM MCIBITAaHUMEA (Ipu
HE0OXOIUMOCTH);

1) obopmiieHMe ¥ BBIfaYa (BpyYeHME WJIH HANpaBIEHHE 3aKa3HBIM IIOYTOBBIM
OTIPABICHUEM C YBEJOMIICHHEM O BPYYEHHH) 3aiBHUTENIO aKTa OLEHKH DE3ylbTaTOB
KIMHHKO-Ia00PAaTOPHBIX ~ UCIBITAHHM MENMIMHCKOTO M3Aeids I8  JHAaTHOCTHKH
in vitro.

53. B xo/ie NIpoBeIeHUs HCTIBITAHH OIPEIENSIOT:

a) COOTBETCTBHE MEJMIMHCKOTO M3JENUs /I JUATHOCTHKM in Vitro HOpMaTHBHO
AOKYMEHTallH, TEXHUYECKOH H OKCIUIyaTalMOHHOH JOKYMEHTALUH IpPOH3BOIHTEIS
(u3roroBuTesn);

0) COOTBETCTBHE  MEIMLMHCKOrO W3NeNHS i JMArHOCTHKH  in  vitro
NpeHA3HAYCHHOMY MPOU3BOAMTENIEM IIPUMEHEHHI0O W IpeIjlaraéMbIM WM METOdaM
UCIIOJIb30BaHU;

B) IOJIHOTY M [OCTOBEPHOCTh YCTaHOBIEHHBIX HOPMATHBHOH JOKyMEHTALHEH,
TEXHAYECKOH M IKCIUTYaTalMOHHOH JOKyMEHTaLMell NpOU3BOAMTENs (H3TOTOBHTENs)
XapaKTePUCTHK  0e30macHOCTM M S(Q(GEKTUBHOCTH  MEIULMHCKOTO  H3JeNHs
JUle THATHOCTHKH IN Vitro B COOTBETCTBHM C MpeaHa3HAYEHHBIM NPOM3BOLHMTENEM
OPUMEHCHUEM  MEAWLKMHCKOTO  M3AENMS 10  HA3HAYEHHUI0, B TOM  YHCIIE
€ro JHAarHOCTHYECKYI0 YyBCTBUTENBHOCTh, CIIEHU(DHYHOCTh U BOCIPOH3BOAHNMOCTD,
a TakKe QYHKIMOHANBHBIX XapaKTEepUCTHK (AHATHTHYECKYIO YyBCTBUTEJIHHOCTH,
CreUHHIHOCTD, BOCTIPOH3BOAUMOCTD, THHEHHOCTD U MHBIE XapaKTePHCTHKH), yKa3aHHBIX
B TEXHAECKOH H DKCILTyaTalHOHHON JOKYMEHTALMH IPOU3BOAMTENS (H3TOTOBUTELsN);

I) KaYeCTBO  MEOUIMHCKOTO  H3JIeIHs, 3hGEKTUBHOCT M 06€30MacHOCTD
€ro MpUMeHEeHH .

54. PesynbTathl KIMHHKO-Ta0OPAaTOPHBIX MCTILITAHHI MEIULMHCKOTO M3ENHs s
JUArHOCTHKH in Vitro CYUMTAIOTCS OTPHIATENBHBIMH B CITYYasX, ECIIH:

a) UCIIBITYEMOE MEIHMIMHCKOE H3LENME HE COOTBETCTBYET NpeHa3HaAuYeHHOMY
NPOM3BOJMTENEM NPUMEHEHHIO U NPEIaraéMbIM UM METOAaM HCIIONb30BAHHUS,

0) ycTaHOBNEHbI haKTHl X 0GCTOATENBCTBA, CO3MAIOLIHE YCIOBHA HeaddekTuBHOCTH
¥ (WIM) NPAMOM MM KOCBEHHON yrpo3bl XU3HH M 3M0POBBIO MeIUIMHCKHX paboTHHKOB
NPy IPUMEHEHUH H IKCIUTyaTallul MEJULMHCKOTO M3/IEHs.

55. Pe3ynbTatel KIMHHKO-Ta00PAaTOPHBIX UCHIHITAHUIN MEIHUMHCKOTO H3ACTMS JUIS
JIMarHOCTHKHM In Vitro, 3a MCKIIOUEHHeM CilydyaeB, YKa3aHHEIX B IIYHKTe 54 HACTOSILEro
llopsinka, CYMTArOTCA MONOXKUTENBHBIME H TOATBEPXKIAIOT COOTBETCTBHE TpeOOBaHUAM
GesonacHocTH U 3Q(HEKTUBHOCTH B COOTBETCTBHH C MpEHA3ZHAYEHHBIM HIPON3BOIUTENIEM
IIpUMEHEHHEM.,




[Mpunoxenune Ne 1

K [lopsaaky npoBeacHHs OLIEHKU COOTBETCTBHS

B opMe TEXHUYECKUX HCIBITAHUH,

TOKCHKOJIOTHYECKHX HCCIeA0BAHUH, KITMHAYECKUX
HMCIBITAHHH, METUIIHHCKHX U3JC/HH B IEX
roCyIapCTBEHHOM pEerucTpaldi MEIULIMHCKHX
H3JIEJIHA, yTBEP)KICHHOMY IIPUKa30M
MuHucTEpCTBa 3IpaBOOXPAHEHUS

Poccuiickoit ®eaepanyn
oT «ﬁ» @{%MZ 2021 r. Ne j(f 1%

PexoMenayembiii oOpasen

HaWMEHOBAHHUE HCIBITATENIEHOM OpraHu3aIuy, aapec, TelnedoH

VTBEPXJIAIO

(pykoBoaUTENb MM UHOH YNIOJTHOMOYEHHBIH
COTPYAHHK MCTIBITATEIbHON OpraH13aLuH,
(bamunus, KM M OTHECTBO (IIPH HAJMYNH), TIOJTHCH, N1EYaTh)

« » 20 r.

