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IIPUKA3

R/ N

06 yrBep:kaeHHH GOPMBI 3aKTI0YEHHS
110 pe3y ILTATAM IKCIIePTH3bI Ka4ecTBa, 6e30MaCHOCTH H 3¢ PexTHBHOCTH
He3aperHcTPHPOBAHHOI0 MEAHIIHHCKOIO H3/1e/IH
IJISl AMArHOCTHKH in vitro

B COOTBETCTBUH C ITYHKTOM 4 [Ipasun TIpelOCTaBJICHUS,
nepeodOpMIIeHHs, NOATBEPKIEHMS M  OTMEHbl  paspelieHUd  Ha IpHMEHEHHE
MEIWIHAHCKUX M3/eNHi, KOTOpBIE IpeJHa3sHaYeHE!l VIl ANarHOCTHKH 3a001eBaHUN IIyTEM
IPOBENIEHHs. ~ MCCIENOBAaHUH  0OpasloB OMOJIOTHYECKOI'O  MaTepHaja  4YeJOBEKa
BHE €ro OPraHH3Ma, H3rOTOBJIEHBl B MEIHMIMHCKOH OpraHusallid U IPUMCHAIOTCH B
MeIUIMHCKON OpTaHM3alMH, WX M3TOTOBMBIICH, YTBEPXIEHHBIX IOCTAHOBICHHCM
ITpaBUTENBCTBA Poccuiickoit  Pepepauuu  OT 24 Hosabps 2021 T.
Ne 2026 (OduimanbHb HHTEPHET-TIOPTAT IPaBOBOH nadopmanuu http://pravo.gov.ru,
29.11.2021),npuKa3 B Balo:

1. VBepauTh mpuiaraeMy:o (GOpMy 3aKIIOYEHHT IO pe3ynbTaTaM SKCTIEPTHU3BI
KadecTBa, 0e30macHOCTH M S(QQEKTHBHOCTH  HE3aPETHCTPHPOBAHHOTO
MeIUIMHCKOrO M3/ENHs sl AUaTHOCTHKH in Vitro.

2. Hacrosumuii IprKa3 BCTYIaeT B CHTy ¢ 1 MapTa 2022 r. u AeiictByer 10 1 MapTa
2028 .

A.B. Camoiinosa
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MUHACTEPCTBO OCTHHUH occm’lcxoﬁ SEMEPAITMH
SAPETHCTPUPOBAHO

Perucrpaumonnpiin Ne _ﬁﬁa_?gé:
or /7' 0022025,




[Tpunoxenue
K nprkazy PeepaibHON CIIyKOBI 110
Ha/130py B cepe 3ApaBoOOXpaHEHHS

oT /_gjc/)/ 20;{;@ T. Ne /ff

®opma

(HaMMEHOBAHME KCTIEPTHOTO YIPEH ICHHA)

YTBEPXKIAIO

(pyxoBoauTENL WK HHOE YIIOIHOMOYEHHOES
JIULIO SKCTIEPTHOTO YUPEKACHHUS,
(daMINHs, UMA B OTUECTBO (NPH HATHYKH),
TMO/AMKCh, TTEYaTh)
« » 20 r.

3akaoueHue
o pe3yJibTaTaM IKCNEPTH3bI KA4eCTBa, 6€30NaCHOCTH H
" 3¢eKTHBHOCTH He3aPerncTPHPOBAHHOIO MEIHIHHCKOTO U3Ae/Hs
JAJI JMArHOCTHKH in vitro
OT « » 20 r. Ne

1. HaumeHoBaHWe MEJULMHCKOTO W3AENMs, KOTOpO€ NpeAHa3sHa4eHO M
IMATHOCTHKY 3a60JIeBaHuil yTeM MPOBEACHHS MCCIIeNIOBaHMA 00pa31ioB OHOJIOrMYECKOT0
MaTepHaja 4eloBeKa BHE ero OpraHu3Ma, H3rOTOBJICHO B MEIMIIMHCKON OpraHu3aluy H
IpUMeHsieTcsl B MEIMUMHCKOH — OpraHu3allid, —ero u3roToBHBINGH  (palee -
HEe3aperMCTPUPOBAHHOE MEIMIMHCKOe U3/ETUE il AMarHOCTHKH in vitro) (c ykazaHueMm
NPUHAUIEXHOCTEH, — HEOOXOJMMBIX [yl TIDUMEHEHMs — HE3apervCTpHpOBAaHHOTO
MEIMIMHCKOrO  W3fenus s JMarHOCTMKM  in  vitro 1o Ha3HAYCHUIO)

2. U3roroBuTeNb  HE3APETHCTPUPOBAHHOIO  MEAMLMHCKOTO  W3JeMHMA A
IMArHOCTHKH in Vitro

(I'IOJIHOG W COKpalCHHOC (B ciy4ae, €Clik I/lMeeTC}I) HauMEHOBaHHE, B TOM YUCTIC ([)aneHHoe HaNMCHOBAHHE,
oprax—xmaunoauo-npaaonaﬂ (bopMa OpUAWYECKOro Inna, ajapec B nmpeaenax Mecra HaXO)KIleHI/Iﬂ)

