MocTaHoBneHwe MpaBuTensctea PO ot 24.11.2021 N 2026
"O He3aperncTpMpoBaHHbIX MEAVLIMHCKMX U3AENUAX ANS ANArHOCTMKM in
vitr...

NMPABUTENLCTBO POCCUNCKOW ®EAEPALIUA

NMOCTAHOBIJIEHUE
oT 24 Hos16ps 2021 r. N 2026

O HE3APEM'MCTPUPOBAHHbIX MEANLIMHCKUX U3AENUAX
AnA AMArHOCTUKM IN VITRO

B cooTtBeTcTBMM € YacTbio 11.1 cTaTbn 38 PeagepanbHoro 3akoHa "O6 ocHoBax OXpaHbl 340POBbS rpaXKaaH B
Poccunckon ®egepaunn” MNpasntensctBo Poccuinckon denepawumm NnoCTaHOBNSET:

1. YTBepanTb npunaraemole:

I'Ipanma npenoctaBiieHu, ﬂepeOd)OpMJ'leHl/lFl, noaoTBepXneHna 1M OTMEeHbl pa3pelleHuna Ha NMpuMeHeHune
MEANLUNHCKUX  U3OEeNnn, KOTOpble npeaHa3HadYeHbl AOnd AnarHOCTUKK 3aboneBaHui nytem nposeaeHuA
nccnegoBaHumn O6pa3LI,OB BGuonornyeckoro MaTtepuana 4yefioBeka BHeE ero opraHn3ama, n3rotoBJieHbl B MeANLMHCKOM
opraHunsauunm n NPpUMEHAKTCA B MeANLMHCKOM opraHmsauunmn, nx N3roTOBUBLLIEN;

TpeboBaHNst K MEAMLMHCKAM OpraHv3aumsiM, B KOTOPbIX M3roTaBnMBalOTCA U NPUMEHSIOTCS MeguuUHCKue
N3aenusi, KoTopble NpefHasHadeHbl 4ns AMarHocTukK 3aboneBaHuin NyTem NpoBeaeHns nuccrefoBaHuii obpasLos
Guonormyeckoro Mmatepmana YenoBeka BHE ero opraHn3ma;

Tpe6OBaHI/IF| K MeOANUUNHCKMM un3aenmam, KoTopblie npegHas3HadeHbl AnAa AnarHoCTukKn 3aboneBaHui nytem
npoeegeHna nccnegoBaHumn O6pa3LI,OB Ouonormnyeckoro mMaTtepuala 4ernioBeka BHe ero opraHmama, U3rotoesieHbl B
MeOMLINHCKON opraHu3aumm n NpUMeHAKTCA B MeOMLIMHCKON opraHusauuu, nx M3roTOBUBLLIEN.

2. Peanusaumsi NOMHOMOYUIA, NPEaYCMOTPEHHBbIX HACTOALWMM MOCTAHOBIEHMEM, OCYLWECTBNAETCH B
npegenax ycrtaHoBneHHbix [MpaBuTenbctBom Poccuickon Pepepaunm npegenbHON YUCIEHHOCTU PabOTHWMKOB
ueHTpaneHoro annaparta ®egepanbHon cnyxObl N0 Hag30py B cepe 34paBOOXpPaHEHMs, a Takke OMKETHbIX
accurHoBaHui, npegycMoTpeHHbIx Cnyxbe B deaepanbHOM GrogkeTe Ha pyKOBOACTBO W ynpaBneHue B cdepe
YCTaHOBIEHHbIX (PYHKLUWA.

3. Hactoswee noctaHoBneHue Betynaet B cuny ¢ 1 mapta 2022 r. n gencteyet go 1 mapta 2028 r.

Mpencenatens NpaBuTenscTea
Poccuickon ®egepaumm
M.MULLIYCTWH

YTBEpXKAOEHbI

nocTtaHoBrneHvem NpaBuTenscTBa
Poccuickon ®egepavmm

OT 24 Hos16psa 2021 r. N 2026

NMPABUNA
NMPEOOCTABINEHUA, NEPEO®OPMIIEHUA, NOATBEPXAEHUA N OTMEHDI
PA3PELUEHMA HA MPUMEHEHUE MEOULUMWHCKNX U3OENUIA, KOTOPLIE
NMPEOHA3HAYEHBI ANA AWATHOCTUKU 3ABOJIEBAHUU MYTEM NMPOBEOEHUSA
WCCINEOOBAHUN OBPA3LIOB BMOJIOTMYECKOIO MATEPUAIIA YENOBEKA
BHE EIO OPFTAHU3MA, U3rOTOBJIEHbI B MEAULMHCKOW OPrAHU3ALIUN
U NPUMEHAIOTCSA B MEOULIMHCKOW OPTAHU3ALIUU, UX N3rOTOBUBLLUEN

1. Hactosiwme [NpaBvna onpegensoT Nopsaok npefocTaBneHus, nepeodopmMIieHusl, NOATBEPXKOEHUA U
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OTMEHbl paspelleHnst Ha MNPUMEHEHVWE MEAWLMHCKUX W3Jenvi, KOoTopble npefHasHaveHbl AN OUarHOCTUKM
3aboneBaHn nyTem npoBedeHMs uccrnegoBaHui 00OpasuyoB OUONOrMYeckoro mMarepuana 4denoBeka BHE €ero
opraHu3ama, W3roToBfieHbl B MeOMUMHCKOW OpraHmsauun M nNPUMEHSIOTCS B MEeOUUMHCKOW opraHusauuu, ux
N3roTOBUBLLEN (Oanee COOTBETCTBEHHO - HE3apPErMcTpUpoBaHHOE MeAULIMHCKOE u3genue ons gMarHoCcTukm in vitro,
paspeLueHue).

2. MNoHATus, ncnosnb3dyemble B HACTOALLNX I'Ipanmax, O3Ha4awT cneaywuiee:

"Ge3onacHOCTb He3aperncTpupoBaHHONO MeAMUMHCKOro u3genust ans OMarHoCTUKM in vitro" - oTcyTcTBue
HegonycTtuMoro pucka npudnHeHuna spena XXm3Hu, 300poBbio HerioBeka U 0pr>|<arou.|,e|7| cpene npu ncnonb3oBaHUn
He3aperncTtpuposaHHoro meguumHCKoro wusagenua anna AOumarHoCTtukn in vitro no HasHayeHuio B yCcnoBusx,
npegycMoTpeHHbIX N3roToBUTenemMm;

"[0Cbe Ha He3aperncTprpoBaHHOe MeAVLMHCKOE U3aenue ans AMarHoCTUKA in vitro" - KOMNIeKT JOKYMEHTOB,
npeactaenseMblx B PegepanbHyto cnyxkby no Hagsopy B cdepe 34paBOOXpaHEeHWUs! C LEnblo MONyyYeHUs
paspeLleHus, a TaKkke KOMUK peLLIeHnit, NpuHATbIX ®eaeparnbHoi cryx6oii no Haasopy B cdepe 34paBoOXpPaHEHMS;

"Ka4eCcTBO He3aperncTpmpoBaHHOrO MEAMLMHCKOro v3genus Ong AuarHOCTUKM in vitro" - COBOKYyMHOCTb
CBOWVICTB N XapaKTEepPUCTVK He3apermcTpupoBaHHOIO MEAMLNHCKOrO U3enusa Ans QUarHoCTUKKM in vitro, BANSIOLWNX
Ha ero cnocobHOCTb AENCTBOBATb MO HAa3HAYeHWIO MpWU YCMOBMM COOTBETCTBUSA TPebOOBaHWAM TEXHWYECKON W
SKCMNMyaTauMoHHOW OKYMEeHTaLuun n3roToBuTens;

"TexHudeckasd  AOKyMeHTauums n3rotosutens (MeanumHckon opraHusaumm)' - OOKYMEHTHI,
pernaMeHTUpyloLLmMe KOHCTPYKUMIO He3aperMcTpupoBaHHOTO MEOULMHCKOro v3genus ons AvarHoCTuKM in vitro,
yCTaHaBnvBawLwue TexHnyeckne TpeboBaHusa 1 cogepxalime AaHHble ANs €ero U3roTOBMEeHWs, YTUNmnsauun wnm
YHUUTOXEHWS;

"sKcnnyaTtauMoHHas  OOKyMeHTauusi  M3rotoBuTens  (MeguuuHCKOW — opraHmsaumu)” -  OOKYMEHTHI,
npeaHasHadeHHble Ans O03HAKOMIEeHMs1 NOTPebuTenss ¢ KOHCTPYKUMEN He3aperncTpupoBaHHOrO MeOULMHCKOro
n3genus Onsi AnarHoCTMKM in vitro, pernameHTMpylolMe YCroBUSI U MpaBuia 3Kcnnyataumm (NMpUMeHeHus u
XpaHEHUs), 3HAYEHNSA OCHOBHbIX NMapamMeTpoB, XapaKTEPUCTMK (CBOWCTB) He3apermcTpupoBaHHOMO MeAMLMHCKOro
n3genua ansa guarHocTuKu in vitro;

"9 HEKTMBHOCTb HE3APETMCTPUPOBAHHOIO MEANLIMHCKOrO U3aenus ans AuarHoCTUKM in vitro" - COBOKYMHOCTb
CBOWCTB W XapaKTEpPUCTUK He3aperMcTpupoBaHHOIO MELMWLMHCKOIO W3genus Ons  OuMarHocTukM in  vitro,
obecneynBaroLLMX OOCTVKEHME Lenen npegHasHayeHusl, YCTaHOBIIEHHOIO M3roTOBUTENEM W MOATBEPKAEHHOIrO
NPaKTUKOW KITMHUYECKOTO MPUMEHEHUS.

3. MpenocTaeneHne paspelleHnsi, ero NoATBEPXKAEHUE, NepeoOpMiEHNE UM OTMEHA OCYLLECTBNSATCA
depnepanbHon cnyxbon No Haa3opy B chepe 30paBOOXpaHEHMS (fanee - paspeLlunTenbHbin opraH). PaspelueHue
aencteyet 6eccpoyHO MNpu YCroBUW MNOATBEPXKOEHUSA paspelleHus Kaxable 5 neTt co OHA npefocTaBneHus
paspeLueHus.

4. PellueHne O NpeaocTaBneHuM paspelleHust Unn ero MNoATBEepPXKOAEHUU MPUHUMAETCS HAa OCHOBAHWM
pe3ynbTaToB 3KCMepTM3bl kayecTBa, 6e3onacHoCTM U 3PPEKTUBHOCTU HE3apermcTpupoBaHHOrO MeOULMHCKOro
u3genus  Ons  guardHocTukM in vitro, ocyulecTtensiemoi denepanbHbiM - TOCYAapCTBEHHbIM  BIOMKETHBIM
yypexaeHumem, NnoaBeAOMCTBEHHbLIM paspeLLnTeribHOMY OpraHy (fanee - aKCnepTHOe ydYpexaeHne), opraHnsaums m
NnpoBeAeHNE KOTOPOM oOcyllecTBnsieTcsi cornacHo npunoxeHutio N 1. Mo pesynbTatam 3KCnepTu3bl KayecTea,
6e3onacHoOCTU M 3PPEKTUBHOCTM HE3APErMCTPUPOBAHHOINO MEAULMHCKOrO M3genus Ars AMarHocTuku in vitro
aKcnepTHoe yuypexaeHne opopmnsieT 3aknoyeHne, hopma KOTOPOro yTBepXaaeTcsi pa3peLumTernibHbIM OpraHoM.

5. 3a npepocrtaBneHue, nepeodopmiieHMe M NoATBEPXKAEHWE paspelleHusi, a Takke 3a MpoBedeHue
3KCMepTM3bl kKayecTBa, 6e3onacHOCTN U 3PPEKTUBHOCTM HE3APErMCTPUPOBAHHONO MEAULMHCKOro n3genusa ans
ONarHOCTUKM in vitro B Liensix NpegocTaBneHust paspeLleHnsi Unu ero NoATBEPXXOEeHNSA B3MMaeTCs rocyaapCcTBeHHas!
noLunMHa B COOTBETCTBUM C 3aKoHoaaTenbcTBoM Poccuiickon Pegepaumm o Hanorax n cbopax. MHdopmauus ob
ynnarte rocyaapCTBEHHON MOLUNMUHbLI 3anpallnBaeTCs paspeLlumnTeNnbHbIM OpraHoM B NOpPsiAKE MEXBEOOMCTBEHHOrO
WH(OPMALIMOHHOTO  B3auUMOAEWCTBMA B cooTBeTcTBMM €  PepepanbHbeiM  3akoHom "O6  opraHusauum
npeAoCTaBneHUs rocy4apCTBEHHbIX U MyHMLMNAmNbHbIX yCryr".
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6. [Ons npegocTaBneHWs wWNM MNOATBEPXAEHWS paspelleHns MeaWUMHCKas opraHusauus, B KOTOPOW
nnaHuMpyeTcs MW3roTaBnvMBaTb WNW  W3rOTaBNMBAETCH He3aperncTpMpoBaHHOEe MeauuuMHCKoe usgenue ang
AvarHocTuku in vitro, npeactaenseT nNnMbo HanpaBnseT B paspelumTenbHbIA OpraH 3asiBfieHme O npegocTaBneHum
UN1 NOATBEPXAEHUMN paspeLLeHns], a Takke JOKYMEHTbI, ykasdaHHble B nyHkTax 9 unu 11 Hactosawmx MNpasun.

7. 3asiBNeHve 0 NOATBEPXXOEHUM pa3pelleHns NpeAcTaBnsieTcs NMMbo HanpaenseTcs He paHee yem 3a 120
paboymx AHEeW OO HACTYNNeHUs cpoka NoATBEPKAEHUS paspeLLeHus.

8. B 3asBneHunn o npenocTtaBiieHnn nnn noaTeepXxXaeHnn paspelleHnsa yka3blBaloTCca crnenyrline ceeaeHuna:

a) HanmeHoBaHWe He3aperncTpmnpoBaHHOro MegunumHCKoOro n3genua ona anarHoCTtukn in vitro (C YKa3aHnem
Flpl/IHa,D,J'Ie)KHOCTeVI, HeobxoauMbIX Ans npuMeHeHna MmeanumHCKOro naaenund no Ha3Haqu|/|ro);

©) nonHoe u cokpalleHHoe (B crny4vae, ecrnm MMeeTcsl) HaMMeHOBaHNe MeAULMHCKOW opraHu3auuu, B TOM
yucrne PUpMeHHOEe HaMMeHOBaHNe, NAEHTUPUKALMOHHBIN HOMEP HanoronnaTtenbLnKa, agpec, MeCTO HaxoXaeHus,
a Takke Homepa TenedOoHOB 1 afpec 3NEKTPOHHOM NOYTLI (€CnNn NMeeTcs);

B) CBEAEHMUS O NIMLIEH3UN HA OCYLLEeCTBIIEHNe MeAULIMHCKON AeATEeNbHOCTU, NPeaoCTaBNeHHON MeANLIMHCKON
opraHusaumm, ¢ ykasaHMeM PEerMcTpauuMoHHOrO HOMepa fMUEH3uKn, OaTbl ee NpegocTaBnNeHns U HauMeHOBaHUS
NNLUEH3NPYIOLLLEro opraHa, a Takke paboT (ycnyr), COCTaBMfSOWNX MEOUUUHCKYID OeATEeNbHOCTb, COrfacHo
NALEH3UN, NpU BbINONHEHNN (OKa3aHUKM) KOTOPbIX MNpedHasHavyeHo Ansi NPUMEHEHWUs He3aperncTpupoBaHHOE
MeauUMHCKoe u3genve ans OMarHocTUKM in vitro (ganee - cdepa nNpUMEHeHUst He3aperncTpupoBaHHOMO
MEeOMLMHCKOro n3aenusa ansg anarHoCTukK in vitro);

) MECTO U3roTOBIEHNS1 HE3APErMCTPUPOBAHHOIO MEANLMHCKOrO U3aenus ons AuarHoCTuKK in vitro;

/J.) Ha3Ha4yeHne He3aperncTtpnpoBaHHOro meanunHCKoro naagenmda ana guarHoCtukm in vitro, yCTaHOBJ1EHHOE
N3roToBUTENEM;

€) BUa MeAMUUHCKOro n3genus B COOTBETCTBUM C HOMEHKMNATYPHOW Knaccudukaumnen MeauumHCKUX N3genuin;,
X) B criy4ae noaTBepXKAEHUS paspeLleHns - cneayolmne CBeAeHNs 0 paHee BblAaHHOM paspeLLeHUN:

HOMeEp pa3speLUeHus;

[aTta npefocTaBreHnsl pa3peLleHms;

farta nocrnegHero NoATBEPXKAEHUS paspeLLeHnsi, B Clyvyae ecrnn paspeLleHne paHee NoaTBeEPK4anoch.

9. [1ns npefocTaBneHns paspeLueHnsi NPeACcTaBnsaTCsa crieayowme JOKYMEHTbI:

a) pekoMeHAoBaHHas 3KCMepTHbIM COBETOM MO BOMPOCAM O HE3aperncTprpoBaHHbIX MEOULMHCKMX U3AeNUsX
ANs  OMarHoCTWKM in vitro, (gamee - 3KCMEpPTHbIN COBET), CO34aHHbIM NPU MEAWMUMHCKOW OpraHvusauuMnm B
COOTBETCTBMM C MOMOXeHnem 06 3KCMepTHOM coBeTe cornmacHo npunoxeHuio N 2, n  yTBepxaeHHas
pykoBogMTENEeM MEOULMHCKOM OpraHu3aumMm TexHW4Yeckasw [OKyMeHTauus wusrotoButens (MeauuUMHCKOW
opraHm3auum) Ha He3apermcTpMpoBaHHOEe MeaULMHCKOe n3genue Ans AnarHocTuky in vitro, cogepikallas csegeHns
no nepeyHto cornacHo npunoxeHuto N 3;

6) pekoMeHaoBaHHaAA 3KCNEepTHbIM COBETOM U YyTBEPXAEHHAA pykoBoaAuTenemMm MeANLMHCKOM opraHmnsauum
SKCnJlyatTaumMoHHaa [OOKyMeHTauuAa U3rotoButena (MeﬂMLlMHCKOVI OpFaHI/I3aLI,VIVI) Ha He3apernctpmposaHHoe
MEANLNHCKOE n3genue ansa gMarHoCTuku in vitro, coaepxallaa ceegeHmna no nepeyvyHo cornacHo nNpunoXeHuro N 4;

B) crepyllne CBefeHusi, noATBepXxaallmne BO3MOXHOCTb MPUMEHEHUST He3aperncTpupoBaHHOMO
MEOMLWHCKOro u3genus Onst OMarHoCTUKM in vitro ans  guMarHocTuku 3aboneBaHuid B COOTBETCTBUMM C
aKCnnyaTauMOHHOM LOKYMEHTaLMEN N3roToBUTENs (MeQMUUHCKON opraHn3aLumn):

ONs  peareHToB, HabOOpoOB [Ans ONpeAeneHus aHanutoB ANns  AMarHoCTUKM in vitro - cBeaeHwus,
NOATBEpPXAaloLLMe COOTBETCTBME XapaKTePUCTUK (CBOWCTB) HE3aperncTpMpoBaHHOIO MEAULIMHCKOrO U3aenvs ans
OMarHocTuku in vitro TpeboBaHMAM TEXHUYECKON 1 SKCNNyaTaLMOHHOW AOKYMEHTaLMN N3roTOBUTENS (MEAMLMHCKOM
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opraHusauum), a Takke CBeAeHWs, NofyyYeHHble U3roTOBUTENEM He3aperncTpupoBaHHOrO MeAMLIMHCKOrO U3genus
AN AMarHocTuku in vitro n (Mnm) onybnvkoBaHHbIE B PeLeH3NpyeMblX Hay4HbIX U3AaHusX, NOATBepXxaarolime
BO3MOXHOCTb €ro MNPMMEHEHWss MO Ha3Ha4YeHWl0 B COOTBETCTBUM C IKCMNyaTaumMOHHOW [OKyMeHTauuen
nsrotosutens (MeAMLMHCKON opraHusauun), B TOM 4ucne nogreepxaalolmne KIHUYECKyo addekTBHOCTbL U
6e3onacHOCTb He3aperMcTPUPOBAHHOIO MEANLIMHCKOrO U3genus Ans AnarHoCcTuky in vitro;

Onsi peareHToB 06LWenabopaTopHbIX AN AMarHOCTUKK in vitro, cpen NUTaTenbHbIX ANs AMArHOCTMKM in vitro,
obuwenabopaTopHoro o006OpyaOBaHUA AN AMArHoCcTMKM in  vitro, emKocTel (KOHTeMHepoB) Ans npod u
o6LenabopaTopHbIX pacxofdHbIX MaTepuanoB Afs OMArHoOCTUKM in vitro - cBedeHws, noaTBepXxpatoLine
COOTBETCTBUE XapaKTEPUCTUK (CBONCTB) HE3APErNMCTPUPOBAHHOTO MEANLIMHCKOIO M3Aenus Ans AMarHoCTUKK in vitro
TpeboBaHMAM TEXHUYECKON W 3KCMfyaTaluMOHHON OOKYMeHTauuuM M3roToBuTens (MeguumMHCKOM opraHmsauun), a
Takke CBeOeHus!, Nofy4YeHHble M3roTOBUTENEM HE3apPErMCTPUPOBAHHOIO MEAULMHCKOrO U34enus ons QuarHoCTUKK
in vitro, noaTBepXxaatoLme BO3MOXHOCTb €ro NPUMEHEHUS! MO HasHA4YeHWU0 B COOTBETCTBUM C SKCMIyaTaLMOHHOM
OOKyMeHTaumen nsrotosutensi (MeanLMHCKOM opraHm3aumm);

AOnsi aHanusaTopoB ANA AWarHOCTWKK in vitro - cBedeHws, noaTBepXXaatoLlne COOTBETCTBME XapaKTEPUCTUK
(cBOWICTB) He3aperncTppoBaHHOTO MeAMLIMHCKOrO U3aenusa Ans QnarHoCTUKK in vitro TpeboBaHMAM TEXHUYECKOMW U
SKCMNMyaTauMoOHHOW OOKYMEHTaUMM M3rotoBuTens (MeAMUMHCKOW OpraHusaumm), a Takke CBefeHMWs, MonyyYyeHHble
N3roToBMTENEM HEe3aperncTpMpoBaHHOIO MeAMLMHCKOro M3genus Ans AuarHoCTUKM in vitro, nogrsepgaoLime
BO3MOXHOCTb €ro MNPMMEHEHWss MO Ha3Ha4YeHWl0 B COOTBETCTBUM C IKCMMyaTauMOHHOW [OKyMeHTauuen
nsrotosutens (MeAMLMHCKON opraHusauun), B TOM 4ucne nogreepxaalolmne KIMHUYECKy addekTBHOCTbL U
6e3onacHOCTb He3aperMcTPUPOBAHHOIO MEANLIMHCKOrO U3genus Ans AnarHoCcTuky in vitro;

r) cBegeHust Ons noATBepXOEeHMs COOTBETCTBUS HE3AapErMcCTPUPOBAHHOIO MEOULUMHCKOTO u3genvs ans
OMarHocTukK in vitro nonoxeHnto nyHkTa 3 TpeboBaHW K MEONLMHCKAM M3OEeNnsiM, KOTopble NpeAHa3HayYeHbl Ans
OnarHocTuku 3abonesaHuii NyTeM MPOBEAEHUS UCCrefoBaHU obpasLoB Guonormdeckoro MaTepuvana 4YenoBeka
BHE €ro opraHnamMa, U3rotoBfieHbl B MEOULMHCKON OpraHn3aLmmn u NpUMEHSTCS B MEAMLMHCKON OpraHm3aumm, ux
N3roTOBUBLLEN, YTBEPXKOEHHBLIX NOCTaHoBNeHneM [paButensctea Poccuiickonn Pegepaumm oT 24 Hosbps 2021 1. N
2026 "O Hes3aperncTpupoBaHHbIX MEOUUMHCKUX WU3Aenusax Ons AuarHocTuku in vitro" (manee - TpeboBaHusa K
He3aperMcTpupoBaHHbLIM MEANUMHCKUM U3Aenuam NS AuarHocTuku in vitro), n matepuansl, 060CHOBbIBaOLWME
yKa3aHHble CBeeHuWs, MOAroTOBMNEHHbIE B COOTBETCTBUM C npunoxeHnem N 5;

/J.) KOMMA COCTaBa J3KCMEpTHOro coBeTa C YyKa3aHMeM Y4YeHbIX CTEMNEHEN €ro urieHoB, yTBEepPXAEHHOIo
pykoBoauTenem MEANLNHCKOMN opraHusauunu;

€) KOMMU MPOTOKOMOB 3aCefdaHui IJKCMepTHOro COBEeTa, Ha KOTOPbIX PEKOMEHOOBaHbl TexHWYeckas
AOKYMEHTaums M3rotoButens (MeguumMHCKOM opraHvsaumv) M aKCnnyaTauMoHHas AOKYMeHTauus M3roToBuTens
(MeamumMHcKoM opraHm3aumm) Ha He3aperMcTpupoBaHHOE MeANLMHCKOe U3genue ans AMarHoCTuKu in vitro;

X) cpoTorpagunyeckne n3obpaxkeHnss obLLero Buaa MEAMLMUHCKOrO M3Aenus BMECTE C NMPUHaANEXHOCTSIMM,
HeobXoAMMbIMM AN NMPUMEHEHUST MeOMUMHCKOTO M3Aenus No HasHadeHuto (pasMepoM He MeHee 18 x 24
caHTMMeTpa);

3) ONUCb AOKYMEHTOB.

10. B cnyyae ecnu OOKyMEHTbI, yKka3aHHble B nognyHkTe "B" nyHkTa 9 Hactoswmx MpaBun, cocTaBneHbl Ha
WHOCTPaHHOM $3blKE, OHW NPEACTaBNATCA C 3aBEPEHHbIM B YCTAHOBIIEHHOM MOPSOKE NEPEBOAOM Ha PYCCKUWA
A3bIK.

11. [lns nogTBEpXXOEHNS pa3peLLeHmns NPeacTaBnsalnTCS CneayoLmne JOKYMEHTbI:

a) cBedeHusl O NPUMEHEeHUN He3aperucTppoBaHHOIO MeOULIMHCKOrO u3genvst ans AMarHoCTWKW in vitro B
TEeYeHVe cpoka [eNCTBUS NPEeQoCTaBIEHHOrO WNW  MOATBEPXOEHHOTO paspelleHus, MoATBepkaalolume
BO3MOXHOCTb €r0 MNPUMEHEHUS MO Ha3HAYEHUID B COOTBETCTBMM C 3KCMIyaTaLMOHHOM [OKyMeHTauuen
n3roToBuUTENs (MEAMUMHCKOW opraHusauuei), B TOM YUCNe KIMHUYECKYlD 3(dEKTUBHOCTL M Ge3onacHoCTb
HEe3aperncTpMpPoBaHHOrO MEeAULIMHCKOrO M3Aenusa Ans AMarHoCTUKM in vitro;

6) cBeeHna ana noareepXxaeHuAaA COOTBETCTBUA He3apernctpupoBaHHOro MeguunHCKOro wusgenua nna
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ANarHoCTUKK in vitro nonoxeHnsm nyHkta 3 TpeboBaHMI K HE3apEerMcTpUPOBaHHbIM MEAULMHCKMM M3OenvaM Ans
ONarHoCTUKM in vitro, n matepuansl, 060CHOBbIBAIOLLNE YKa3aHHbIE CBEAEHWS, MOArOTOBMNEHHbIE B COOTBETCTBUN C
npunoxerHnem N 5 k HacToswmum MNpasunawm;

B) OMUCb [OKYMEHTOB.

12. 3aaBneHve 0 NpefoCTaBNEHUN MNWU NOATBEPXKOAEHUN paspeLleHns 1 npunaraemble K HeMy AOKYMEHThI,
npeaycMoTpeHHble nyHkTamn 9 unm 11 Hactosiwux [lpaBun, MeauuMHCKas opraHu3auus HanpaBnseT B
paspelunTenbHbid OpraH € WUCMNonb3oBaHWeM dedepanbHOn rocyfapCTBEHHOW WHEOPMAUMOHHOW CUCTEMBbI
"EonHan cuctema  umpeHTMdwMKauum M ayTeHTUdmkaumm B MHpacTpykTtype, obecneudnBaroen
NHOPMALIMOHHO-TEXHONOMMYECKOe  B3aMoOdencTBne  MHAOPMALMOHHLIX ~ CUCTEM,  WUCMOMb3yeMblX  Ang
npenocTaBneHnst roCyaapCTBEHHbIX U MyHULMNAnNbHBLIX YCIyr B 3NEKTPOHHOW dopme” (aanee - egnHasa cuctema
naeHtTupurkaumm n ayteHtudukaummn). 3asBrneHne O NpefoCTaBfeHUV WNW MNOATBEPXKAECHUWN paspelleHus wu
npunaraemMble K HeMy JOKYMEHTbI MeAMLUMHCKasa opraHu3auns Bnpase NPeacTaBuTb B paspeLlunTenbHbIi opraH Ha
OGymMaXHOM HOocuTene HemoCPeACTBEHHO UMM HanpaBWTb 3aKasHbiM MOYTOBbLIM OTMPAaBiEHUEM C YBEAOMIIEHUEM O
BPYYEHUN.

13. PaspelunTenbHbI OpraH NpuHMMaeT 3asiBreHne o0 NPeLoCTaBNeHUN UK NOATBEPXKAEHNN pa3peLLEHNs 1
npunaraemble K HeEMy LOKYMEHTbl 1 yBEOOMISIET MEOMLIMHCKYIO OpraHu3auuio o npuemMe ykasaHHbIX 3asiBNeHNst v
[OKYMEHTOB C UCMOSMb30BaHNEM €AUHOW CUCTEMbI NAEHTUMMKALUN U ayTEHTUdMKALMN B A€Hb NpUema.

B cny4yae npeacrasliieHnA MEANLNHCKOMN opraHM3au,|/|el7| 3adABIieHNA O npegocTaBiieHnn Unn noaTtBepXaeHnm
paspelweHna n npunaraemMmblX K HeMy JOKYMEHTOB B pa3peLUVITeJ'IbeII7I opraH Ha 6YMa)KHOM HOcuUTene Konmna onncu
C OTMETKOW O paTe npunemMa ykKal3aHHbIX 3asaBlieHUA U OOKYMEHTOB B A€Hb NMpuema BpydaeTCA npencraBUTENIO
MEANLNHCKOMN opraHunsauunm nnm HanpaBniAaeTcd B pa3peLUVITeJ'IbeII7I OopraH 3aka3HbliM MO4YTOBbIM OTMNpaBJiIEHNEM C
yBegoMIieHmnem o Bpy4eHun nnbo B SJ'IeKTpOHHOI7I (bopme Nno TeNeKOMMYHUKaLWUOHHbIM KaHanaM CBA3N.

14. PaspelunTenbHbl OpraH He Bnpase TpeboBaTb OT MEAULMHCKOW OpraHM3auny ykasblBaTb B 3aSBNEHUM O
NpefocTaBneHMn WNu MOATBEPXKAEHWM paspelleHns CBeAeHWs, He MpedyCMOTPEHHble MYHKTOM 8 HacToSALMX
MpaBun, n NnpeacTaBnAaTb JOKYMEHTbI, HE NpegyCMOTpPeHHbIe nyHkTamu 9 unn 11 HacToawmx Mpasun.