AKT
OLICHKU PE3yJIbTAaTOB TCXHUICCKHUX HUCHBITAaHUN MEJUIMHCKOTO U3AEIINs

No oT« » 20 r.

(HaMeHOBaHHE METHUIMHCKOTO U31ETU)
Cocrasnen

(HaHMCHOBaHPIe OpraHysaluyy, npono;mmeﬁ HCTIBITAHWA

€ yKka3aHueM MecTa MpoBeIeHN HCTIHITaHHH)

ITonrHoMouns Ha MPOBeAEHHWE HCHBITAHMHA, aKKpeJAWMTalud Ha  TEXHUYECKYHO
KOMIIETEHTHOCTH ¥ HE3aBHCHMOCTh JIS ITPOBEAEHHUs paboT MO MCIIBITAHUIM

(YHHKQJIBHEIA HOMEp 3amicu 00 aKKpeQuTalMd B peecTpe aKKPEIWTOBAHHBIX JIMII; AaTa
BHECEHHS B PEECTp CBEAEHHI 00 aKKpeAUTOBAHHOM JIHLIE)

1.Bmepuogc«__ » 20 rmo«__ » 20 T

(HaMMeHOBaHHE UCTILITATEIFHON OpraHU3aliH)
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NpOBEJIeHa OIIEHKA pe3yJIbTaTOB TEXHHYECKUX HCNBITaHUH B QopMe NpoBelaeHHs
UCIIBITAaHUN

(HaHMCHOBaHHe MCIHULHHCKOro U3aeivia (C YKa3aHHEM HpHHalIHe)I(HOCTeﬁ, HEOOXOAUMEIX JUIA IPUMEHCHHA MCANITHHCKOI 0
HU31€InA 10 HaBHa‘{eHI/I}O)

ITPOU3BOACTBA

( HaMMEHOBAaHHE MPOU3BOINUTENIS, CTPaHA NPOU3BO/CTEA)
B COOTBCTCTBHUH C

HAHMEHOBAHHE H 0003HAYEHHE TEXHHYECKOM JAOKYMEHTALIUA

Ha COOTBETCTBHE Tp660BaHI/ISIM
HaMMEHOBaHHE ¥ 0603HaYeHHE HOPMATHBHON U TEXHHYECKON JOKYMEHTAIIUH
(nanpumep, TexHuIeckHM pernamentaM, CanlInH, npukasaM, MOCTaHOBIEHUAM, MEXTyHAPOIHBIM TOKYMEHTaM)

2. Jlg npoBeieHHs TEXHUYECKHUX UCTIBITAHUM TIPE/ICTABIICHEI:

nepeyeHb JOKyMEHTOB, JaHHBIX, 06pa3IioB MEINIHHCKOTO U3JeuA (KONMYECTBO)

3.

HaMMEHOBaHHE HCTIBLITATEILHON OopraHusauuu

IpOBEJAEHA OLIEHKA Pe3YJIbTaTOB TEXHUYECKUX UCIIBITAHUHI
HAaMMEHOBAaHHE METUIIHHCKOrO U3AEIHA

B COOTBETCTBHH C YTBEPXKACHHOW MPOrpaMMoit

OLICHKA NPEJICTABIEHHON HJOKYMEHTALHK
PEKOMEHALHY 110 YCTPAHEHHIO OTHENBHBIX HEJOCTATKOB

KJ1acC NOTEHLHAIBHOTO PHCKa NMPUMEHEHH! MEAHLIMHCKOrO M3/IENHA B COOTBETCTBUH ¢ HOMEHKIIATYpPHOIM Ki1accudukanmeri
MEAULUHCKHUX U3eIui

4. KpaTkoe u3oXeHHe pe3yIbTaTOB UCIBITAHUI
5. BeIBOIBI IO pe3yibTaTaM UCTIBITAHHIA
6. BEIBOJIBI O COOTBETCTBUH TPeOOBAHMAM TEXHHYECKOM JOKYMEHTAI[MH IIPOM3BOJHMTENS
(u3roroBUTENs)
7. OueHKa pe3ynbTaToB TEXHHYECKHX HCIBITAHUIA

3AKJITOYEHUE

HAaNMEHOBAaHUEC MCOUIIMHCKOI'O U34eTHA

COOTBETCTBYET (HE COOTBETCTBVYET) TpeGoBauusM  HOPMAaTHBHOM
JOKyMEHTAll{, TEXHUIECKOH U (MJIM) 3KCIUTyaTallMOHHOMN JOKYMEHTAI[MH [IPOM3BOIUTEIIS
(u3rotoBHTENA).

IIpunoxxenus:
a) ororpaduueckue wu300pakeHus obOpasua (00pa3sloB) MEIMIIMHCKOTO M3AENHUI,
IIPHHAAJIEXKHOCTEN U ero (MX) MapKHPOBKH;
0) pororpapuyueckue  H300paKeHHS  DIEKTPOHHOTO  HOCHTels M HHTepdeiica
nporpaMMHOro obecneueHdss (Ui INPOTPaMMHOTO  OOECIIEYEHMS, SIBIISIOIIErOCs
MEIMIUHCKUM H3JIEJIMEM, B TOM YHCIIE IPOrpaMMHOr0 o0ecleueHHsI C IPHMEHEHHEM
TEXHOJIOTHH MCKYCCTBEHHOI'O HHTEIUIEKTA) (B ClTydae, eclii UMEeTCs);




B) YIBEpPXeHHas [porpaMMa TEXHHYECKMX HCIBITAHMHA MEOMIMHCKOTO H3ACNUA
(c mepeyHeM IPOBEPOK, OLIEHOK, KOTOPHIE ClIeyeT IPOBOAUTH MPH HCIBITAHKIX ),
I') MPOTOKOJIBI TEXHUIECKMX UCTIBITAHUI MM OLICHKH M aHaJIN3a JaHHbIX.