3. PeKBU3UTHI 3agaHus Poc3apaBHag3opa




4. CBeeHus 00 dKCIIEpTax:

(hamunum, MeHa 1 oTyecTBa (PU HATHYHH), AOJKHOCTH, MECTO paboThl,
CIELMANBHOCTH, YUEHbIe CTeNeHH (3BaHus) (NMPY HATMYHH)

5. O0 OTBETCTBEHHOCTH 3a IOCTOBEPHOCTH CBEICHUM, U3NOXEHHBIX B 3aKIIIOYEHHUH,
IpeIyIpeKACHBI:
Ipencenatesib KOMUCCUU:

(damunust, uMs ¥ 0TYECTBO (TP HANM4MHK) (NMOJMHKCE)

JKCIepThI:

(bamunuu, UMeHa u oTYecTBa (PY HATNYUH) (TOAMKCH)
OTBeTCTBEHHBIN CEKPETAPD. '

(pamunus, nMs ¥ OTYecTBO (MPH HAMMYHH) (MIOANACH)
6. CognepxaHue IpeCTABIEHHBIX Ha OKCHEPTH3y HOKyMEHTOB (M3Jararorcs

OCHOBHBIE TIOJIOKEHHS TIPEACTaBICHHOM JJOKyMEHTALUH):
6.1. Unentuduxanus IOKyMEHTOB, TNpEICTAaBIECHHBIX B IENIX MPOBENCHHS
OKCHEPTU3BI:

6.2. MecTo H3rOTOBJIEHUS HE3APETHCTPHUPOBAHHOIO MEAULMHCKOTO M3JENTUS Ui
IUArHOCTHKH 1N Vitro:

6.3. Ha3sHaueHwe HE3apPETUCTPUPOBAHHOTO  MEIMLMHCKOTO  HU3JACIUS  JUIA
IIMArHOCTHKH in vitro, yCTaHOBJICHHOE W3COTOBUTENIEM:

6.4. CeeneHust 00 3KCILTyaTallMOHHOM NOKyMEHTallMd Ha HE3aperHCTPUpPOBAHHOE
MEIUIIMHCKOE n3JeNnue JUTSI JUArHOCTHUKH in vitro:

6.5. CpemeHus O TeXHHYECKOH JOKYMEHTAllMM Ha HE3apErHCTPUPOBAHHOS
MeIULIMHCKOE u3JeNne b IMarHOCTUKH in vitro:

7. AHanu3 NONHOTEI M Pe3yJIbTaTOB MPECTaBICHHbIX HA SKCIEPTH3Y JOKYMEHTOB H
CBEJIEHHM:

7.1. TlonHoTa TpPENCTAaBIEHHBIX JOKYMEHTOB (II0 OTHOIICHHIO K OTIHICH):

>

7.2. TlpuHaIIeXHOCTh 3aABIAEMOrO U3ZCNIHSs K ONHOMY (ob1meMy) MOJEIBHOMY

W/ THIOPA3MEPHOMY psily He3aperiCTPMPOBAHHOIO MEIULHMHCKOro H3MeNUs Uil
IMArHOCTHKH in Vitro:
7.3. PesynbTaThl OLEHKM COOTBETCTBHS  3asBIISIEMBIX NPHHAJIEKHOCTEN:

5
7.4. Pe3yJ'II>TaTI>I OLICHKH COOTBCTCTBUA TEXHHYECKOU JOKYMCHTaIlUXA U3TOTOBUTECIIA
HeIsiM oOecrieyeHHs KaueCTBa, 3(1)(1)CKTI/IBHOCTI/I 1 0e30IaCHOCTH HE3aperuCTpUpOBaHHOTO

MeIULHUHCKOr O 156631 () 178 hid) &' IUArHOCTUKH in Vitro:




7.5. Pe3ynpTaThl OLEHKH COOTBETCTBUS OKCIUIyaTallHOHHOM JTOKyMeHTallMH
W3rOTOBUTENS LeisaM oOecredeHus: KauecTBa, J(PQeKTHBHOCTM U 0e30MacHOCTH
HE3apPETrMCTPUPOBAHHOIO  MEIMLMHCKOrO U3NeNus JUIs JMardoCTHKH in  vitro:

8. Ouenka kayectBa, 3()(GEeKTUBHOCTH U 0E30IACHOCTH HE3apeTHCTPHPOBAHHOTO
MeIULMHCKOTO U3/IeNIns I JUarHOCTHKH in Vitro:

8.1. OneHka COOTBETCTBHA HE3aPETHCTPUPOBAHHOIO MEIULHMHCKOIO H3ACIHsA JUIs
IUArHOCTHKHM in vitro TpeOOBaHMSAM K HE3aperMCTPHPOBAHHBIM MEIUIIMHCKUAM HU3JIETHUIM
UL IMarHOCTHKH in Vitro:

8.1.1. MeauuuHCKOoe H3AE/IME OTHOCUTCA K MEIMIUHCKUM M3JEHHIM Ui
NIUArHOCTHUKH in vitro: ;

8.1.2.CBeneHuss O Hauuumd (OTCYTCTBMM) [UISI  HE3apErMCTPHPOBAHHOTO
MeTHUIIMHCKOT0 U3/eNHs [l JUarHOCTHKH in vitro Ha Tepputopun Poccuiickoit ®enepannu
B 00OpallleHdH B3aMMO3aMEeHSEMOTr0 MEIMIHMHCKOIO W3JENus, 3aperiCTPHPOBaHHOIO B
COOTBEeTCTBMHM B IlpaBWjlaMH TI'OCYJapCTBEHHON pErHCTpAllMd MEIMIMHCKHX H3[CIUH,
yTBep)XIeHHBIMU mMocTaHoBneHneM IIpaButensctBa Poccuiickoit ®emepauuun ot 27
nekabps 2012 1. Ne 1416 ;