15. C uernblo MPUHATUSI peLleHusl O Havane pacCMOTPEHMSI 3asiBfieHUsl O NpeAoCTaBleHnn Wnm
NOATBEPXKAEHUN pa3peLLeHns pas3pelumTeNbHbIA opraH NpoBOAUT B TedeHue 5 pabounx AHEN CO AHS NOCTYNneHus
TaKoro 3asiBIEHUs1 U Npuraraemblx K HEMy JOKYMEHTOB NMPOBEPKY MOSHOTHI M JOCTOBEPHOCTM COAepKaLLMXCS B HUX
CBeJEeHWI, B TOM 4ucre MNyTeM CpaBHEHUSI TakUX CBEOEHWA CO CBEAEHWsIMW, NPeACTaBNEeHHbIMW B MOPsiAKe
MeXBeJOMCTBEHHOIO MH(POPMaLMOHHOIO B3aMMOLENCTBMS.

16. B cnyyae ecnu 3asiBieHne O NpefoCTaBfieHUM WNWM MOATBEPXAeHWM paspelueHus odopMIEeHO C
HapyLleHMeM NoNoXeHnn nNyHkTa 8 HacToawmx MNMpasun un (MnNn) B 3asBnNeHMN ykasaHbl HEOCTOBEPHbIE CBEAEHMS,
nmMbo OOKYMEHTbI, MpeaycMOoTpeHHble nyHkTammn 9 - 11 HacToawwmx [Npaswn, npeAcTaBneHbl He B NOIHOM obbeme,
nnbo oTcyTcTBYeT uWH(popmauus, noarBepxgawlwas ynnaTy rocy4apCTBEHHOW MOWNMHbI 3a nposegeHve
3KCNepTM3bl kavecTBa, 3hMEKTMBHOCTM M 6e30MacHOCTU He3aperncTpupoBaHHOrO MEOULMHCKOro usgenvs Ans
AVarHocTvku in vitro, rocygapCTBEHHOW MOLWNWHBI 33 NPEefoCTaBneHUe unuM MNOATBEPXKAEHWE paspeLLeHus,
paspelinTenbHbid  OpraH yBegoMNseT MEAWLMHCKYID OpraHusauuio C  MCNOMb30BaHWEM eOVHOW CUCTEMbI
naeHtTudmrkaumm n ayteHTudmKaumm o Heo6xoAMMOCTN YCTpaHeHMs B CPOK, He npesbliwatowmii 20 paboynx gHew,
BbISIBITIEHHbIX HAPYLUEHWI U (UNW) NPeAcTaBneHns JOKYMEHTOB, KOTOPbIE OTCYTCTBYHOT.

17. B cnyyae npeacTtaBneHWs MEAMUMHCKOW oOpraHv3auven 3asBfieHnss O MNpefocTaBneHun  unu
NOATBEPXAEHUN paspelleHns U npunaraeMbiX K HeMy OOKYMEHTOB B paspelunTesfibHbli opraH Ha OymakHoM
HocuTene paspeLwunTenbHbI OpraH HanmpaBnseT yBeAOMIEeHMe O HeobXOOUMOCTW YCTpaHeHUs B CPOK, He
npesblwatowmn 20 paboymx OHEW, BbISIBNEHHbIX HapyweHun u (Mnu) npeactaBneHus OOKYMEHTOB, KOTopble
OTCYTCTBYIOT, 3aKa3HbIM MOYTOBbIM OTMpaBfeHVeM C yBEAOMIIEHMEM O BpydYeHMU unu B (popme 3neKTPOHHOro
AOKYMEHTa, NoANMCaHHOro 3MeKTPOHHOW NOAMMUCHIO.

YBegomneHve B crny4vyae ero HanpaBJieHuA 3akKa3HbIM MOYTOBbLIM OTMNpaBfiEHNEM CHUTAETCA MOJTy4YeHHbIM No
ncreyeHum 10 pa6oq|/|x OHen co gHs HanpaBleHna yBegoMI1EHUA.

18. B cny4ae ecnu B cpok, cocTtasnswowmuin 20 pabounx OHEN CO OHS MOMyyYeHust yBeOOMIIEeHWs, He
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yCTpaHeHbl BbISIBMIEHHbIE HapyleHus W (unu) He npeacTaBrieHbl AOKYMEHTbl, KOTOpble OTCYTCTBYKOT, WM
3asBreHne O MOATBEPXAEHUN paspeLlleHVMs HanpasBfieHO B  paspeluvTenbHbli  OpraH paHee  Cpoka,
NpegyCMOTPEHHOro MyHKTOM 7 HacTtosawwmx [MpaBun, paspewmnTenbHbI opraH NpUHMMaeT pelleHne O Bo3BpaTte
3asBreHNs O NPegoCTaBnNeHN UM NOATBEPXKAEHUN paspeLleHnss U JOKYMEHTOB, NPeayCMOTPEHHbIX MyHKTamun 9
nnn 11 Hactosawmx MNpasun, ¢ MOTUBMPOBAHHBIM OOOCHOBaHUEM MPUYMH BO3BpaTa.

19. B cnyyae ycTpaHeHWss MeOWLMHCKOW opraHu3auuein B CPoK, He npesbiwawowmin 20 pabounx gHen,
BbISIBIIEHHbIX HapylleHMn B TeyeHne 3 paboymx [HeW €O [HA NpeAcTaBneHus Hagnexawmm o6pas3om
0hOPMIEHHOIO 3asBMEeHNs O NPEeAOCTaBNEHUN UMW NOATBEPXKAEHUW pa3peLLIEeHUs U B NOMHOM 0O6bemMe JOKYMEHTOB,
npegycMoTpeHHbIX MyHkTamu 9 unm 11 Hactoswmx [MpaBun, paspelumnTenbHbld OpraH NPUHUMAET peLleHne o
Hayane pacCMOTpEHUs 3asABMNEHUS O NPeAoCTaBNEeHUM UM NOATBEPXKAEHNN pa3peLLeHms.

20. PewweHune o npegoctaBneHmun paspeLueHns unm ob oTkase B NpegocTaBneHnn paspeLleHns npuHuMaeTcs
paspelumTenbHbIM OpraHoM B CPOK, He mpeBbiwatowmn 50 pabounx gHENn CO AHA MPUHATUS peLleHus O Hadvane
paccMOTpeHMs 3asiBNeHns 0 NpeaoCTaBeHNN pa3peLLeHus.

21. PelweHne o nogTBepaeHUM paspeLueHns nnym ob oTkase B NoATBEPXKOEHMMN pa3peLleHns NpuHuMaeTcs
paspeLlunTenbHbIM OpraHoM B CPOK, He nmpesblwatowmin 30 paboumx OHEN CO OHA MPUHATUS pelleHns O Havane
paccMOTPEHNS 3asBNeHNs O NOATBEPXKOAEHWUMN paspeLLEeHNs.

22. B TeyeHune 3 pabounx OHEW CO AHS MPUHATMS PeLleHUs O Hayarne pacCMOTPEHUs 3asiBIIeHUst O
NpeaoCTaBneHNN UNK NOATBEPXKAEHUM pa3peLleHns pas3peLlnTerbHbIi opraH opopMIsieT 1 BbidaeT 3agaHue Ha
npoBeaeHne 3KcnepTu3bl kayecTBa, 3PdEKTUBHOCTM U GEe30MacHOCTU He3aperncTpUpoBaHHOMO MeOWMLMHCKOro
n3nenus ans AMarHoCTUKK in Vitro 3KCNepTHOMY YYpeXaeHUIo.

23. B cnyyae HegoCTaTOMHOCTM AN BblHECEHMSI JKCMEPTOM 3aKMOYEHUs maTepuanoB W CBeAeHUn,
cogepxawuxcsa B NpeacTaBfeHHblX MeAWUMHCKOW OpraHuM3aumen 3asBfeHuM O nNpegocTaBneHun  unm
NOATBEPXAEHUWN paspeLlleHnus U OOKYMeHTax, NpeayCMOTpeHHbIX nyHktamu 9 wunmn 11 Hactoawwmx [Mpasun, wu
NOCTYNMEeHNs B pa3peLunTenbHbIi OpraH, BblaBLUNA 3ad4aHne Ha NpoBeAeHWe 3KCNePTM3bl, 3anpoca pykoBoauTens
SKCMEePTHOrO yYpexaeHns o NpeacTaBneHun eMy HeobXxoauMbIX MaTepuanos 1 CBEAEHWUI paspeLunTenbHbln opraH
B TeyeHne 2 paboumx AHer CO AHSA NOCTYMNNEeHUs 3anpoca PyKOBOAMTENS IKCMEePTHOro yypexaeHus Hanpasnset
MEAMUMHCKOW OpraHusauuyM 3anpoc O MpeAacTaBfeHMM HeobXxoouMbiX CBeAEeHWW C yKasaHuem Xxapakrepa
3amMeyaHu n cnocoba Mx ycTpaHeHus. YKa3aHHbIN 3anpoc HanpaBnsieTcs OA4HOKPATHO C MCMOMNb30BaHUEM €AMHON
cMcTeMbl naeHTudmkauum n ayteHTudunkaumum.

B cnyyae npeactaBneHvs MeauLMHCKOW opraHu3aumnei 3asiBneHns o NnpeocTaBneHn Unm noaTBepKaeHum
paspelleHns M npunaraeMbiX K HEMy [OOKYMEHTOB B paspeluuTenibHblA opraH Ha OymaxHOM Hocutene
pa3peLunTenbHbIA OpraH HanpaBensieT yka3aHHbIA 3anpoc 3aka3HbIM MOYTOBLIM OTMPAaBMEHWEM C YBEAOMIEHUEM O
BPYyYeHUM Unn B hOpMe 3NEKTPOHHOIO JAOKYMEHTA, NOAMUCAHHOTO 3NEKTPOHHOWM NOAMUCHIO.

3anpoc B crnyyae ero HarnpasfneHust 3akasHbiM MOYTOBbIM OTMPaBIEHMEM CUYMTAETCH MOJTyYEHHbIM MO
ncreveHmm 10 paboumx gHen co AHA HanpaBreHus 3anpoca.

24. MeanunHckasi opraHmsaums obsizaaHa NnpeacTaBUTb OTBET Ha 3aMnpoc paspeLunTesibHOro opraHa B Cpok, He
npesbiwatowmnn 50 pabounx AHeEW co AHS Nony4veHust 3Toro 3anpoca. B TeueHne 2 paboumx gHenm co OHs
NOCTYMNNEHNS OT MeAMLIMHCKON opraHM3auumn oTBeTa Ha 3anpoc paspeLunTeribHbI OpraH HanpaenseT Takow OTBET B
3KCnepTHoe y4dpexaeHue. B cnyvyae HenpenctaBneHns no wuctedyeHum 50 paboumx OHen MeauUMHCKOMN
opraHusaumen oTBeTa Ha 3anpoc paspeLlunTenNbHbIN opraH B TedeHne 2 paboumx gHen HanpaBnsieT B 3KCNepTHOe
yypexaeHue yBeaoMIieHMe 0 HenpeacTaBneHnn MeQULIMHCKOM OpraHn3aumne oTBeTa Ha 3anpoc pas3peLumTenbHOro
opraHa gnsi noaroTOBKW 3aKIYEHUsT SKCMEPTHOTO YYPEXAEHUS HA OCHOBaHMM OOKYMEHTOB, MMEKLLMXCA B €ro
pacnopsKeHuu.

25. Bpemsi co gHa HanpaBreHusl 3anpoca paspeLunTeNibHOro opraHa 4o AHS MoNy4YeHust OTBeTa Ha 3anpoc
UMK yBEOOMIIEHUS O HENpencTaBfieHUM OTBETA Ha 3anpoc He YYMTbIBAeTCs MPU UCYMCIIEHUM CPOKa MPUHSATUS
paspelnTenbHbIM OpPraHoM peLLeHUsl O NpeaoCcTaBlieHnn N nepeodopMeHnn paspelleHns unm o6 oTkase B
NpeaocTaBneHUN U NepeodOpPMIIEHNN pa3peLleHus.

26.B Cny4dae ecnu npunaraemMble K OTBETY Ha 3anpocC OOKYMEeHTbl COCTaBli€Hbl HAa MHOCTPAHHOM A3blke, OHU
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npeancTaBnAlTCA C 3aBePEHHbIM B YCTAHOBJIEHHOM NopdAAdKe nepeBoaoM Ha pYCCKMVI A3bIK.

27. Mpu BbIIBNEHUM pa3peLUTENbHLIM OPraHoOM B NPeacTaBNeHHbIX MeAMLVHCKOM opraHmM3aumneit B OTBET Ha
3aMpoc OOKYMEHTax HedOCTOBEPHbIX W (MNN) HEeAOCTATOYHbIX AaHHbLIX MU OOKYMEHTOB, COCTaBIIEHHbIX WK
coaepXallux TEeKCT Ha WHOCTPaHHOM s3blke 6e3 nepeBoJa B YCTAHOBMNEHHOM MOPSAOKE Ha PYCCKUN A3bIK,
paspelunTenbHbIA opraH B TedeHne 2 pabounx gHelt HanpasnsieT MeauLUHCKOW opraHusauun ¢ Ucrnonb3oBaHneM
eOuHON CUCTEMbl UAEHTUMUKALUUM U ayTeHTUdUKALUMK pelleHne O Bo3BpaTe YKasaHHbIX [OKYMEHTOB C
MOTUBMPOBAHHLIM 0B60CHOBAHMEM NPUYMH BO3BpaTa M COOGLLEeHNEeM O BO3MOXHOCTW NMOBTOPHOro npeacTaBneHus
MEOULMHCKOW opraHusaumein Ao uctedeHuss 50 pabounx AHel co OHA MonydyeHus 3anpoca AopaboTaHHbIX
[OKYMEHTOB.

B cnyyae npeacraBneHvs MeauLMHCKOW opraHu3aumnei 3asiBneHns o NnpeoCcTaBrneHn Unm noaTBepxaeHum
paspelleHns M npunaraeMbiX K HEMy [OOKYMEHTOB B paspeluuTenibHblA opraH Ha OymaxHOM Hocutene
paspelunTenbHbI OpraH HanpaBnsieT ykadaHHble pelleHne U coobLieHne 3akasHbiM NOYTOBLIM OTNPaBEHUEM C
yBEOMIEHWEM O BPYYEHUN UK B (DOPME SNEKTPOHHOIO AOKYMEHTA, MOANNCAHHOrO 311EKTPOHHOW NOAMMUCHIO.

PelweHne un cooblieHne B crnyy4ae MX HanpaBfieHUst 3akasHbIM MOYTOBbIM OTNPaBIIEHMEM CUYUTAKOTCS
nony4yeHHbIMK Nno uctedeHun 10 pabounx gHer co AHS HanpaBreHUs yBEAOMITEHUS.

Mpn HenpeacTaBneHUM MeAULUMHCKOW opraHu3aumern no ncredyeHun 50 paboumx gHen co OHS nony4veHus
3anpoca AopaboTaHHbIX  [JOKYMEHTOB  3KcrepTu3a  KadectBa, 9d@EKTMBHOCTM KM BesonacHocTu
He3aperMcTpMpoBaHHOroO MeAMUMHCKOro M3Oenust Ans AMarHOCTUKM in vitro mpopomkaeTcs No HaxodswuMmcs B
pacnopsiKeHUM 3KCMEPTHOTO YYpPEXOEHUs paHee NpeAcTaBfeHHbIM MEAUUMHCKOW OpraHusaumen OOKYMEeHTaMm U
CcBeOeHUsIM, COAepXKaLlMMCs B JOCbE Ha HE3aperncTpupoBaHHOE MeaULMHCKOe n3genne ans guarHocTukm in vitro.

28. Jkcneptu3a kadvectBa, 3A(PPEKTUBHOCTM U 6HE30NacHOCTM HEe3aperncTpMpoBaHHOrO MeAULUHCKOro
nsgenus Ans OUarHocTuKM in vitro ocCyLlecTBNsieTCs MOCPEACTBOM MNPOBEAEHUST 3KCMEPTU3bl 3asiBNEHUS O
NpefoCTaBneHNN WU NOATBEPXKAEHUWN pa3peLleHnsi U OOKYMEHTOB, MpedyCMOTPEHHbIX MyHkTamu 9 wnun 11
HacTosiwumx Mpaemn, B LUensix onpeaeneHus:

a) COOTBETCTBUS HE3APErMCTPUPOBAHHOIO MEeOMULIMHCKOro U3aenus Ans AuarHocTukK in vitro TpeGoBaHusaM K
He3aperMcTpUpoBaHHbLIM MEANLMHCKUM U3AENUAM A58 ANarHOCTUKK in Vitro;

0) cooTBETCTBMS MEOMLMHCKOW opraHm3auumn TpeboBaHMsIM K MEOMLMHCKUM OpraHusauusam, B KOTOPbIX
N3roTaBnMBaKTCA W MNPUMEHSIOTCA MEeOUUUHCKME W3Lenus, KOTOopble nNpedHas3HayeHbl AN OMarHOCTMKK
3aboneBaHni NyTem MNpPOBEAEHUS MccnedoBaHW o0Opas3LoB Ouonornyeckoro matepuana 4enoBeka BHE ero
opraHuama, yTBepXaeHHbIM noctaHoBneHueM [paButensctBa Poccunckon depepaummn ot 24 Hos6ps 2021 r. N
2026 "O He3aperucTpMpoBaHHbIX MEAULMHCKUX U3OENUsax Anst AMarHoCTUKKM in vitro";

B) COOTBETCTBUSI XapakTepuUCTUK (CBOWCTB) He3aperncTpupoBaHHOrO MEAMUMHCKOro usgenus  ang
AMarHoCcTuku in vitro TpeboBaHMAM TEXHUYECKON OOKYMEHTauun U3rotoBntens (MeguuuHCKOn opraHnsauum);

F) BO3MOXHOCTUN NPUMEHEHNA He3aperncTtpnpoBaHHOro MeamumHCKoro n3genmna ana ouarHoCTtukn in vitro no
Ha3Ha4YeHnto B COOTBETCTBUU C SKCHJ'IyaTaLI,VIOHHOVI ,ElOKYMeHTaLlMeVI n3rotoButens (MeﬂMLlMHCKOVI OpFaHI/I3aLI,VIVI);

4) [OCTaTOYHOCTM MpefoCTaBneHHbIX CBEAEHUA Ans MNOATBEPXKAEHUs KadecTBa, 9(EEKTUBHOCTU U
6e30nacHOCTV He3aperncTpMpoBaHHOIO MEAULMHCKOTO U3aenus Ans AuarHocTukm in vitro;

€) NpeBbILLEHNS (HEMPEBLILEHNS) pUCKa NPUYNHEHNS BpeAa 300POBbI0 rpaxaaH v MeauLMHCKMX paboTHUKOB
BCNeACTBUE NMPUMEHEHUS HE3APErMCTPUPOBAHHOIO MEAMLIMHCKOIO U3aenus ons AnarHocTuky in vitro, OTHECEHHOTO
K peareHTam, HabopaM Ana onpeferneHns aHanuToB Asl AUarHoCTUKM in vitro unu aHanuaatopam Ans AMarHOCTUKK
in vitro, a¢bdeKTMBHOCTN €ro NPUMEHEHMS.

29. 3kcnepTHoe yupexaeHve odopmnseT M HanpaenseT B paspeluvTeNlbHbIA OpraH 3akfyeHue no
pesynbTataM 9KCMepTu3bl kayecTBa, IPPEKTMBHOCTM M 6Ge30NacHOCTM He3aperncTprupoBaHHOTO MEeOULMUHCKOro
nsgenuna onsg QUarHoCTUKK in vitro, coctaBneHHoe no oopme, yTBePXKAEHHON paspeLunTeribHbIM OPraHoM.

30. B cpok, He npeBblwalWnn 9 pabounx AHEN CO OHSA NONYYEeHUS 3aKITYEHUs, yKadaHHOro B NyHKTe 29
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HacTosIwuMX MpaBun, paspeLlunTenbHbIi opraH:

a) ocCyLlecTBMsAeT OLEHKY 3aKMioyeHust AN onpederneHuss ero COOTBETCTBUA 3a4aHuio Ha npoBedeHue
aKCcrepTusbl. B crnyyae ycTaHOBMEHWSI HECOOTBETCTBUA 3aKMIOYEHUs] yKasaHHOMY 3adaHuio Takoe 3akfioveHue
BO3BpallaeTCcsl B 3KCNepTHOe yupexaeHne Ha opaboTKy, CPOK KOTOpoW cocTaBnsieT He Gornee 2 pabounx gHen co
[HS1 MONyYeHUsl 3KCNEPTHBIM YUpeXXaeHNeM BO3BPALLEHHOIO 3aKIOYEHUS;

6) NpyHMMaEeT pelleHne O NpedoCTaBneHMn paspelleHust unm o6 oTkase B NpedoCTaBneHWn paspeLleHus
nnbo pelleHne O MOATBEPXKAEHUWN paspelueHnss unm o6 OTKase B MOATBEPKAEHUWM paspeLleHusi, KoTopble
ohopMIISIOTCA MPUKA30OM paspeLunTeribHOro opraHa, U yBeaoMNsieT MeOUUMHCKYID OpraHM3aumio O MPUHSITOM
peLleHnu;

B) B Cfyyae MpUHATUS pelleHnsl O NpPedoCTaBfeHUN UK MOATBEPXKAEHUM pa3pelleHnst BHOCUT 3anucb O
NpedocTaBfeHu UM MOATBEPXOEHUM  paspelleHnsl B peecTp  paspelleHnidi  Ha  NpUMEHeHue
He3aperncTpMpoBaHHbIX MeOULUMHCKMX U3Oenuii Ana AMarHoCTUKK in vitro (Danee - peecTp paspelueHuii) B OeHb
perucTpaumm nprkasa.

31. OHeM npepnocTaBrneHUss WNuM MNOATBEPXAEHWUSI pas3pelleHnss SBNSeTCs AeHb BHECEHWst B peecTp
paspeLUeHnii 3anncy o NpeaoCcTaBNeEHNUN UMW NOATBEPXKAEHUN pa3peLLeHmst.

32. OcHoBaHMEM [OnA MPUHATUS paspelunTeSibHbIM OpraHoM pelleHuss o6 oTkase B NpeaocTaBreHun
paspelleHns SBMsSieTCs MOJlydYeHUEe OT 3IKCMEPTHOrO YYPEXAEHWUs 3aKioYeHWs Mo pesynbTaTaM 3KCnepTusbl
kayecTBa, 3PPEKTUBHOCTN U 6E30MNACHOCTU HE3APErMCTPUPOBAHHOIO MEAMLMHCKOIO U3Aenus Ans AMarHoCTMKM in
vitro, B KOTOPOM coOepXuTcst XoTs bl OAMH U3 CNEAYOLMX BbIBOOOB!

a) kadecTtBo, M (Mnn) 3dPPEKTUBHOCTb, M (MNKU) ©Ge3onacHOCTb He3aperncTpMpoBaHHOIO MeAMLMHCKOro
nspenua ons QuarHoCTUKM in vitro He NoATBepPXKAEHb! NpeAcTaBNeHHbIMA AaHHbIMU;

0) puck npuuMHEeHWs Bpeda 340POBbIO FpaxdaH M MeOUUUHCKMX PabOTHWKOB BCreACTBUME MPUMEHEHUS
He3apermcTpMpoBaHHOrO MEAULUHCKOrO usgenus Ans QuarHOCTUKM in vitro, OTHOCALLIErocst K peareHTam, Habopam
Ons onpegeneHns aHanuToB AN AUArHOCTUKKM in vitro unu Kk aHanudaTopam Anst AMarHOCTMKK in vitro, npesbiwlaeT
3(pPeKTUBHOCTb Er0 NPUMEHEHUS;

B) HesaperncTpupoBaHHoe MeduLMHCKoe nsaenue Ans AMarHoCTUKM in Vitro He COOTBETCTBYET MOMOXEHUAM
NyHKTOB 1 - 3 TpeBoBaHWiA K He3aperncTpUpPoBaHHLIM MEANLNHCKUM U3OEeNUAM Ana AUarHoCTUKK in vitro;

r) MeguumMHCKasl opraHmMsaums He cooTBeTcTByeT TpeboBaHMAM K MEOULMHCKMM OpraHu3auusam, B KOTOPbIX
N3roTaBnMMBAaOTCA U MPUMEHAKTCA MEAUUMHCKME U3Oenus, KOTopble npeAHasHadeHbl Ansi AWarHOCTUKM
3aboneBaHn nytem npoBedeHMs uccrnegoBaHui 006pas3uyoB OUONOrMYeckoro mMarepuana 4denoBeka BHE €ero
opraHuama, yTBepXaeHHblM noctaHosneHnem [NpasutensctBa Poccuinckon ®eagepauun ot 24 HoA6pa 2021 r. N
2026 "O He3aperucTpMpoBaHHbIX MEAULMHCKUX U3OENUsax Anst AMarHoCTUKKM in vitro";

[) XapaKTepuUCTUKM (CBOICTBA) HE3apErMCTPUPOBAHHOIO MEAMLIMHCKOrO U3Oenust Ans AUarHoCTUKK in vitro He
COOTBETCTBYIOT TPeBOBaHMSAM TEXHUYECKON JOKYMEHTALUN U3rOTOBUTENS;

€) BO3MOXHOCTb NPUMEHEHNsI He3apermcTpMpoBaHHOrO MEANLMHCKOrO U3enus ons AuarHocTuku in vitro no
Ha3Ha4YeHNIo B COOTBETCTBUM C SKCMMyaTaLMOHHOW AOKYyMEHTaLmMen N3rotoButens He noaTeepxaeHa.

33. OcHoBaHUsSIMM Onsi MPUHATUS paspelunTenbHbIM OpraHoM pelueHus o6 oTkase B NOATBEPXKAEHUU
paspeLleHns SBRSOTCS:

a) Nony4yeHne OT IKCMEPTHOrO YUPEXAEHUS 3aKMOYEHMS, YkasaHHOro B NyHKTe 32 HacToswmx Mpasun;

6) BbiiBNEHWE paspelunTeNnbHbIM OpraHoM Mo pesynbTaTaM deaeparibHOro rocy4apCTBEHHOrO KOHTPONS
(Hap3opa) 3a obpalleHneM MeLMUUMHCKUX W3OEeNWA HEeCOOTBETCTBUS OaHHbIX O KadecTBe, 3MEKTUBHOCTM U
6e30MnacHOCTM He3apernMcTpMpPOBaAHHOIO MEANLMHCKOIO M3Aenus Ons AnarHoCTUKK in vitro aHHbIM, cogep Kallummcst
B 3asiBlIeHMM O MOATBEPXKOEHUU paspelleHusl, npurnaraemMbix K Hemy [AOKYMEHTax, yKasaHHbIX B MyHkTe 11
HacTosWwmx MpaBun, 1 gocke Ha 3TO HE3aPErMCTPUPOBaHHOE MEAMLMHCKOE U3enue AN AMarHocTuKuM in vitro.
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34. PaspeluTenbHbll opraH YyBeAOMNSAET MEAMUMHCKYI0 OpraHusaumio O MPUHATOM  pelleHnn ¢
NCMNOMb30BaHWEM €OMHON CUCTEMbl MOEHTUMUKAUUM U ayTeHTudukaumm B TedeHue 3 paboymx OHen cOo OHS
NPUHATMSA pewwenns. B cnyyae npuHaTus pewwexns ob otkase B NpeaocTaBneHMn v noaTBepXAeHUN paspeLleHns
B YBEJOMIIEHMM YKa3blBaeTCA MOTMBMPOBaHHOE 06OCHOBaHME NPUYMH OTKa3a.

B cny4yae npeacrasiieHnA MeANLNHCKON opraHM3au,|/|el7| 3adABJieHNA O npegocTaBiieHnn Unn noaTtBepXaeHnm
paspeweHna n npunaraemMmbix K HeMy [OOKYMEHTOB B pa3peLIJI/ITeJ'IbeIl7I opraH Ha 6YMa)KHOM HocuTene
pa3peLIJI/ITeJ'IbeIl7I opraH yBegomnaeTr MeaUUMHCKYKO opraHu3auunto O NMPpUHATOM pelleHUn 3aka3HbiM MOYTOBbIM
oTnpasieHnem c ypeaomMmrneHnem o BpydeHun mnnm B cbopme QNEKTPOHHOIo AOKyMeHTa, nognncaHHoro SJ'IeKTpOHHOI7I
noanncbio.

35. PaspelueHve nognexuT nepeodOopMieHnio B ClyYasx peopraHusaumu opugudeckoro nuua B opme
npeobpa3oBaHus, CNUSHUS WU MNPUCOEOUHEHUS, M3MEHEeHUs ero HavMMeHOBaHus, agpeca u (Mnu) mecTa
HaxoxaeHus.

36. [lo nepeodopmMrieHns paspelleHns B cnydasx, npeaycMOTpPeHHbIX nyHKToM 35 Hactoswmx [Mpasun,
MeOMLMHCKas opraHu3auunsa BnpaBe NpUMEHsITb HE3aperncTpupoBaHHOE MeOULMHCKOEe n3genve Ang AMarHoCTUKM
in vitro, Ha NpYMEeHeHMe KOTOPOro MeANLIMHCKON OpraHn3aumm nNpegocTaBeHo paspeLleHme.

37. B 3aaBneHun o nepeoopMieHnn paspeLLeHUst yKasbiBaloTcs crieaytolimne CBeAeHus:

a) HauMeHOBaHWe He3apermcTpMpoBaHHOrO MeAULMHCKOrO M3Oenus Ans AuarHoCTUKK in vitro (¢ ykaszaHuem
npuHaanexHocTen, HeobxoaNMbIX Anst NPUMEHEHNST MEOULIMHCKOTO U3Oennsi No HasHa4YeHuo);

6) nata npeOocTaBrneHns paspeLIeHnst U ero PerMcTpaLmnoHHbIn HoMep, AaTa nocrieqHero noaTeepXkaeHus
UM  nepeodopMIieHUss paspelleHust (B Criyyae ecnu  paHee  paspelleHve  MoaTBepXkdanocb  Unu
nepeogopMIANoch);

B) OCHOBaHWe pansa nepeodopmneHns paspelleHns (peopraHusaums topuguydeckoro nuua B dopme
npeobpasoBaHus, CNUSHUA WU MPUCOEONHEHWUS, W3MEHEHMe €ero HauMmeHoBaHus u (unu) agpeca mecTa
HaxoxaeHus);

r) NofnHoe M cokpalleHHoe (B crlyyYae, ecnv MMeeTcsl) HaMMeHOBaHMEe MeOMLMHCKOW opraHv3auuv, B TOM
yncne pMpMeHHOEe HauMeHOBaHWe, MOEHTU(UKALMOHHBI HOMep HarnoronnaTesbluka, aapec, MECTO HaXOXOEHNS,
a Takke Homepa TenedoHOB 1 aapec 3NeKTPOHHOW NoYThl (B criyyae, ecrnv UMeeTcsl);

0) OaHHble [OKyMeHTa, noaTBepxpatowero akT BHECEHUSI COOTBETCTBYIOLLMX M3MEHEHUNn B E[WHbIN
rocyapCTBEHHbIN PeecTp pUanNYecknx nnL;

€) CBeAieHNs O NMLEH3UN Ha OCYLLeCTBNEHNE MeANLMHCKON AeATeNbHOCTN, NPeAoCTaBIeHHON MeANLMHCKOW
opraHuMsauumn, ¢ ykasaHnem permcTpauMoHHOro HOMepa nuueH3uW, AaTbl ee NpefoCTaBMneHns M HaMMeHOBaHUS
NMUEH3NPYIOLLIEro opraHa, a Takke paboT (ycnyr), COCTaBRSOLWMX MEAULMHCKYIO OeATenbHOCTb, BKIOYALLMX
3asBMeHHY0 cdepy NPUMEHEHUs He3aperncTpupoBaHHOTO MEAWLMHCKOro U3genus Ans guarHocTukm in vitro (B
cryyae peopraHusaummn IopMandeckoro nuua B opme npeobpasoBaHns, CIMAHMS U NPUCOEANHEHNS).