IMpuitoXeHus ABISIOTCS HEOTBEMIIEMOH 4acThi0 AKTa.

Ioanucu:
[Ipencenarens KOMHUCCHH

JIOJDKHOCTE, )aMHITHA, HMS U OTYECTBO (HPH HAJTMUUM)
YneHbl KOMUCCUH

JO/DKHOCTD, paMHIIMA, HMA U OTIECTBO (TP HAJIMUUU)



[prmoxxenne Ne 2

K Ilopsiiky mpoBeIeHHS OLIEHKH COOTBETCTBHUS

B (hopMe TEXHHYECKUX HUCIBITAaHUH,

TOKCHKOJIOTHYECKUX HCCIEIOBaHU, KIIMHUYECKUX
HCIBITAHUI, MEJUIWHCKUX U3NENHUI B IEeIIX
rOoCyAapCTBEHHOM periucTpaliy MeJUIUHCKHX
U3JIENHiA, YTBEPKJICHHOMY [IPUKA30M
MunucrepcTBa 31paBOOXpaHEHUA

Poccuiickoii @exepannn -
oT « W»ML/(/M? & omir.N $f5H

PexoMenayempiit oOpaselr

HanMEHOBAHKE UCIILITATENEHOM OpraHu3anuy, aapec, Tenedox

VTBEPX]IAIO

(pyKoBOAMTEND MM MHOH YOTHOMOYEHHBIN
COTPYHHHK MCIBITAaTENbHON OpraHH3aLH,
(amMuITHs, UMs U OTYECTBO (MPH HAJIMYUHM), IOATIHCE, NIEYATh)

« » 20 1.

AKT
OLIEHKH PE3YJIbTATOB TEXHUUECKUX UCIIBITAHUH MEAMIIUHCKOIO U3/EIIH
I JUArHOCTHKH 1n Vitro
Ne OT« » 20 r.

HAaUMEHOBAHUC MCIMLHMHCKOIO U3aCIINA

CocraBieH

HaMMCHOBaHHEC OpraHH3allkH, HpOBOlIiIIIIeﬁ HCTILITAHHUA,

C YKa3saHHEM MeCTa IPOBEAEHHUS UCTIHITAHUI

[lonHOMOuUMsT Ha TMPOBEACHHE MWCHBITAHUH, aKKpeAUTalus Ha  TEXHHYECKYIO
KOMITETEHTHOCTE M HE3aBUCHMOCTb ISl IPOBEeHUS paboT 110 HCIIBITaHUAM

(yHUKaJIBHEI HOMep 3amuc o0 aKKpeIUTallud B PeecTpe aKKpPeAMTOBAHHBIX JIHLI; Jara
BHECEHHUS B PEECTP CBEJEHHU 00 aKKpeJUTOBaHHOM JIAIIC)

l1.Bnepuonc« _ » 20 r.mo«__ » 20 T

HaMMEHOBaHHE HCIBITATENbHOM OpraHusany




2

HpOBEJEHa OlLIEHKAa pe3ylJbTaTOB TEXHHYECKUX HCHBITAaHUM B ¢opMe IpoBeIeHUs
UCIBITaHUN

HAaUMCHOBAHUC MCIMIIMHCKOIO H3ACITHA (C YKazaHHUEM ﬂpHHaMC)KHOCTeﬁ, HEOOXOMHUMEIX st NPpUMEHCHHA MEIULIHHCKOTO
n3aciaud 1o Hasnaqeﬂmo)

IIPON3BOACTBA

HaMMEHOBAHHE POU3BOJHUTEILA, CTpaHa MPOH3BOACTBA
B COOTBCTCTBHH C

HaNMEHOBAaHHE M 0003HaYCHHE TEXHHYECKOM JAOKYMCHTAlNH

Ha COOTBETCTBUC Tpe6OBaHI/ISIM
HalMEHOBaHME U 0003HaUeHHE HOPMATHBHOMN U TEXHMYECKOM JOKYMEHTALMI
(Hanpumep, TexHUYeCKUM pernamenTam, CanlInH, npukasaM, OCTAHOBJIEHMAM, MEXIyHAPOIHBIM JOKyMEHTAM)

2. Jlns IpoBeIeHUs TEXHUYECKUX MCIIBITAHUI TIpeICTaBIeHE:

nepeyeHs JOKyMEHTOB, JaHHBIX, 00pa3lioB MEIULMHCKOTO W3lesuA (KOJHYECTBO)

3.

HaNMEHOBAaHVE UCTIBITATEILHOM OpraHu3aluu

IIpOBeACHA OLIEHKA Pe3YJIbTaTOB TEXHUYECKUX UCIIBITAHUH
HaHMEHOBaHHWE MEIULMHCKOTO M3JENUs

B COOTBETCTBHUH C YTBEPXKIECHHOU POrpaMMoit

OLIEHKA NpeICTaBIEHHOM JOKYMEHTALUH
PEKOMEHIAIMH N0 YCTPAHEHHIO OTHAENBHBIX HEAOCTATKOB

Kjacc MOTCHUMANTBHOIO PUCKa IIPUMEHCHUA MEIULIMHCKOTO U3AC/IUA B COOTBETCTBUH C HOMCHKHaTypHOﬁ maccmbnxauneffl
MEQUUMHCKUX U3ACTHIM

4. KpaTkoe n3joxeHue pe3yJIbTaTOB UCIILITAHUM
5. BEIBOZIBI 110 pe3yNibTaTaM HCIIBITaHUH
6. BEIBOJIEI O COOTBETCTBHU TpeOOBaHMAM TEXHHYECKON NOKYMEHTALMH HPOU3BOMAUTENS
(u3roToBHUTENA)
7. OueHka pe3ybTaTOB TEXHHYECKHUX HCIBITAHUM

3AKJIIOYEHUE

HAaUMCHOBAaHUC MCAULIMHCKOT0 U34CIINA

COOTBETCTBYET (HE COOTBETCTBYET) TpeGoBaHusiM  HOpPMaTHBHOM
JOKYyMEHTAlUH, TEXHUYECKOH U (MJIM) SKCIUTyaTallMOHHOMN JOKYMEHTAI[MH [IPOH3BOAUTEII
(u3rotoBUTEN).