8.1.3. OueHka COOTBETCTBHS HE3aperHCTPUPOBAHHOIO MEAMIIMHCKOTO M3IEIust Ui

JAHATHOCTHKHY in Vitro yCJIOBHSIM B OTHOLIEHHH CPOKOB, HEOOXOIAUMBIX JUISl YCTAHOBIICHHS
ero CTaTHCTUYECKU JOCTOBEPHOM KIIMHHYECKOM YyBCTBUTENBHOCTH M (MJIM) KINHHIECKOH
cnenupUIHOCTH (115 He3apeTrHCTPUPOBAHHOIO MEJMIIMHCKOTO U3/eNHs Ul IMarHOCTHKH
in vitro, oTHocswErocs K peareHTaM, HaOopaMm Jjis ONpPENETICHHUS aHAIUTOB JUIA
IUArHOCTHKH in Vitro):

8.1.3.1. Onenka OGOCHOBAaHHOCTH CBEJECHMN O MHUHHUMAJbHOM 4YHCIe 00pasloB
GHOJIOTHYECKOTO MaTepuaia uYejioBeKa, KOTOpoe HeOoOXOquMO [Uis OIpeAeIeHUs
CTATHCTUYECKH JOCTOBEPHOM KIMHWYECKOH 4yBCTBMTENBHOCTH HE3aperuCTpUpOBaHHOIO
MEIHIIMHCKOTO M3IENHS IS JMATHOCTHKM in Vitro ¥ MaKCHMAalbHOM YHuciie 00pasuoB
61OJIOTHYECKOr0 MaTepHana uYejoBeKa JUIsi OIpeleleHHs CTaTUCTHYECKH NOCTOBEPHOH
KJIMHAYECKOH YyBCTBUTEIBHOCTH HE3aPErHCTPUPOBAHHOTO MEAUIMHCKOIO H3ICIHs ULl
JMACHOCTUKY in Vitro, KOTOPOE BO3MOXKHO MOJYyYHMTh B TE€YCHHE KaleHJApHOro roja Ha
tepputopuu Poccuiickoi @enepanun: (ipu HATTHYUH);

8.1.3.2. Onierka OOOCHOBAHHOCTH CBEJCHMH O MHHMMAJIbHOM 4HCIIE 00pa31oB
GHONOrMYECKOr0 MaTepuana 4ejioBeKa, KOTOpoe HeoOXOOWMO Il  ONpeleNeHust
CTATHCTHYECKH HOCTOBEPHON KIMHHYECKOH CHElM(UIHOCTH HE3aperHCTPUPOBAHHOTO
MeTHIMHCKOTO W37eNus Ijis JAMArHOCTHKH in Vitro ¥ 0 MaKCHMAJbHOM YHCIIC o0pasuoB

OUOJIOTHYECKOTO MaTtepualia YeJI0BCKa PIRIS:| onpeacieHus CTaTUCTHYCCKH

! Cobpanue 3akoHonaTenbcTBa Poccuiickoii @enepain, 2013, Ne 1, cT. 14; 2020, Ne 49, cT1. 7897.




IOCTOBEPHOM KIMHUYECKON UyBCTBUTEIbHOCTH HE3aPETHCTPHPOBAHHOTO MEAHMLMHCKOTO
u3nends ~ [UId  JWArHOCTMKM  in  Vvitro,  KOTOpO€  BO3MOXHO  TOJIYy4YHThH
B TEUEHHMEe KaJeHJApHOro TroJa Ha  TEPPUTOPUHU Poccuiickoii  Depepanuu:
(npu HaNU4IKUK);

8.1.3.3. OueHKka COOTBETCTBHs KpUTepHi0 «MHHHMaJbHOE YHCIO 00pa3loB
OUONOTMYECKOr0 MaTepualia dYelloBeKa, KOTopoe HeoOXOAMMO s OTpejeNieHHUs

CTATUCTHYECKH JOCTOBEPHOM KIMHUYECKOH 4yBCTBHUTEIHLHOCTH HE3apErHCTPUPOBAHHOTO
METUIIMHCKOTO U3AENHUS Ul JAMArHOCTHKH in Vitro, cocTaBiseT Oonee OJHOH TpETH OT
MaKCHMAalbHOIO YHC/Ia TaKuX 00pa3loB OMOJOrMYECKOTO Marepualia dejioBeka, KOTopoe
BO3MOXKHO IONYyYHTh B TeYEHHE KaleHJapHOro roja Ha TEppUTOpHH Poccuiickoit
denepauum»: (Mpy HATUYKH);