38. 3asiBneHve o0 nepeodOpPMIIEHNM pa3peLLeHUst U npunaraemMble K HeMy AOKYMEHTbI, MOATBEepXaatoLume
(bakT BHECEHMS COOTBETCTBYHOLIMX M3MEHeHWn B EOMHbIA rocydapCTBEHHbI PeecTp opUaNYecKUX nuu,
NPeacTaBnAlTCA B paspelunTernbHbIA opraH He nosgHee 4eM 4epe3d 90 paboumx OHEW CO OHA BHECEHUs
COOTBETCTBYIOLINX M3MEHEHMUI B EQNHbLIN rocy1apCTBEHHbIN PeecTp opuanyeckmx N,

39. 3agBneHve 0 nepeodopMneHUN paspelleHus U npunaraemble K HemMy [AOKYMEHTbl MeAuuuHCKas
opraHuMsauus HanpasnsieT B pas3pelLnTenbHbIA OpraH C WUCNOMb30BaHWEM €AMHON CUCTEMbl MAEHTUUKaALUM U
ayTeHTMdUKauum.

3asBneHne o ﬂepeO(*)OpMJ'leHl/ll/l paspeweHna un npunaraeMmble K HeMy [OOKYMEHTbl MeOULUUHCKadA
OopraHun3auua BnpaBe npeactaBnTb B pa3peLIJI/ITeJ'IbeIl7I opraH Ha 6yMa)KHOM HOocuUTelne HenocpencTtBeHHO Unn
HanpaBuUTb 3aKa3HbIM NOYTOBbIM OTNpaBiieHNEM C yBeJOMJ1IEHNEM O BPYHEHUN.
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40. Pa3peluuntenbHbI opraH He Brnpase TpeboBaTb OT MeAULMHCKON OpraHM3aLum ykasbiBaTb B 3asiBNIEHUN O
nepeoopmMneHun paspeLleHnst CBeAeHNs!, He NPeAYCMOTPEHHbIE NyHKTOM 37 HacTosAwmx Mpasun.

41. PaspelumTenbHbI opraH npuMHUMaeT 3asiBNieHMe O nepeodOopMIeHMU paspeLleHns U npunaraemMble K
HeMy AOKYMEHTbI B COOTBETCTBUM C NyHKTOM 13 HacTosAwmx MNpasun.

42. C uenbio NpUHATUS PeLleHNst O Hayane pPacCMOTPEHUsI 3asiBfieHWs1 0 NepeodopMIeHUN paspeLleHns
paspelunTenbHbIi opraH MpPOBOAMT B TedeHue 5 pabouumx OHeid co AHS MOCTYMNEeHWUsl Takoro 3asiBNEeHUs W
npunaraembix K HeMy [OKYMEHTOB MPOBEPKY MOSHOTbI U AOCTOBEPHOCTU COAEPXKALUMXCSH B HUX CBEAEHWN, B TOM
yucne MyTeM CpPaBHEHUS TakUX CBEAEHWI CO CBEAEHWSIMU, NMpeAcTaBlEHHbIMU B MOPSAKE MEXBEeOOMCTBEHHOro
MHGOPMaLIMOHHOTO B3aMOLENCTBYUS.

43. B cny4ae ecnu 3asBrieHne o0 nepeodopMiieHnn paspelleHna 0QOPMIIEHO C HapyLIEHNEM MOSTOXEHUI
nyHkta 37 Hactoawmx [paBun u (Mnu) B 3asiBNEHUM yKa3aHbl HEOOCTOBEPHble cBefeHus nubo oTcyTcTByeT
nHdopmaums, MNoATBepXAawLWaa ynnaty rocyaapCTBEHHOW MOLWMMHbBI 3a nepeodopMIieHne paspeLleHus,
paspelunTenbHbli  OpraH yBedoOMNSeT MEAVLMHCKYD OpraHm3auuto C  MCMONb30BaHWEM €OWHOW CUCTeMbI
naeHtTudmrkaumm n ayteHTudmKaumm o Heo6xoAMMOCTN YCTpaHeHNs B CPOK, He npesbliwatowmi 20 pabounx gHew,
BbISIBITIEHHbIX HAPYLUEHWI U (MNW) NPeACcTaBneHns JOKYMEHTOB, KOTOPbIE OTCYTCTBYHOT.

B cnyyae npencraBneHuss MEQMUMHCKOW OpraHv3auuei 3asiBNeHus o nepeodopMiieHMn paspelleHns U
npunaraembix K HeMy OOKYMEHTOB B paspeluuTesibHbIi opraH Ha GyMaXXHOM HocuTene paspelunTerbHbIA opraH
HanpaBnseT yBeoOMSieHWEe O HEeOoOXOAMMOCTU YCTpaHeHUs B CpOK, He npesblwakowmin 20 pabounx OHew,
BbISIBMIEHHbIX HapyLleHWn u (Unv) nNpeacTaBreHus OOKYMEHTOB, KOTOpble OTCYTCTBYIOT, 3aKasHbIM MOYTOBbLIM
OTNpaBfeHNeM C YBEAOMIIEHNEM O BPYYEHUM UNK B hopMe INIEKTPOHHOTO AOKYMEHTA, NoANMCaHHOTO 3N1EKTPOHHOM
noAanuchbHo.

YBegomneHue B cnyvyae ero HanpasfeHust 3aKa3HbIM NOYTOBbLIM OTMpaBfeHneM CYUTAETCS MOMyYEeHHbIM Mo
ncredermmn 10 paboumnx gHewn ¢ AaTbl HanpaBneHUs yBe4OMEHUS.

44. B cny4ae ecnv B Cpok, cocTaBnsiiownin 20 pabounx gHEN, He YCTPaHEHbI BbISIBIEHHbIE HapyLleHns u (Mnn)
He npeacTaBneHbl JOKYMEHTbI, KOTOpPble OTCYTCTBYHOT, pa3peLUNTENbHbLIA OpraH NpUHMMAaeT pelleHne o Bo3BpaTe
3asBMneHnss o0 nepeodOpMIIEHUN paspelleHnss KU npunaraeMblX K HeMy [OKYMEHTOB C MOTMBUPOBAHHbLIM
060CHOBaHNEM NPUYKNH BO3BpaTa.

45. B cniyyae ycTpaHeHusl B CPOK, He npeBbiwaowmn 20 pabounx gHen, BbIABNEHHbLIX HAPYLLEHUA B TEYEHNE
3 pabo4ymx gHew co OHSA NpeacTaBrieHnst Haanexawmm odpa3om 0dPOPMIIEHHOTO 3asBMEHMS O nepeodOopMieHnn
paspeLLeHnsi U B MOSTHOM 00beMe AOKYMEHTOB, NoATBEpXAaLWmnX hakT BHECEHUSA COOTBETCTBYHOLLUX U3MEHEHWI B
EOuHBIN rocynapCTBEHHbBIA PEECTp OPUONYECKUX MWL, paspeluvTerNbHbI OpraH MPUHMMAET peLleHne O Havane
paccMOTPEHUS 3asABIeHNst 0 NepeodOPMIIEHNN pa3peLLEHNS.

46. PeweHne o nepeodopmrieHnM paspelleHms unm 06 oTkase B nepeodopMieHnn paspeLleHus
NPUHUMAaETCs paspeLlumTeNbHbIM OpraHoM B CPOK, He npeBbliwatowmi 10 pabounx gHENn Co AHA NMPUHATUS PeLLUEeHNS
0 Havyane paccMoTpeHus 3asBneHns 0 nepeodOpMIeHNN paspeLLeHns.

47. OcHoBaHUSIMU ANS NPUHSATUS paspeLuMTeNbHbIM OpraHoM pelleHust 06 oTkase B nepeodopmMIieHum
paspeLleHns SBMsTCS:

a) Hanu4uMe B NpeacTaBneHHbIX MEAULIMHCKON OpraHnsaunen 3asiBneHnn o nepeodopMIIEHMN pa3peLLeHns
(Mnu) Nnpunaraemblix K HEMy JOKYMEHTax HeJOCTOBEPHOW MUINWN NCKaXXEHHOWN MHpopMaLmu;

6) otcytctBMe paboT (ycnyr), COCTaBNANWMX MEOULMHCKYIO OeATEeNbHOCTb, COMMacHO JUUEH3UN Ha
OCyLLEeCTBMEHNEe  MeOMUMHCKON  OeATeNbHOCTM,  BKMIOYAKLWMX  3asBNEeHHyl0  cdepy  NpUMMEeHeHus
He3aperuMcTpupoBaHHOIO MEAMLUHCKOro M3genus Ans AuarHocTuku in vitro cormacHo npegocTaBrieHHOMY
paspelleHnio (B Cnyyvae peopraHusauum topuagmyeckoro nuua B ¢dopme npeobpasoBaHus, CAWSHWUS Wnn
npucoeguHeHuns).

48. MpuHATME peLleHnst 0 NepeodopMIEHNN paspeLLeHns U o6 oTkase B NepeodopMiIeHN paspeLleHns
ochbopMInsieTcs NPUKasoM paspeLUnTeNlbHOro opraHa.
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49. B cnyyae nNpuHATUS pelleHuss O nepeodopMIIEHNM paspelleHnsl B peecTp paspelleHuii B [OeHb
permcTpaumm npukasa BHOCUTCS 3anucb O NEPeoOPMIIEHNN paspeLleHus.

50. PaspewmTenbHbil  opraH yBeAOMMsieT MEAMUMHCKYIO OpraHu3aumio O MPUHSTOM  pPelieHun o
nepeodopmMIIeHNM paspeLleHnst U o6 oTkase B NepeodopMIIEHUN paspeLLeHUsl B COOTBETCTBUM C MyHKTOM 34
HacTosiwwmx Mpaswun.

51. PaspeluntenbHblil opraH NpUHMMAET peLleHne 06 0TMeHe paspeLleHmns B CrieayoLmx crydasx:

a) npefcTaBreHne MeAWMUMHCKOW opraHvM3auuen B paspelunTenbHblii OpraH 3asiBrieHuss 06 oTMmeHe
paspeLleHuns;

6) nonyyeHne 1 NoATBEPXKAEHME NPU OCYLLECTBIEHUM MOHUTOPUHra 6e3onacHOCTU MeaUUMHCKUX U3genuii
(HakToB M OBCTOATENbLCTB, CO3AALMX Yrpo3y >XU3HU U 300POBbLI0 rpaXaaH U MEeAVMLMHCKUX pabOTHMKOB Npu
NPUMEHEHWWN HE3aPErMCTPMPOBAHHOIO MEAMLMHCKOrO U3nenus Anst UarHoCTUKK in vitro;

B) BbISIBIEHME paspelunTeribHbiM OpraHoM Mo pes3ynbTaTtaM OCYLEeCTBAsSeMoro uMm denepanbHoro
rocyaapCTBEHHOro KOHTponsi (Hagsopa) 3a oOpalleHMeM MeOULMHCKUX WU3Aennin HecobnoaeHust MeOuuMHCKON
opraHusaumen, KOTopon MpefoCcTaBeHO paspelleHne, TpeboBaHWA, YCTAHOBMEHHbLIX B COOTBETCTBUM C YacCTblo
11.1 ctatbm 38 deaepanbHoro 3akoHa "Ob6 ocHoBax oxpaHbl 340pOBbs rpaxaaH B Poccunckon ®enepauunn®;

r) NPUHATUE paspelunTenbHbIM OPraHoOM pelleHus 06 OTkase B MOATBEPXAeHUW unu nepeodopmrieHnmn (B
cryyae peopraHusauum topugmyeckoro nuua B dopme npeobpas3oBaHns, CRUSHUA WU MPUCOEAVHEHNS)
paspeLueHus;

0) MeaULUMHCKOM opraHnsaumei He ObiNo NpefoCcTaBeHo 3asiBNieHne O NoaTBEPXAEHUN paspelueHust Nnbo
OHO He HanpaBfeHO B paspelunTesibHbI OpraH, YTO MOBMEKNO 3a CcobOOM HEBO3MOXHOCTb MNOATBEPXKAEHMS
pas3peLleHns 4o HACTYMNIIeHUs Cpoka NPOX0XAEHNS YykasaHHOW npoueaypbl B COOTBETCTBMM C MYHKTOM 3 HACTOSALLMX
MpaBun;

€) pelleHne cyfa O HapylleHuM npae npaBoobnagaTtens Ha pesynbTaTbl UHTENNEeKTyanbHONW AesTeNbHOCTH
npu MNPUMEHEHUN HE3apEerncTPUPOBAHHOIO MEeOMUMHCKOrO M3denusi Onsi AMarHocTukM in vitro, BCTynuvBliee B
3aKOHHYH CUMY;

X) NUKBMAALMS MEOULMHCKOW OpraHM3aumm, KOTOPOoW NPeaoCTaBNeHO paspeLleHne;

3) npekpalleHne OeNCTBUS NULEH3NM HA OCYLLECTBIIEHUE MEAMLMHCKON AeATEeNbHOCTU, NpedoCTaBreHHOoW
MeOULMHCKOWN opraHv3aunm;

M) U3MEHEHME B JULEH3UM Ha MELMLUMHCKYID OesTeNbHOCTb MNepeyHst paboT (ycrnyr), COCTaBNSOLMX
MEAVUMHCKYI0 [OesATeNbHOCTb, MWCKMoYalolwee 3asiBieHHylo cdepy MPUMEHEHUS HE3apermcTpupoBaHHOro
MEAMLMHCKOro U3genus ans AuarHoCTUKK in vitro cornacHo npegocTaBrieHHOMY paspeLleHuto.

52. He nosgHee 4yem 3a 10 paboumx OHen OO0 AHS hakTUYecKoro npekpaleHns OesTenbHOCTU Mo
N3roTOBIEHWNIO, XPAHEHMWIO, MPUMEHEHWUIO, YTUNM3ALMM U YHUYTOXEHUIO HE3aPErMcTpPUPOBaHHOMO MeOULMHCKOrO
n3genus onst AMarHocTukK in vitro MeguumnHckas opraHusauus obsizaHa NpeAacTaBUTb B paspeLlunTeNbHbIN opraH
3asiBrieHne 00 OTMeHe paspeLleHus.

53. B 3asBneHnn 06 oTMEHe pa3peLleHUs yKkasblBaloTCs Crieaytolme CBeaeHus:

a) HanmeHoBaHWe He3aperncTpnpoBaHHOro MegunumHCKoOro nsgenua ona anarHoCTtukn in vitro (C YKa3aHnem
Flpl/IHa,D,J'Ie)KHOCTeVI, HeobxoauMbIX Ans npuMeHeHna MeanumMHCKOro naenund no Ha3Haqu|/|ro);

6) nata npeOocTaBrneHns paspeLIeHnsl U ero PerMcTpaLmnoHHbIN HoMep, JaTa nocrefHero noaTeepXaeHus
paspeLLeHns B criydae, ecrnu paspeLleHve paHee NoATBepXxaanoch;

B) MOJIHOE U COKpallleHHoe (B clydYae, eclnv UMeeTCsl) HauMeHOBaHWe MEeAMLMHCKOW opraHusauun, B TOM
yncne pUpMeHHOEe HauMeHOBaHWe, MOEHTU(UKALMOHHBI HOMep HarnoronnaTesbluKa, aapec, MECTO HaXOXOEHNS,
a Takke Homepa TenedoHOB U aapec 3NEeKTPOHHOW NoYTbl (ECNv UMeeTcs ).
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54. Pa3pelunTenbHblll opraH He BripaBe TpeboBaTb OT MEQULIMHCKON OpraHv3aunn ykasbiBaTb B 3asiBNEHUN
06 oTMeHe paspelleHns cBeaeHUs, He NPeayCMOTPeHHbIe NyHKTOM 53 HacTosAwmx Mpaswun.

55. lNpeacraBnexHve 3asBneHus 06 OTMeHe paspelleHus B pas3pelunTenbHbI OpraH, npuveM 3asiBreHus
paspelnTenbHbIM  OpraHoM, TMNpOBeEpKa MOMHOTbI UM OOCTOBEPHOCTM COAEpXaLUMXCS B HEM CBeOeHwun
OCYLLECTBNATCS B COOTBETCTBMM C nyHkTaMn 13 n 15 HacToswmx Mpaswun.

56. B cnyyae ecnu 3asBneHne 06 OTMeHe paspelleHuss OgOPMIIEHO C HapyLleHWEeM MONOXeHUN,
NpesyCMOTPEHHbIX MYHKTOM 53 HacTtosiwmx [paBun, paspelumTenbHbIi opraH yBeAOMMsieT MEAMULMHCKYH
OpraHmM3aumio C WUCMOoNb30BaHMEM €AWHON CUCTEMbl MAEHTUUKaALMM U ayTeHTUdUKaumm o HeobXO4MMOCTM
yCTpaHeHus B CPOK, He npeBbiwatowwmn 20 paboymx gHen, BbISBNEHHbIX HapyLLIEHWUNA.

B cnyyae npeactaBneHus 3asiBrieHVsi 06 OTMeHe paspelleHusi B paspelunTenbHbIi opraH Ha GymaXkHOM
HOCUTENe paspeluMTenbHblii OpraH HanpaBnseT yBedoMIIeHMe O HeOoOXOAMMOCTU YCTpaHeHUs B CPOK, He
npesbilatoLmnii 20 paboymnx gHeN, BbISBEHHbIX HAPYLLEHW 3aKa3HbIM MOYTOBbLIM OTMNPaBIIEHNEM C YBEAOMITEHUEM
0 BpYyYeHUM Unmn B hopme 3MEKTPOHHOTO AOKYMEHTa, MOANUCaHHOTO 3NIEKTPOHHOM NOAMNMCHIO.

YBegomneHue B cniydyae ero HamnpasfeHust 3aKa3HbIM NOYTOBbLIM OTMNpaBfeHneM CYUTAETCS MOMyYEeHHbIM Mo
ncredermmn 10 paboumnx gHew ¢ AaTbl HanpaBneHWUs yBeOOMEHUS.

57. B cnyyae ecnu B cpok, coctaensowmi 20 pabounx AHEN, He YCTpaHEHbl BbIsIBNIEHHbIE HapyLUEHUs,
paspeLunTenbHbIA OpraH NPUHMMAaET peLLeHNE O BO3BpaTe 3asBreHns o6 oTMeHe paspeLleHmnst C MOTUBMPOBaHHbLIM
060CHOBaHNEM NPUYKNH BO3BpaTa.

58. B cny4ae ycTpaHeHus B Cpok, He npesbiwatowmnin 20 pabounx AHEN, BbISBNEHHbIX HAPYLUEHWUIN B TeYEeHne
3 pabounx pAHen co [OHA NpeacTaBrneHWs Haanexawmm o6pas3om OdOpPMIIEHHOrO 3asBneHuss o6 oTmeHe
paspelueHns paspeLumTenbHbIi OpraH MPUHUMAaeT pelleHWe O Havare pacCMOTPeHus 3asBreHus o6 OoTMeHe
paspeLueHus.

59. PeweHune 06 oTMeHe paspelleHnss Ha OCHOBaHWS 3asiBreHns MeAMLMHCKON OopraHnsaumn npuHuMmaeTcs
paspelumTenbHbIM OpraHoM B CPOK, He mpeBbiwatrwmn 10 pabounx gHEN CO AHSA MPUHATUS peLLeHUst O Hadvane
paccMOTpeHNs 3asBrneHns 06 OTMeHe paspeLLeHus.

60. PelwweHne 06 oTMeHe paspelleHus B criyyqasx, ykasaHHbIX B MoanyHkTax "6" - "u" nyHkTa 51 Hactosiwmux
MpaBwun, NnpuHMMaeTCcs paspeLlumMTenbHbIM OPraHoOM B CPOK, HE MpeBbllakLLni 5 paboumx gHEN CO OHA NONyvYeHUs
CcBeeHWIN, NOATBEPXKOAIOLLMX HANMYMe OCHOBAHMIM ANA OTMEHbI paspeLUeHus.

61. MNpuHATHNE peleHns 06 oTMeHe paspeLleHns ohopMAsSeTCs NPUKa3oM pa3peLunTernbHOro opraHa. B geHb
permctpaumm nprkasa 3anmcb 06 0OTMeHe paspeLleHns BHOCUTCH B PeecTp paspeLleHuni.

62. PaspelumTtenbHbIi OpraH ocyLecTBNAET BeAeHNE peecTpa paspeLleHnii.
63. B peecTp paspeLueHnii BHOCATCA creayoLlimne CBeAeHns:
a) HaMMeHOBaHWEe He3aperMcTPUPOBAHHOIO MEAMLIMHCKOTO U3genms ons AnarHoCTUKY in vitro;

6) pata npefocTaBfieHVsl paspelleHUss U ero pPerncTpauMoHHbI HoMep, AaTa M HOoMep npukasa o
NpeaocTaBneHNN paspeLleHms;

B) Ha3Ha4yeHne He3aperncTtpnpoBaHHOro mMeamumnHCKoro naaenna gna anarHoCTukun in vitro, yCTaHOBJ1EHHOE
N3roToBUTENEM;

r) HaMMeHOBaHWA paboT (ycnyr), COCTaBNSOLWMX MELOULMHCKYID [OEeATEeNbHOCTb, COMMacHO fULEH3MM,
BKITHOYAIOLLMX 3asiBNEHHYI0 chepy NPYMEHEHMS HE3apPErMCTPMPOBAHHOIO MEAMLMHCKOIO U3aennsa Ansg AMarHoCTUKN
in vitro;

/J.) HanmeHoBaHune, I/I,D,eHTl/ICbI/IKaLI,I/IOHHbIIZ HOMeEP Hanoronnartenblwnka N MeCTO HaxoXOaeHUA MeANLMHCKOM
opraHusauum, KOTOpOVI npenocTaBlieHO pa3pelleHne;
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€) AaTa 1 HoMmep npuKasa o NoATBEPXKAEHWUN paspeLLIeHus;

X) gata M Homep Mpuvkasa o nepeodOpMIEHUN paspelleHnsi, cBeaeHUs 06 M3MEeHEeHUVM HauMeHOBaHWuS,
agpeca 1 (Unn) MecTa HaxoXaeHUs MEAULIMHCKOW opraHM3aumn, KOTOPO NPeaoCTaBIeHO paspeLleHue;

3) AaTa M HoMep npuvkasa 06 OTMEHe paspeLLeHus.

64. CBegeHnsa 0 KOHKPETHOM paspeLueHnn No BeIbopy MeaULMHCKON opraHu3auuu nepegatorcs en B popme
3MNEKTPOHHOrO AOKYMEHTa, MOANMCAHHOIO YCUIIEHHON KBanu@ULUMPOBaAHHOW 3NEKTPOHHOW MOAMUCHIO, a B Clyyae
yKkasaHus B 3asBNeHMM O npPegoCcTaBfleHun WnuM MNOATBEpPXAEHUM paspeweHnss nubo B 3asdABneHWM o
nepeodopmneHun paspelleHMss Ha HeobXOAUMOCTb MPeaoCTaBeHUs TakoW BbINUCKM Ha OyMakHOM Hocutene
paspelunTenbHbIi OpraH HanpasnsieT MeAWLWHCKOW OpraHWsauun BbIMUCKY M3 peecTpa paspeLleHui 3akasHbIM
MOYTOBbIM OTMPaBNEHNEM C YBEAOMIIEHNEM O BPYYEHUN.

65. PaspewuTtensHbin opraH dopmMupyeT OOCbe Ha He3aperncTpMpoBaHHOEe MeguuMHCKoe usgenve ans
ANarHoCTWKM in Vitro 13 crnegytowmx JOKYMEHTOB:

a) 3asiBreHne O NpefoCTaBfEHUN pa3peLLeHnss U AOKYMEHTbI, NMPeayCMOTPEHHbIE MYHKTOM 9 HacTOSILLMX
MpaBun, 3asiBNeHMe O MOATBEPXOEHWM paspelleHnss U OOKYMEHTbI, NPeAyCMOTPEHHbIe NyHKTOM 11 HacToAwmx
MpaBun, 3anpocbl U OOKYMEHTbI, NPEeAyCMOTPEHHbIE NyHKTaMun 23, 24 n 27 HacTtosawwmx lMpaBun, 3asBneHue o
nepeodopmMIIeHNM paspeLLeHns, a Takke 3asiBNeHne 06 OTMEHE paspeLLEeHUs:;

0) konus 3agaHuMa  Ha MpoBedeHWe  JKCnepTu3bl  kadecTBa, addekTMBHOCTM U BesonacHOCTU
He3aperMcTpupoBaHHOIO MEANLIMHCKOro u3genus Ans AnarHocTukuy in vitro;

B) 3aKnr4yeHna no pe3ynbTatam QKCMNEepPTU3bl Ka4yecTBa, Sd)(*)eKTI/IBHOCTVI n ©esonacHocTH
He3aperncTpmposaHHOro MeguumHCKOro n3genna gna ouarHoCTtukn in vitro;

r) KONMKU NPUKA30B O NPUHATBIX PaspeLUUTENbHbIM OPraHOM PeLLEHUSIX;

4) OOKYMEHTbl M MaTepuarnbl, NogTBepXAallmne HanumyMe OCHOBaHWWA ANS MPUHATUS pa3peLumnTerbHbIM
OpraHom peLleHust 06 OTMeHe paspelleHuns], ykasaHHbIX B nognyHkTax "6" - "n" nyHkrta 51 HacToswwmx MNpasun.

66. XpaHeHue p[ocbe Ha He3aperncTpupoBaHHOE MeAUUMHCKOe w3denue Ans AuarHoCTuMKM in  vitro
OCYLLECTBMNSAETCS PErucTpupylowuM OpraHoMm B MNOpsAKe, YCTAHOBMEHHOM 3akoHogaTenbCTBOM Poccuiickon
depnepaummn o6 apxuBHoM gene.

67. PaspelumTenbHbii opraH pasMellaeT MHAOPMaLmio, CBA3aHHY C OCYLLEeCTBIIEHMEM MPefoCTaBleHNS,
nepeoopmrieHnsi, NOATBEPXOEHMS U OTMEHOM paspelleHMn Ha CBOeM oduumanbHOM canTe B
MHOPMAaLMOHHO-TENEKOMMYHUKALMOHHOK ceTun "UIHTepHeT".

PeweHua n gencteus (besgencteve) paspeLlunTenbHOro opraHa, nosnekwue 3a cobow HapylieHwe npas
IOPMAMYECKOTO fMLUA, a Takke 3akiioYeHWUs 9KCMEPTHOro yuypexgeHus Mo pesynbratam MpOBEeAEeHHbIX MM B
COOTBETCTBUM C HacToswmmu lNpaBunamm akcneptuad moryT ObiTb ob6xanoBaHbl MeAMUMHCKOW opraHvusauven B
nopsiake, yCTaHOBIEHHOM 3akoHoAdaTenbcTBoM Poccuiickon Pegepaumu.

Mpunoxexune N 1

k MNpaBunam npegocTasneHuns,
nepeoopmMIeHns, NOATBEPXKAEHUSA N OTMEHbI
paspeLleHnst Ha NPUMEHEHNE MEeANLIMHCKMX
nsgenumn, KotTopble npegHasHaveHbl

Ons AuarHocTukM 3abonesaHuin nytem
npoBefeHns nccreaoBaHuin o6pasLos
Buonornyeckoro matepvana yenoseka

https://www.consultant.ru

Crpanvua 13 ns 37


https://www.consultant.ru

MocTaHoBneHwe MpaBuTensctea PO ot 24.11.2021 N 2026
"O He3aperncTpMpoBaHHbIX MEAVLIMHCKMX U3AENUAX ANS ANArHOCTMKM in
vitr...

BHE ero opraHvMama, U3roToBneHbl
B MEAMLMHCKOM opraHn3aumm

N NPUMEHSIIOTCSA B MEOULIMHCKON
opraHusaumm, Ux N3roToBUBLLEN

NMPABUNA
OPIrAHU3ALUNU U NPOBEOEHUA SKCNEPTU3bl KAYECTBA,
BE3OMACHOCTU N 3®®EKTUBHOCTU MEOULIMHCKUX U3OETUHA,
KOTOPBIE NPEQHA3HAYEHBI ANA AWATHOCTUKU 3ABONIEBAHUA NMYTEM
NMPOBEAEHNA UCCNEOOBAHUNA OBPA3LIOB BMOJNIOMMYECKOIO MATEPUATA
YENOBEKA BHE EFO OPITAHU3MA, U3rOTOBNEHbLI B MEAULIMHCKOW
OPrAHU3ALIUM N NPUMEHSAIOTCA B MEOULIMHCKOW
OPrAHU3ALIUU, UX NU3TOTOBUBLLUEN

1. Hactosawme [lpaBuna onpemensioT NOPSAOK NPOBEAEHMST 3KCNepTu3bl KayecTBa, ©6e3onacHocTn wu
3(pPEeKTUBHOCTM MEOULUHCKMX W3OENWNA, KOTOpble MpedHasHadeHbl AN AnarHOCTUKM 3aboneBaHun nyTem
npoBefeHus nccnegoBaHuii obpasuoB Guonornyeckoro marepuana 4YenoBeka BHE ero opraHu3ma, U3rotoBreHbl B
MEOMLMHCKON oOpraHvM3aumMm u npUMEHSAOTCA B MEOMUMHCKOM oOpraHusauuu, uxX u3rotosuBllen (panee -
He3apermcTpupoBaHHoe MeAUUMHCKOe wu3genuve Ons AMarHoCTUKWM in Vvitro), B Lenax MNpUHATUS peLleHns o
NpeaocTaBeHUM WUNU MNOATBEPXKAEHUM paspelleHns Ha MNPUMEHEHME HEe3aperMcTpMpoBaHHbIX MeEANLMHCKUX
n3genuin ons guarHoCTUKKM in vitro (ganee - paspelueHue).

2. OkcnepTusa KayecTsa, apPEKTUBHOCTN M BE30NaCHOCTM He3aperMcTPUPOBAHHBLIX MEANLIMHCKUX U3AENui
Ansg  guarHocTvku in  vitro nposogutcs dedepanbHblM - TOCYAapCTBEHHbIM — BIOAXETHBIM  yupexaeHueM,
Haxogsawmmcs B BeaeHun degepanbHon cnyx6bl No Haa30py B cdepe 34paBOOXpaHEHUS (Oanee cOOTBETCTBEHHO
- paspelumTenbHbI OpraH, 9KCMEepTHOE y4ypexOeHue), Ha OCHOBaHWMM 3agaHui pas3peLumnTernbHOro opraHa Ha
npoBedeHne 3KCMepTU3bl KadecTBa, 9(PEPEKTMBHOCTM U Ge30nacHOCTM He3aperncTpyMpoBaHHbIX MEAULMHCKMX
n3genun ons guarHoCTUKK in vitro.

3a npoBefdeHWe 3KcnepTM3bl KavecTBa, 6Ge3onacHoCcTM U 3PEPEKTUBHOCTM He3aPErncTpUpoBaHHOMO
MEANLMHCKOro U34enust Ans AMarHoCTUKK in vitro B Liensix NpefoCcTaBneHns paspeLleHns unm ero NoaTBepKaeHus
B3MaeTCca rocyaapCcrteBeHHasa nowimHa B COOTBETCTBUU C 3aKoHOOAaTeIbCTBOM Poccuinckon dJe/J,epau,MM O Hanorax
n cbopax.