IIpunoxxenus:
a) potorpaduueckne u300pakeHus obpasma (00pa3sLOB) MENULMHCKOTO H3IEIHs,
IIPUHAJIEKHOCTEN U ero (MX) MapKHPOBKHY;
0) yIBepK/AeHHass MporpaMMa TEXHHYECKMX HCIBITAHHM MEIMIMHCKOrO H3JENUA
(¢ mepeyHeM MPOBEPOK, OLIEHOK, KOTOPbIE CIEAYeT IPOBOIUTE MPH UCIBITAHUAX);
B) IPOTOKOJIbI UCIIBITAHUH (YHKIIHOHAIBHBIX XapaKTEPHCTHK METUIMHCKOTO W3/IEIH.

HpI/IJIO)KeHI/ISI SIBJIAIOTCSA HEOThEeMJIEMOH YacThi0 AKTa.




Iloamucu:
IIpencenarens KOMHCCHU

JOIDKHOCTB, (paMmrIIHsl, AMA U OTIECTBO ([PH HATIMUHH)
UneHbl KOMUCCUH

JIOIDKHOCTh, ()aMHJTHsA, UM M OTYECTBO (IIPH HAIMYHH)



ITpunoxenue Ne 3

K [lopsinky npoBeicHUs OEHKH COOTBETCTBHS

B opMe TEXHUYECKUX HCIBITAHUH,

TOKCHKOJIOTHYECKHX HCCIEA0OBAHMH, KIMHUYECKUX
HUCTBITaHHI, MEIUITHHCKHX H3/ICNIMil B ENAX
rocy1apCcTBEHHO! PErUCTpallii MEIUIHHCKHAX
H3JIENMiA, YTBEPXKICHHOMY IPHKAa30M
MuHunCTEpCTBa 3APaBOOXPAHEHUS

Poccwiickoit ®eneparm ,
OT qﬁ»MWQ 2021 r. NQJ’A: ;/{

PexomeHmyeMslii oOpasen

HaHMEHOBAHHE HCIIBITATENLHON OpraHusaliym, aapec, TCJIC(I)OH

VTBEPXIAIO

(pykoBoAUTENb WIH UHOH YIOJTHOMOYEHHBIH
COTPYAHHK MCTIBITATENBHON OpraHH3aLlMy,
dbamuus, UMsi ¥ OTYECTBO (P HAJIMYMHM), IOATIMCh, 1I€YATh)

«_» 20 T
3AKJIIOYEHHE
TI0 pe3y/IbTaTaM TOKCHKOJIOTHYECKHUX UCCIIEAOBAHUM MEUIIMHCKOTO H3ISITHUs
Ne oT«__ » 20 1.

HauME€HOBAaHHUE MECOUITUHCKOIO U34€NMus
CocrasieH

HAHMEHOBaHHE HCTIBITATEIbHON OpraHusaligy,

C YKasaHWUeM MCCTa NMPOBEACHHA HCNBITAHUN

IMonHoMOYMsT Ha TIPOBEACHHE MWCIBITAHUH, AaKKpeAuTalus Ha  TEXHHUYECKYIO
KOMIIETEHTHOCTE ¥ HE3aBHCHMOCTH JUISl IPOBEJICHU paboT 10 UCIIBITAHUAM

(YHMKATBHBIA HOMep 3alich 00 aKKpeAUTalMd B peecTpe aKKpeOMTOBAaHHBIX JIUL; JaTa
BHECECHHUS B PEECTP CBEEHHUI 00 aKKpeJUTOBAaHHOM JIALIE)

1.Bnepuongc«__ » 20 rrmo«__» 20_r.

HAUMEHOBAHHE OPTaHHM3aLMH, NPOBOMALICH HCCIeA0BAHUA
IIpOoBE€ACHbI TOKCUKOJIOTUYECKHE HCCTICAOBAaHHUA

HaMMEHOBaHHE MEIMIHHCKOTO U3Aeus (C YKa3aHHeM MPUHAIEKHOCTeH, HEOOXOMMBIX Jj1s IPUMEHEHNA MEAULIMHCKOTO
M3JENHA 10 HA3HAUESHHIO)

IpON3BOACTBA

HaMEHOBaHHUE IPOU3BOJUTENIA, CTPaHA NIPOHU3BOJACTBA




B COOTBETCTBHUMU C
Ha¥MEHOBAHNE M 0003HaYEHHE HOPMATHUBHOM M TEXHAYECKOH TOKYMEHTALMH
(Hanpumep, TexumrdeckuM pernamentaM, CanlIuH, mpukasaM, HOCTaHOBIEHUSM, MEXTYHAPOIHBIM IOKYMEHTaM)

2. JIns mpoBeieHHs TOKCUKOJIOTHYECKUX HUCCIIeIOBaHUI MpeACTaBJICHBI:

nepeveHb J0OKYMEHTOB, TaHHBIX, 00pa3LioB MeIHIMHCKOTO U3eus (KOIHYECTBO)

3.