8.1.3.4. OueHka JOCTOBEPHOCTH COOTBETCTBUS KpUTepuio «MHHHUMaIbHOE YHCIIO
06pa3110B GHONOTMYECKOTO MaTepraa 4eIoBeKa, KOTopoe HEOOX0AUMO [Uisl OTpe/ieNIeHUs
CTAaTUCTUYECKH JOCTOBEPHOM KIMHHYECKOH 4yBCTBHTENILHOCTH HE3APETUCTPHUPOBAHHOTO
MEeUIMHCKOTO M3JeHs s JAMArHOCTHKHU in Vitro, cocTaBiseT Ooiice OXHOH TPETH OT
MaKCHMAJIBHOI'O YHCJIa TaKHX 00pa3loB OMONOIMYECKOro Marepualia 4eloBeKa, KOTopoe
BO3MOXKHO IIOJNIyUHTh B TeUYEHWE KaJEeHIapHOro roja Ha TeppuTopuu Poccuiickoi
denepaliumny»: (npu HaNTU4UNK);

8.1.3.5. OlleHKa COOTBETCTBHA KpuTepioo «MuHHUMaNbHOEe uHCIO 00pa3ioB

OHOJIOrHYECKOTO Marepuaga 4YejJ0BE€Ka, KOTOPOC HCO6XOI[I/IMO I OIIPENCIICHUA

CTATUCTMYECKH IOCTOBEPHOM KIMHHYECKOH CIELM(pHYHOCTH HE3apericTpUpOBaHHOIO
MEIUIMHCKOro M34eus [/ AUarHOCTHKH in Vitro, cocTaBiseT Oojiee OAHOM TpeTH OT
MaKCHMAJBHOTO YMCja TaKuX 00pas3iioB OHOJIOMMYECKOI0 Marepualia 4eloBeKa, KOTopoe
BO3MOYXHO IIONYYHTh B TEUEHHE KAIEH[apHOTO rofa Ha TeppuTopuu Poccuiickoi
denepanum»: (py HATUYHH);

8.1.3.6. OueHka JOCTOBEPHOCTH COOTBETCTBHSI KPHTEpUIO «MHHMMAalIbHOE YUCIIO
06pa31IoB OHOJOTHIECKOTO MaTepraa YenoBeka, KoTopoe Heo0XO0UMO JJI OIIpeIEICHHS
CTATHCTHYECKH JOCTOBEPHOM KIMHUYECKON CHENU(HIHOCTA HE3apErHCTPUPOBAHHOTO
MeTUIMHCKOr0 M3IeNus IS AMarHOCTHKU in vitro, cocTapisieT Goljiee OHOW TPETH OT
MaKCHMaJIBHOTO YKCIa TaKUX 00pa3ioB OMOJOTMYECKOr0 MaTepualla 4enoBeka, KoTopoe
BO3MOXKHO IIOJYYMTh B TEYEHUE KaJE€HIAPHOrO Trojia Ha TEPPUTOPUH Poccwuiickoit
denepanum»: (1pu HATMYMH);

8.1.4. OrieHKa COOTBETCTBHUS HE3aperUCTPHPOBAHHOTO MEAMIMHCKOTO MU3AeNus Ul
JUATHOCTHKY in Vitro yCJIOBHSIM B YacTH 3aTpaT Ha H3rOTOBJICHHE HE3APErHCTPHPOBAHHOTO
MeMITAHCKOTO U3/ IUTsl TMArHOCTUKH in Vitro ¢ y4eToM CyIeCTByO1Leii TOTPeOHOCTH
B €ro NPHMEHEHHH B COIIOCTAaBIEHUH C 3aTPaTaMH Ha IPOBEACHNE TeXHUUCCKUX UCTBITAaHUM
A KIHHUYECKMX HCTBITAHUN HE3aperncCTpHpOBaHHOr0 MEAMIMHCKOTO M3ACIuA Ul
JMATHOCTHKA in Vitro B MeNsX ero perucrpaudd (WIS HE3aperucTpUpOBaHHOIO
MeJHIMHCKOTO M3ZeNus [ MAarHOCTHKH in Vitro, SIBISIOMIErocs aHalIM3aTopoM I
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JIMATHOCTHKH in Vitro i o611enabopaTopHbIM 060py J0BaHUEM IS JUarHOCTHKH in Vitro):
8.1.4.1. Ouenka OOOCHOBAHHOCTH CBEJCHHHA O CTOMMOCTH  MAaTepHajoB
(KOMIIEKTYIOIMX, KOMIIOHEHTOB) Ul  H3TOTOBIIEHWS  HE3apernCTpHPOBAHHOIO
MEIUIMHCKOrO W3/eNHS JUIS JUAarHOCTHKM in Vitro B KOJNHYECTBE, HEOOXOAUMOM JUIs
YIOBIETBOPEHHUS MoTpeOGHOCTH B ero 0JIHOBPEMEHHOM
HCMOJIb30BaHUM: (IpyM HaTUYKH);
8.1.4.2. Ouenka 060CHOBaHHOCTH CBEJIEHUH O 3aTpaTax Ha MPOBEJICHUE TCXHUIECKHX

UCIBITAaHU ¥ KIMHUYECKUX UCIILITAHUH He3aperuCTPUPOBAHHOIO METUIIMHCKOTO U3IeMHs
JUIST JUArHOCTHKH in vitro B HEIX €ro
pEruCTpaLiy: (IIpH HAJTUYHH);