B TeueHune 3 paboumx gHENn co OHS NPUHATUA PELLEHMS O HayYane pacCMOTPEHUS 3asiBNIeHMS B COOTBETCTBUM
c lMpaBunamu npegoctaBneHusi, NepeodopMieHmnsi, NOATBEPKOAEHNS U OTMEHbl paspelleHns Ha NpUMEHeHne
MEOUUMHCKUX W3OENui, KOoTopble nNpedHa3HayeHbl Ans AWarHocTvku  3aboneBaHWi MNyTeM MNpPOBEAEHUS
nccrnegoBaHun o6pasLoB Gronornyeckoro matepuana YernoBeka BHE €ro OpraHn3ma, U3roToBMNEHbI B MEONLIMHCKOW
opraHu3aumm u NPUMEHSIITCS B MEAULIMHCKOW OpraHmM3aumm, X U3roToBMBLLEN, YTBEPXKAEHHBIMW MOCTAHOBIIEHVEM
MpaeutenbctBa Poccuiickorn ®enepaunm ot 24 Hosbpa 2021 r. N 2026 "O He3saperMcTpmpoBaHHbIX MeAULIMHCKMX
n3genuax Ans AuarHocTuKM in vitro", o npegocTtaBneHun WM NogTBEPXKOEHWUM paspelleHnst paspeLuvTenbHbIV
opraH odopmnsieT 1 BblAaeT 3aJaHne Ha NMpoBeAEHME SKCMepTU3bl KavyecTBa, 3ahekTMBHOCTM 1 6e30nacHOCTM
He3apermcTpMpoBaHHOIO MeAMLMHCKOro N3Aenusa onsg AMarHOCTUKM in Vitro 9KCNepTHOMY YYPEXAEHMIO.

3. 3KCFI6pTVI3a Ka4yecTBa, Sd)(*)eKTVIBHOCTI/I n 6esonacHocTn He3aperncTpnpoBaHHbIX MeaNLUNHCKUX nagenun
OnNs AnarHoCTuKKM in vitro ocHoBbIBaeTCsa Ha npuHUMNax 3aKOHHOCTH, cobnogeHns npae " cBobop 4enoBeka U
rpaxxgaHumHa, npaB ropunanyeckoro nmua, He3aBMCUMOCTU ISKCNepTa, 006BHEKTMBHOCTH, BCECTOPOHHOCTN N NOJTHOTHI
nccnegoBaHun, npoBOANMBLIX C MUCMNOJ1Ib30OBAaHMEM COBPEMEHHbIX DOCTVXKEHUN HayKn U TeXHUKN, OTBETCTBEHHOCTHU
QKCMEPTHOro y4dpexngeHna n 3KkCnepToB 3a npoBeaeHmne n pesyrbTaTbl 3KCNEPTU3bI.

4. 3apgaHve paspeluuTenbHOrO OpraHa Ha MpoBedeHWe 3JKCMepTU3bl KadecTBa, 9PGEKTUBHOCTM U
6e30MacHOCTM HE3aPErMCTPUPOBAHHBIX MEOULMHCKMX U3OENUI ANS OMarHOCTUKK in vitro MoxeT ObiTb HanpaBneHo
B 9KCMepTHoe yypexaeHue Ha GyMaxkHom HocuTerne nubo B copme 3MeKTPOHHOro AOKYMeHTa, MOANUCAHHOro
3MNEKTPOHHOW NOAMNUCHIO.

5. OkcnepTnsa kayecTsa, apPEKTUBHOCTU M BE30NACHOCTM HE3apPErMCTPUPOBAHHBLIX MEANLMHCKUX U3AENUi
ANS AMarHOCTUMKM in vitro NpoBOAMNTCA KOMUCCHEN SKCMEPTHOrO YYPEXAEeHNs (danee - KOMUCCUS), cCocTosLwen n3 3 u
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bonee 9KCNepToB, COCTaB KOTOpOVI yTBepXaaeTca pacnopagnTesibHbIM JOKYMEHTOM 3KCNEPTHOIro y4ypexXaeHu4.

6. B coctae kommuccum He MOryT GbiTb BKMIOYEHbl B KA4ecTBE SKCMEPTOB MPEeACTaBUTENW MEOMLMHCKOWM
opraHu3aLumn, YneHbl 3KCTMepTHOro CoBEeTa MO BOMPOCaM He3aperMcTpupoBaHHbIX MeOMLMHCKUX M3genuin ans
AMarHoCTUKK in vitro, co3aaHHOro Npu MeauLIMHCKOM opraHusauum (ganee - akcnepTHbIA COBET).

7. B coctaB koMuccuM MOTYT ObITb BKMIOYEHbl 3KCMEPTbl, HE SBMsAOLIMECS PaBOTHMKaMW 3KCMEPTHOro
yypexaeHus, obnagarLime cooTBETCTBYOWUMN 3HAHUSIMU, OMbITOM, HaBblKaMU 1 KOMNETEHLMSMMU, NPU HanNMymm
NX cornacws, 3a UCKIIYEHMEM 3KCNEPTOB, yKka3aHHbIX B NyHKTe 6 HacTosawmx Mpasun.

8. OkcnepTbl, BKMOYaeMble B COCTAB KOMWUCCUM, OIKHLI 3HATb 3aKoHoAaTerbHble U UHble HOPMaTUBHbIE
npaBoBble akTbl Poccuiickoih Penepaunm B cdhepe obpalleHUs MeaULUHCKUX U3Oenuii, opraHu3auuio U nopsaok
npoBeAeHUs KCNepTn3, NopAnaoK 0OPMIEHUS 3aKMOYEHNA KOMUCCUM SKCNepToB, MeToabl 06paboTkM 1 aHanuaa
pesynbTaToB MPOBeAeHHbIX OLLEHOK COOTBETCTBUA MEAVLMHCKUX M3Oenuii B hopMe TEeXHUYECKUX WCMbITaHUM,
KMUHUYECKUX UCTIbITaHUIA, UCMbITAHWUI, a Takke UMeTb Bbiclliee obpa3oBaHne U cTax paboThl B NoApasgeneHusix,
OCYLLIECTBNAILWMNX UMK obecneynBalolmMX OCHOBHbIE BUAbI AEATENbHOCTM SKCMEPTHOro YUYpexaeHus, He MeHee
ofHoro roaa.

9. KomneTeHumto OKCNepTOoB, BKIOYaeMbIX B COCTaB KOMUCCUUN, onpeaendeT 3KCnepTHoe ydpexaeHue.

10. Mpu npoBegeHUM 3IKCNepTU3bl KadecTBa, 3PPEKTUBHOCTM U Ge30MacHOCTU HesaperucTpUpoBaHHbIX
MEOULUMHCKUX U3OEenuiA AN OUarHOCTUKM in vitro aKkcnepT He MOXeT HaXOAMTbCS B Kakoi-NiMbo 3aBMCUMOCTM OT
opraHa unu nuua MeauLMHCKON OpraHM3aLmnm, Ha3HauMBLUKX 3Ty SKCMepTusy.

11. B cny4ae ecnu aKkcnepTty U3BeCTHbl 06CTOATENBCTBA, NPENATCTBYIOLLNE €r0 NMPUBMEYEHUIO K MPOBEAEHNIO
3KCnepTM3bl kavecTBa, 3heKTMBHOCTM M 6Ee30MacHOCTU HE3aperncTpupoBaHHOrO MEOULUHCKOro usgenus Ans
OMarHocTuku in vitro nMbo He nosBonswLne eMy cobnogartbe NPUHLMMBI MTPOBEAEHNS IKCNEPTU3bl, ONpeaerieHHble
HacTtoAwmMu [NpaBunamm, 3KCNepT B MMCbMEHHOW dopMe yBegomnseT 06 ykazaHHOM ob6cTosTeENbCTBE
PYKOBOAUTENS 3KCMEPTHOIO y4peXaeHus.

PykoBoauTenb 3KCNEPTHOrO y4pexaeHWst No pesynbTataM pPacCMOTPEHMSI MOCTYMNMBLUETO YBeAOMMEHUS
NPUHMMAET peLLEHNE O BHECEHUW U3MEHEHUIA B COCTaB KOMUCCUN.

12. Mocne yTBEPXKOEHNSA COCTaBa KOMUCCUM €€ YreHbl NMPOBOAAT OpraHn3auUMoHHoe 3aceaHne, Ha KOTOPOM:
a) n3bupaloT U3 CBOEro cocTasa npeacenartens KOMUCCUM 1 ee OTBETCTBEHHOTO CEKpeTaps;
6) onpenensoT NOPsSAOK PaGoTbl U NPUHATUS PELLEHUI KOMUCCUEN;

B) yTBepXXOatoT KarneHaapHbli nnaH paboTbl KOMUCCUN, UCXOAsi U3 CPOKOB NMPOBEAEHUS IKCMEPTU3bl KAa4ecTBa,
3 PEKTUBHOCTU 1 GE30MaCHOCTU HE3apPEerMCTPUPOBaHHbBIX MEAULIMHCKUX U34EeNUi NS AMarHOCTUKM in vitro;

r) oNpenensoT NHbIe NOMOXEHUS U YCIOBMKS, HeobxoauMble Ans paboTbl KOMUCCUM SKCMEPTOB U NPOBEAEHMS
3KCNepTM3bl KadvecTBa, 3PEEKTUBHOCTN M ©e30MacHOCTU HEe3aperncTpMpOBaHHbLIX MEeOULMHCKUX W3Jenuin ans
JMNarHoCTuku in vitro.

13. OpraHuzaumoHHOe K nocnegyowme 3acefaHuss KoMmccum odopmmsoTCs MpOTOKoNamm, KOTopble
NoAMNMCbLIBaKOT BCE €€ YNEHbI.

14. Mpeacenatenb KOMUCCUM OpraHM3yeT paboTy KOMUCCUM IKCTIEPTOB, B TOM YKCHIE:

a) onpepensieT MNOBECTKY AHS WU MNPOBOAMT 3acefaHusi KOMUCCUM B COOTBETCTBUM C YTBEPXOEHHbLIM
KaneHgapHbIM NnaHoMm paboTbl;

6) ocyLLeCTBNSIET KOHTPOMb COBMNIOAEHNS KOMUCCUEN YTBEPXKAEHHOIO nopsiaka paboTsl;
B) XxogaTtancTByeT (Mpy HeobXxoaMMOCTMW) Nepes PYKOBOAMTENEM 3KCMEPTHOMO YYPEXOEHUS O BKIHOYEHUN B

COCTaB KOMWUCCHM 3KCMEPTOB (IKCnepTa), ykasaHHbIX B NyHKTe 7 HacToAawwmx MNpasun, unm o BHECEHNWN U3MEHEHWUI B
COCTaB KOMUCCMU MO MPUYMHE OTCYTCTBUS YneHa (YNeHOB) KOMUCCUM (BpeMEHHas HeTpyaoCnocobHOCTb, OTNYCK,
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YBOSIbHEHWE, NHbIE NMPUYMNHBI);
r) obobuaeT pesynbTaTbl 3KCNEPTHBIX OLLEHOK, MPOBEAEHHbIX YreHaMn KOMUCCUN;
[) opraHu3yeT NoAroToBKY MPOeKTa 3aKMiYeHNs 3KCMEePTHOro yupexaeHus.
15. OTBETCTBEHHbIN CeKpeTapb KOMUCCUM BbINOMHAET cneayoLme OyHKUNK:

a) dopmupyeT NpPOTOKOMbl OpraHM3aLUMOHHOIO W MocneayloLWmX 3acefdaHuii KOMUCCUM  3KCMEepToB,
ocyLlecTBnseT c6op nognuceit Bcex YreHoB KOMUCCUM;

0) MHOPMMPYET YNEHOB KOMUCCUMM O NOBECTKE AHSA KaXA0ro 3acefaHns YNeHOB KOMUCCUU (3a UCKITIOYEHUEM
OpraHn3auMoHHOro 3acefaHus);

B) popMUpYyeT MPOEKT 3aKoUYEHNs1 SKCMEPTHOrO y4YpexaeHus No pesynbTataMm MNpoBeAeHHON 3KCnepTUsbl
kayecTBa, aPPEKTUBHOCTM U GE30MaCHOCTM HE3apermcTpUPOBaHHbLIX MeOULUMHCKAX U3OEenvii Ans AMarHoCTUKK in
vitro n ocywiecTenseT c6op noanuceit Bcex YneHoB KOMUCCUM;

r) HymepyeT u 3aBepseT MOAMUCHIO KaXAyl CTpaHULy MPOeKTa 3aKMoYeHUs1 SKCMepTHOro ydpexaeHus (3a
NCKIMKOYEHNEM TUTYNBHOIO NnCTa).

16. Kaxabli 4neH KOMUCCUMM MpU MPOBEAEHUM 3KCMEpPTM3bl kKadecTBa, 3pdekTMBHOCTM M Ge3onacHOCTU
He3aperMcTpUpOBaHHbIX MEAULMHCKUX U3AENWIA AN1S ANarHOCTUKK in vitro 065a3aH:

a) He3aBMCUMO W CaMOCTOSTENbHO MPOBECTU IKCNEPTU3Y NPeACTaBIEHHbIX pa3peLlunTesibHbiM OpraHoM
[OKYMEHTOB 1 MaTepUarnos;

6) 060CHOBaHHO M OGBLEKTMBHO CHOPMYNMPOBaTh BbIBOAbI B Npeaerniax CBoen KoMneTeHuum;

B) He pasrnawaTb CBEAEHUsl, KOTopble CTanu WM3BECTHbl B CBA3WM C MPOBEAEHWEM 3KCMEPTU3bl, a TaKke
CBeLEeHUs!, COCTaB/AOLME OXPaHAEMYIO 3aKOHOM TalHy;

r) cobniogaTtb YCTaHOBIIEHHbIE CPOKM 1 NOPAAOK NPOBEAEHNS IKCNEepPTU3bI;
n) obecneunTb COXPaAHHOCTb NPEeACTaBNEHHbIX MaTepuarnos.

17. OkcnepTbl He BApaBe nNpPOBOAUTbL 3JKCMepTU3dy KadecTBa, 9PdeKTMBHOCTM U 6He3onacHoCcTm
He3aperncTpMpoBaHHbIX MEAWLMHCKUX W3OenMin Ans AWarHOCTUKM in vitro no ob6palleHnto  MeauLMHCKOW
opraHmnsaumm HenocpeacTBEHHO K 9KcnepTy Nnbo B SKCNepTHOE yypexaeHue.

18. OJkcnepTHoe ydpexaeHwe npoOBOAMT JKCMEpTM3y KayecTBa, 3hekTMBHOCTM ©  Ge3onacHoCcTH
He3apermcTpMpoBaHHbIX MEAUUMHCKUX W3genui Ansg AMarHocTuMKM in vitro Ha OCHOBaHWW [OOKYMEHTOB W
MaTepuanos, NPeoCTaBlEHHbIX pa3peLUnTENbHbIM OPraHoM Ha BGyMakHbIX HOCUTENHAX U (MMKN) B SMNEKTPOHHOM
dopmaTe NOCPeAcCTBOM aBTOMATU3MPOBAHHOW WMHGOPMALMOHHOW CUCTEMbI paspelunTenbHOro opraHa no
TENEeKOMMYHUKALMOHHBIM KaHanam CBsI3K.

19. OkcnepTHoe y4ypexaeHne He BrpaBe TpeboBaTb HEMNOCPEACTBEHHO Yy 3asBUTENS U (MNN) WUHbIX
3aMHTEepPEeCOBaHHbIX UL, AOMNONHUTENbHbLIE OOKYMEHTbI, MaTtepuarnbl U CBedeHNsl, HeobxoanMble ANs NpPoOBeAEHUS
3KCNepTM3bl KadvecTBa, 3PdEKTUBHOCTN M ©e30MacHOCTU HEe3aperncTpMpOBaHHbLIX MeOULMHCKUX W3Jenuin ans
JMarHocTuKuM in vitro.

20. B cnyyae HeOOCTaTOYHOCTM O BbIHECEHWS SKCMEPTOM 3aKMioyeHust mMaTepuanoB W CBedeHWN,
codepxalluxcss B MPeAcTaBNeHHbIX MEAUUMHCKOW opraHvM3auuein 3asiBeHun o NpedocTaBlieHun  Unu
NOATBEPXKAEHUN paspelleHnss U OOKYMEeHTax, 9KCMepT CTaBUT BOMPOC O MpeAcTaBfieHUM emy HeobXxoauMbiX
maTepuanoB W CBeAeHW Meped pPyKOBOOAWUTENEM SKCMEPTHOrO YUpEXOEHWs, KOTopbli obpaliaeTcss C
COOTBETCTBYIOLLMM 3aNpOCOM B paspeLunTerbHbI OpraH, BbiAaBLUWIA 3adaHne Ha NpoBedeHue IKCNepTUsbI.

21. BasBuTenb 0b6a3aH NpeacTaBUTb OTBET Ha 3anpoc paspeLumMTenbHOro opraHa B CPOK, HE NpeBbILWaoLwunin
50 pabouunx gHen co aHs nony4eHnst aToro 3anpoca. B TeueHne 2 paboumx gHen co gHA NOCTYNMEeHMs OT 3asBUTENS
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OTBETa Ha 3anpoc pa3peLUVITeJ'IbeII7I OpraH HanpaBnaeT Takon OTBET B QKCMNEPTHOE y4pexageHune.

22. Bpemsi co gHSA HanpaBneHusi 3anpoca pyKOBOOMTENEM 3KCMEPTHOMO YYPEXAEHUS B pa3peLunTenbHbIf
OpraH OO0 AHA MNOMy4YeHUsl 3KCMEPTHbIM YYpexXAeHWeM OT paspeLunTenbHOro OpraHa OTBeTa Ha 3anpoc unu
yBEAOMINEHNS O HeNpeacTaBfeHUM OTBETA Ha 3anpoc HE Y4YMTbIBAETCS MPU MCUYMCIEHMM CPOKa MpPOBEAEHMS
3KCNepTM3bl KadvecTBa, 3PdEKTUBHOCTN M 0e30MacHOCTU HEe3aperncTpMpoBaHHbIX MeOULMHCKUX W3Jenuin ans
JMNarHoCTuku in vitro.

23. B cnyyae nonyyeHusi yBeAOMIIEHMST OT paspeluMTenbHOro opraHa O HenpeacTaBleHuM MeauLMHCKON
opraHusauven oTBeTa Ha 3anpoc 3KCMEPTHOE yYpeXaeHMe OCyLLEeCTBNSET NPoBeAeHNe 3KCNEePTN3bl HA OCHOBaHWUM
OOKYMEHTOB, UMEIOLLNXCS B €r0 PacnopsiKeHNN.

24. JkcnepTHOE ydpexaeHne B CpoK, He npesbiwatowmnin 30 paboymx gHen co AHA NonyYeHus 3agaHus unm
10 pabounx OHeWm B cnyvyae pacCMOTPEHWUst 3asiBNieHUs O MOATBEPXKAEHWW pa3spelleHnsi, OCYLLeCTBMsSeT
NpoOBEeAEHNE IKCMEPTU3bI 3aSBIIEHNS O NPeOCTaBEHNN U NOATBEPXKAEHUN pa3peLleHns 1 Npunaraembix K HEMy
OOKYMEHTOB B LIENAX onpegenexuns:

a) COOTBETCTBUSA HE3aPErMCTPUPOBAHHOIO MEAMLMHCKOrO U3aenusa Anst AMarHoCTUKK in vitro TpeboBaHuam K
MEOMLMHCKUM U3genusamMm, KOTopble npeAHasHadeHbl ANs AMarHocTMku 3aboneBaHui nyTeM npoBefeHus
nccrnegoBaHun o6pasLoB Gronornyeckoro matepuana YernoBeka BHE €ro OpraHnu3ma, U3roToBMNEHbI B MEONLIMHCKOW
opraHu3aumm 1 NPUMEHSITCA B MEOULMHCKON OpraHvM3aunn, ux M3roToBUBLLEN, YTBEPXAEHHBIM NOCTAHOBIIEHVEM
MpaeutenbctBa Poccuiickorn ®enepaunm ot 24 Hosbpa 2021 r. N 2026 "O He3zaperMcTpmpoBaHHbIX MeAULIMHCKUX
N3genuax ons guarHocTukm in vitro" (ganee - TpeboBaHMsA K HE3apermcTpMpoBaHHbIM MEAVNLMHCKAM U30eNusam ans
ANarHoCTUKM in vitro);

0) cooTBeTCTBMS MEOMLMHCKOW opraHm3auun TpeboBaHWMsIM K MEeOWLMHCKUM OpraHusaumsam, B KOTOPbIX
N3roTaBMMBAOTCA W MPUMEHAKTCA MEAUUMHCKME U3Oenus, KOTopble npeaHasHadeHbl Ansi AWarHoCTUKM
3aboneBaHu NyTem npoBedeHMs uccrnegoBaHui 0Opas3uoB OUONOrMYeckoro mMarepuana 4enoBeka BHE €ero
opraHuama, yTBepXaeHHbIM noctaHoBneHveM [paButensctea Poccunckon depepaummn ot 24 Hos6ps 2021 r. N
2026 "O He3aperncTpmMpoBaHHbIX MEAULMHCKUX U3OEeNUsaxX Anst AMarHoCTUKM in vitro";

B) COOTBETCTBMS XapaKTEPUCTUK (CBOWCTB) HE3aperucTpMpoBaHHOrO MEAUUMHCKOro u3genus  ans
ONarHoCTMKM in  vitro TpebGoBaHWSAM TEXHUYECKOM [OOKYMEHTauuW WU3roToBUTENS Ha He3aperncTpmpoBaHHOE
MeaMLMHCKOEe usgenue ansa AMarHOCTUKKM in vitro (ganee - TexHn4eckas JOKyMeHTauusa n3rotoButens);

r) BOSMOXHOCTU NMPUMEHEHUS He3aperncTpMpoBaHHOro MeauLIMHCKOro U3genns Ans AMardocTuKK in vitro no
HasHa4yeHWlo B COOTBETCTBUWU C SKCMIMyaTaLUMOHHON [AOKYMeHTaluuel W3rotoBuTens Ha HesaperncTpupoBaHHoe
MeaULUHCKOe U3aenue Ana AMarHocTUKK in vitro (oanee - akcnnyaTaunoHHasa AoKyMeHTaLuMsa U3roToButens);

4) [OCTaTOYHOCTM MpefoCTaBnEeHHbIX CBEAEHUA Ans MNOATBEPXKAEHUs KadecTBa, 9(MEKTUBHOCTU U
6e30nacHOCTV He3aperncTpMpoBaHHOIO MEAULMHCKOrO U3Oenus Ans AuarHoCcTukM in vitro;

€) NpeBbILLEHMS (HEMPEBLILEHNS) pUCKa NPUYNHEHMS BpeAa 300POBbI0 rpaxaaH v MeauLMHCKMX paboTHUKOB
BCNeACTBUE MPUMEHEHUS HE3APErMCTPUPOBAHHOIO MEAMLIMHCKOIO U3aenus ons AnarHocTuky in vitro, OTHECEHHOTO
K peareHTam, HabopaM Ana onpedeneHns aHanuToB Asl AUarHOCTUKM in vitro unu aHanuaatopam Ans AMarHOCTUKK
in vitro, a¢bdeKTMBHOCTN €ro NPUMEHEHMS.

25. HesapernctpmpoBaHHoe MeAUNLMHCKOE usgenue ans AMarHoCTuKM in vitro cuntaeTcsi COOTBETCTBYHOLLMM
NOMNoXeHnto NyHkTa 3 TpeboBaHM K HE3aPErMCTPMPOBaHHLIM MEOULUHCKUM U3LENUaM ONS AMAarHOCTUKM in vitro
Npu BbINOMHEHNN HE MEHEE OOHOI0 U3 CreayLmnX YCroBUN:

a) MMHUMManbHoe 4ucro obpasuoB Ouonornyeckoro maTtepuana 4enoBeka, KOTopoe Heobxogumo Aans
onpeaeneHnst CTaTUCTUYECKM JOCTOBEPHON KIMHUYECKOW YyBCTBUTENBbHOCTM U (MNW) KNMHUYECKON CNeLMgUYHOCTM
He3aperMcTpupoBaHHOIO MEOULMHCKOrO u3genus ANns OuarHOCTUKM in vitro, sBnSioLlerocs peareHTom, Habopom
ONns onpegeneHnss aHanuToB ANs AMarHOCTMKM in vitro, MOXeT ObiTb MOny4YeHo Ha TeppuTopumn Poccuickon
denepaumu B Cpok, coctasnsowmi 3 roga u bonee;

6) CTOMMOCTb MaTtepuanos (KOMHJ’IQKTYPOLLI,I/IX, KOMFIOHeHTOB) Aanda n3rotoBneHuna He3apernctpmnpoBaHHOro
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MEANUMHCKOrO U3enus Ans AUarHoCTUKM in vitro, sIBNAIOWErocs aHanmM3aTtopoM Ans AMarHoCTWKM in vitro wunm
obwenabopaTopHbiM 0bOpyoOBaHMEM AONA  AMArHOCTMKM in vitro, B KonuyecTtBe, Heobxogumom Ans
YAOBNETBOPEHMST MOTPEOHOCTM B €ro OOHOBPEMEHHOM WCMOSIb30BaHWM, COCTaBNSIET MeHee OAHOM NSATON
CTOMMOCTM 3aTpaT Ha NpoBeAeHNEe TEXHUYECKUX UCTbITaHUN U KMMHUYECKUX UCTbITaHWMI He3aperncTpupoBaHHOMO
MeaULMHCKOrO U3aenust 4ns AuarHocTukM in vitro B Lensix ero permctpaunm;

B) CTOMMOCTb MaTepuanoB (Cbipbsl, peareHToB, KOMMNOHEHTOB) AN U3rOTOBMEHWS He3aperncTpUpoBaHHOMO
MEeAULMHCKOro n3aenusa Ana AMardocTUKK in vitro, He ABNSAOLLErocs aHannsaTopoM Ans ANarHoCTUKM in vitro unm
obLenabopaTtopHbiM  0GOpydOBaHMEM AnA  OMarHocTUKM in  vitro, B KonudecTBe, Heobxogumom Ans
YOOBNEeTBOPEHNS NOTPEBHOCTM B €ro UCMomnb30oBaHWM B TeYyeHne KaneHaapHoro roga, cocTaBnseT MeHee OAHOM
TpeTh CTOMMOCTM 3aTpaT Ha MpoBedeHMEe TEeXHUYECKMX UCMbITaHWA W KNUHUYECKUX  WUCMbITaHui
HEe3aperncTpMpoBaHHOro MeQULIMHCKOrO M3Aenus Ans AMarHoCTUKM in Vvitro B Lenax ero peructpauum.

26. JkcnepTHoe y4ypexaeHue odopMISeT U HanpaBnseT B paspelluTerbHbIi OpraH 3aknioyeHue Mo
pe3ynbTaTtam 3KCnepTusbl kayecTBa, 3PPeKTUBHOCTM U GEe30MNacHOCTU He3apermcTpupoBaHHOTO MeOWMLMHCKOro
nsnenus anst AMarHocTUkK in vitro, cocTaBneHHoe no oopme, YyTBEPXKAEHHON pa3pelunTenbHbIM OpraHoM.

27. BbiBogbl, coaepXalimMecss B 3aK/IOYEHUM IKCMEPTHOrO yypexaeHusl, OOIMKHblI ObiTb OBOCHOBaHHbLIMY,
06BEKTUBHbLIMW, OHO3HAYHbLIMU U NMOHATHbLIMM.

28. 3akntodeHune QKCMEePTHOro y4pexageHuna OOoJNKHO OblTb NOONUCAHO KaXAbIM YNIEHOM KOMWMCCUM C
YKa3aHnem d)aMI/IJ'IVIVI N "Hnymanos.

29. YneH komuccumn B criydae CBOEro Hecornacusi ¢ BblIBOAaMM 9KCMEPTU3bl kavecTBa, IPdPeKTUBHOCTM U
6e3onacHOCTV He3aperMcTPUPOBaHHBLIX MEAMLMHCKUX M3Oenui Ansg AMarHOCTUKKM in vitro nsnaraet cBoe MHeHue B
NMMCbMEHHOM Buae C 06OCHOBaHWEM MNPUYUH Hecornacus C BbiBO4AMU 3KcnepTusbl. [JOKYMEHT, B KOTOPOM
N3MNOXEHO MHEHWEe 3KCMepTa, HECOrnacHoOro C BbIBOAAMM 3KCNepTM3bl kadecTBa, 3PdPEeKTUBHOCTM 1 Ge3onacHOCTH
He3aperucTpUpoBaHHbIX MEAMUUHCKMX W3OenuMn Ans  AWarHoCTMKM in vitro, npunaraeTcd K 3akioveHuto
SKCMEPTHOTO YYpeXAeHUs U ABMSETCS ero HeoTbeMIeMOW YacTblo.

30. 3akntoyeHne NO  pesynbTataM  3KCMepTU3bl  kadvecTBa, 3ddekTMBHOCTM U BesonacHocTu
He3aperncTpMpoBaHHbIX MEAMUMHCKUX WU3Oenuidi  Ans  AWarHoCTMKM in  vitro JormkHO OblTb  YTBEPXKOEHO
PYKOBOAUTENEM SKCTMIEPTHOMO YYPEXAEHUS NTMOO UHBIM YMONTHOMOYEHHBIM PABOTHUKOM 3KCMEPTHOMO YYpPEXaeHUs.

31. lMpoTokonbl 3acedaHnin KOMUCCUN IKCMEPTOB U UHblE OOKYMEHTbl U MaTepuanbl, chopMMpOBaHHLIE B
npouecce nNpoBedeHUs 3KCMepTM3, noanexaT apXUBHOMY XpaHeHuto nnbo XpaHeHuUo B Aenax 3SKCMepTHOro
YUYPEXOEHMS B NEpPUOA, COOTBETCTBYIOLLMIA XPaHEHNIO OOCbe Ha He3aperncTpupoBaHHOE MeOULMHCKOe uagenve
ONs AMarHoCTuKKM in vitro.

32. B cny4yae ecnvm OOKyMEHTbl U MaTepuanbl, Heobxoaumble ANS NPOBEAEHMS 9KCMepTU3bl KayecTBa,
acppekTMBHOCTM 1 6€30NacHOCTU HE3APETMCTPUPOBAHHBIX MEONULNHCKNX U3Aenui ANst AUarHOCTUKK in vitro, Obinu
npegocTaBneHbl 3KCMEPTHOMY YYpeXxaeHuo Ha OymaxHOM HocuTene, TO Takue [AOKYMEHTbl W maTepuansl
nognexaT BO3BpaTy B paspeluvTenbHbli OpraH OOHOBPEMEHHO C HanpaBfeHWEM 3akroyeHus No pesynbTaTtam
NpoBeAEHUS COOTBETCTBYIOLLEN 3KCNEPTU3bI.

33. B cnyyae ycrtaHoBneHusi paspelunTeribHbiM OpraHoM HECOOTBETCTBUS 3aKIHOYEHUS] 3KCMEePTHOro
YUPEXOEHMS  3a4aHUI0  Ha  MpoOBedeHWe  3KcnepTusbl  KadecTBa, IPGEKTMBHOCTM U 6e30nacHOCTM
He3aperncTpMpoBaHHbIX MEAULMHCKUX U3OeNnuin Ons AMarHoCTUKM in vitro, Takoe 3akrnyeHve BO3BpallaeTcs B
3KCMEepPTHOE yupexaeHue Ha aopaboTKy, CPOK KOTOPOW COCTaBnsieT He Gonee 2 pabounx gHEN CO AHS MOMy4YeHus
3KCMEepPTHbIM y4YpexaeHnemM Bo3BpaLleHHOro 3aknioyeHus.

OKcnepTHOE yypexaeHue B Te4YeHne ykasaHHOro B ab3aue NepBOM HACTOSLLEro NyHKTa cpoka HanpaBnseT B
pa3peLlnTenbHbIN opraH AopaboTaHHOe 3aKmYeHne, COOTBETCTBYHOLLEE 3adaHWMio Ha MpPoOBEAEHWE 3KCNepTU3bl
KauyecTBa, 3PEKTMBHOCTN N BE30MAaCHOCTN HE3aPErMCTPUPOBAHHBLIX MEOVULMHCKUX M3OenuiA Ans OuarHOCTUKKM in
vitro.