HaVMEHOBAHHE UCIBITATEILHON OpraHH3aLyn
IIPOBEACHBI TOKCUKOJIIOIHYECKHUEC UCCIICTOBAHUA

HAaNMCHOBAHHUE MCAUIIMHCKOIO U3ACITHA
B COOTBETCTBUH C YTBEP)KJIEHHOMH MPOrpaMMOi

OLCHKa HpeIlCTaBJIeHHOi;I JOKYMCHTALlUH
Ha3HA4YC€HHUC MCIULIMHCKOTO U3ACITUA
BHJ KOHTaKTa C OpraHu3MOM YCJIOBEKa

KJacC MOTCHUHAIBHOTO PUCKa NIPUMEHEHHA MEAHULIMHCKOrO M3/IENIHA B COOTBETCTBHH C HOMEHKIIATYPHOI Kiaccudukauueii
MEIUIHUHCKUX H3IeTHit

3.5.

HauMCHOBaHHE NMPUMCHACMEIX MAaTEPHAJIOB MITH peuenTypHHﬁ COCTaB

3.6.

€Noco6 CTEPHIIH3AINK MEQUUMHCKUX W3 AEHii
4. Kparkoe u3noxxeHHe pe3yJIbTaToOB UCIBITAHMIA

5. BeIBOABI IO pe3yNibTaTaM UCIBITAaHHHA
6. BeIBOJIBI 0 COOTBETCTBUM TPEOOBAHMAM TEXHMYECKOM JOKYMEHTALUH
7. OueHka pe3yibTaTOB TOKCHKOJIOTHYECKUX HCCIIeJOBAHHM

SAKJIIOYEHUE

HaMMCHOBaHHC MCAULIMHCKOTO U3EIINA

COOTBETCTBVYET (HE COOTBETCTBVET) tpe6oBanusam Ge30macHOro NprMeHEHUS.

IIpunoxenue:
a) MPOTOKOJIBI TOKCHKOJIOTHYECKHX UCCIIEA0BAHMI MeJUIUHCKOTO U3 AN,
0) yTBepX/eHHas MpOrpaMMa TOKCHKOJIOTMYECKHX HCCIENOBaHMH  MEIUIIMHCKOTO
U3JeIusl.

HpI/IJIO)KCHI/ISI SIBJIIFOTCS. HEOThEMJIEMOM YacThIO 3aKIIIOUeHH.

Iloamucu:
IIpencenarens KOMHUCCHU

JOJDKHOCTB, (haMIUTAsA, UM ¥ OT4ECTBO (IIPH HAJIMYHH)
UneHsl KOMHCCHH

JOJDKHOCTB, (JaMHIIMA, AMA H OTYECTBO (IPH HATHYKH)




[Tpunoxenue Ne 4

K [Topsiaky npoBeJieHHS OLICHKH COOTBETCTBHSA

B hopMe TEXHUUYECCKUX UCIIBITAaHHM,

TOKCHKOJIOTHYCCKMX MCCIeJOBaHUH, KIIMHUYECKHX
HCTIBITAHHN, MEAUIIMHCKUX U3CIHI B LEIAX
TOCYIapCTBEHHOH perucTpauyi MeJULMHCKAX
H3JIENIH, YTBEPKAECHHOMY [IPUKa30M
MpuHKCTEPCTBA 34paBOOXPAHEHHS
Poccuiickoii ®enepanyu

OT « »MW&’- 2021 r.Ngdng?

PekoMenayemriii o6pasent

HanMeHOBaHHE MEAULIMHCKOH OpraHusanvy, aapec, Teﬂe(bOH

VTBEPXJIAIO

(PYKOBOAUTENb UM MHOH YIOJHOMOYEHHBIH
COTPYAHHK MEAMUMHCKOH OpraHu3aluy,
(bammns, UMA ¥ OTYECTBO (MPH HAJTMUUM), OATHCE, NIEYATh)

« » 20 r.

AKT
OIICHKH PE3YJIBTATOB KIIMHUYECKHUX HCNBITAHUN MEIULIMHCKOTO U3eJIHs

Ne OT« » 20 1.

HAaUMEHOBAHUEC MECIULIMHCKOTO U3ACITNA
CocraBiieH

HaUMEeHOBaHUE MEAULIMHCKOMN OpraHusanuy,

C YKasaHHEM MECTa IPOBEACHUA KUCTILITAHUI

ITostHOMOYHMS Ha MPOBeAeHHE paboT MO UCIBITAaHUSM.
JIuueH3us Ha MEIULIMHCKYIO NEATENIBHOCTD OT «__ » 20 1. Ne
CPOKOM JEHCTBHUSA

1.Bnepuogc«__ » 20 r.mo«__ » 20 .

HaNMCHOBAHHE OpraHH3alHH, HpOBO).'[XIIIeI‘;I HCTIbITAHUA
IpoBefieHa OLEHKA pe3yNbTAaTOB KIMHWYECKHX HCIBITaHMH B (opMe NpPOBEICHHS
UCILITAHWHA C y4YacTHeM 4YeloBeKa U (WIM) OLEHKM M aHajM3a KIMHHYECKHX JaHHbBIX

HEeo0X0IUMOE yKa3aTh




2

HANMCHOBAHHUEC MCIHUIIUHCKOTO U3AE€NTUA (C YKa3saHHEM HpHHaﬂ)Ie)l(HOCTeﬁ, HeO6XOIlI/IMBIX AJisl IPUMEHCHUS MCAUIIMHCKOTO
HU3CIUA IO HaSHa‘IeHI/IIO)

ITPONU3BOACTBA

HaMEHOBAaHHE NMPOU3BOAMTEIA, CTPaHa IPOU3BOACTBA
B COOTBCTCTBHHU C

HaWMEHOBAaHHE U 0003HAYEHHE TEXHUUYECKOM 1 3KCHJ'[yaTaHPIOHHOI7I JOKYMCHTAItMH
2. Jlns ipoBeieHUs] KIIMHAYECKUX HCTIBITAHUI IIPEeICTaBIIeHbL:

fepevYeHb JOKYMEHTOB, JaHHBIX, 06pa3LioB MEANIIMHCKOTO M3ENHs (KOIMIECTBO)

3.