8.1.4.3. Ouenka COOTBETCTBHUS KPHUTEPHIO «CTOMMOCTB MaTepHuaoB
(KOMIUIEKTYIOIMX, KOMIIOHEHTOB) JUIA  H3TOTOBJIEHHS — HE3aperuCTpHpPOBAHHOTO
MEIUIUHCKOrO0 M3Jeius U1 JUAarHOCTHUKM in Vitro B KOJIHMYECTBE, HEOOXOIMMOM Jist

yIOBJIETBOPEHHUs IOTPEOHOCTH B €T0 OJJHOBPEMEHHOM UCIIOJIB30BaHUM, COCTABIIACT MEHEE
OJIHOM MATOM CTOMMOCTH 3aTpaT Ha MpoBeAeHUEe TEXHUYECKHMX UCTIBITAHUH U KITMHUIECKHX
WCTIBITAHUH He3aperiCcTPHPOBAHHOTO MEIMIMHCKOTO U3/eIHUs JUIs JMaTHOCTHKH in Vitro B
LEJIIX €70 PETUCTPALIAL: (IpH HATTHYUK);

8.1.4.4. OreHKa JOCTOBEPHOCTH COOTBETCTBHS KpUTEpHIO «CTOMMOCTL MaTepralioB
(KOMIUIEKTYIOIIMX, KOMIOHEHTOB) JUIi  M3TOTOBJICHHS  HE3apEerHCTPUPOBAHHOIO
MEIMIUHCKOTO HM3eNus IS JUaTHOCTHKM in Vitro B KOJNHYECTBE, HEOOXOAUMOM JUIA
yIOBIETBOPEHHUsI IIOTPEGHOCTH B €70 OJHOBPEMEHHOM HCIIONB30BAHUH, COCTABIISET MCHES
OJIHOI TATOH CTOMMOCTH 3aTPaT Ha MPOBEICHHE TEXHMYECKUX UCTIBITAHUH ¥ KITMHUYECKUX
MCTIBITAHH} He3apEeriCTPAPOBAHHOTO MEAULIMHCKOTO M3JENus IS IMarHOCTHKH In Vitro B
LEJIAX Er0 PErUCTPALUNN. (TIpY HAJIMYUR);
8.1.5. OueHka cOOTBETCTBHS HE3apErUCTPUPOBAHHOIO MEAMIIMHCKOrO M3ACIUSA AJIA
JMATHOCTUKH in Vitro yCJIOBUSAM B YacTH 3aTPaT Ha U3IOTOBJICHUE HE3aPETUCTPUPOBAHHOTO
MeIUIMHCKOTO W3ENHs A1 IHATHOCTHKY in VItro ¢ y4eToM CyIIecTBYoLIel OTpeOHOCTH
B €ro IIPUMEHEHHH B COIIOCTABIIEHUM C 3aTpaTaMy Ha POBEACHHE TEXHUIECKHUX UCTIBITAaHUM
M KIMHWYECKMX HCTbITAHUI HE3apEruCTPUPOBAHHOIO MEAWIMHCKOIO H3JACHUA Ui
JMArHOCTHKM in vitro B UeIsAX ero perucrpauuu (s HE3aperucTpUpOBAHHOTO
MeTHIMHCKOTO U3JeNus Ui AMAarHOCTHKH in Vitro, He SBISIOMIErocs aHaIM3aTopoM Ui
JMATHOCTHKH in Vitro iy o01uenabopaTopHEIM 000py I0BaHHEM ISl IMarHOCTHKH in vitro):
8.1.5.1. Ouenka 06OCHOBaHHOCTH CBEJEHHMH O CTOMMOCTH MAaTepHalioB (cBIphs,
pearcHTOB, KOMIIOHEHTOB) NS W3rOTOBNCHHS HE3aPEerHCTPHPOBAHHOIO MEIMIMHCKOIO
M3Menus JUIs AMarHOCTHKM in vitro B KOMMYECTBE, HEOOXOAMMOM [ yJOBICTBOPCHHUS
noTpeOHOCTH B ero HCIIOJIE30BaHUH B TEUEHHE KaJIeHIapHOT O
roga: (1Ip¥ HAJIUYUH);
8.1.5.2. Onenka 060CHOBAaHHOCTH CBEJICHUH 0 3aTpaTax Ha NPOBEICHUE TEXHUICCKNX
JCIIBITAHMH U KIMHUYECKIX UCTIBITaHUH He3aperuCcTpPUPOBAaHHOIO MEAUIIMHCKOTO U3ACTHA




TS IUArHOCTUKH in Vitro B LeAX ero
pEerucTpaLiu: (npu HANTM4KHK);
8.1.5.3. Onenka coorBercTBUS Kpurepuio «CToMMOCTh MaTepHaioB (ChIpbs,

peareHTOB, KOMIIOHEHTOB) IUIsi M3TOTOBJIEHHUS HE3apErHCTPHPOBAHHOIO MEIMIIMHCKOIO
W3/IeNus U1 AMATHOCTHKY in Vitro, He SBISIOMIETOCS aHAJIU3aTOPOM JUIS IUATHOCTUKY in
vitro WM o61enabopaTopHbIM 060pYIOBaHHEM JUIS IUATHOCTHUKY in Vitro, B KOJIUYECTBE,
HEOOXOIUMOM JIJIs YJIOBJIETBOPEHHS MOTPEOHOCTH B €ro MCHONB30BaHMM B TEYEHHE
KaJIEHJapHOIO rojia, COCTaBJsSeT MEHee OJHOH TPEeTH CTOMMOCTH 3aTpaT Ha IPOBEACHHE
TEXHUYECKUX HCHBITAHWH M KIMHAYECKMX HCHBITAHUW  HE3aperucTpUpOBAHHOIO
MEIULMHCKOTO  W3AelWs  JUIi  JHarHocTMKM  in  vitro B HeasXx  ero
PETHCTpaIHI: (mpu HaTHYWH),