34. B cnyyae paccMOTpeHUs 3asBreHUs O MNpPeaoCTaBNEHUM paspeLleHus 3KCnepTM3a KayecTsa,
appekTMBHOCTM M BE30NacHOCTU HEe3aperucTpMpoBaHHOrO MEAUUMHCKOro M3genus Ansi AMarHocTuKW in vitro,
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ohopMIeHNe 3aKMOYeHMsl MO pe3ynbTaTam SKCMepTusbl KavecTBa, 3(PEKTUBHOCTM U 6GE30MacHOCTM
He3aperncTpMpoBaHHOTO MeOULMHCKOrO U3genusa ons AMarHOCTUKK in Vitro U HanpaBfieHUe 3TOro 3aKn4veHus B
paspeLunTenbHbI OpraH NPoBOAUTCS B CPOK, He npeBbiwatolmin 30 pabounx gHEN Co OHS NOMyYEHUs] SKCNEePTHBLIM
yypexaeHMeM OT paspeLLUTENbHOro opraHa COOTBETCTBYHOLLErO 3aaHns U creaylowmnx JOKYMEHTOB:

a) 3asiBNeHne O MpeaoCTaBIEHUM Ha NMPUMEHEHWE He3aperncTpUpOBaHHOTO MEAMLMHCKOrO usgenvs Ans
AMarHoCcTUKM in vitro 6e3 rocygapcTBeHHON perucTpaumu;

6) pekoMeHOOoBaHHas 3KCMEPTHbIM COBETOM W YTBEPXAEHHAs pyKkoBoAWUTENEM MEAMLMHCKOW opraHusauuu
TEeXHMYecKas AOKyMeHTaUmMs U3roToBUTENS;

B) pekoMeHaoBaHHaA 3KCMEPTHbIM COBETOM U yTBEepXAEeHHada pyKoBoOAUTEIIEM MeANLNHCKON opraHmnsauunm
JKCMJ1yaTaumMoHHaA AOKYMeEHTaUNUA N3rOTOBUTESA;

r) CBeOdeHusl, MOATBEPXAAloLMe BO3MOXHOCTb MNPUMEHEHWUs He3aperMcTpupoBaHHOTO MeaULUHCKOro
n3genus Ans gmarHocTvku in vitro gns avarHocTuMkM 3aboneBaHMIn B COOTBETCTBMM C  3KCMIyaTauMOHHOM
OOKyMeHTaunen n3rotoBuTens:

Ons peareHTOB, HaboOpoB ANs oOnpedeneHnss aHanuvToB [Ans AMarHocTuMKM in vitro - cBeaeHus,
noATBepXxaatoLme COOTBETCTBUE XapaKTEPUCTMK (CBOMCTB) HE3AapErncTpMpPOBaHHOIO MEAMLIMHCKOIo usgenus ans
ONarHoCTUKKM in vitro TpeboBaHNAM TEXHWYEeCKOM W 3KChnnyaTauWOHHOW OOKYMEHTaUMWM W3rOTOBUTENS, a Takke
cBeOeHUs], NoNy4YeHHble N3roTOBUTENEM HE3aPENMCTPUPOBAHHOIO MEAULMHCKOrO U3AEeNNUs ANs AMarHoCTuKM in vitro
1 (unun) onybnmnkoBaHHbIE B PELEH3NPYEMbIX HAyYHbIX U3AaHNSAX, MOATBEPXKOAOLME BO3MOXHOCTb €ro MPMMEHEHUS
MO Ha3HAYEeHUID B COOTBETCTBUMM C 3IKCMMyaTaUUOHHOW [OKYMEHTaUMen W3rotoBuTens, B TOM 4ucne
noaTBepXxaarLme KIMHUYECKyro 3pekTMBHOCTL U 6Ge30MacHOCTb He3aperncTpupoBaHHOIO  MEeOULMHCKOrO
n3genua ansa guarHocTuKu in vitro;

Onsi peareHToB 06LWenabopaTopHbIX AN AMarHOCTUKK in vitro, cpen NUTaTenbHbIX AMs AMArHOCTMKM in vitro,
obuwenabopaTopHoro o06OpyAOBaHUA AN AMArHoCcTUMKM in  vitro, emKocTel (KOHTeMHepoB) Ans npod u
o6LenabopaTopHbIX pacxofdHbIX MaTepuanoB Afs OUMAarHoCTUKM in vitro - cBedeHws, noaTBepXxaatoLine
COOTBETCTBUE XapaKTEPUCTMK (CBONCTB) HE3APErNMCTPUPOBAHHOTO MEANLIMHCKOIO M3Aenus Ans AMarHoCTMKK in vitro
TpeboBaHNAM TEXHUYECKON JOKYMEHTALUN U SKCNyaTaLuMOHHOM AOKYMEHTaLMN U3rOTOBUTENS, @ TaKkke CBEAEHNs,
MonyyYeHHble W3roTOBUTENEM He3aperncTpuMpoBaHHOMO MEAMLUMHCKOrO u3denus Ans AvarHocTuku in  vitro,
NOATBEPXXAAKOLME BO3MOXHOCTb €ro MNPUMMEHEHUSI MO HasHa4YeHWlo B COOTBETCTBMM C 3KCMyaTauMOHHOM
OOKyMeHTaunen n3roToBuTens;

ANA aHanu3aTopoB AN AMAarHOCTWKM in vitro - cBeeHusl, NOATBEPXKAaoLWMe COOTBETCTBUE XapaKTEPUCTUK
(CBOIMCTB) He3aperncTpMpoBaHHOrO MEAMLMHCKOro U3denus Ans AUarHoCTUKK in vitro TpeGoBaHUSM TeXHUYECKoi
JOKYMEHTauuM W 9KCnilyaTauMoOHHOW [JOKYMEHTaLuuM W3roTOBUTENS, a Takke CBedeHWsl, MofyYeHHble
N3roTOBUTENEM HE3aperncTpMpoBaHHOIO MeAWMUMHCKOro u3fdenus Ons AuvarHocTukM in vitro, nogTtBepxkaatoline
BO3MOXHOCTb €ro MNpVMMEHEHWs MO Ha3Ha4yeHWlo B COOTBETCTBUM C 3KCMNyaTaUMOHHOW [OOKyMeHTauumein
M3roToBMUTENS, B TOM uYuUCle MOATBEPXOAlLMe  KIMHUYECKylo  3deKTMBHOCTb U GesonacHocTb
He3aperncTpMpoBaHHOrO MeAULMHCKOrO U3AenNust AN AMarHoCTUKK in vitro;

/J.) cBeaeHnAa Ona noatrBepXneHuda COOTBETCTBUA He3apernctpupoBaHHOro mMeamunHCKoro maaenuna and
OWarHoCTUKKM in vitro NONoXeHuto NyHKTa 3 Tpe6OBaHI/Il7I K He3apernctpmposaHHbiMm MeOULUMHCKUM U3genuam and
ONarHoCTUKM in vitro, 1 060CHOBbIBalOLLNE UX mMmaTtepuarnbl;

€) KOomnuWsi cocTaBa 9KCMEepPTHOro coBeTa C yKa3aHMEM Y4YEHbIX CTEMeHel €ero YneHoB, YTBepXAeHHOro
pykoBOOAUTENEM MeOULIMHCKON opraHu3aLum;

X) KOMWM MPOTOKOMNOB 3acefdaHuii 3KCMEepTHOro CcoBeTa, Ha KOTOPbIX pPeKkoMeHOoBaHbl TexHuveckas
JOKYMEHTaLMs U3roTOBUTENS M SKChnyaTauuoHHas [OOKyMeHTauusl U3roTOBUTENs Ha HesaperucTpupoBaHHoe
MeaULMHCKOe U3genue ansa AMarHoCTUKM in vitro;

3) ONUCb AOKYMEHTOB.

35. B cny4yae pacCcMOoTpeHUA 3adaBlieHNnA O noAaTBepXaeHUn pa3pelleHna J3SKCnepTnu3a KadecTBa,
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apdeKkTUBHOCTM N GE30NacHOCTM HEe3aperncTpMpoBaHHOIO MEAMLMHCKOrO M3genust Anst AMarHoCTMKKM in vitro
oopMIiEHME 3aKMiOYeHMs MO  pesynbTaTaM  3KCNepTu3bl  KadecTBa, 3ddEKTUBHOCTM U ©6e30nacHOCTM
He3apermcTpMpoBaHHOroO MeAULMHCKOrO M3aenusa Ans ANarHoCTMKK in vitro U HanpaBneHne 3TOro 3aknioveHus B
paspeLunTenbHbIN OpraH NPOBOAUTCS B CPOK, He npesbiwaowmi 10 pabounx aHen co OHA NOMy4YeHUs1 SKCNEPTHLIM
yupexgeHmem OT paspeLunTenbHOro opraHa CoOOTBETCTBYHOLLErO 3a4aHns U CneayoLwmx JOKYMEHTOB:

a) 3asBneHVe O NOATBEPXOEeHWM paspelleHUss Ha NpUMEHEeHUEe He3aperucTpMpoBaHHOrO MeAWLIMHCKOro
nsgenua Ans AuarHocTuKK in vitro 6e3 rocyapcTBeHHOW perucTpauuu;

0) cBeaeHus1 O NPUMEHEHUM He3aperncTPUpOoBaHHOIO MEAULMHCKOro M3genus ans AMarHoCTukW in vitro B
TeYeHMe cpoka [JeWCTBUS NpegoCTaBleHHOro WM NoATBEepPXOEHHOro  paspelleHusl, NoaTBepXKaatolme
BO3MOXHOCTb €ro MNpPMMEHEHWst MO Ha3Ha4YeHWld B COOTBETCTBUM C IKCMMyaTaUMOHHOW [OKyMeHTauuen
nsrotoBuTENsl, B TOM 4uCNe NOATBEpPXAAKLIME  KIUHMYECKYID  3hdpeKkTMBHOCTL M 6e3onacHoCTb
He3apernMcTpUpOBaHHOIO MEAULIMHCKOro U3aenus Ans AMarHoCTUKK in vitro;

B) CBedeHWs Onsi MOATBEPXOEHWS COOTBETCTBMSI HE3aperncTpupoBaHHOTO MEAMUMHCKOro usgenus ons
ONarHoCTMKKM in vitro nonoxeHuto nyHkTa 3 TpeboBaHMin K HE3apPErMCTPUPOBAHHBIM MEAULMHCKUM U3genusam ans
ONarHoCTUKM in vitro n 060CHOBbIBaKOLLME X MaTepuansl;

r) onucb AOKYMEHTOB.

36. OcHoBaHMsIMM [ONsi  BbIHECEHUSI 3KCMEPTHbIM  YYPEXAEHUWEM 3aKMIOYEHUS] O HEBO3MOXHOCTU
NpeaoCTaBneHMs UNU MNOATBEPXAEHUS paspelleHuMs Ha MPUMMEHEHUEe He3apermcTpupoBaHHOMO MEeOULMHCKOrO
n3genus ansa AnarHocTUKK in vitro aBnsoTCs:

a) HenoATBepXaeHWe KadecTtBa, M (Mnun) acpdekTnBHocTH, 1 (MnNn) 6Ge3onacHOCTN He3aperncTpMpoBaHHOIroO
MEANLMHCKOro N3nenus Ans AUarHoCTUKM in vitro nony4yeHHbIMU AaHHbIMK;

0) AaHHble, cBMOETENbCTBYOWMNE O TOM, YTO PUCK MPUYMHEHWS Bpeda 340POBbI0 rpaXaaH Y MeauLMHCKMX
pabOoTHWMKOB BCreAcTBME NMPUMEHEHMS HE3aperncTpupoBaHHOIO MEeAMLMHCKOrO U3Aenusa Ans AUarHoCTUKM in vitro
npesblaeT 9PPEKTUBHOCTb €ro NPUMEHEHMS;

B) HEeCOOTBETCTBME HE3APETMCTPNPOBAHHOIO MeaANUMHCKOro n3genna ona aqnarHoCTtukn in vitro Tpe6OBaHl/IFIM
TEXHUYECKON U (I/IJ'IVI) SKCﬂﬂyaTaLI,VIOHHOVI OOKYyMEeHTauUnn N3roTOBUTESTA;

r) HECOOTBETCTBME HE3APETMCTPUPOBAHHOIO MEAMLMHCKOrO U3AEeNUst Ans OUarHoCTUKK in vitro TpeboBaHmnsim
K HE3aperncTpupoBaHHbIM MEAULMHCKAM M3AEeNUaM ANS AMarHOCTUKM in vitro;

) HECOOTBETCTBME MEAMLIMHCKOM OpraHusaumn TpeboBaHUsaM K MeOULMHCKUM OpraHm3auusM, B KOTOPbIX
N3roTaBnMBaTCA W MNPUMEHSIOTCA MEeOUUUHCKME W3Lenus, KOTOpble nNpedHas3HayeHbl AN OMarHOCTUKK
3aboneBaHni NyTem MNpPOBEAEHUS MWccnedoBaHWM 0bOpas3LoB Ouonornyeckoro matepuana 4enoBeka BHE ero
opraHuama, yTBepXaeHHbIM noctaHoBneHveM [paButensctBa Poccunckon depepaummn ot 24 Hos6ps 2021 r. N
2026 "O He3aperncTpmMpoBaHHbIX MEAULMHCKUX U3OENUsaxX Anst AMarHoCTUKM in vitro";

€) MoCTynneHne B 3KCNEpPTHOE yYpeXAeHUe MUCbMEHHOrO YBEeAOMIIEHUs paspeLlnTenbHOro opraHa o Tom,
YyTo MO pesynbTaTaMm [oCyAapCTBEHHOIO KOHTPONS 3a obpalleHneM MEAVMUMHCKUX W3OENUA  BbiSIBIIEHO
HecooTBeTCTBUE cBeAeHUIN 06 apEKTUBHOCTN N BE30MNacHOCTU He3aperncTpUpoBaHHOIO MEAULMHCKOrO M3aenus
ANg AUarHOCTUKK in vitro gaHHbIM O He3aperucTpMpoBaHHOM MeAWULIMHCKOM M3genuu Ans OuarHoCTUKM in vitro,
coaepxallumcs B IOKYMeHTax, ykasaHHbIX B MyHkTe 35 HacToAwmx Mpasun.

Mpunoxenue N 2

k MNpaBunam npegocTasneHuns,
nepeoopmMIieHns, NOATBEPXKAEHNS N OTMEHbI
paspeLleHnst Ha NPUMEHEHNE MEeANLIMHCKMX
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n3aenui, KoTopble npegHasHayeHbl
Onsi QUarHoCTuKM 3aGoneBaHuin nyTem
npoBeaeHUs uccreaoBaHuini o06pasLoB
Guonornyeckoro matepuana yenoseka
BHE €ro opraHuamMa, U3roToBJieHbI

B MEOWLIMHCKOWN opraHun3aumm

N NPUMEHSIIOTCS B MeOULIMHCKOM
opraHu3aumm, X N3roToBuBLLEN

NONOXEHUE
OB 3KCIMNMEPTHOM COBETE MO BOMPOCAM O MEOMLUIMHCKUX N3OENUAX,
KOTOPBIE NPEQHA3HAYEHBI ANA AWATHOCTUKU 3ABONIEBAHUA NMYTEM
NMPOBEAEHNA UCCNEOOBAHUNA OBPA3LIOB BMOJNIOMTMYECKOIO MATEPUATA
YENOBEKA BHE EFO OPFAHU3MA, U3rOTOBJNEHbLI B MEAULIMHCKOW
OPrAHU3ALIUM N NPUMEHSAIOTCA B MEOULIMHCKOW OPFTAHU3ALIMM,
UX U3roTOBUBLLEA, CO3OAHHOM NPU MEOULMHCKOW OPITAHU3ALIUM,
BKIIOYAA TPEBOBAHUA K EIO YIEHAM

1. OKCNepTHbIA COBET MO BOMPOCaM O MEeAMUMHCKMX M3Oenusix, KoTopble npegHasHaveHbl Ans AUarHoCTUKK
3aboneBaHnii NyTem MpPOBEAEHUs WCcneaoBaHui ob6pasloB 6Guornornyeckoro maTtepuana 4yenoBeka BHE ero
opraHuMama, W3roToBfeHbl B MeOMWLMHCKON OpraHm3aumMum W NPUMEHSIIOTCS B MEeOWLMHCKON opraHusaummn, ux
N3roToBMBLLEN (Jarnee COOTBETCTBEHHO - HE3APErMCTPUPOBaHHOE MeAULIMHCKOe u3aenve Ans AnarHocTuky in vitro,
3KCMEepTHLIA COBET), co3gaeTcs NpuW MeOMLMHCKOW opraHusauun, B KOTOPOW NNaHWpPYeTCcs U3roTaBnuBaTtb M
NPUMEHSITb Takne MeauLUUHCKMe n3aenus.

2. OCHOBHOW 3ajauyell 9KCMEPTHOro COBETA SIBMSIETCS PacCMOTpeHMe U BblpaboTka pekoMeHaauuin no
TEXHUYECKON JOKYMEHTAaLMN M3roToBUTENS (MEAMLMHCKON OpraHn3aummn) Ha He3apermcTprpoBaHHOE MeaULUHCKOE
usgenue Ans OUarHOCTMKM in vitro (manee - TexHuuyeckasl JOKYMeHTauusi) U SKCnyaTaluMoHHON AOKYMeHTauum
M3roTOBWUTENSA Ha He3aperncTpupoBaHHOE MEAMULMHCKOEe W3denue [Ans auarHocTvku in vitro (ganee -
3KCMnyaTauMoHHas JAOKyMeHTauus).

3. CocTtaB aKCnepTHOro CoBeTa YTBEPXKAAETCA pyKOBoAUTENEM MEAULMHCKON opraHm3aummn. [ns BKNYeHus
nMua B COCTaB 3KCMEePTHOro coBeTa He06X0AMMO €ro MMCbMEHHOE cornacue.

4. B cocTtaB 3KCNepTHOro coBeTa BXOOAT npeAacenaTenb, 3amMecTUTenb npeacedartens U cekpeTapb,
sBnsaoLWmMecs paboTHMKaMN MeOULMHCKON opraHM3aumun, npyu KOTOPOW co3aaH 3KCMEPTHLIN COBET, U MHbIE YNEHbI
3KCMepTHOro coBeTa. PykoBoauTenb MeOuUMHCKOW OpraHusauumm, Npu KOTOPOW CO3[4aH SKCMEepTHbIA COBET, He
MOXET ABMATbCA YNEHOM 3KcnepTHoro copeTa. ObLee YMCO YNIEHOB 3KCNEPTHOro COBETA HE MOXET COCTaBMSATb
meHee 10 n 6onee 19 yneHoB..

5. B coctaB 3KCMepTHOro coBeTa MOryT BKMYaTbCs NPEACTaBUTENM  HayYHbIX OpraHusauuin,
obpa3oBaTenbHbIX OpraHu3auui Bbicllero obpasoBaHust U (MNKM) MEOMUMHCKMX OpraHu3auui, He sBnsitoLiMecs
paboTHMKaMN MEAMLMHCKOW OpraHu3auum, npu KOTOPOW COo34aH 3KCMEPTHbIN CcoBeT. YMCro TakuMx 4reHoB
3KCMEepPTHOro CoBEeTa He MOXET COCTaBNATb Goree NonoBMHbI ero obLLe YNCIIEHHOCTH.

6. YUneHbl 3KCNepTHOro coBeTa, 3a MCKIHYEHNEM CEKpeTapsl 3KCMEepPTHOro COBETa, AOMMKHbI MMETb YYEeHYIo
cTeneHb AOKTOpa UNu kaHauaata Hayk. [Mpu aTom:

a) HEe MeHee TpeTUn YNeHOB 3KCNepTHOro coeeTa AOJIKHbl COCTaBNATbL AOKTOPaA HaykK;

6) HEe MeHee TpEeTn 4IIeHOB J3KCNepTHOro coBeta AOOJIKHbl MMEeTb YYEeHYH CTeneHb, NPUCYyXAeHHyr Nno
MeANLUNHCKMM HayKaM;

B) HEe MeHee TpeTu 4IeHOB JKCNEepTHOro coBeTa AOOJKHbl MMEeTb YYEeHYK CTeNneHb, NPUCYXAEHHYK Nno
ononorn4yecknum HayKkaM Uinn TexHN4eCKUM HaykaM.

7. YneHbl 9KCMEPTHOro coBeTa, 3a WCKI4YeHMEM CeKpeTapsa 3KCNEepTHOro coBeTa, AOJTXHbl obnagatb
cneunanbHbiMM  3HAaHMAMW W HaBblkaMn B ccbepe pa3pa60TKM, N3roToBI1IEHNA U (VIJ'II/I) NPUMEHEeHUA
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He3aperncTpnpoBaHHbIX MeANLINHCKUX n3genun gns AMarHoCTuKM in vitro (,D,anee - cneunanbHbl€ HaBblKN U 3HaHl/IF|),
TeXHn4yecCkaa AOOKyMeHTauuna U JKCcnnyaTtaunmoHHada OOKyMeHTauunAa Ha KOTOopble pacCcMaTpuBaeTCA 3SKCMNEepPTHbIM
coBeTOM.

8. Kputeprem obnagaHusi cneumnanbHbIMU HaBblkaMW U 3HAHUSIMU SIBASIETCS HANMYME y YrieHa SKCrepTHOro
coBeTa 3a 5 neT, NPeALecTBYOLWNX Ero BKIIOYEHNIO B COCTAB 3KCMNEPTHOrO coBeTa, He MeHee 5 nybnukauuii B
Hay4HbIX W3[aHWsAX, UHOEeKcMpyeMblx B Gasax gaHHbix Web of Science wnu Scopus, n (Unu) naTeHTOB Ha
n3obpeTteHne, U (MNK) NAaTeHTOB Ha MONE3HY MoAenb, N (MNM) NAaTEHTOB Ha MPOMbLILEHHLIN 0bOpasel, U (unu)
CBUOETENbCTB O FOCYAAPCTBEHHOW peructpauuy nporpamm ans OBM u 6a3 gaHHbIX B cdepe NpUMeEHEHMUs
(pa3paboTkn, W3rOTOBMEHMS) HE3apeErMcTPMPOBaAHHbLIX MEAULMHCKUX W3OEenuWin Ans  AuMarHocTWMKM in  vitro,
TeXHUYeckass JOKYMEHTaUMUs M 3KCMniyaTauMoHHas [OKYMEHTauMsi Ha KOTOopble paccMaTpuBaeTcsl 3KCMEepPTHbLIM
COBETOM.

9. CocraB OKCMEPTHOro coBeTa noaneXxut nepecMoTpy No peleHunto pyKkoBoaUTENA MeANLMHCKOM
opraHusauunn.

10. OcHoBHOM ¢hopmMorn paboTbl IKCNEPTHOro coBeTa sABNSETCA 3acedaHue. [onyckaeTcs npoBedeHue
3acefaHunsi SKCMEePTHOro CoBETa C MCMOMb30BaHMEM CPEACTB TENMEKOMMYHUKALMM B PEXNUME BUOEOKOH(EPEHLINN.

11. 3acepaHus OKCMEePTHOro coBeTa npoBOgATCA NO Mepe HeobxogMMOCTK No peweHnto pykosoaunTensa
MeANLNHCKOMN opraHusauun. TexHn4yeckas AOOKyMeHTauuna 1 SKCcrjiyataunMoHHaa JOKyMeHTauuna anda pacCMOTpeHuA
QKCMEPTHbIM COBETOM HanpaBidAeTCA B SKCﬂepTHbIVI COBET pyKoBoguTenem MEANLNHCKOMN opraHmsauum mnnn ero
3amMecTuTenem. PaCCMOTpeHMe TEXHUYECKOM AOOKyMeHTaunnm n SKCHJ'IyaTaLI,VIOHHOVI AOOKyMeHTauunn ocyLluecTBAeTCA
9KCMNEePTHbIM COBETOM B CPOK, HE I'IpeBbILuaIOLLI,I/IVI 30 pa60l-||/|x OHEen co gHA ux NoCTynneHund B SKCFIepTHbIPI coBeT.

12. MNMoaroToBKy 3acedaHnst SKCMEPTHOrO coBeTa OCYLLECTBMSAET CeKpeTapb 3KCMEPTHOro CoBETa, KOTOPbIN
HanpasnseT matepuanbsl AN pacCMOTPEHWUs Ha 3acedaHuu 3KCMepTHOro COBETA €ro YneHam u MHgopmupyeTt o
AaTte nNpoBefeHns 3acefaHns B CPOK, COCTaBNALWNA He MeHee 5 pabounx gHen 0o ykasaHHOW Aathl.

13. 3aceaHne cumTaeTcs NPaBOMOYHBIM, ECIIM HA HEM NpPUCYTCTBYeT Gonee ABYX TpeTeln oT obLlero uncna
UNEeHOB 3JKCMEepPTHOro coBeTa. YneHbl 3KCMEepTHOro coBeTa Yy4yacTBYWOT B ero paboTe NMYHO, AernerMpoBaHve
MOSIHOMOYMI He JOMYyCKaeTCs.

14. K pabote akcnepTHoOro coseta Ha 6e3B03ME34HON OCHOBE M C NMPaBOM COBELLATENbHOIo ronoca MoryT
npuBnekaTbCs creuuanucTel (3KkcnepTol), obnagjatoLme cneumanbHbIMU 3HaHUSIMU U HaBblKamu, He SBNSOLLMECS
YneHamm 3KCMEPTHOroO COBETA.

15. 3acepaHve npoBoAMT nNpefcedaTenls 9KCMEpTHOrO COBeTa, a B €ro OTCYTCTBME - 3aMecTUTenb
npencepaTens 9KCNepTHOro cogeTa.

16. YUneHbl aKkcnepTHOro coBeTa OGnagalT paBHbLIMK MpaBamy NpU OBCYKOEHUM paccMaTpuBaeMblX Ha
3aceqaHuM BOMPOCOB W MpW FOJloCoBaHUM, 3a WCKIIOYEHUMEM CeKpeTapsi 3KCMepTHOro COBEeTa, KOTOpbIA MMeeT
coBeLllaTenbHbIi rosoc.

17. YneHbl 9KCNEepTHOro coBeTa NMEKOT NpPago:
a) BHOCUTb NMpeanoXeHus no hopMm1poBaHMIO NOBECTKM 3aceaHnin 9KCNepTHOro CoBeTa;

6) npeonaraTb KaHaMOaTypbl chneuvanucToB (3KkcnepToB), obnagallmx cneuvanbHbIMU 3HAHUAMU U
HaBblKaMU, He ABMNSAIOLMNXCA YNeHaMm1 SKCNepTHOro CoBeTa AN y4acTus B 3aceaHnsIX 9KCNepTHOro COBeTa;

B) y4acTBOBaTb B MOATOTOBKE MaTepuarnos no paccMaTpvMBaeMbiM BONpOCam;

F) uanaratb B MNWCbMEHHOM BMAE 0CODOE MHEHue Mo BOMpocy, paccmatpmBaeMomMy Ha 3acegaHun
QKCMEePTHOro coBeTa, KOTOpPOE npunaraeTcd K NpoToKOoJ1y 3aceaHNA 3KCNEepPTHOro coBeTa.

18. lpyv paccMOTPEHUN TEXHUYECKOM [OOKYMEHTauMM W IKCMflyaTauMoHHOM [AOKYMEHTaLuuu uYrneHamm
3KCMEepTHOro CoBeTa OLEeHNBAETCS:
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a) COOTBETCTBME TEXHWYECKON OOKYMEHTaLuM yCTaHOBMNEHHbIM TPEOOBAHUAM K COOEPXKaHWUIO TEXHUYECKON
OOKYMEeHTaLMmn Ha He3aperncTpMpoBaHHOE MeaMUUHCKOe n3genve ons auarHoCcTuky in vitro;

©) [OCTATOYHOCTb MOMOXEHUA TEXHWYECKOW OOKyMeHTauuu ansi obecneyeHusi COBOKYMHOCTU CBOWCTB U
XapaKTepUCTUK He3aperMcTpUpoBaHHOIO MeAMUMHCKOrO U3genus Ans AWarHoCTUKM in  vitro, BNMsOLWIMX Ha
BO3MOXHOCTb €ro MpUMEHEHMSI MO Ha3HA4YeHWo MNpU YCIOBUW COOTBETCTBUS TPebGOoBaHUSAM TeXHUYeCKon
JOKyMeHTauum (kayecTea He3aperncTpMpoBaHHOro MeaULMHCKOrO U3Oenus Ans AuarHocTuku in vitro);

B) COOTBETCTBME 3KCMyaTaLMOHHON [OOKYMEHTauMuM YCTaHOBMEHHbIM TpeboBaHMAM K coAepKaHuto
3KCnnyaTauMOHHOW AOKYMEHTALMN Ha HE3aperncTpMpoBaHHoe MeauLUMHCKoe n3genve ans AMarHoCTMKM in vitro;

F) BO3MOXHOCTb NpUMEeHEHNA HeE3apermcTpmpoBaHHOro MeamumMHCKoro n3genna ana ouarHoCTtukmn in vitro ana
ANarHocTuku 3aboneBaHnin B COOTBETCTBUN C SKCFU'IyaTaLI,VIOHHOPI /J,OKyMeHTaLI,VIePI.

19. Mo pesynbTaTamM PacCMOTPEHUS TEXHWYECKOM [OOKYMEHTauuM K IKChfyaTauuMoHHOW [OOKyMeHTauumm
3KCMEePTHbIV COBET NPUHMMAaET OAHO U3 CNEeAYIOLMNX peLLeHN:

a) pekoMeHaoBaTb TEXHUYECKYHD AOOKYMEeHTaUuuio W 3KcninyaTauuMoHHYH AOOKYMEHTauWUko K yTBepXOeHUto
pykoBoauTenem MEANLNHCKOMN opraHusauunu;

0) pekoMeHOOBaTb TEXHUYECKYHD [OOKYMEHTaUMI K YTBEPXOEHMIO pykoBoAUTENeM MegULMHCKON
opraHM3aumm 1 HanpaBUTb SKCNyaTaUMOHHY0 JOKYMEHTaLMIo Ha 4opaboTky;

B) pekoMeHaoBaTb 3KCnyaTauMOHHYKO AOOKYMEeHTaUuU K YTBEepXOEeHUK pykoBOOUTENEM MeANLMHCKOM
opraHunsauunm n HanpaBuUTb TEXHUYECKYIO JOKYMEHTALNIO Ha p,opa60TKy;

r) HanNPaBWUTb TEXHUYECKYO JOKYMEHTALMIO U 3KCNIyaTaLUOHHYH0 OKYMEHTAaLMI0 Ha JopaboTky.

20. PeweHune 9KCMEePTHOro coBeta CHUTaAETCA NMPUHATbBIM, €CJTM 3a HEro nporosiocoBasio Gonee MNoOMNoBMWHbI
NPUCYTCTBYKOLWMX Ha 3acedaHun 4reHOB 3KCNepTHOro coBeTa. I'IpM paBeHCTBE roJ/IOCOB pellarlnmMm ABnAeTcA
rofioc npegcenartenbCTByOLLEero Ha 3acegaHnn 3KCNepTHOro coBeTa.

21. PelweHne akcnepTHOro coseta O0POpMISEeTCs NPOTOKOMIOM, KOTOPbIA MOANUCHLIBAETCS BCEMU YNeHamu
9KCNEepTHOro coseTa, NPUCYTCTBOBaBLUMMU Ha 3acedaHuun, B TOM YMCre NpUMHUMaLWMMKU y4actue B 3acegaHuu ¢
MCMONb30BaHWEM  CPEeACTB  TeNeKkOMMyHMKauuMM B pexume  BUOEOKOH(EepeHuun, u  yTBepxaaeTtcd
npegcenaTenbCTBYOWUM Ha 3aceaHnn 3KCNepTHOro CoBeTa.