HaUMEHOBAaHHUE MEIULIMHCKOMN OpraHu3alu

MIPOBEACHA OLICHKA Pe3yJIbTaTOB KIIMHUYECKUX UCIIBITAHUNA
HaUMCHOBAHHME MEIHIMHCKOIO M3Je/IUs

B COOTBETCTBHH C YTBEPXACHHOI NporpaMMoii

KpaTKas XapaKTepUCTHKa METULIMHCKOTO U3A€/IHsA, Ha3HAYEHHNE, YCTAHOBIICHHOE IPOU3BOOUTCIICM
BHUI MEAUIIHHCKOI'O M3/ICJINA B COOTBETCTBHH C HOMCHKJ’I&T}’pHOfI Knaccnquaunel‘fl MEIULIMHCKUX M3ACTHi

KJIacC MOTEHUMANBLHOTO PHCKA MPHMEHEHNA MEAULIMHCKOTO H3JE/IUs B COOTBETCTBHH C HOMEHKIIATYPHO# KilaccH(pUKalueli
MEIULUHCKHX H3eHit

OLICHKA MpeICTaBJICHHOM JOKyMeHTalluH
XapaKTePUCTHKA NTALMENTOB (KOTHIECTRO, 0J, BO3PACT, IMATHO3), MX HH()OPMHPOBAHHOE COITIACHE
pe3yNbTaThl NPOBENCHHBIX KIMHMYECKHX MCIIBITAHHI MEULIMHCKOTO H3IENHUA C YKa3aHUeM KOJIMYECTBA
MpOBEACHHEIX 00Ce0BaHMI, Onepaliii, MpoUeayp, aHAIH30B
PEe3yNBTaThl UCHBITAHUI IPOrPAMMHOIO 0GecneeHN, ABIAIOIIErOCA MeIUIMHCKIM HM3e]HEM, B TOM YHCTIE
NPOrpaMMHOr0 0GECIEYEHHs C MPUMEHEHHEM TEXHOIOTHI MCKYCCTBEHHOIO MHTELIEKTA, BBITTOTHEHHBIX
€ HCMONB30BaHHEM MENHMLMHCKUX JIAHHBIX MALUEHTOB, BEPH(HIMPOBAHHBIX MeAUIHHCKOM OpraHmsanyeii,
TIOJTYYEHHBIX B X0 JHATHOCTUKH, JIEYeHHsA, peabrIuTamum
CBEJICHHA O B3aMMO3aMEHAEMBIX MEAULIMHCKHX H3AEIHAX
HapabOoTKa MEIMUMHCKOTO M3/IE/UsA B YacaX B TeUCHUE KIIMHHYECKUX MCIILITAHMM, KONMYECTBO M3MEPEHHUIH, IIMKIIOB
CTEpUIH3aLNH (IIPH HATTMYHH)
(yHKUMOHATbHEIE KAY€CTBA MEIHIMHCKOTO H3/EHs, 3(MEKTHBHOCTH €10 MPHMEHEHH, IOKA3aHHs
Y NIPOTHBOTIOKA32HHA K €r0 HPUMEHEHHIO
BO3MOXKHOCTU MEIULMHCKOTO M3/IENIHs, KACAIOLIMEC TOYHOCTH M3MEPEHHIA, TOCTOBEPHOCTH,
BOCIIPOM3BOMMOCTH, HAIEKHOCTH
IKCILTyaTallHOHHBIE KaYeCTBA MEAMIHHCKOTO H3/IeJIHA, BO3MOXXHOCTH YIIPaBJIeHHs H YA06CTBO 06palieHus
€ HUM, TEXHHYECKas 3CTETHKAa MEAMUMHCKOTO H3e/IHs, €0 OQOPMIICHHE, YCTOMIHBOCTE K J€3HH(EKIINM,
CTepIIN3aAH

uH(popMauus 06 00HapyKEHHBIX B IIPOLIECCE KITHHHYECKHX MCILITAHMI HEI0CTaTKaX KOHCTPYKUMH H Ka4ecTBa
MEMLHUHCKOrO M3A€eHA (IIPH HATMYHH), 0COOEHHOCTH PaGoThl C HUM B MPOLIECCe SKCILTyaTaliH

4. KpaTkoe u3J10)KeHUE PE3yILTATOB HCIIBITAHUMN
5. BeIBoABI 110 pe3yJIbTaTaM UCIBITAHHEA




6. OneHKa pe3yNbTaTOB KIMHUYECKUX UCTILITAHUI

3AKITIOYEHHE

HaNME¢HOBaHHEC MCANITMHCKOTO U3ACTUA

COOTBETCTBYET (HE COOTBETCTBYET) T1peboBaHusAM  HOPMAaTHUBHOM
JIOKyMEHTALHH, TEXHUYeCKOR U (MJIM) IKCIUTyaTallMOHHON JOKYMEHTAIlUK IIPOH3BOAUTEIIS
(M3roTOBUTEN ), HA3HAYEHHIO U NTOKA3aHUSIM K IPUMEHEHHIO

IMMOATBEPXJIEHBI (HE TIOATBEPXJIEHBI) 6e3omacHocTs M 3((EeKTHBHOCTH
MeIULIMHCKOTO M3/ENHUs.