8.1.5.4. OneHka JOCTOBEPHOCTH COOTBETCTBUS KpUTepHIo « CTOMMOCTE MaTepHAJIOB
(CBIpBS, peareHTOB, KOMIIOHEHTOB) [UIsi H3TOTOBJICHUS  HE3apPErHCTPUPOBAHHOIO
MEIUIMHCKOrO M3/IeNus I JHarHOCTUKHU in Vitro, He SBJSIOLUETOCS aHAIM3aTOPOM UL
IMATHOCTHKHM in Vitro uik o01enabopaTopHsiM 000pyJOBaHHEM AT JUArHOCTHKH in vitro,
B KOJIMYECTBE, HEOOXOANMOM IS YOBJIECTBOPEHHS TOTPEOHOCTH B €r0 HCIONL30BAHUU B
TeueHHe KaJeHOapHOTO TOJa, COCTaBISeT MEHEe OJHOM TPEeTH CTOMMOCTH 3arpar Ha
IpOBEICHHUE TEXHUYECKHX UCIBITaHUil U KJIMHAYECKUX UCIIBITaHUi
HE3apPErUCTPUPOBAHHOIO MEIULUHCKOTO U3ENUs IS JUArHOCTHKH in Vitro B LENSX €ro
perucTpanymny: (ipu HATTUYMH).

8.2. OueHKa COOTBETCTBHS MEIMIMHCKOM opraHusaiuu TpeOOBaHUAM K
MEIULMHCKMM OpraHu3alMsM, B KOTOPbIX H3TOTAaB/IMBAIOTCS M  [PUMEHSIOTCH
MeIULMHCKHE M3AENHs, KOTOphIe MMpeIHa3HaYeHbl s JUarHOCTUKH 3aboneBaHuil myTeM
IPOBEJICHHS KMCCIIef0BaHU 00pa3lioB OMONOrMYECKOro Marepuaia 4enoBeKa BHE €ro
opraHu3Ma, yTBepXIeHHBIM IocTaHoBlIeHHeM [IpaButenscTBa Poccuiickoit @enepanuu oT
24 HosOpst 2021 r. Ne 2026 «O He3aperucTpUPOBAHHBIX MEAMIMHCKUX U3JENMHAX I
JHACHOCTUKH in Vitroyn?:

8.2.1. OueHka cBeJEHUIM O HATWYMHU JIMLUEH3UM HAa MEIUIHMHCKYIO ACSATEIbHOCTD,
BIJIIOYAIOIYIO IIepeyYeHb paboT (YCIyT), COCTABIAIOIIMX MEIUIMHCKYIO IeATENbHOCTD, IIPH
BBITIOJIHEHNM (OKa3aHHMM) KOTOPBHIX MPHUMEHSETCS HE3aperuCTPUPOBaHHOE MEIMIMHCKOEe
15631 (14 (S JUTS JIHUAarHOCTUKH in
vitro: ;

8.2.2. OmeHKa CBEEHUI O HAIWYUHA PEKOMEHJIOBAHHOM JKCIIEPTHBIM COBETOM IO
BOIPOCAM O MEMMUMHCKUX H3/IeUAX, KOTOpble MpeAHA3HAYEHbl I NHArHOCTHKH
3aGoNeBaHUil MyTeM MpOBEIEHHS HWCCIeNOBaHUM 00pa3lioB OMONOTHYECKOro MarepHaia
yesloBeKa BHE ero OpraHM3Ma, H3rOTOBJIEHB! B MEJMIMHCKO!N OpraHU3alliK U TIPUMEHSIOTCS
B MEIWIMHCKOM OpraHmW3alli{, HX H3TOTOBHUBIICH, CO3JaHHBIM IIPH MeEULHHCKON
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OpraHM3aL|H, ¥ YTBEPXKACHHOH PyKOBOAUTEIEM MEAMLIMHCKOH OpraHN3aliy TEXHUYECKOU
JOKYMEHTALUH M3TOTOBHTENS (MEIMIMHCKOH OpraHM3alliii) Ha HE3aperMcTPHPOBAHHOE
MEIULIUHCKOE u3Jenue IS JMarHOCTUKH in
vitro: ;