22. B cnyyae nNpuHATUS pelleHnsl, NpeaycMOTPEeHHOro nognyHktamm "6" - "r" nyHkta 19 HacTosiiero
MonoxeHus, K NPOTOKOIY 3acefaHnsi AKCNepPTHOro CoBeTa npunaraeTcs MOTUBMPOBAHHOE OOOCHOBAHWNE MPUHATUS
COOTBETCTBYHLLENO peLLeHNsi C yKka3aHWeM KOHKPETHbBIX MPUYMH, MOCMYXMBLUMX OCHOBaHUEM A1 MPUHSATUSA OJHOMO
N3 yKa3aHHbIX PELLUEHUN, a TaKkKe peKoMeHaauumn no yCTPaHEHMWIO BbISIBIIEHHbIX HEAOCTATKOB.

23. lNpoTokon 3acefaHnsi 3KCNEPTHOrO COBETa HaMpaBnseTCa PyKOBOAUTENO MEAMLMHCKON opraHnsaumu.

Mpunoxexnne N 3

Kk MNMpaBunam npegocTaBneHns,
nepeodopmMeHmns, NOATBEPXKAEHUSA N OTMEHbI
paspeLleHns Ha NPUMEHEHNEe MeONLNHCKNX
n3genun, KoTopble NnpeaHasHaveHsbl

Ons AMarHoCTuKM 3aboneBaHnin nyTem
npoBeaeHns ncenegosaHuin obpasuos
Buronorvyeckoro marepmana 4YenoBeka

BHE €ro opraHmama, U3roToBJieHbl

B MEAMLMHCKON OpraHn3aumm
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N NPUMEHAIOTCA B MeANLMHCKOM
opraHusauumu, nx N3roToBMBLLEN

NEPEYEHb
CBE[OEHWN, BKNIOYAEMbIX B TEXHUYECKYIO JOKYMEHTALMIO MEOULMHCKON
OPrAHU3ALUMU - UBTOTOBUTENA MEAULMHCKUX U3OENUWA, KOTOPLIE
NPEOHA3HAYEHBI ANA AUWATHOCTUKU 3ABOJNIEBAHUU NYTEM NMPOBEQEHUSA
WCCINEOOBAHUN OBPA3LIOB BUOJIOTMYECKOIO MATEPUAIIA YENOBEKA
BHE EIO OPFTAHU3MA, U3rOTOBJIEHbI B MEAULMHCKOW OPIrAHU3ALIUN
U NPUMEHAIOTCSA B MEOULIMHCKOW OPTAHU3ALIUU, UX N3rOTOBUBLLUEN

1. HaumeHoBaHMe MeAMLMHCKOro U3genus, KoTopoe npefHasHavyeHo Ans AMarHoCTUKM 3aboneBaHuin nytem
NnpoBeAEeHUs UccrnefoBaHuin 06pasLioB OMONOrMYecKoro MaTtepmana YenoBeka BHE €r0 OpraHnamMa, U3rotoBrieHo B
MEOMLMHCKON OpraHu3auum n nNpUMEHSIeTCa B MEOULMHCKOW OpraHu3auum, ero usrotoBuBllen (ganee -
He3aperncTpMpoBaHHoOe MeAULMHCKOE u3genue onst AMarHoCTUKM in vitro).

2. MNonHoe ¥ cokpallleHHoe (ecn MMeeTcsl) HauMeHOBaHWe MEAWUMHCKOW opraHusauuM, B TOM 4ducre
(hbMpMeHHOe HaumeHoBaHWe, UAEHTUMUKALUMOHHBIA HOMEpP HanoronnaTesnbliMKa, agpec, MEecTO HaXOXAEeHWUs, a
Takke HoMepa TenedoHOB 1 aApec 3N1eKTPOHHOW NoYThl (eCrnv UMeeTcst).

3. MecTo U3roToBneHnst He3aperncTpMpPoOBaHHOIO MeAULMHCKOTO M3Aenust Ans QUarHoCTUKK in vitro.

4. Bug He3aperncTtpMpoBaHHOrO MEAMUMHCKOro u3genust ans auarHocTuMKM in vitro B COOTBETCTBUM C
HOMEHKNaTYPHOW Krnaccudukaumen meguunHCKUX n3genmn.

5. HasHauyeHne He3aperncTpupoBaHHOIO MEAULMHCKOrO U3genus Ans AnarHocTuky in vitro, Bkrtovas:

a) sabonesaHue, cocTosiHMe (rpynny 3aboneBaHui, COCTOSHUIN) UK (PaKTOPbl pUcka UX HacTynrneHus Ans
obHapyxeHusi, onpefeneHns unu auddepeHUnpoBaHUst KOTOPbLIX NpedHa3Ha4YeHO He3aperncTpupoBaHHoe
MeaULUMHCKOe nsgenue Ans AnarHocTuKM in vitro;

0) dyHKUMOHanNbLHOE HasHadyeHue (OuarHoCTMKa, MOHWUTOPWHI WAM  BCNOMOraTenbHoe CpeacTBo B
ONarHocTuke);

B) onucaHue LeneBbiX aHanuToB, cBefgeHust 06 nx Haquon 000CHOBaHHOCTH, YKa3aHune Ha Ka4yeCTBEHHbIN,
FIOJ'IyKOJ'Il/I‘-IeCTBeHHbIﬂ WX KONMMYECTBEHHbIV BUA aHanuTa;

r) Tun aHanusmpyemoro obpasua.

6. MNokasaHnsa M NPOTMBOMNOKA3aHUSA K NMPUMEHEHU0 HEe3apermcTPUpoBaHHOINO MEOULWHCKOrO M3genust ans
JMNarHoCTuku in vitro.

7. MNepeyeHb pUCKOB NpU NPUMEHEHUN HE3APETMCTPUPOBAHHOIO MEANLIMHCKOTO U3AenNnUsa Ans AUarHOCTUKK in
vitro, ngeHTUnuMpoBaHHbIX B NpoLEecce aHanmM3a pUCKOB U onucaHue crnocoboB yrnpaBneHust 3TUMU puckamu B
LiensxX CHWKEHWS MX 4O A0NYCTUMOrO YPOBHS (MpW HanmMumm).

8. OnncaHve OCHOBHbIX (OYHKLMOHAMbHbLIX 31IEMEHTOB He3aperncTpUpoBaHHOIO MEAMLMHCKOrO Ugenus ans
AMarHoCTUKM in  vitro, KOTOpOE MOXEeT COMpOoBOXAATbCA Ccxemamu, oTorpaduyeckumMm M3o00pakeHUsIMK,
pUCYHKaMu, amarpaMmmamMmm ¥ UHbIMU NOSICHEHNSIMU.

9. OnucaHme OTAENbHBbIX KOMMOHEHTOB (COCTaBHbIX YacTen) He3aperncTpupoBaHHOTO MEOMLMHCKOro
nsgenusa ang AMarHoCTuKM in vitro (Mpu Hanm4umm).

10. Onwucanwne npuHUuna aHalanTn4eckoro mMetoda win npuHuuna nencreus He3apernctpnpoBaHHoOro
MEANLMHCKOro u3genua ans OuarHoCTUKM in vitro, ans aHanuTudeckoro O60py/J.OBaHI/IFI - CooTBeTCTBYyHOLlNE
TEXHUNYECKNE XapaKTepUCTUKN.

11. OnncaHne NpuHaaneXxHocTen, MeAULMHCKUX U3OENUA UNn U3Oenuii, He SBNSILWNXCS MEAULMHCKUMN, HO
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NpeayCMOTPEHHbIX ANS MUCNOMb30BaHWA B KOMOWHaUUWM C HE3apermcTpupoBaHHbIM MeOMLMHCKUM n3genueM ans
ANarHoCTuKu in vitro (Mpu HanMuun).

12.  WHdpopmauus o Banuvgaumm MporpaMMHOrO  obecneyeHusi, MCMONb3yeMoro B  FOTOBOM
He3aperncTpypoBaHHOM MEAMUMHCKOM M3Aenun Ans AWarHOCTWMKW in vitro, B TOM 4yucne nepeyveHb pUCKOB Mpwu
3KCMfyaTaumMm nporpaMmmHoro obecneyeHusi, onMcaHue crocoboB ynpaBneHus 3TUMKU puckamu, nHopmaums o
mMepax no obecneveHuntio knbepbesonacHOCTM nporpaMmHoro obecnedeHns (B cryyae Hanmumia B
He3aperncTpypoBaHHOM MEAMLMHCKOM U3genuu Ans  AMarHocTuMKM in vitro nporpaMMHoro obecneveHus,
obecneynBaloLLEero ero NpaBUMbHYIO 3KCMNyaTaumio 1 (Un) NPUMEHeHNe No Ha3HaYeHNIo).

13. TexHudeckme xapakTepucTuku (napameTpbl) He3aperncTpMpoBaHHOrO MEOULMHCKOro usgenus Ans
AMarHocTuku in vitro, onpegensiowne BO3MOXHOCTb NPUMEHEHNS HE3apPErnCTPMPOBAHHOIO MEANLMHCKOrO n3genuvs
ANS  AMarHOCTMKM in vitro no Ha3HayYeHulo W ero KayecTBO, BKMNYasd cBegeHus 06 aHanuTuyeckon
YyBCTBMTEMbHOCTW, aHaNMUTUYECKON CneundUYHOCTN, AMAarHOCTUYECKOW YyBCTBUTENBHOCTM U AMArHOCTUYECKOM
cneunguyHocTy.

B cnyyae cooTBeTCTBMA HE3aperucTpupoBaHHOIO MEOULUMHCKOrO u3genus gns AMarHoCTMKM in  vitro,
OTHOCSLLErocs kK peareHtam, Habopam Ans onNpeAeneHns aHanuToB ANA AUarHOCTUKM in vitro, MONOXEHMAM NyHKTa
3 TpeboBaHW K MEOUUMHCKUM W3OEenusaM, KOTopble MpedHa3HayeHbl ANA AWarHOCTUKM 3aboneBaHuin nytem
npoBeAeHus uccrnegosaHnin obpasuos Gruonormyeckoro martepuana 4YenoBeka BHE ero opraHm3ma, U3roToBreHbl B
MEeOUUMHCKON OpraHm3aumm U MPUMEHSIOTCA B MEAMLMHCKOM OpraHusauuun, UX M3roTOBMBLLEN, YTBEPXOEHHbIX
noctaHosnennem [lpaButenbctBa Poccunckon ®egepauum o1 24 Hosabpa 2021 r. N 2026 "O
He3aperncTpMpoBaHHbIX MEAMLMHCKUX W3Oenusax AN AMarHocTuMkM in vitro", B 4acTu yCrnoBMI MO CpokKam,
HeobXoAMMbIM AN YCTaHOBMEHMSA ero CTaTUCTUYECKM OOCTOBEPHOW KIMHWUYECKOW YyBCTBUTENBHOCTM U (MnK)
KMMHWYECKOW CNeunmdunyHoCTM C y4yeToM BCTpevaemocTn 3aborneBaHus (COCTOSHMS), MpPU  KOTOPOM OHO
NPUMeEHSIeTCH, NPMBOAMTCA  YyKasaHWe Ha  HEBO3MOXHOCTb  YCTAHOBMEHWS  3HAYEeHWA  KIMHWYECKOW
YYBCTBUTEMNbHOCTU M (MNN) KITMHUYECKON cneumgnyHOCTY.

14. TllepevyeHb MaTepuanoB (Cbipbsl, peareHToOB, KOMMOHEHTOB), WCMNOMb3yEMbIX MPU WU3rOTOBMEHUN
He3apermcTpMpoBaHHOro MEAMLIMHCKOro U3aenus aons guarHoCTUKK in vitro, ¢ ykazaHuem:

a) TEeXHWYEeCKUX XapakTepuUCTUK MaTepuarnoB (Cbipbsl, peareHToB, KOMMOHEHTOB), CYLLECTBEHHbLIX Ans
N3roTOBIEHUS KAYECTBEHHOIO HE3aperncTpUpoBaHHOIO MEAMLIMHCKOIO U34ennst Ans AMarHocTukKM in vitro (ganee -
TpeboBaHusi K MaTepuanam), Ans KOTOpbIX OCYLLECTBNSETCSA NOATBEPXKAEHNE COOTBETCTBUSI MatepuanoB (Chbipbs,
peareHToB, KOMMOHEHTOB), UCMOMb3YyEMbIX MNPV U3FOTOBMEHUN HE3APErMCTPUPOBAHHOIO MEOULMHCKOrO usgenus
0N AMarHoCTUKKM in vitro;

6) konuuecTBa MaTepuarnoB (Cblpbsl, peareHToB, KOMMOHEHTOB), TpebyeMoro Ans W3roTOBNEHMUs!
He3aperncTpMpoBaHHOro MeAULIMHCKOTO M3aenust Ans AMarHoCTUKK in vitro (ero cepuu, naptum);

B) ANS MaTepuarnoB XUBOTHOIO U (MNM) YEroBEYECKOro NPONCXOXAEHUS (NpY Hanmu4yum) - cBegeHnn ob nx
6Ge3onacHoCcTU, O BbIOOpe MCTOYHUKOB (OOHOPOB), B3ATUM Npob, 06 obGpaboTke, 0 xpaHeHun n ob obpalleHun ¢
TakUMy MaTepuanamm.

15. OnucaHne MeTodoB (CnocoGOB) NOATBEPXKOEHWUS COOTBETCTBUSI MaTepuarnoB (Cblpbsi, peareHToB,
KOMMOHEHTOB) TPeGoBaHNAM K MaTepuanam B COOTBETCTBUM C NoAnyHKTOM "a" nyHkTa 14 HacTosALero nepeyHst ¢
onucaHnem CTaHAapTHbIX OMepaLMOHHbIX Npoueayp Mo MPOBEAEHUIO YKa3aHHOro MoATBEPXKAEHMWS, 4OCTAaTOYHbIM
ANs X BOCMPOM3BEAEHMUS, a TaKKe C yka3aHWEM BO3MOXHOCTU (HEBO3MOXHOCTM) NOATBEPXKOEHUS COOTBETCTBUS
maTepuarnoB (Cbipbsi, peareHToB, KOMMOHEHTOB) TPeboBaHNAM K Matepuanam B COOTBETCTBUM C MOAMNYHKTOM "a"
nyHkTa 14 HacTOSILLEro nepeyHss Ha OCHOBaHWM NpeaoCTaBnsemMoro npovssoauTeneM Martepuana (cbipbs,
peareHToB, KOMMOHeHTa) AOKYMEHTaNlbHOro NoATBEPXKAEHMS! er0 COOTBETCTBUA 3asBMNAEMbIM XapakTepUCTUKaM.

16. OnucaHune MeTpOJ'IOFl/I'«-IeCKOVI npocnexXmBaemocTtun 3Ha4YeHun KaJ'II/I6paTOpOB N KOHTPOJIbHbIX MaTepuanos,
BXOOALWKNX B COCTaB He3aperncTpnpoBaHHOro MmeanunHCKoOro n3genuna ona ouarHoCTtukn in vitro unun ncnonb3dyemblX
npu ero n3rotoBfeHnn, B TOM Hucre obocHoBaHKue KOHTPOJIbHbIX MaTepunasnos.

17. OBwee onucaHwe npouecca MW3rOTOBMEHUS HEe3aperMcTpupoBaHHOrO MEOULUMHCKOro usgenus Ans
AMarHocTuku in vitro, cogepxaliee atansl (CTagun) ero 3roToBrneHus.
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18. MNepeyeHb 060pyaoBaHUS, YCTPOMUCTB U UHBIX TEXHUYECKUX CPEACTB, MCMONb3yeMbIX MPU N3rOTOBNEHUN
He3apermMcTpMpoBaHHOrO MEOULMHCKOTO M3Oenua Ans OuarHOCTMKM in vitro, ¢ ykasaHueM WuX TeXHUYECKMX
XapaKkTEPUCTUK, CYLLECTBEHHbIX AN W3rOTOBMEHUS KayeCTBEHHOINO0 He3aperucTpMpoBaHHOrO MeOMLMHCKOro
n3genus ans AMarHocTUKM in vitro.

19. OnucaHve cTaHOapTHbIX OMEepaLMOHHbIX MPOLEAYP OCYLLECTBIIEHWUS KaXOoro 3aTana W3roToBMEeHUs
He3aperncTpMpoBaHHOro MeaNLMHCKOTO U3aenus Ans AMarHoCTUKK in vitro, JocTaTouHOoe Ans X BOCNPOU3BeAeHUs,
a Takke (B cnyyae HeobXoOMMOCTM) oOnMMcaHMe MeTodoB (CMOCOGOB) KOHTPOMS BbIMOMHEHWS CTaHOAPTHbLIX
onepauMoHHbIX Npoueayp.

20. MpepynpexpeHns n (Unn) mMepbl NPeAOCTOPOXHOCTU, NpeanpuHMMaemble paboOTHUKaMN MeOULMHCKOM
opraHusaumm npu M3roTOBMEHWM HE3aperMcTpMpoBaHHONO MEOULUHCKOrO M3Oenus Ans AMarHocTuKuM in vitro,
coAepallero nekapCTtBeHHOE CpeacTBO AN MEOULMHCKOrO MPUMEHEHUS, NaToreHHble GMOoNorn4yeckme areHThbl,
mMaTepuan XXUBOTHOIO U (MIK) YEeNOBEYECKOrO NPOUCXOXAEHUS, MaTepuarbl, KOTOPbIE ABMAKTCHA KaHLEPOreHHbIMU,
MyTareHHbIMWU UMM TOKCUYHBIMU, BO3MOXHOE BbIAENEHNE UMW BbIMbIBAaHUE KOTOPbLIX NPUBOAUT K ceHcubunmsauum,
annepryyeckon peakumm Unu oTpuuaTernbHO BUSIET Ha PENPOSYKTUBHYIO OYHKLMIO.

21. OnucaHve wmeToda CcTepunu3aumu, CBedeHus O MeTodax Banugauum B OTHOLWEHMM npouecca
cTepynuaauun (BknwYas nNpyv HeobXxooUMOCTU MCNbITAHUS Ha BMOMOrMYeckyld Harpysky, HanmmyMe MUMPOreHHbIX
BELLECTB, HanMune OCTaTOMHOrO KOnMyecTBa CTepunuaylolero BelwecTsa) M O Banugauum npouecca
ynakoBbIBaHuS (B criydae, ecnu He3aperncTpMpoBaHHOEe MeAVLUMHCKOE usgenve Ans QUarHocTukm in vitro unm ero
KOMMOHEHTHI (COCTaBHbIE YacTu) NPUMEHSIOTCHA B CTEPUITBHOM BUAe).

22. OnucaHve MeTogoB (crnocoboB) KOHTPONS COOTBETCTBUS He3aperncTpMpoBaHHOrO MeaULMHCKOro
nsnenus Ans AMarHocTUKM in vitro TeXHUYEecKMM xapakTepucTukam (nmapameTpam) B COOTBETCTBMM C MyHKTOM 13
HaCTOSILLLEro nepeYHsi ¢ onMcaHnem ctaHaapTHbIX OnepaLmMoHHbIX NpoLieayp No NPoBeAeHNI0 YKasaHHOro KOHTPONS,
[0CTaTOYHbIM AN WX BOCMPOW3BEAEHMSI.

23. CBepgeHusi 06 YCrOBUSIX XpaHEHUS] HE3apPErMCTPUPOBAHHOIO MEeAMLMHCKOIO M3aenust Ans AUarHocTUKK in
vitro n (Mnu) ero oTAenbHbIX KOMNOHEHTOB, COCTABHbIX YacTen (Mpy Hanu4nm).

24. CeepeHusa 0 daktopax, onpefensitowmnx CpoK FOAHOCTM (3KcnnyaTauuun) He3aperncTpupoBaHHOro
MEeOMLMHCKOro n3genust ons UarHoCTUKKM in vitro n (Mnun) ero KOMNOHEHTOB (COCTaBHbIX YaCTEN), YYUTbIBAEMbIX B
TEXHOMOrMYECKOM perfnameHTe Ha W3roTOBIIEHME U YTUMM3ALMIO WM YHUYTOXEHME He3aperncTpMpoBaHHOro
MEeOMLMHCKOro mn3genus Ansi QUarHoCTUKM in vitro npu ycTaHOBNEeHUM nopsigka onpenernieHusl cpoka rogHocTm
nsgenus, a Takke 0 BO3MOXHOCTU 3aMeHbl OTAENbHbIX KOMMOHEHTOB (COCTaBHbIX YacTeln) He3aperncTpMpoOBaHHOroO
MeLMLMHCKOro n3genust onst AMarHoCTUKKM in vitro ¢ uctekarLwmMm CpOKOM rogHOCTU N U3MEHEHUS CPOKa roAHOCTH
nsnenus.

25. TpeboBaH/a NO YyTUAM3ALMN UM YHUUTOXEHUIO HE3aperncTpupoBaHHOIO MEAMLUMHCKOrO M3genus ons
AMarHoCcTvku in vitro, B TOM 4ncne TpeboBaHus No COBMOAEeHNI0 Mep NPeaoCTOPOXHOCTH, NpeanpyHMMaeMbIX Npu
YyTURM3aunmM UM YHUYTOXEHWWM HEe3aperncTpypoBaHHOrO MeAWLMHCKOro M3genus Ans AuarHocTuku in vitro,
BKIOYasA CBEAEHWS O ero UHPEKLUMOHHON, MUKPOBHOW, SKONOrMYeCKOn nnmn nsnyeckomn onacHOCTH.

Mpunoxexne N 4

k MNpaBunam npegocTaBneHus,
nepeodopmIeHnsi, NOATBEPXKAEHUS U OTMEHbI
paspeLUeHnsi Ha MPUMEHEHNE MEANLIMHCKNX
n3genun, KoTopble NnpeaHasHaveHsbl

Ons AMarHoCTuKM 3aboneBaHnin nyTem
npoBeaeHuns ncenegosaHuin obpasuos
Buronornyeckoro marepmana Yenoseka

BHE ero opraHvu3ma, U3roToBreHbl

B MEOULMHCKOWN opraHusauum
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N NPUMEHAIOTCA B MeANLMHCKOM
opraHusauumu, nx N3roToBMBLLEN

NEPEYEHb
CBEQEHWUN, BKNMIOYAEMbIX B 3KCMNYATALMOHHYO AOKYMEHTALUIO
MEAULUUHCKOWN OPFAHU3ALIUMN N3FOTOBUTENA HA MEOULUMHCKUE U3OENUA,
KOTOPBIE NPEQHA3HAYEHbI ANA AUATHOCTUKU 3ABONIEBAHUA NYTEM
NMPOBEAEHUA UCCNEOOBAHUNA OBPA3LIOB BMOJNIOMMYECKOIO MATEPUATA
YENNOBEKA BHE EFO OPITAHU3MA, U3rOTOBNEHbLI B MEAULIMHCKOW
OPrAHU3ALIUM N NPUMEHSAIOTCA B MEOULIMHCKOW
OPrAHU3ALIUU, UX NU3TOTOBUBLLUEN

1. HaumeHoBaHMe MeAMLMHCKOro U3genus, KoTopoe npefHasHavyeHo Ana AMarHoCTUKM 3aboneBaHuin nytem
npoBefeHus ncecregoBaHni 06pa3yoB 6MoONorMyeckoro MaTtepuana YernoBeka BHE €ro OpraHn3ama, U3roToBrneHo B
MEOMLMHCKON OpraHu3auum n nNpUMEHSeTCa B MEOULMHCKOW OpraHu3auum, ero usrotoBuBllen (ganee -
He3aperncTpupoBaHHoOe MeAULMHCKOE u3genue gnst AMarHoCTUKKM in vitro).

2. MNonHoe ¥ cokpallleHHoe (ecn MMeeTcsl) HauMeHOBaHWe MEAWUMHCKOW opraHusauuM, B TOM 4ucre
(hbMpMeHHoe HaumeHoBaHWe, UAEeHTUMUKALMOHHBIA HOMEpP HanoronnaTesnbliMKa, agpec, MECTO HaXOXAEeHWUs, a
Takke HoMepa TenedoHOB 1 aapec 3N1eKTPOHHOW NoYThl (eCrnv UMeeTcst).

3. MecTo U3roToBneHnsi He3aperncTpMpPoBaHHOIO MEAULIMHCKOTO M3Aenust Ans QUarHocTUKK in vitro.

4. Bua MeaMUMHCKOrO M3Oenvsi B COOTBETCTBMM C HOMEHKATYpPHOW Knaccudukaumen MeanumMHCKUX
n3genun.

5. HazHauyeHne He3aperncTpmpoBaHHOrO MEAULNMHCKOrO U3genust Ansg AnarHocTukuy in vitro.
6. TexHu4eckne xapakTepmcTKn He3aperncTpMpPoBaHHOIO MEAMLMHCKOIO N3genus Ans AMarHoCTHKM in vitro.

7. ®yHKUMOHAmbHbIE XapaKTEPUCTUKM HE3apEerMCTPMPOBAHHOIO MEAULIMHCKOrO N3aenus Ans AMarHOCTUKK in
vitro, BKntoYas:

a) onucaHue LUeneBoro aHanuWTta (aHanuToB) C yKasaHWem KayeCTBEHHOro, MOMyKONMMYECTBEHHOro Wnu
KONMYeCTBEHHOTO BMAA;

©0) 3aboneBaHue, cocTosiHue (rpynny 3aboneBaHUin, COCTOSHUIA) UM bakTopbl pUcka UX HacTynfeHus, ans
oGHapyXeHusi, onpegeneHuss wunu AMddEepeHUMpPoOBaHNS KOTOPbIX MpefgHa3HadYeHo He3aperncTpupoBaHHoe
MeOULMHCKOe u3aenue ansg AMarHoCTUKK in vitro;

B) TMN aHanu3npyemoro obpasua.

8. lNokasaHnsa 1 NPOTMBOMNOKA3aHUS K NPUMEHEHU0 He3apermcTpupoBaHHOMO MEOULWHCKOrO U3aenust ans
JMarHocTuKuM in vitro.

9. NIHhbopMaums o npeaHasHayYeHn anga KnMH1u4YecKkorn nabopaTtopHoOm ANarHOCTUKM.

10. TpeGoBaHuA K MNOMeLLeHNsM, B KOTOpbIX MpeanonaraeTca aKcnnyatauus HesapermcTpupoBaHHOro
MeNLMHCKOro U3genusa Ans AMarHoCTUKM in vitro, ero KOMMOHEHTOB (COCTaBHbIX YacTeit) (Npy Hanuuun).

11. OnucaHne OCHOBHbIX (DYHKUMOHArbHbBIX 3NIEMEHTOB HEe3aperncTpMpoBaHHOrO MEAMLUHCKOro u3genuvs
AN AMarHOCTUKM in Vitro n ero otaenbHbIX KOMMIOHEHTOB (COCTaBHbIX YacTeu) (Npy Hanuyunm).

12. ViHcbopMaumst o xapakTepucTukax cTabuUrbHOCTU He3aperncTpMpoBaHHOrO MeaULMHCKOrO M3denusa ans
ANarHoCTUKM in vitro, ero KOMMOHEHTOB (COCTaBHbIX 4YacTeil) (NMpU HanmMuuu), BKIOYasi CPOK FOAHOCTM Mocre
BCKPbITUSA NEPBUYHON YNAKOBKMU.

13. WHdpopmaumns o Hanuumm B He3aperncTpupoBaHHOM MEAWMLUMHCKOM U3Oenun Ans AMarHocTuku in vitro
rleKkapCTBEHHOro CpeAacTBa Ans MEeAMUMHCKOro MpUMEHEHWs, MaTepuarnoB XMBOTHOMO M (MNK) 4enoBeyvecKoro
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NPONCXoXAeHnA, NaTtoreHHbIX OMONOrM4YecKnx areHToB.

14. NHpopmaums ans nuu, NpUMEHSIIOLWNX HE3aperMcTpMpoBaHHOE MeANLIMHCKOE U3fenve Ans AMarHoCTuKu
in vitro, 0 Mepax nNpegoCTOPOXHOCTM M (UNn) Mepax, npeanpuHUMaeMbiX B OTHOLIEHUW MNOTEeHUManbHO
WMHPEKUMOHHOrO MaTepuana, cogepallerocs B He3aperncTpupoBaHHOM MeAMLMHCKOM U3Oenun Anst AMarHoCTUKK
in vitro.

15. HdbopmaLms ansi nuy, NpUMEHSILLNX He3aperncTpupoBaHHoOe MeANLMHCKOE u3aenve Ans guarHoCTUKK
in vitro, copgepxallee nekapcTBEHHOE CPEACTBO ANS MEeOMUMHCKOro MpUMMEHEHMUs, naToreHHble Guonornveckue
areHTbl, MaTepuan >XMWBOTHOTO W (MnM) YeroBEYECKOro MPOUCXOXAEHUS, MaTepuarnbl, KOTOpble SBMSOTCS
KaHLepOreHHbIMN, MyTareHHbIMU UM TOKCUYHBIMU, BO3MOXXHOE BblAeNeHNe U BbiMbIBAHWE KOTOPbIX NPUBOAUT K
CeHcubunmusauun, anneprmyeckon peakumnm UnmM oTpuuaTenbHO BIMSIET Ha PenpoayKTUBHYIO (YHKLMIO, O Mepax
NpeaoCcTOPOXHOCTU U (UNK) Mepax, NPeANPUHUMAEMbIX B UX OTHOLLEHWM.

16. MH(*)OpMaLI,VIFI O npegHa3Ha4YeHnn He3aperncTpmpoBaHHOro MeanumMHCKoro nagenma and anarHoCTtukn in
vitro TonbKo ans OOHOKPAaTHOIo NpuMMeHeHmna no HasHa4YeHuto.

17. VHdopmaums O CTepunbHOM COCTOSIHUM HEe3aperMcTpupoBaHHOMO MEAWMUMHCKOrO u3genus Ans
AMarHoCTWKW in vitro nny ero KOMNOHEHTOB (COCTaBHbIX YacTen), MeToge ero CTepunu3auumn n Nopsake 4ENCTBUN B
criy4ae HapyLleHuWs CTepUribHOWM yNakoBKW (€CMNW HE3aperncTpupoBaHHOe MeAMLMHCKOE n3aenue Ans AnarHoCTUKK
in vitro unn ero KOMMOHeHTbI (COCTaBHbIE YacTu) nNpegnonaratT UCNONb30BaHWe B CTEPUIIbHOM BWAE) UMM eCcnu
He3aperncTpypoBaHHOE MeAULMHCKOe n3aenue Ans AMarHoCTUKM in Vvitro nnm ero KOMMNOHeHTbl (COCTaBHblE YacTu)
cornacHo TpeboBaHMAM 3SKCMfyaTauMOHHOW OOKYMeHTauuu TpebyloT cTepunm3auun nepeq MCronb3oBaHWEM,
yKasaHve Ha HeobXxoAMMOCTb CTepunM3aumu nepes UCnonb3oBaHEM.

18. MHdopmaumsa o nopsagke 06paboTkM He3aperMcTpMpOBaHHOIO MEQMLMHCKOrO U3Oenusa Ans AMarHoCTUKK
in vitro unn ero KOMMNOHEHTOB (COCTaBHbLIX YacTen) AN ero NOBTOPHOIO WCMOMb30BaHMS, BKMIOYAA OYUCTKY,
Ae3nHdEKUNIO, YNakoBKY U Npu HeobXoAMMOCTM MeTon NMOBTOPHOW CTEpUnM3aumun (ecnu HesaperucTpupoBaHHoe
MeaMUMHCKOe Wu3fenue Ans AMarHocTMKM in  vitro npegHasHavyeHo ANns MHOropasoBOro MpPUMEHEHMS Mo
HasHa4yeHuo), a TaKkkKe KPUTEpUU HEMPUrogHOCTU He3aperncTpUpoBaHHOTO MEAMUMHCKOrO u3genusa  ans
AMarHoCTUKM in vitro Ana npuMeHeHus.

19. OnncaHue NpuHaaneXxHoCcTen, MEAULMHCKUX U3eNui Unu n3genvi, He SBNSLWNXCS MEAULMHCKUMA, HO
NpeaoyCMOTPEHHbIX AMNS UCMOMb30BaHMSA B KOMOWHaLMM C He3aperMcTpupoBaHHLIM MEAMLMHCKMM usgenvem ans
ANarHoCTuKu in vitro (Mpu HanmMuun).