ITpunoxenus:
a) 3aKIIOYeHHe CcOoBeTa II0 d3THKe B cdepe oOpaleHHs MEIUIMHCKUX H3JAEIHH
MunuctepctBa 3apaBooxpanenuss Poccuiickoit @Denepauun (B ciaydae MOpOBEICHMs
HCIIBITAaHMUIA C y4aCTHEM YeJIOBEKa);
0) yTBep)KAeHHas NMporpaMMa KIMHNYECKUX UCIBITAHUNA MEIUIIUHCKOIO H3/EIINs,;
B) HPOTOKOJIBI KIMHUYECKUX HMCIBITAHUM WM Pe3ylbTaThl OLCHKHA W aHalW3a JaHHBIX,
BKIIOYas Tpa(uKH, CHUMKH, BBIIMNCKH W3 HCTOpHi Oone3HH, TaOyIHMpOBaHHBIN,
CTaTHCTUYIECKH 00paboTaHHBIN MaTepHa;
I) IoApOOHbIE [JaHHBIE IO HMCHOJB30BAaHUI0O MENULIMHCKUX H3ACIHHA B MEIUIMHCKOM
NpaKTHKE, JaHHbIEe OTJaJIeHHBIX Pe3y/IbTaToB HabmoneH s (IpH HaNu4KH);
) SKCIUTyaTallAOHHAsA JOKYMEHTaUUs Ha MEAWIMHCKOe u3Aenue (MHCTPYKUMA IO
MEJULIMHCKOMY NPHUMEHEHHIO) TPH KINHUYECKHIX HCIBITAHUAX (PU3HOTEPanieBTHYECKHX
alnapaTtoB, MEOWIMHCKMX  H3AENUH, MNpedHa3HauYeHHBIX s  HPOQHUIaKTHKH,
IOMAarHOCTHKH, JiedeHHs 3abolieBaHUii B JOMAallHUX YCJIOBUAX, IPOrpaMMHOIO
o0ecriedeHus, SBISIOMErocs MEIULHHCKUM H3AeNHeM, B TOM 4YHCJE IPOrpaMMHOrO
obecIiedeHHs ¢ MPUMEHEHUEM TEXHONIOTHI HCKYCCTBEHHOTO UHTEIIIEKTA.

IIpunoxeHus ABISAIOTCS HEOTHEMIIEMOM YacThIO AKTa.

Iloamucu:
IIpencearens KOMUCCUU

JOJDKHOCTb, (PaMUIHA, IMA H OTIECTBO (IIPU HATTMYHH)
YieHBl KOMUCCHA

JOJDKHOCTB, (aMHITNSA, UM U OTYECTBO (IIPH HATTHYUH)




Ipunosxenne Ne 5
K [lopsiaxky npoBeileHHs OLIEHKHM COOTBETCTBHS
B (hopMeE TEXHUYECKUX HCIIBITAHHUM,
TOKCHKOJIOTHYECKHX HUCCIeNOBAHMH, KIMHUIECKHX
HCIBITAHHUN, MEIHIHHCKUX H3MENHH B HEIAX
rOCYJapCTBEHHOM perucTpauyy MeIUIMHCKUX
U3JIE/IHiA, YTBEPXKICHHOMY IIPUKAa30M
MunncrepcTBa 34paBOOXpaHEHUS
Poccuiickoii ®eaepannn
oT «ﬁ»

@Wﬁ 2021 1. Ne £ #

Pexomenayemsiit o6pasen

HaHMMEHOBAaHHE MeIMLIMHCKONR OpraHu3aluy, aapec, TeneoH

VTBEPXIAIO

(pykoBOAUTENb WM HHOI YITONTHOMOYEHHBIH
COTPYIHUK MEIULMHCKON OpraHu3aln,
(dbaMuIUs, UM 1 OTUECTBO (TIPU HATHYKH), OAINKUCD, I€YaTh)

« » 20 r.

AKT
OLIEHKH Pe3yJIbTaTOB KIIMHUYECKUX UCTIBITAHUHA MeIULIMHCKOTO U3/ENHus
IUIs JUArHOCTHKH In Vitro
Ne OT«K » 20 T

HaMMCHOBAaHUE MEAUIIMHCKOI0O H3AC/INA
Cocrasien

HaWMeHOBaHHE MEAMLMHCKOH OpraHua3anuy,

C YKa3aHUEM MECTA MPOBCIACHUA HCIbITAHUN

ITotHOMOYHS Ha TIPOBeicHHE paboT MO UCTIBITAHUSAM.
JIuneH3us Ha MEAULMHCKYIO AEATEIBHOCTD OT «___ » 20 1. Ne
CPOKOM JeHCTBHS

1. B nepuog c «__ » 20 rmo«__ » 20 T

HAaMMCHOBAHUEC OpraHn3aluyy, npor;owuueﬁ HCTIBITAHUA

OnLIa IIpOBEICHA OLICHKA PE€3YyJIbTaTOB KIIMHAYCCKHUX HCTIBITAaHUI
HaUMEHOBAaHHE MEHIIMHCKOr0 HU3EJIUA

IMPOU3BOACTBA

HaHUMEHOBaHHeE NPOU3BOIMTENS, CTPaHa NPOHU3BOACTBA
B COOTBCTCTBHH C

HaMMEHOBaHHE U 0003HaYeHHE TEXHMYECKON U 3KCl'[JIyaTaI.lI/I0HHOI7I JOKYMEHTALMH




2. I[JISI ITPOBEACHHUA KIIMHUYCCKUX HCTILITAaHUK OBLITH NIPCAbABIICHBI:

NEPEUYCHb TOKYMEHTOB, JaHHbLIX, 06pa3u013 MEIULHUHCKOro H31CNHUA (KOJ'IPI‘-IeCTBO)

3.