8.2.3. OneHKa CBEICHUN O HAJIMYMH PEKOMEHJOBAHHOM JKCIIEPTHBIM COBETOM IO

BOIPOCaM O MEJHMUMHCKMX H3/IeUAX, KOTOpble NpeAHA3HAYeHbl Uil JUArHOCTHKH
3a60NeBaHUi MyTeM MPOBEIEHHs HCCIEIOBAHUH 00pa31oB GHONOrHIECKOTO MaTepHala
ye/loBeKa BHE €ro OpraH13Ma, H3rOTOBJIEHBI B MEIULMHCKOM OpraHH3allii ¥ IIPUMEHAIOTCH
B MEIMIMHCKON OpraHM3alli¥, WX MW3TOTOBUBILNEH, CO3JaHHBIM TPH MEIHLUHCKOH
OpraHM3alldM, M  YTBEP)KICHHOH  PYKOBOJAMTENeM  MEJULMHCKOH  OpraHM3aiuu
SKCILUTyaTAalHOHHOM JIOKyMEHTAllMM HM3TOTOBHTENs (MEIMUMHCKOH OpraHM3aljii) Ha

HE3aperuCTPUPOBAHHOE MeIUIHHCKOE H3aeIue TS JIMarHOCTUKHU in
vitro:

8.3. Ornenka COOTBETCTBHS XapaKTEPUCTUK (CBOHCTB) HE3apErMCTPUPOBAHHOIO
MEeIUITUHCKOTO W3 eI JUIS JIHAAaTHOCTHKHU in vitro TpeOOBaHMAM
TEXHUYECKOM JOKYyMEHTaluu HU3TOTOBUTENS (MeIUITMHCKOM
OpraHU3aLiN)

8.4. OrneHKka BO3MOXHOCTH IIPUMEHEHHs HEe3aperMCTPHPOBAHHOTO MEIMLIUHCKOrO
{31enud Ul JUArHOCTHUKH in Vitro 1Mo Ha3HAYEHHIO B COOTBETCTBUU C SKCILTyaTallMOHHOU
JOKyMeHTalieil H3roTOBHTENS (MEIHIMHCKOM OpraHu3aL|H)

8.5. OueHka AOCTATOYHOCTH MNPENOCTABICHHBIX CBEACHHMH IS TMOATBEPXKICHHS
Ka4ecTBa, dPGEKTUBHOCTH U 6E30IACHOCTH HE3aPErHCTPHPOBAHHOTO METUIHHCKOrO
W3esIus [UIS THarHOCTHKH in vitro (Uit He3aperucTPUPOBaHHOrO MEAMIMHCKOTO U3/ASITHA

JUTS TMATHOCTHKY in Vitro, SBJISIOIIEr0Cs PeareHToM, HabopOM ISl OTIPEAEIICHNUs aHATUTOB
oIS JUAaTHOCTHKHM in  Vitro WIM aHAJIW3aTOpoM A  [AMardHOCTHKH in vitro):
(ipy HATTMYKH).
8.6. OueHKa NpeBbIlieHns (HETPEBBILIEHHS) PUCKa NIPHYNHEHHS Bpeld 3A0POBBIO
rpaXkaaH U MEJMLUMHCKEX PaGOTHHKOB BCIEICTBUE NPHMEHEHUS HE3aperHCTPUPOBAHHOIO
Me IUITUHCKOrO M3/ENHs IS JUarHOCTUKH in Vitro 3(QeXTHBHOCTH €ro NPUMEHCHHA (most
He3aperHMCTPUPOBAHHOTO MEIMIIMHCKOTO U3JCINS [/ IMarHOCTHKH in vitro, SBASIOMIETOCs
peareHTOM, HaGOpOM JUIs ONpejeNeHUs AHAJMTOB UL AMAarHOCTHKH in vitro wWiu
aHAJIN3aTOPOM had) £ JUArHOCTUKU in vitro):

9. BBIBO/IBI IO PE3yIBTATAM IKCIEPTH3BI Kau€eCTBa, dPPEKTHBHOCTA 1 0e3011acHOCTH
HEe3aperuCTPUPOBAHHOTO MEUIMHCKOTO U3JENHUs IS IMarHOCTAKH in vitro:

9.1. KauectBo, u  (uwiu)  2(eKTuBHOCTh, H (wiu)  6e30MacHOCTb
He3aperiucTPUpOBAHHOTO  MEJIMLMHCKOro  M3femus  And  JHarHOCTHKH in vitro

nodmeepoicoenvt / He noomeepoicoensi (BbIYEPKHYTH HEHY)KHOE) TpPEACTaBICHHBIMU
JAHHBIMHU: (B ciy4ae, ecii¥ He




HOTBEPXKIAEHBI, IPUBOAUTCS OOOCHOBAHHE).

9.2. Puck NpUYMHEHHsS Bpeja 3[0POBbI0 TPaXIaH M MEIUIMHCKUX DPabOTHUKOB
BCIEJCTBUE INPHMEHEHHS HE3aPETMCTPUPOBAHHOIO MEIULIMHCKOTO HM3JENus U
IMarHOCTUKH in Vitro, OTHOCSILErocs K peareHTaM, HabopaM JUIs ONpe/eIeHHs aHaIuTOB
JUISL AMATHOCTHKH in Vitro WM K aHAJIM3aTOpaM JUls THarHOCTUKH in Vitro, npesviuaem / He
npesviuiaem (BBIYEPKHYTH HEeHYKHOE) 3 PEeKTUBHOCTD €ro
TIpUMCHEHUS: (B ciydae, eciM  TIPEBHIIIAET,

IPABOUTCSA OOOCHOBAHUE):