20. Hdopmaumsa 06 ycrnoBusix, Heobxoaumbix ans cbopa, o6paboTkM U NOAroTOBKM 006pa3uoB, AaHHbIE MO
CTabUNBHOCTW aHanM3Mpyemblx 0OpasLoB, B TOM YMUCre YCNOBUS M ONUTENbHOCTb MX XPaHEeHWUs, YCroBUS UX
TPaHCMOPTUPOBKM, OFpaHNYEHMs MO LMKINaM 3aMOPO3KN (pa3MopakuBaHus).

21. NHopmaums o0 noarotoBke K MPUMEHEHMIO MO Ha3HaAYeHMIo, 3KCMnyaTauun He3aperncTpupoBaHHOro
MEeOMLMHCKOro u3genus Ans AuarHoCTMkM in vitro, BKMoYask COOTBETCTBYKOLLME CTaHAApTHble OnepaumoHHbIE
npoueaypbl, COCTaBNSALME YKa3aHHY NOArOTOBKY.

22. OnucaHne nopsiaka BbINOMHEHUS  UCCNEAOBaHWS C  MPUMEHEHMEM  He3aperncTpupoBaHHOMO
MEAMUMHCKOrO M3denusa Ans AWarHocTuKM in vitro, onucaHue peareHToB, KanMbpaTopoB W KOHTPOJSbHbIX
mMaTtepuanos, BKMNoYasd MHGOPMaUMIO O MPOCHEXUBAEMOCTU 3HAYeHWW, 3afdaHHbiX Ans kanubpatopos wnu
KOHTPOMbHbIX MaTepuarnos, koTopas obecneynBaeTcs NOCPeACTBOM AOCTYNHbIX pedepeHTHbIX METOAMK (METOO0B)
N3MepeHns 1 (Mnm) aTanoHoB.

23. On1caHune npouenypbl UCCriefoBaHNs, BKIIOYAst pacyeTbl U MHTeprpeTauumn pesynbTaToB NpoBeAEHHOro
nccnegoBaHust U Mpu HeobxoguMMOCTM MHGOPMaUUIo O Lienecoobpas3HOCTU MNpOBeAEHUs NoATBEPXKOAtoLLIMX
nccrnegoBaHun.

24. XapakTepuCTuK1 aHannTuyeckon apmekTMBHOCTU (YYBCTBUTENBHOCTb, CNELUNUYHOCTb, NMPaBUbHOCTD,
NMOBTOPSIEMOCTb, BOCMPOU3BOAUMOCTb, Npeden obHapyxeHus (geTekumn) 1M AManasoH U3MEpPEeHusi, BKMoYas
NMHOPMALMIO O BIUSAHUM U3BECTHBIX MHTEPdEPEHTOB, 06 OrpaHUYeHnsX MeToda W MCNONb30BaHUM JOCTYMHbIX
pecepeHTHbIX MaTepmnarnoB U METOLOB aHanmns3a).
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25. XapakTepucTUKM  KIMHUYECKOW  3PdEKTUBHOCTM  (OuarHoCTUYeckas  YyBCTBUTENbHOCTb U
anarHocTmyeckas cneunuruyHoCcTb).

B cnyyae cooTBeTCTBMA HE3aperucTpupoBaHHOIO MEOULMHCKOrO u3genus gns AMarHoCTMKM in  vitro,
OTHOCSILLErocs K peareHTam, Habopam Ana onpeAeneHns aHanuToB Ans AMarHOCTUKM in vitro, NONOXeHWIo MyHKTa 3
TpeboBaHWM K MEAWNLMHCKMM W3OenusaM, KOTOopble MpedHasHayeHbl AN OWarHoCTUKM 3aborneBaHuin nyTem
npoBeAeHUs uccregoBaHun obpasuoB GMoNorMyeckoro martepuana 4YenoBeka BHE €ro opraHvM3ma, U3roToBreHbI B
MEeOMLMHCKOW OpraHm3aumMm n MPUMEHSAITCA B MELMLMHCKONW OpraHm3auun, MX W3roTOBMBLUEN, YTBEPXOEHHbIX
noctaHoeneHnem [lpaButenbctBa Poccuiickon Pepepaumm o1 24 Hosabps 2021 r. N 2026 "O
He3aperMcTpUpoBaHHbIX MEOUUMHCKMX W3OenNusax Ons OuarHocTUKM in vitro", B 4YacTu yCrnoBWA MO CpOKam,
HeobX0AMMbIM AN YCTAHOBNEHWS €ro CTaTUCTUYECKM AOCTOBEPHOW KITMHWYECKOW YYyBCTBUTEMLHOCTM U (Mnn)
KNUHMYECKon cneumduyHOCTN C y4eTOM BCTpeyaemMocTu 3aboneBaHust (COCTOsIHMS), NPU KOTOPOM MpPUMEHSeTCs
MeauUMHCKOe wusgenve, nNpMBOAUTCH YyKasaHWe Ha HEeBO3MOXHOCTb YCTAHOBIEHWS 3HAYEHWUW KIUHUYECKOW
YyBCTBUTEMBbHOCTM U (MIN) KIMHUYECKON CNeLnmUYHOCTN.

26. bronorudecknii pedepeHTHbIA MHTepBan NPUMEHEHNS HE3apPEerMcTPMPOBAHHOIO MEANLMHCKOro n3aenus
ONs AMarHocTuKKM in vitro.

27. NHdpopmaums o6 nHTepdepmpyowmnx BelecTBax Unn orpaHMYeHusx, CBA3aHHbIX ¢ npobon, KoTopble
MOTyT MOBMMATb Ha pe3ynbTaT UccrnegoBaHus.

28. NHdopmauma o npupoae, Tvne, a Takke Npyu HeobxoaumMocTn 06 MHTEHCMBHOCTM M O pacnpegeneHuu
n3nydyeHns (3INEKTPOMarHMTHOE, MOHM3WpPYIoLLEee, MHOE) He3aperncTpupoBaHHOIO MeOWMUMHCKOro u3genus ans
AvMarHocTvkn in vitro n cnocobax 3awwuTbl fMU, MPUMEHSAIOWMX YKasaHHOe MeauuMHCcKoe wusgenve, oT
HenpegHaMepeHHOro nsnyyYeHnst B npoLecce aKcnnyataunm He3apermcTpMpoBaHHOrO MeANLMHCKOro U3genvs ans
avarHocTuku in vitro (ecnv HesaperMcTpupoBaHHOE MeAMLUMHCKOe u3genue Ans AuarHocTuku in vitro cosgaet
ONacHbIN NN NOTEHLMANbHO ONacHbIN YPOBEHb U3NYy4YEHUS NP NCMONb30BAHMUN MO HA3HAYEHUIO).

29. MHdbopmauusi o Mepax NpegoCcTOPOXKHOCTU, NpeanpUHUMAaEMbIX B Crly4ae:

a) HeucnpaBHOCTW He3aperucTpupoBaHHOIO MeOMLMHCKOrO U3Jenus Ans AuMarHocTuku in vitro, cbosi B ero
paboTe unu OTKNOHEHN B (OYHKLMOHNPOBAHMMN, KOTOPbIE MOTYT BNMATb HA 6e30MacHOCTb HE3apPErMcTPUPOBaHHOIO
MEAMLMHCKOro U3genns Ans AMarHoCTUKM in vitro, B TOM YMcne onpeaensemMblX No BHELIHUM NpU3Hakam;

6) BO3OENCTBUA Ha (PYHKLUMOHUPOBaHNE He3aperMcTpupoBaHHOTO MEAULIMHCKOrO M3enus Ons AMarHoCTUKU
in vitro BHeLHMX haKTOpOB, CBSA3aHHbIX C €ro NpUMeHeHMeM B KOMOMHaLWUK C OPYTUMU MEAVLMHCKUMU U3AeNnUaMu
n (unn) obGopydoBaHWEM, WM Takux MpeackasyembiX (DaKTopoB, KaK BHELUHME 3NIeKTPOMarHUTHblE TMons,
aneKTpocTaTUYecKkme paspsaabl, U3nydyeHue (3NeKTpomMarHMTHoe, NOHU3MpYIoLLLee, HOEe), aTMOCHEPHOE AaBneHne 1
ero nepenapbl, BNaXXHOCTb U TeMnepaTypa Bo3ayxa;

B) pUcKa 3MeKTPOMarHUTHbIX MOMEX, CO34aBaeMblX HEe3aperncTpMpoBaHHbIM MEAULMHCKUM Usgenvem ans
AMarHoOCTUKK in vitro ons apyrmx MeauuuHCKUX U3genuii, o6opyaoBaHUs U CPeAcTB CBSA3M MpU NpoBeaeHun u
OLEHKEe pes3ynbTaToB [OMarHOCTUKM, JIEYEHUS UMW MpU  €ro MNPUMEHEHMM MO HasHadYeHuo (Hanpumep,
3MNEKTPOMarHUTHOe W3Ny4YeHne He3aperucTpupoBaHHOMO MEOULIMHCKOrO W3Aenus Ons AMarHoCTMKKM in  vitro,
okasblBalolliee BrMsiHWE Ha Apyroe obopyaoBaHue).

30. MHdopmaumsa 06 ycrioBnsax xpaHeH st He3apermMcTpMpoBaHHOIO MEMULIMHCKOIO N3aenust 4nst AUarHOCTUKM
in vitro n (nnn) ero oTAeNbHBIX KOMMIOHEHTOB, COCTaBHbIX YacTen (Npy Hanuuun).

31. CsepeHus o BO3MOXHOCTH 3aMeHbl OTAENIbHbIX KOMMNOHEHTOB (COCTaBHbIX l-IaCTeIZ)
He3aperncTtpnpoBaHHOro MeaumumMHCKoro mn3genuna ona anarHoCTUKu in vitro ¢ uctekaroWwmm CPOKOM rogHoOCTn ”n
M3MEeHEHNA CPpOKa rogHoCTn n3genna.

32. Ycnosus yTunm3auMmM MM YHUYTOXEHUS He3aperncTpupoBaHHOTO MEAMLMHCKOro wusgenus ans
OVarHocTvku in  vitro 1M nopsaok OEeWCTBUM  CTPYKTYPHbIX noapasgeneHvn  MeaMUUMHCKON — OpraHm3auumu,
OCYLLECTBMAIOWMNX MPUMEHEHNE U (MNKN) XpaHEeHWe He3aperncTpMpoBaHHOrO MEOULUMHCKOro u3genusa Ans
ANarHoCTVKu in vitro B crniydae HeOBX0AMMOCTM €ro yTUnu3aumm Unm yHUHTOXEHNS.
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Mpunoxenue N 5

k MpaBunam npegocTaBnexHus,
nepeogopMneHuns, NOATBEPKAEHNS U OTMEHbI
paspeLleHnst Ha NPUMEHEHUE MEANLMHCKUX
M3genuin, KoTopble NpeAHa3HauYeHb

AN AMarHoCTukM 3aboneBaHuin nyTem
npoBefeHUst uccrneaoBaHuin o6pasLoB
Huonoruyeckoro Matepumana Jyernoseka

BHE ero opraHvM3ama, U3roToBneHbl

B MEAMLIMHCKOWN opraHunsaumm

N NPUMEHSIIOTCS B MEOMULIMHCKON
opraHv3aumu, Ux 3roToBUBLLEW

METOOUKA
NOAroTOBKU CBEAEHMW ANA NOATBEPXOEHUA COOTBETCTBUA
MEOUUMHCKNX U3OENUIA, KOTOPBLIE NPEOHA3HAYEHBI ANA AWATHOCTUKU
3ABOJIEBAHMW NYTEM NMPOBEQEHUA UCCIIEOQOBAHUA OBPA3LIOB
BMONOIM’MYECKOIo MATEPUATA YENTOBEKA BHE EFO OPTAHU3MA,
WU3roTOBNEHbI B MEQULIMHCKOW OPTAHU3ALIMU U MPUMEHAIOTCSA
B MEOULMHCKOW OPITAHU3ALIUU, UX N3rOTOBUBLLUEW, MOJNIOXEHUAM
MYHKTA 3 TPEBOBAHUW K MEAULUMHCKAM U3OENUAM, KOTOPBIE
NPEQHA3HAYEHbI ANA AWATHOCTUKU 3ABONIEBAHUA NMYTEM
NPOBEAEHMA UCCNEQOBAHUNA OBPA3LIOB BMOJNIOMMYECKOIO MATEPUANA
YENOBEKA BHE EFO OPFAHU3MA, U3rOTOBNEHbLI B MEAULIMHCKOW
OPrAHU3ALIUM N NPUMEHSAIOTCA B MEOULIMHCKOW OPFTAHU3ALIM,
MUX U3rOTOBUBLLEN, YTBEPXAEHHbIX NOCTAHOBJIEHUEM NMPABUTENIbCTBA
POCCUNCKON ®EOEPALIUN OT 24 HOAABPA 2021 I'. N 2026
"O HESAPETMCTPUPOBAHHbBIX MEAULIMHCKMNX U3OENNAX
AnA AMArHOCTUKM IN VITRO", U OBOCHOBbIBAKOLLINX
NX MATEPUAINIOB

1. HacTosilas MeToamka ycTaHaBNMBaeT NOPSAOK NOArOTOBKU CBEAEHU ANt NOATBEPXKAEHUS COOTBETCTBUS
MEeOMLUMHCKMX U3OeNnuin, KOTopble npedHas3HayeHbl Ansi OWarHOCTUKM 3aboneBaHui  NyTeM NpoBedeHust
nccnegoBaHum obpasLoB BMONOrMYEcKOro MaTepuana 4YenoBeka BHe ero opraHnama, U3rotoBneHbl B MEOULIMHCKON
OopraHusaumm 1 NPUMEHSINTCA B MEAULMHCKOW OpraHu3auum, nx U3roToBUBLLEN (Oanee - He3aperMcTpmpoBaHHbIE
MeaMLMHCKMEe n3genust Ans uarHOCTUKKM in vitro), NonoXxeHnsiMm nyHkta 3 TpeboBaHUN K MEOULNHCKM U3AENUsM,
KOTOpble nNpefHasHayeHbl AN AOMArHOCTUKM 3aboneBaHui nyTeM npoOBEAEeHMSsI WCCrnedoBaHun o6pasLoB
Ouonormyeckoro maTtepuana YenoBeka BHE €ro OpraHu3ma, W3roToBMNEHbl B MEOULMHCKOW OpraHusaumm u
NPUMEHSIIOTCS B MEAMLMHCKON OpraHu3aumnm, nx U3roToBUBLLEN, YTBEPKAEHHbIX NOCTaHOBNEHNeM [paBuTenbcTBa
Poccuiickon ®eagepaumm ot 24 Hosbpsa 2021 r. N 2026 "O He3aperMcTpupoBaHHbIX MEeOULMHCKUX M3Oenuax ans
AnarHocTuku in vitro" (manee - noaTBepxgawwume cBedeHus!), U OOOCHOBLIBAKOLWMX WX MaTepuarnoB OSis UX
HanpaBleHns B COCTaBe LOKYMEHTOB, NPeAcCTaBMseMblX MeAMLMHCKON OpraHusaumen ans npegocTaBneHns unm
NoATBEPXKAEHUS pa3peLLeHnst Ha NPMMEHEHNEe He3aperncTpMpoOBaHHOIO MeAULIMHCKOrO U3AeNnUst Ans ANarHoCTUKM
in vitro.

2. [logrotoBka noATBEPXAAKLWMX CBeOEHUA UM OOOCHOBBIBAKOLWINX WX MaTepuanoB OCYLLECTBNAETCH
MEeOUUMHCKOW OpraHm3auMen WnM WHOW NpuBMEKaeMon opraHusaumen Ha [OOroBOPHOM OCHOBe (ganee -
060CHOBbLIBaOLLAsA OpraHn3auus).

3. MNogroToBka noATBepXAaloWnX cBedeHWidi U 06OCHOBbLIBAKOLLMX WX MaTepuanoB OCYLIecTBNnsieTcs ans
YCTaHOBIEHUSI NPU NPOBEAEHMMN SKCMEepTU3bl KayecTBa, 6e30nNacHOCTU U 3PPEKTUBHOCTN HE3APErMCTPUPOBAHHOIO
MEAMLMHCKOro U34enus Ans AuarHOCTUKK in vitro, NpoBoAMMON B LIENsX NPUHATUS pelleHust O NpeaocTaBneHun
UNM TNOATBEPXKOEHWM paspelleHusl, COOTBETCTBUS HE3aperMcTpMpOBaHHOIO MEAMUMHCKOro usgenus  ans
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AMarHoCTVKM in vitro, oTHocsALerocsa K peareHTam, Habopam Ans onpegeneHvs aHanuToB AN AMarHOCTUKM in vitro,
YCNOBUSAM B OTHOLLEHUWN CPOKOB, HEOHXOAUMBIX AN YCTAHOBNEHWS €ro CTaTUCTUYECKN JOCTOBEPHOW KITMHNYECKOM
YyBCTBUTEMNbHOCTU U (MNN) KITMHNYECKOW CNELMPUYHOCTH C y4eTOM BCTpeYaemMocTn 3abonesaHns (COCTOAHMS), Npu
KOTOPOM MNPUMEHAETCHA HEe3aperncTtpyMpoBaHHOE MeAWUMHCKOE u3genve Ons AuarHocTuku in vitro, n (unu)
COOTBETCTBMSA HE3aPErMCTPUPOBAHHOIO MEANLIMHCKOrO U3aenus Ansg AMarHoCTUKM in vitro ycnoBusiM B 4acTu 3atpat
Ha ero U3roToBMneHMe C y4eTOM CyLLEeCTBYIOLLEeN NOTPEOHOCTM B €ro MPUMEHEHUN B CONOCTaBMNEHUN C 3aTpaTtamMm Ha
npoBeAeHne TEXHNYECKNX UCTIbITaHUIA U KNMHUYECKNX UCMbITAHUI HE3aperncTprpoBaHHOrO MeQULMHCKOIO U3genus
ANs  OUarHoCcTWKM in vitro B uenax ero peructpaumu. KputepusmMy Ans Takoro COOTBETCTBUS SABNAETCH
COOTBETCTBME HE MEHee YeM OJHOMY W3 CriedytoLnX YCroBUA:

a) MUHMManbHoe 4ucno obpasuoB OuoOnorMyeckoro matepvana YerioBeka, KOTopoe Heobxoaumo Ans
onpeneneHus CTaTtMCTUY4eCkn JOCTOBEPHOMW KITMHUYECKON YyBCTBUTENBHOCTU U (MNN) KINMHUYECKON CneundnyHOCTM
He3apermcTpMpoBaHHOrO MeOULMHCKOrO M3Oenvsa Ans AMarHoCTMKK in vitro, sBnsoLlerocss peareHToMm, Habopom
AN onpefeneHns aHanuToB ANs AMarHoCTMKM in vitro, coctaBnsieT 6onee ogHoOM TpeTn OT MakCMManbHOro ynucna
Taknx obpasuoB GMONOrMYECKOro mMartepuana 4YenoBeka, KOTOpoe BO3MOXHO MOSyYnTb B TEYEHWE KareHZapHOro
roga Ha Tepputopun Poccunckon ®epepauuu;

6) cToMMOCTb MaTepuanoB (KOMMMEKTYOLNX, KOMMOHEHTOB) Arsi U3rOTOBIEHMWSI HE3apPerncTpUpoBaHHOMO
MEAMUMHCKOrO U3aenus Ans AUarHoCTUKM in vitro, sIBNAIOWErocs aHanmM3aTtopoM Ans AMarHoOCTWKM in vitro unm
obwenabopaTopHbiM 0bOpyoOBaHMEM AONA  AMArHOCTMKM  in vitro, B KonuyecTtBe, Heobxogumom Anis
YAOBNETBOPEHMST MOTPEOHOCTM B €ro OOHOBPEMEHHOM WCMOSIb30BaHWM, COCTaBNSIET MeHee OAHOM NSATON
CTOMMOCTM 3aTpaT Ha NpoBeAeHNEe TEXHUYECKUX UCTbITaHWI U KMMHUYECKUX UCTbITaHWMI He3aperncTpupoBaHHOMO
MeaULMHCKOrO M3aenust 4ns AnarHocTukM in vitro B Lensix ero permctpauuu;

B) CTOMMOCTb MaTepuanoB (Cbipbsl, peareHToB, KOMMOHEHTOB) AN U3rOTOBMEHWS He3aperncTpUpoBaHHOMO
MEeAULMHCKOro n3aenusa Ana AMardocTUKK in Vitro, He ABNSAIOLLErocs aHanusaTopoM Ans ANarHoCTUKM in vitro unu
obLenabopatopHbiM  0GOpydOBaHMEM ANA  OMarHocTUKM in  vitro, B KonudecTBe, Heobxogumom Ons
YOOBNEeTBOPEHNS NOTPEBHOCTM B €ro UCMomnb30oBaHWM B TeYyeHne KaneHaapHoro roga, cocTaBnseT MeHee OAHOM
TpeT CTOMMOCTM 3aTpaT Ha MpoBedeHMEe TEeXHUYECKMX UCMbITaHWA U KNUHUYECKUX  WUCMbITaHui
HEe3aperncTpMpoBaHHOro MeaQULIMHCKOrO M3Aenus Ans AMarHoCTUKM in Vitro B Lenax ero peructpauum.

4. CBepgeHus, npeancrasndaemMble MEANLNHCKOMN opraHM3au,|/|el7| anda noarsepXxaeHma cooTBeTCTBUA YCIoBUIO,
nan

npegycMoTpeHHOMY  MoAMNMyHKTOM a NyHKTa 3 HacTosWwen MeTOAUKW, B  OTHOLUEHUM  KITMHUYECKOW
YyBCTBUTEJIbHOCTUN HE3aperncTpmnpoBaHHOro MeguumHCKoOro n3genna gna ouarHoCTtukn in vitro Bknto4atoT:

a) MuHMManbHoe 4ucrno obpasuoB OGuonorM4eckoro Marepuana 4YernoBeka, KoTopoe Heobxoammo
nuccnenoBatb C NPUMEHEHWEM HE3aperncTpMpoOBaHHOrO MEeAMLMHCKOro M3Lenus Ons AvarHocTuku in vitro ans
CTaTUCTUYECKMN [OOCTOBEPHOro onpeaeneHna 3HadveHua ero p,I/IaFHOCTI/I‘-IeCKOVI YyBCTBUTEJIbHOCTU B Cly4ae
perncTpaunm He3apermcTpmpoBaHHOIO MEAULNMHCKOrO U3genus Anst AMarHoCTuKM in vitro;

6) makcMmanbHoe 4ncno o6pasuoB Bronormyeckoro MaTepuana YenoBeka, KOTopoe BO3MOXHO MOMyynTb B
TeyeHne kaneHAapHoro roga Ha Tepputopum Poccunckon degepaumm oT nuud, ONA KOTOPbIX YCTaHOBMEH hakT
Hanuuusa 3aboneBaHus (COCTOSIHWA), ANA OWarHOCTUKM KOTOPOro MNpefHasHayeHo He3aperncTpupoBaHHOe
MeauUMHCKOe u3genuve Ans AMarHoCTMKWM in vitro, onpegensemMoe Ha OCHOBaHWM [OaHHbIX CTaTUCTUYECKMX
HabngeHun n (MnNn) HayYHbIX MCCNEeaoBaHWN.

5. ObocHoBbIBaOLLINE MaTtepuarnbl B Crliydae npeacrtaBlieHna noarsepXxaarLmx CBeEeHUIn cornacHo NYHKTY 4
HacTosLWEN METOAMKN BKIHOYAIOT:

a) pacyeTbl MMHMMAanbLHOro Yncra obpasuos BMONOrMYEcKOro MaTepumarna YenoBeka CornacHo nognyHkty "a"
nyHKkTa 4 HacTosiwen MeToAMKW C OnucaHWeM WCMONb30BaHHbIX CTaTUCTUYECKMX MEeToAOoB W 0BOCHOBaHWEM
obecneyeHus Npu Ux UCMonb30BaHUM CTAaTUCTUHECKON JOCTOBEPHOCTU MNOMYYEHHbIX PE3YrbTaToB;

©) WCTOYHMKM [OaHHbIX, WCMOMb30BaHHbIX AN OnpedeneHuMs MakCMManbHOro 4ucna obpasuos
BGuonormyeckoro Matepuarna 4efioBeka cornacHo noanyHkTy "6" nyHkTa 4 HacTosLEN METOONKN;

B) UHble 0OOCHOBLIBAIOLLME U MOSCHAOLLME CBEAEHMS (NPY Hanu4mn).
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6. CBegeHus, npeAcTaBnsieMble MEAVMLMHCKOW OopraHn3auunen AN noaTBepKaeHns COOTBETCTBUSA YCIOBUIO,
nNpegycMOTPEeHHOMY MOAMYHKTOM "a" MyHKTa 3 HaCTosLEN MeTOAUKW, B OTHOLLEHWUW KITMHUYECKOW CneumndnyHoOCTH
He3aperMcTpupoBaHHOIO MeANLIMHCKOro U3aenus Ansg AuarHoCTUKM in vitro BKIYatloT:

a) MWUHUMalnbHOE 4UCIo O6pa3LI,OB ©ouonornyeckoro mMatepuarna 4esqioBeKka, KOTopoe Heobxooumo
nccnenosatb C nNnpMMeHeHnemM HesapernctpmpoBaHHOro mMeamunHCKOro maagenunda ana anarHoCTuKu in vitro ansa
CTaTUCTU4YECKM OO0CTOBEpHOro onpepnerneHnda 3HadYeHunAa ero QunarHoctmnyeckom CﬂeLl,I/ICbI/I‘-IHOCTI/I B Cliydae
perncrtpaunn HeapermcTpnposaHHOro MeguumMHCKOro n3genna ana ouarHoCTtukmn in vitro;

0) makcumanbHoe ymcno obpasuoB Guonornyeckoro maTepmana vernoBeka, KOTOpOe BO3MOXHO MOMNy4YnUTb B
TedyeHne KaneHgapHoro roga Ha tepputopumn Poccunckon depepauumn ot nuy ¢ 3aboneBaHMsaMU (COCTOSTHUSIMM,
OCOBEHHOCTAMM), HanMymne KOTOPbIX MOXET NPW NPUMEHEHNM HE3apPErMCTPUPOBAHHOIO MEAMLIMHCKOro N3aenus Ans
AMarHocTvku in vitro NpuMBOAWTL K MOXHOMY YCTaHOBMEHW0 pakta Hanuumsa 3aboneBaHus (COCTOAHMSA), ANS
ONarHoCTUKN KOTOPOro npefHa3HavyeHo He3aperncTtpupoBaHHOE MeOUUMHCKOE M3fenue Anst uarHocTUKK in vitro,
onpegensemoe Ha OCHOBaHWUM JaHHbIX CTAaTUCTUYECKUX HAOMIOAEHUA N (MNWN) HAYYHbIX UCCNEAOBAHWN.

7. OBocHoBbIBaOLWME MaTepuarnbl B criydae npeactaBneHust noATeepXaatoLwmnx CBeAEeHUA COrnacHo NyHKTY 6
HacToALWEeN MeTOAVKM BKMOYaloT:

a) pacyeTbl MUHMMAIIBHOTO YMcna o6pasLoB GMONOrMYeckoro MaTepuara YenoBeka CorfnacHo noanyHkTy "a"
NyHkTa 6 HacTosilleii METOAMKM C OMMCaHWMEM WCTONb30BaHHbLIX CTATUCTUYECKUX METOAOB U 0BGOCHOBaHUEM
obecrneyeHnsi Npu UX UCMONb30BaAHUM CTAaTUCTUYECKON JOCTOBEPHOCTMN NONyYeHHbIX Pe3yrbTaToB;

6) obocHoBaHMe Bbibopa 3aboneBaHuin (COCTOAHWI), rpynn 3abonesBaHW, COCTOSAHWWA, Hanu4ymMe KOTOPbIX
MOXET NPV NPYMEHEHUN He3aperncTpMpoBaHHOIO MeAMUMHCKOrO M3genus Ans OMarHoCTuMKK in vitro npnBoauTtb K
NOXHOMY YCTaHOBMeHUo akta Hanmymsa 3aboneBaHus (COCTOSHUSA), ANA AMArHOCTMKN KOTOPOro npeaHasHa4veHo
HesaperMcTpupoBaHHOE MeANLMHCKOE n3genue Ans uarHoCTUKK in vitro;

B) WCTOYHWMKM [aHHbIX, WCMNOMNb30BaHHbIX [AMs ONpPedeneHnss MakcumanbHoro u4ucra obpasLos
BGuonormyeckoro Matepuarna 4efioBeka cornacHo nognyHkTy "6" nyHkTa 6 HacTosLEeNn METOONKN;

r) MHble 060CHOBbIBAIOLLME Y NOSICHAOLWME CBeAeHUS (MPU Hanmuun).