HaME€HOBAHHUC OpraHu3alluii
IIPpOBEJ OUCHKY PE3YJIbTAaTOB KIIHHAYECKHUX HUCIBITAHUI

HaUMEHOBAaHHE MECNLIMHCKOTO U3 €A
B COOTBETCTBHH C YTBEPXKIACHHOM MPOrpaMMOii

KpaTKad XapaKTCpUCTUKA MCOIUIIMHCKOTO H3IECJ/IMSA, HA3HAYCHHUE, YCTaHOBJICHHOE MPOH3BOINTEIIEM
BHJ METULMHCKOIO M3JI€JTUA B COOTBETCTBHH C HOMeHKJIaTypHOﬁ KJIaCCI/I(l)I/IKaHPICﬁ MEANIUHCKHUX U3eTnid

KJIacC NMOTEHIIMATILHOTO PUCKA IPHMEHEHHA MEe TULIMHCKOTO M3AC/IMA B COOTBETCTBHUH C HOMCHKJIaTypHOﬁ KﬂaCCH(l)PIKaHHeﬁ
MEIULUMHCKUX U3/

OLICHKA IPEeICTaBICHHON TOKYMEHTAHI
XapaKTEepPUCTHKA MaTepHaia
PE3yNbTaThl MPOBEACHHBIX KIHHNYECKAX HCTILITAHAN MEAHLUHCKOIO U3AETHS C YKA3aHHEM KOMTHYECTBA
NPOBEACHHEIX JJa00OPATOPHEIX HCCIEA0BAHMIA
CpaBHEHHE 0 (yHKLUMOHANBHLIX XaPaKTEePHCTHKAX MEIUUMHCKUX H3/IENHiA IPAMEHABLINXCS
B pehepeHTHOI MeTOoRHKe (TIPH HAIIMYHH)

(yHKIMOHANbHbIE KaY€CTBa MEHUMHCKOTO H31e/Hs, SQ(YEKTHBHOCTb €ro MPUMEHEHH s, TIOKa3aHUs 1 IIPOTHBOIIOKA3AHHS K
€r0 NIPIMEHEHHIO

BO3MOXXHOCTH ME/THIMHCKOTO W3/IENHA, KacaloMUecs TOYHOCTH H3MEPEHHIA, 10CTOBEPHOCTH, BOCIIPOM3BOAUMOCTH,
HaJle)HOCTH
3KCILTyaTalMOHHbIE Ka4eCTBa MeMLUMHCKOTO M3/1€/1Hs, BO3MOXKHOCTH YIPABIIEHHA M YA06CTBO 06palieHus
C HHM, TEXHHYECKad ICTETHKA MEIHIMHCKOTO H3/elHs, €ro 0QOpMIECHHE, CTAOHIBHOCTD U3ICTHUS
TNPH IKCIUTyaTalMy B YCIOBHAX MPAaKTHYECKO# TabopaTopuu.

uH(popMaLws 06 06HapYKEHHBIX B IPOLIECCE KIWHIYECKUX MCTIHITAHMI HEAOCTATKAX KOHCTPYKIMH 1 Ka4eCTBa
MEIHIHHCKOTO W3/1eNus (P HATHIHM), 0COGEHHOCTH PaboThI C HUM B NPOLIECCE SKCILTYATALHH

4. KpaTkoe H3JI0XKEeHHE pe3yIIbTaTOB HCIIBLITAHHUIH
5. BeIBOIBI O pe3ynbTaTaM HCIBITaHUM
6. OueHKa pe3yJIbTaTOB KIMHAYECKUX MCTIBITAHHUIH

3AKJIIOYEHUE

HaUMCHOBaHHE MEIMNIIMHCKOIO U3aenus

COOTBETCTBYET (HE COOTBETCTBYET) 1peGoBaHHAM  HOpMATHBHOIA,
TEXHHYECKOH U (WIM) SKCIUTyaTallHOHHOHM JOKyMEHTAallHH, & TakKe NpeIHA3HAYEHHOMY
MPOU3BOAMTENIEM IIPUMEHEHUIO U IpeAIaraeMbIM UM METO/aM HMCIIOIb30BaHMS,




IMMOATBEPXIEHBI (HE ITIOATBEPXJ/IEHBI) 6e3zomacHocte H  3GQPEKTHBHOCTH
MeIUIIHHCKOro H3e/Ius

[Ipunoxenus:
a) yIBepKIEeHHas TporpaMMa KIMHHYECKHX HMCIBITAaHUH MEJUUHMHCKOrO  H3Meus
IUISl JUATHOCTHKH in Vitro;
0) NpOTOKOJIbI KIMHUYECKUX HCHBITAaHMH WIM PE3y/lbTaThl OLECHKH M aHalu3a JaHHBIX,
BKMIOYas rpaduKHM, CHHMKH, BBIMHUCKH U3 HCTOpHil Oomne3HH, TabyInMpOBaHHEIH,
CTaTHCTHYECKH 00paboTaHHBI MaTepHa;
B) MOJpOOHbIE JAaHHBIE MO HCHOIB30BaHUIO METUIMHCKUAX H3JENMH Ul THarHOCTHKH in
Vitro B MEJMIMHCKOM IpaKTHKe, AaHHBIE OTHAJCHHBIX pe3ylbTaToB HaOmoAeHHs (IpH
HAJIHYHUH);
I) KCIUIyaTalldOHHAas JOKyMeHTalus (MHCTPYKUHS 10 MEAHLMHCKOMY NPHMEHEHHIO) Ha
MeAULMHCKOE U3LENNE I JUATHOCTHKY in Vitro.

IpuoxeHHs ABIAIOTCS HEOTHEMIIEMOM HacThIO AKTa.

Ilogmnucu:
Ilpencenarens KOMACCHU

JIOJKHOCTD, (paMHITHA, AMA U OTYECTBO (PH HAJIMYHH)

* YneHsl KOMHUCCUHA

JIOJDKHOCTD, (haMMIINSA, HMA H OTUECTBO (TP HAJTHUMH)