9.2.1. He3aperncrpupoBaHHOE MERHLMHCKOE H3AeiHe IS AUarHOCTHKH in Vitro
coomeemcmeyem / ne coomeemcmeyem (BbIYEPKHYTh HEHYKHOE) IOJNOXKEHHUAM ITyHKTOB 1
- 3 Tpe6oBaHMii K MEIULMHCKUM H3JIEIHAM, KOTOpble NPEIHA3HAYEHBI JUIA THarHOCTUKH
3ab0JIeBaHMil NyTeM NpPOBEIEHHMS HCCIEJOBaHUH 00pa3LoB OMOJOTHYECKOrO MarepHania
4eJI0BEKA BHE €r0 OpraHHu3Ma, H3roTOBJIEHbl B MEAUIUHCKOM OpraHu3aliuy 1 IPUMEHSIOTCS
B MEIWIMHCKON OpraHW3alld, WX W3TOTOBHBLIEH, YTBEPKACHHBIX TMOCTAHOBICHHEM
IIpaButensctBa Poccuiickoit @enepaumn ot 24 Hosbps 2021 r. Ne 2026 «O
He3aperuCTPUPOBAaHHBIX MEAMLIMHCKUX 17631 (15694 hily € JUarHOCTUKU in
vitro»: (B cioyuae, eclnM HE COOTBETCTBYET,

NPHBOIUTCSA 0OOCHOBaHHUE);

9.2.2. MenmuuuHcKas OpraHusalds coomeemcmeyem / He CcOOmeemcmeyem
(BBIUEPKHYTh HEHY)XHOE) TpeOOBaHMAM K MEIMIMHCKMM OpraHM3allisiM, B KOTOPBIX
M3TOTaBIIMBAIOTCH M TPUMEHSIOTCS MEJULMHCKUE M3/IeiHs, KOTOpbIe NpeTHa3HaueHbl A1
IMATHOCTHKH 3a00JIeBaHUM IyTEM MPOBENEHHs HCCIenoBaHui 00pa3ioB OHOIOrHYeCKOro
MaTepuala vejioBeKa BHE €ro OpraHu3Ma, YTBEP)KICHHBIM  IOCTaHOBJIEHHEM
IIpaButenscTBa Poccuiickoii ®epepammu ot 24 Hosbps 2021 r. Ne 2026 «O
HE3aPETUCTPUPOBAHHBIX ~ MEJMLMHCKMX  M3JENUsSX 1 JUarHOCTHKH in
vitro»: (B cily4ae, eCiii He COOTBETCTBYET, IPUBOAUTCS

000CHOBaHHUE);

9.2.3. XapakrepucTuku (CBOICTBa) HE3apErMCTPHPOBAHHOTO MeEIHIMHCKOrO
W3JIeUs I THarHOCTHKH in vitro coomeemcmeyiom / He coomeéemcmeyiom (BbIYEPKHY Th
HEHYXHOE) TpeOOBaHUAM TEeXHHUYECKON JIOKyMEHTaIlH
W3TOTOBUTEIS: (B cnyuyae, eciii HE COOTBETCTBYET,

IIPUBOJUTCS OOOCHOBAHHUE);

9.2.4. Bo3MOXHOCTH IPUMEHEHHUS HE3aperuCTPUPOBAHHOTO METMLIMHCKOIO M3IEITHS
JUIS MATHOCTHKHE in Vitro 110 HA3HAYEHHIO B COOTBETCTBHH C OJKCILIyaTalHOHHOMH
JOKyMEHTAlliell W3TOTOBHUTENS noOmeepycoena / He noomeepoicoeHa BBIYEPKHYThH
HEHYXHOE): (B cityuae, ecly He IOATBEPXKACHA,

IIPUBOIHUTCS OOOCHOBAHHE).




10

10. Pe3ynbTaThl SKCIIEPTU3BI:

(yKa3BlBaIOTC$l BBIBOJbI KQXXA0I'0 U3 DKCIIEPTOB,
BXOJAILLICIO B COCTAaB KOMHUCCHUU BKCHepTOB)

11. BeiBog:

(yKa3bIBaeTC}I OOLIMIf BBIBOJ, C YKa3aHWEM NpHYKMH B Clly4ac BLIHCCCHHA 3aKIMIOUCHUA
0 HEBO3MOXXHOCTH NMPCAOCTABJICHN WIIN NOATBCPKACHH pa3pemem/m)

I[TpunoxeHne: MHEHHe SKCIepTa, HECOIIACHOrO C BBIBOJAMHU OKCIEPTH3Bl KavecCTsa,
6e30MacHOCTH M 3(P(PEKTHBHOCTH HE3APETHCTPHPOBAHHOIO MEAULUHCKOIO M3AEIUd A
IMarHOCTUKHY in vitro (Tpy HaJIMYWH)

KoMuccHs 3KCIIEPTOB B COCTaBE:
Ipencenarens Komuccuu

(pamunus, uMs U 0T4ECTBO (PH HATMUMMK) (TTOAMKCE)

DKCHepThl:

(bamMunuy, MMeHa 1 OTYeCTBa (IPU HaMuKK) (OAMHCH)

OTBETCTBEHHBIN CEKpeTaph

(pamunusi, UM 1 OTUECTBO (TIPU HATHUUM) (TTOITHCH)