8. CBefeHus, npeacraBnsieMble MEQULUHCKON OopraHu3aunern ons noaTBepXaeHus COOTBETCTBUS YCIOBUIO,
NpeaycMOTPEHHOMY MOANYHKTOM "6" NyHKTa 3 HACTOSALWEN METOAMKN, BKITHOHAIOT;

a) CTOMMOCTb MaTepuanoB (KOMMMEKTYIOLMNX, KOMMOHEHTOB) ONS W3rOTOBMEHUS He3aperncTpupoBaHHOMO
MeaULMHCKOrO M3aenust 4ns AMarHocTuKK in vitro B konuvectse, HEO6X0AMMOM Ans YAOBNETBOPEHUS NOTPpeBGHOCTH
B €ro 0fHOBpeMEeHHOM MCMoNb30BaHUN, Arsi onpeaeneHns KoTopo 060CHOBbLIBatoLas opraHM3auus:

onpenendaeT HOMUHaINbHYHO cebecTonMoCTb eanHULbI He3aperncTpnposaHHOro MeguUumMHCKOro naennda ansa
OWarHoCcTMKK in vitro kak CyMMYy CTOMMOCTWU MaTepunasnosB (KOMHJ’IeKTYPOLLI,I/IX, KOMHOHeHTOB), HeobxoouMbIX O11s
N3roToBJieHNA eanHULIbl He3aperncTpmnpoBaHHOro MegULIMHCKOro n3genna ana ouarHoCTtukn in vitro;

ncxogda wm3 HasHaydyeHua HesapermcTtpupoBaHHOro MeguunHCKOro wusgenuma ana AUarHOCTUKKU in vitro,
pacnpocTpaHeHHOCTM 3aboneBaHus, CocTosiHMA (rpynnbl 3aboneBaHun, COCTOSAHMIA) MM HAKTOPOB puUCKa UX
HacTynneHus, Anst obHapyXeHus, onpegenexHms unu agugpdepeHLMpoBaHNs KOTOPbIX NPegHa3Ha4YeHo yka3aHHoe
nsgenve, 4actoTbl MOKAa3aHUM K €ro MNPUMEHEHMWI0, OCHOBAHHbIX B TOM 4YMCNE Ha LaHHbIX CTaTUCTUYECKMX
HabnwgeHun n (UNKM) HaydHbIX WUCCNeaoBaHWA, NPOU3BOOUTENBHOCTM HE3apPerMcTpUpOBAHHOIO MEeOULMUHCKOro
n3genva  Ons AMarHOCTMKM  in vitro, onpegenseTr MUWUHMManbHO HeOOXOAMMOE  KOMMYECTBO  €4MHWUL
He3aperMcTpUpoBaHHOIO MEAMLMHCKOTO U3aenus Ans AMarHocTuky in vitro, o4QHOBpeMEHHOEe NPUMEHEHME KOTOPbIX
No3BONAEeT yAOBNETBOPUTL NOTPEBHOCTL B €r0 UCMOMNb30BaHNM;

onpedensieT  CTOMMOCTb  MaTtepuanoB  (KOMMMEKTYWWUX,  KOMMOHEHTOB)  ONs  WU3rOTOBMEHUS
He3aperncTpMpoBaHHOIO MEAMLMHCKOrO MU3genust Ans AMarHocTMKM in vitro B konudectBe, Heobxogumom Ons
yOOBNETBOPEHMSI MOTPEBGHOCT B €ro OAHOBPEMEHHOM WCMONb30BaHUW, KakK Mpou3BeAeHUe HOMMUHanbHOM
cebecToumocT obopyaoBaHUsi, MpeagycMOTpeHHoW absauem BTOpbIM MNoAMyHKTa "a" HacTosero nyHkTa, U

FIOTpe6HOCTI/I B ncnonb3oBaHun O60pyJJ.OBaHI/IFI, ﬂpe,ELYCMOTpeHHOVI absauem TPETbMM NOANYHKTA "a” HacTosALllero
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MyHKTa, BbIpaXeHHYIo B pyonsx;

©) cTouMmoCcTb 3aTpaT Ha npoBedeHWe TEXHWYECKUX WCMbITaHUA U KIUHUYECKUX  WUCMbITaHUN
He3aperMcTpUpoBaHHOIO MELMUMHCKOrO M3genus Ans AMarHocTUKM in vitro B Lensix ero perucrpauuu, ans
onpeaeneHnsl KOTopor 060CHOBLIBaKOLLIAA OpraHN3aLus:

onpedensieT CTOMMOCTb 3aTpaT Ha MNpoBeAeHMEe TEeXHUYECKUX UCMbITaHNA He3aperncTpupoBaHHOMO
MeOMUMHCKOrO M3fenusa ons OuarHoCTUKM in vitro nocpeacTBOM 3anpoca NpeanoXeHni CTOMMOCTU BbINOMHEHNS
paboT (okasaHust ycnyr) no ux NpoBeOEeHU0 B COOTBETCTBUM C 4acTbio 8 cTaTbm 38 depepanbHoro 3akoHa "O6
OCHOBax OXxpaHbl 300poBbs rpaxgaH B Poccuiickon ®egepauun” ¢ ykazaHMeMm nepeyHst oTAenNbHbIX UCMbITaHNA 1
konmyectBa HabopoB peareHToB, kannbpaTopoB, PEaKTUBOB, TECT-CUCTEM, KOHTPOSbHbLIX Matepuanos n (Mnu)
nuTaTenbHbIX cped, HeobxoaWMblX ONA NPYMEHEHWs He3aperncTpupoBaHHOIO MEOULMHCKOro usgenvs ans
avarHoctmkun in  vitro no  HasHayeHuto, Tpebyembix AN MNPOBEAEHWS  TEXHWYECKMX  UCTbITaHWM
He3aperncTpypoBaHHOTO MEAWLMHCKOrO U3Aenus AN OUArHOCTUKM in vitro y He mMeHee yem 2 ucnbiTaTenbHbIX
OopraHunsauuin, ocyLeCcTBNSALWMX NPOBeAeHNe TEXHUYECKMX UCNbITaHUA MeANLMHCKMX U3Lenuin, ¢ y4eToM obnactu
MX  aKkkpeguTauum €  ycpedHeHWem  CTOMMOCTM  MpPeafloKeHWA MO TeXHUYECKUM  UCMbITaHUAM
He3aperncTpypoBaHHOTO MEAMLMHCKOrO W34enus AN OUarHoCTUKM in vitro (ganee - CTOMMOCTb TEeXHWYECKUX
NcnbiTaHMI 0bopyaoBaHUS);

onpegensieT CTOMMOCTb 3atpaT Ha MpPOBEAEHWE KIMHWYECKUX WCMbITaHUMA He3aperncTpupoBaHHOMO
MeOMUMHCKOrO M3fenusa ons OuarHoCTUKM in vitro nocpeacTBOM 3anpoca NpeanoXeHni CTOMMOCTU BbINOMHEHNS
paboTt (okasaHust ycnyr) no ux NpoBeOEeHU0 B COOTBETCTBUM C 4acTbio 8 ctaTbm 38 depepanbHoro 3akoHa "O6
OCHOBax OXpaHbl 3400poBbs rpaxgaH B Poccuinckon denepaumm” ¢ ykasaHMeM NepeyHsi OTAENbHbIX UCMbITAHUI U
KonmyectBa HaboOpOB peareHToB, kanMbpaTopoB, PEaKTUBOB, TECT-CUCTEM, KOHTPOJSbHbLIX MatepuanoB u (Mnu)
nuTaTenbHbIX cpef, HeobXxoaAMMbIX AN NPUMEHEHWUs He3aperucTpMpoBaHHOIO MEOULUMHCKOro u3genvs ans
anarHocTmkum in vitro  no  HasHaveHuto, Tpebyemblx [Ond  NPoBeAEHMS  KIIMHWYECKUMX  UCTbITaHWM
He3aperMcTpUpoBaHHOTO MELMULMHCKOrO M3genusa Ans OUMarHOCTUKM in vitro y He MeHee 4emM 3 opraHusauum,
OCYLLECTBMSAIOLWMX NPOBEAEHME KITMHUKO-NabopaTopHbIX MCNbITAHWA, C y4eToM obnactM ux akkpeguTaumm c
yCpeaHEeHNEM CTOMMOCTM NPEANOXEHUN MO KIMHUYECKUM UCMbITAHUAM HEe3apermcTpMpoBaHHOrO MeAMLMHCKOro
nsgenusa Ang AMarHoCTUKM in vitro (ganee - CTOMMOCTb KNMHUYECKNX UCTbITaHW 06opyaoBaHus);

onpegensieT CTOMMOCTb 3aTpaT Ha MpOoBedeHUe TEXHUYECKMX WCMbITaHUA W KIMHUYECKUX WCTIbITaHWiA
He3aperncTpMpoBaHHOrO MEAMLMHCKOro U3Oenust Ans AMarHoCTWKM in vitro B LEensiX ero permcrpauuy kak cymmy
CTOMMOCTU TEXHUYECKUX WCMbITaHUi 06OpYAOBaHMS M CTOMMOCTM KIMHWMYECKMX WUCMbITaHUiA 0GopyaoBaHus,
BbIpaXkeHHYI0 B pybnsx.

9. O6ocHoBbIBaOLWME MaTepuarnbl B criydae npeactaBneHus noaTeepXaatoLwmnx CBeAEeHNA COrnacHo NyHKTY 8
HacToALEeN MeTOAVKM BKOYaloT:

a) nepeyvyeHb MartepunanoB (KOMFIJ'IeKTYPOIJJ,I/IX, KOMHOHeHTOB) C yKasaHnem unx HammMmeHoBaHuA, eOuHULbI
n3mMepeHunda, CTomMOoCTn eanHunubl MaTepunana (KOMHJ’IGKTyIOLLI,GVI, KOMFIOHeHTa) N ero konudecTtsa, HeobxoaumMoro
Aana n3rotoBlieHna He3apernctpnpoBaHHOro MeanUunHCKOro n3genua and AnarHoCTukun in vitro;

0) pacuyer nOTPebHOCTM B WCMOMb30BAHMN HE3apPerncTpMpoBaHHOrO MEOULUMHCKOro wu3genus  ans
AMarHocTuku in vitro, BKNOYas CBEAEHNSI O pacnpoCTpaHeHHOCTH 3aboneBaHus, CocTosHMA (rpynnbl 3abonesaHnn,
COCTOSIHMIN) UNKM PAKTOPOB PUCKa MX HaCTynneHus, Ana obHapyxeHus, onpegeneHms unn anddepeHunpoBaHns
KOTOpbIX NpegHa3HayYeHo yKasaHHOe usgenue B COOTBETCTBUM C €ro HasHavyeHneM, CBeeHUs O YacToTe NoKa3aHWuw
K ero npuMMEHEHWIo, OCHOBaHHble B TOM YMCMe Ha AaHHbIX CTaTUCTUYECKMX HabnwoaeHnn n (Mnu) HaydHbIX
NccnegoBaHWA, W UCTOMHUKM  yKa3aHHbIX CBedeHWW, a Takke CBedeHWs O MNpPOU3BOAMTENbHOCTH
He3aperncTpypoBaHHOrO MEANLMHCKOrO U3AeNns ANA AMarHoCTUKK in vitro;

B) pac4eT CTOMMOCTUN TEXHUYECKUX UCMbITaHUI 060pyaoBaHUS;

r) NonyyYyeHHble MeAWLMHCKOW OpraHusauven npeaniokeHus no TEXHUYECKUM WCMbITaHMAM 000opyooBaHUS,
npeaycMoTpeHHble ab3aleM BTOpbIM NoanyHkTa "6" nyHkTa 8 HacTosIWen METOAMKY;

[) pacyeT CTOMMOCTM KIMHUYECKUX UCMbITaHUI 060pyaoBaHuUs;
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€) nosyyYeHHble MeauLMHCKON opraHusaumen npeasioKeHns no KIMHUYECKUM MCMbiITaHUsiM 00opyaoBaHUS,
npeaycMoTpeHHble ab3alem TpeTbnm noanyHkTa "6" nyHkTa 8 HacTosALWEen METOAMKY;

X) MHble 0BOCHOBLIBAKOLLME U MOSCHAKOLNE CBEOEHMS (NPY HAanu4um).

10. CBegeHus, npeacTaBnsiemMble MEOULMHCKON OpraHu3auuent Ans noaTBePXAeHNss COOTBETCTBUSA YCIOBUIO,
npegycMOTPEHHOMY NOAMNYyHKTOM "B" NyHKTa 3 HacToALWEN METOAMKMN, BKITHOYALOT:

a) CTOMMOCTb MaTepuarnoB (Chblpbsi, peareHToB, KOMMNOHEHTOB) ANS1 M3rOTOBMIEHUS HE3APErNCTPUPOBAHHOMO
MeaULMHCKOrO M3aenusi 4ns AMarHocTuKK in vitro B konuvectse, HEO6X0AMMOM Anst YAOBNETBOPEHUS NOTPeBGHOCTH
B €ro UCMoNb30BaHUN B TEYEHMEe KaneHaapHOoro roga, Ans onpeaeneHns KoTopo 060CHOBLIBaOLLIAA OpraHn3aLus:

onpegensieT HOMUHanNbHy0 cebecToMMOCTb eANHNLbI HE3aperncTPUPOBaHHOTO MEAMLMHCKOrO U3genus ons
AMarHoCcTukK in vitro kak CymMMy CTOMMOCTU MaTtepuanoB (Cbipbsl, peareHTOB, KOMMOHEHTOB), HEOBXOOUMbIX AnS
N3roTOBMEHNS eOuHWLbI He3aperMcTpUpoBaHHONO MEAWMUMHCKOrO M3genus Ans AWarHOCTUKM in vitro (ganee -
HOMUHanbHas cebecToOMMOCTb He3aperncTpupoBaHHOMO MEAWMLUMHCKOrO usgenus Ansd AuarHoCTuku in vitro, He
sBnsoLLerocs 0bopyaoBaHuem);

nmcxoas U3 HasHaYeHMs] HEe3aperucTpUpOBAHHOIMO MEAWMLIMHCKOrO M3Oenust Ans AMarHoCTMKWM in  vitro,
pacnpocTpaHeHHOCTM 3aboneBaHusi, COCTOSIHWUA (rpynnbl 3aboneBaHuin, COCTOSIHMIM) unu pakTopoB pucka KX
HacTynneHus, aAns obHapyXeHusl, onpeaenexHus unu audpdepeHUMpPoBaHNS KOTOPbIX NpeaHa3HayYeHo yKasaHHoe
nu3genve, 4actoTbl MOKa3aHUN K €ro MNpUMMEHEHWI0, OCHOBaHHbLIX B TOM 4WUCMe Ha AaHHbIX CTaTUCTUYECKMX
HabnogeHnin u (AnNKn) HayyHbIX WCCNEeAOoBaHWiA, KONMWYECTBE OMArHOCTUYECKMX TECTOB, OCYLLIECTBMSEMbIX C
NMPUMEHEHVMEM OAHOW eauMHULbl He3aperncTpupoBaHHOIO MeOUUMHCKOrO M3denvs Ans OMarHOCTUKM in vitro,
onpenensier HeobxoouMoOe KONMMYECTBO eAVHULL HEe3apervcTpyMpoBaHHOrO MeAWLUMHCKOro u3denvs  ans
AMarHoCTVKK in vitro Ans yaoBNeTBOPEHUs roJoBOI NOTPeBGHOCTU B €ro NPUMEHEHUN;

onpedensieT  CTOMMOCTb  MaTepuanoB  (Cblpbsi, peareHToB, KOMMOHEHTOB) Afs  M3rOTOBMNEHUS
He3aperncTpypoBaHHOIO MEAMLUMHCKOro M3genus Ans AMarHoCTMKM in vitro B konudecTBe, HeobxooumoMm Ans
YOOBMETBOPEHNs MOTPeOHOCTM B €ro UCMonb3oBaHWM B TeYeHue KaneHOapHOro roga Kak npousBedeHune
HOMWHarnbHOW cebecToMMOCTN He3aperncTpMpoBaHHOIO MeAMUMHCKOrO M3genusa Ans AWMarHoCTMKM in vitro, He
apnsowerocsa obopyaoBaHneM, M NOTPEOHOCTM B MCMONb30BAHUM HE3aperncTpMpoBaHHOrO MeAMLUHCKOro
nsgenusa ang AMarHoCTuKM in vitro, He sBnstoLerocs obopyaoBaHMeM, BbIPaXXEHHYO B pyonisx;

6) CTOMMOCTb 3aTpaTt Ha npoBeaeHne TexHNYEeCKnx MUCMbITAHUA N KIIMHWUYECKUX  UCMbITAHUN
He3aperncTpnposaHHOro MeguumHCKoro wusgenua anda AnarHoCTukn in vitro B uensx ero perncrtpauun, Anda
onpepgeneHuna KOTOpOI7I obocHoBbIBaOLLas opraHunsauuna:

onpegensieT CTOMMOCTb 3aTpaT Ha MNpoOBeAEeHME TEXHWYECKUX UCMbITaHUA He3aperncTpupoBaHHOTO
MEAMLMHCKOro U3Aenust Ans AUarHoCTMKM in vitro nocpeacTBOM 3anpoca NpeanoXxeHuin CTOMMOCTM BbINOMHEHUS
paboT (okasaHust ycnyr) no ux NpoBeLEeHU0 B COOTBETCTBUM C 4acTbio 8 ctaTbm 38 PepepanbHoro 3akoHa "O6
OCHOBax OXpaHbl 300poBbs rpaxgaH B Poccuiickon ®egepauun” ¢ ykazaHMeMm nepeyHst oTAenbHbIX UCMbITaHUA 1
KONM4YecTBa eauHUL, He3aperncTpMpoBaHHOIO MeAULMHCKOrO M3Aenus Ans AUarHoCTMKM in vitro, Heobxogumoro
ANs UX NpoBeAeHns (ganee - NPeAfioXeHNs No TEXHUYECKMM UCTbITaHNAM He3aperncTpupoBaHHOrO MeaWLIMHCKOro
nsgenna And AMarHocTuKM in vitro, He sBmnsiowerocd obopydoBaHMEM) y He MeHee 4eM 2 ucnbiTaTenbHbIX
opraHuMsauuin, OCyLLEeCTBASIOWMX NpOBeAeHNe TEXHUYECKMX UCMbITaHWh, ¢ y4eToM obnactu ux akkpegutaumm c
ycpeaHeHneM CTOMMOCTU MPeasioKeHWN N0 TeXHUYECKUM WUCMbITaHUAM He3aperncTpupoBaHHOrO MeAMLMHCKOro
nsgenuna ans AuarHoCcTuky in vitro, He aBnsoLLerocs obopyaoBaHNeEM (ganee - CTOMMOCTb TEXHUYECKUX UCMNbITaHWUiA
He3aperncTpypoBaHHOrO MEAULIMHCKOrO U3Aenns ANa AMarHoCTUKM in vitro, He aBnstoLierocs obopyaoBaHeMm);

onpegensieT CTOMMOCTb 3aTpaT Ha MpPOBEOEHUE KIMHUYECKUX WCMNbITaHWA He3aperncTpMpoBaHHOro
MEeLMLMHCKOro M3genus aAng OMarHOCTUKKM in vitro nocpeacTBOM 3anpoca npeanioXeHMn CTOMMOCTU BbIMOMTHEHUS
paboT (okalaHusl ycnyr) no ux NpoBeOeHU0 B COOTBETCTBUM C YacTbio 8 cTaTbm 38 PepepanbHoro 3akoHa "O6
OCHOBax OXxpaHbl 3400poBbs rpaxgaH B Poccunckon denepaumm” ¢ ykasaHMeM NepeyHst OTAENbHbIX UCMbITAHUI U
KOnM4yecTBa €AVHUL, HE3aperncTpMpoBaHHOrO MEOUUMHCKOrO M3genust Ans AUarHoCTWKW in vitro, Heo6xoamMmoro
ONs UX NpoBefAeHus (ganee - NpeaioXeHnst No KIMMHUYECKMM UCTNbITAHUSIM HE3apEerncTpMpPOBaHHOIO MEANLIMHCKOTO
n3genua gns auarHocTuku in vitro, He sBnswwerocs obopydoBaHWEM) Yy He MeHee 4YeM 3 opraHusauum,
OCYLLECTBMSAIOLWMX NPOBEAEHME KITMHUKO-NabopaTopHbIX MCNbITAHWA, C y4eToM obnactM ux akkpeguTaumm c
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yCpeOHEHNEM CTOMMOCTU MPEASIOKEHUA MO KITMHUYECKMM UCMbITAHUAM HEe3aperncTpupoBaHHOMO MeAMLMHCKOro
nsgenusa ang AMarHocTuKM in vitro, He aBnstoLerocs obopyaoBaHmeM (ganee - CTOMMOCTb KIMHUYECKUX UCTbITaHWUIA
He3aperncTpMpoBaHHOro MEAMLIMHCKOro U3genus ans guarHoCTUKKM in vitro, He aBnstoLLerocss o06opygoBaHUEM);

onpegensieT CTOMMOCTb 3aTpaT Ha W3roTOBMNEHME HEe3aperMcTpUpOBaHHOIO MEAWULIMHCKOro u3denust ans
OMarHocTuku in vitro B KonnyecTBax, Heo6XoAUMbIX ANs NPOBEeOeHNs1 ero TEXHUYECKUX UCMbITAHUA U KITMHUYECKMX
UcnblTaHWI, Ha OCHOBE YCPEeAHEHHOro KOMMYECTBa eauHUL, He3aperMcTpUpoOBaHHOIO MEAULIMHCKOro U3aenvs ans
OMarHocTuku in vitro, Heobxoanmoro Ans NPoOBeAeHUs ero TEXHUYECKUX UCTbITaHWUIA U KIMHUYECKUX UCMbITaHUIA B
COOTBETCTBMU C NPEOSIOKEHUAMN NO TEXHUYECKUM UCTMbITAHUSM HEe3aperncTpMpoBaHHOrO MeAULIMHCKOro U3aenus
ONs AMarHOCTUKM in vitro, He siBRsAOLLErocss o6opyaoBaHNEM, U NPEONOKEHUAMN MO KIMHUYECKMM UCTbITAHUAM
He3apermcTpMpoBaHHOroO MEeAMLMHCKOro uU3genusa Anst AMarHocTuky in vitro, He aBnsowerocs obopygoBaHneMm, u
HOMWHanNbHOM cebeCcTOMMOCTU HEe3aperncTpUpPoOBaHHOMO MEOMLMHCKOro M3genusa Ans OAuarHOCTMKWU in vitro, He
saBnsawLerocss 06opyaoBaHUeEM;

onpegensieT CTOMMOCTb 3aTpaT Ha MPOBEAEHUE TEXHUYECKMX WCMbITAHUA U KIUHUYECKMX WCMbITaHUN
He3apernMcTpPUPOBaHHOIO MEAULIMHCKOrO U3Oenus Ans AUarHoCTUKK in vitro B Lensix ero peructpauum kak cymmy
CTOMMOCTU TEXHUYECKUX UCMbITAHUIA He3aperncTpMpoBaHHOro MeaULIMHCKOro U3aenus Ans AnarHocTukm in vitro, He
apnswollerocsa obopygoBaHWeM, CTOMMOCTU KIMHUYECKUX WUCMbITAHUA He3aperMcTpupoBaHHOIO MEAULIMHCKOro
n3genus ons OMarHocTukK in vitro, He sBnsiowerocs o60pydoBaHUEM, M CTOMMOCTU He3apermcTpupoBaHHbIX
MeaNUMHCKUX U3AENWIA ANs ANarHOCTUKK in vitro Anst NpoBeAeHus UCMbITaHUI, BblPaXKeHHY0 B pybnsix.

11. O6ocHoBbIBaOLLME MaTepuarbl B Criydae npeacTaBrneHnsi NogTBEPXKOAOLWMX CBEAEHUIA COTNMAcHO NyHKTY
10 HacTosILLLe METOANKU BKIHOYAIOT:

a) nepeyeHb MaTepuanoB (Cblpbsi, peareHTOB, KOMMOHEHTOB) C YKa3aHMeM WX HauMeHOBaHWs, eauHULIbI
N3MepeHUsi, CTOMMOCTV eAMHWLbI MaTepuana (KOMMMEKTYLEN, KOMNOHEHTA) U ero konnyectsa, Heobxoanmoro
ANsi U3roTOBMEHNs He3aperMcTpMpoBaHHOrO MEAMLIMHCKOTO U3AeNnUst AN AMarHoCTUKM in vitro;

6) pacuyeT KonuM4ecTBa He3apernmcTpUpOBaHHbIX MEAMLMHCKUX W3denui Ans AUarHoCTMKM in vitro ans
YOOBNETBOPEHMS FOAO0BOM MOTPEGHOCTM B €ro MPMMEHEHUW, BKIOYasi CBedeHVsl O pacnpoCTpaHeHHOCTU
3aboneBaHusl, cocTosiHMsl (rpynnbl 3aboneBaHWil, COCTOSIHWIA) UINM (PaKTOPOB pUCKa WX HacTynreHus, ans
obHapyXeHUsi, onpedeneHus unv auddgepeHUMpoBaHMs KOTOPbIX MNpedHasHayYeHo ykasaHHoe u3fenve B
COOTBETCTBUM C €0 Ha3Ha4YeHNeMm, CBeeHMs1 O YacToTe MoKa3aHWIM K ero NPMMEHEHUIO, OCHOBAHHbIE B TOM YuMCIe
Ha JaHHbIX CTAaTUCTUYECKUX HabMoAEHUA U (MnKn) Hay4YHbIX UCCNEAOBaHMUMA, U UCTOYHMKN YKa3aHHbIX CBeOEHWUN, a
Takke CBEOEHUSI O KOMMYecTBe AMarHOCTUYECKUX TECTOB, OCYLLIECTBMSAEMbIX C MPUMEHEHMEM OOHOW eauHMLbI
HEe3aperncTpMpPOBaHHOrO MEeAULIMHCKOrO M3Aenusa Ans AMarHoCTUKM in vitro;

B) pacyeT CTOMMOCTU TEXHUYECKUX WCMbITAHUA He3aperncTpupoBaHHOIO MEOMLWUHCKOro u3aenus ans
AMarHocTuKK in vitro, He ABMsAOLLErocs 060pyaoBaHMEM;

r) nofy4YeHHble  MEOWLMHCKOM  OpraHusauvenn  NpeanoXeHus No  TeXHUYECKMM  UCMbITaHWUSIM
He3aperMcTpUpOBaHHOIO MEAULIMHCKOrO U3Aenus Anst AnarHoCcTuku in vitro, He siBnsioLlerocsi 06opyaoBaHneM;

0) pacyeT CTOMMOCTU KMUHUYECKUX WCMbITAaHUA HEe3aperncTpupoBaHHOrO MeAMLMHCKOro u3genus Ans
AMarHocTukM in vitro, He ABMsAOLLErocs 060pyaoBaHMEM;

€) MonyyYeHHble  MEeOUUMHCKOW  opraHusauven nNpegnoXeHWss Mo  KIWMHUYECKMM  UCMbITaHUSIM
He3aperMcTpUpoOBaHHOIO MEAULIMHCKOrO U3Aenus Anst AMarHoCTuKu in vitro, He siBnsioLerocsi 06opyaoBaHNEM;

)K) pacyeT CTOMMOCTU He3aperncTtpunpoBaHHbIX MeOANLNHCKUX n3genun ans  guarHoctTuku in vitro gns
npoeegeHnda UCMbITaHUI;

3) MHble 060CHOBbLIBAOLLME U MOSICHSAOLLME CBeAEHUS (MPU HanuymMm).
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YTBEPXKOEHDI

noctaHosneHneM [pasutenscrea
Poccuickon ®egepaumm

OT 24 Hos16psa 2021 r. N 2026

TPEBOBAHUA
K MEOAULIMHCKUM OPIrAHU3ALIUAM, B KOTOPbIX NU3TOTABJIUBAIOTCA
N NPUMEHAKOTCA MEOWUUHCKUE N3OENUA, KOTOPbLIE NPEAHA3HAYEHDI
ONs OUArHOCTUKN 3ABOJNIEBAHUWA NYTEM NMPOBEAEHUSA UCCNEOOBAHUNA
OBPA3LIOB BUOJIOTMYECKOIO MATEPUAJIA YEINNOBEKA BHE EFO OPTAHU3MA

1. Hanvuve nuueH3nM Ha MeAUUMHCKYI0 [OeATenbHOCTb, BKOYalLWylo nepeyeHb paboT (ycnyr),
COCTaBNSAOLWMX MEANLMHCKYIO AeATENbHOCTb, MPW BbINOMHEHUN (OKa3aHWM) KOTOPbIX MPUMEHSAETCH MeauLMHCKoe
nsgenve, KOTopoe npegHasHayveHo Ans AUarHOCTUKM 3abonesaHui NyTem NPOBEAEHUS MCCneaoBaHui obpasLos
Buonormyeckoro MaTtepvana 4enoBeka BHE ero opraHusma, M3roTOBMEHO B MEeAMUMHCKOW OpraHu3aumm wu
NMPUMEHSETCA B MEAMLMHCKOW OpraHu3aumu, ero M3rotoBMBLUEN (Janee - He3aperncTpMpoBaHHOE MeaMUMHCKOoe
nsgenve ons agnarHocTukuy in vitro).

2. Hannune pekomeHOOBaHHOW 3KCMEPTHbIM COBETOM MO BOMPOCaM O MEeOULMHCKUX U3OenusXx, KoTopble
npegHasHadeHbl Ans AMarHoCTUMKU 3aboneBaHuil NyTem NpoBeAeHMsi uccrnenoBaHuin obpasuoB GMONOrMyeckoro
mMaTepuana 4erioBeka BHE €ro opraHuama, W3roToBfeHbl B MEAMLMWHCKOM opraHuM3aummM U MNpUMEHSsITCA B
MEeOULMHCKON OpraHusaummn, Ux U3roTOBMBLUEW, CO34aHHbIM MPU MEAULIMHCKOW OpraHusauun, U yTBepXaeHHOW
pykoBOOAUTENEM MeOMUMHCKOM opraHusauumM TEeXHUYECKOM [OKyMeHTauuu U3roToButens  (MeOuLMHCKOW
opraHu3auumn) Ha He3aperncTpMpoBaHHOe MEAMULMHCKOE U3aenue Ans AMarHoCTUKK in vitro.

3. Hanuuwne peKOMeHﬂOBaHHOVI 9KCMEepTHbIM COBETOM MO BOMpoCaM O MeOAUNUUNHCKUX mn3aenndax, KOoTopble
npegHasHadyeHbl ana OunarHoCTuKn 3aboneBaHuii nyTemMm nposeneHus nccrnegoBaHum O6pa3LI,OB Ouonornyeckoro
mMmaTtepuana 4esioBeka BHEe ero opraHmima, WU3rotoBJi€eHbl B MeANLMHCKOM opraHnsauum wn nNpuUMEHATCA B
MEANLNHCKOMN opraHmsauumn, mnx N3roTOBUBLLEN, CO30aHHbLIM npu MEANLNHCKOMN opraHunsauumn, un yTBepm,quHon
pykoBoauTenem MeANLMHCKOM opraHusauunmn SKCﬂﬂyaTaLI,VIOHHOVI AOOKyMEHTauunm un3rotoButend (Me,D,I/ILI,l/IHCKOI7I
opraHM3au,|/||/|) Ha He3apernctpnposaHHoe meanunHcKoe naaenne ona ouarHoCTtukn in vitro.

YTBEpXKOEHDI

noctaHoeneHuem lNpaBuTenscTBa
Poccunckon denepaunm

oT 24 Hos16pst 2021 r. N 2026

TPEBOBAHMUA
K MEANMLMHCKUM U3AOENUAM, KOTOPBIE NMPEOHA3HAYEHDI
ONA QUArHOCTUKU 3ABONIEBAHUA NYTEM NPOBEAEHWSA UCCNEQOBAHUN
OBPA3LI0OB BUOJNTOMTMYECKOIro MATEPUAINA YEINNTOBEKA BHE
ErO OPFAHU3MA, U3rOTOBJIEHbI B MEAULUWHCKOMN OPrAHU3ALIUN
U NPUMEHAIOTCA B MEQULMHCKOW OPTAHU3ALIUM,
UX U3rOTOBUBLLUEN

1. MeamuuHckoe mnsgenvie ABMNAETCA MeOULIMHCKUM U3denvem, KoTopoe npedHasHadeHo AN AUarHOCTUKK
3aboneBaHWit NyTem MpoBedeHUs uccrnegoBaHWiA obpasLoB GMONOrMYeckoro Martepuana 4ernoBeka BHe ero
opraHusmMa, W3roTOBMEHO B MeOWLIMHCKOM opraHusauuM v npuMeHsieTca B MEeOWLMHCKOW opraHusaumu, ero
N3roToBMBLLEN (Janee - He3aperncTpMpoBaHHoOe MeaULIMHCKOE U3aenue Ansa AMarHocTukK in vitro).

2. [na He3aperncTpupoBaHHOMO MEOMUMHCKOTO u3genusa Ang AWarHocTvku in vitro Ha Tepputopum
Poccuiickon  depepauumn  oTcyTcTByeT B ObOpalleHun  B3auMO3aMeHsiemoe  MeauvLUMHCKOoe — usgenwue,
3aperncTpupoBaHHOE B YCTaHOBIEHHOM MopsaKe.
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3. HesapernctpupoBaHHoe MeaoMUMHCKOe M3genuve ANnd AUarHOCTMKM in vitro, OoTHOCsLeecs K peareHTam,
Habopam ans onpegeneHvs aHanuToB AN AMarHOCTMKM in vitro, 4OMKHO COOTBETCTBOBATL YCNOBUSAM B OTHOLLEHWUU
CPOKOB, HEOBX0OUMbIX AN YCTAHOBMEHMS €ro CTaTUCTUYECKM AOCTOBEPHOM KMMHWMYECKOW YyBCTBUTESNBLHOCTU U
(vnn)  KNUMHWYeckon cneundUYHOCTM C y4eTOM BCTpeyaemocTu 3aboneBaHusi (COCTOSHMS), MpPUM  KOTOPOM
NPMMEHSEeTCa MeauuMHCKoe u3genue, u (Mnu) ycrnoBusM B 4YacTu 3aTpaT Ha ero WU3roToBfEeHWe C y4eToM
cyliecTByoWwen noTpebHOCTN B ero NpYMEeHeHWM B COMOCTaBMEHUW C 3aTpaTtamMu Ha MpoBeAeHNEe TEeXHUYECKMX
NCMbITAHWIN N KNMHUYECKUX NUCMBbITAHUIN HE3aperncTpMpoBaHHOrO MeANLMHCKOrO U3genus Ansg AuarHoCTUKK in vitro B
Lensx ero perncrpaumm.
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