MMPABUTEJIbLCTBO POCCUMCKON ®EJAEPALIUN
ITOCTAHOBJEHUWE

ot 31 masg 2023 r. No 882

MOCKBA

00 ycTaHOBJIEHUHN MOTEHIHAJbHBIX POAUTE/IeH B KaUueCTBe reHeTU4eCKoil
MaTepH ¥ TeHeTHYEeCKOro 0THA, a PABHO 0JAUHOKOI KEHIIIHHBbI
B Ka4eCTBe reHeTHYeCKO MaTepu

B cootBerctBUM ¢ 4acThio 9 cTtathu 55 @DenepaqbHOrO  3aKOHA
"O0 ocHOBax OXpaHbl 3A0pOBbs TpaxkaaH B Poccuiickoir ®Denepauun’
[TpaButenscTBO Poccuiickoit @enepaiuu MmO CTAHOBJASE T :

1. YTBepauth mnpuiiaraembie lIpaBuia yCTAHOBJIEHUS MOTEHIMAIbHBIX
poauTesel B KaUeCTBE T€HETUYECKOM MaTEpPU M M'EHETHYECKOTO OTIA, a PABHO
OAWHOKOM JKEHIIWHBI B KAYECTBE TEHETUYECKOU MATEPH.

2. Hacrosiee mocraHoBjI€HHE BCTYIAeT B cuity ¢ 1 ceHTs6psa 2023 r.
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YTBEPX/IEHDBI

nocta”HoByieHneM [IpaBurenscTBa
Poccuiickoii @enepanun
ot 31 mas 2023 r. Ne 882

IHPABHUJA

YCTAHOBJICHMS MOTEHIUAJIbHBIX POAUTEJIeN
B Ka4eCTBe NreHeTUYeCKO MaTepu U reHeTU4eCKOoro oTua,
a4 PaBHO OJAMHOKOM KEHIIUHBbI B KA4YeCTBE reHeTHYeCKO MaTepu

I. Hactosimmme  IlpaBuna  ompenenstoT  MOPSJOK  YCTAHOBJICHUS
MOTEHIIMAJBHBIX POJUTENECH, COCTOSAIMX B Opake Mexay co0O#, IMOJIOBbIE
KJIIETKM KOTOPBIX HCHOJb30BAIUCh JJIS OIUIOJOTBOPEHUA, ISl KOTOPBIX
BBIHAIIMBAHUE U POXKJIECHHE peOCHKa HEBO3MOXHBI MO MEAUIMHCKUM
MOKa3aHUAM (Jajee - MOTEHIUAJIbHbIE POJUTENN), B KaueCTBE T'€HETHUECKOU
MAaTepU U T€HETUYECKOTO OTLA, @ PABHO OJMHOKOM JKEHIIWHBI, TIOJIOBBIE KIETKU
KOTOPOM MCHOJIb30BAIIACH I OILUIOAOTBOPEHUS U 11 KOTOPOIl BBHIHAIIMBAHUE
U poxaeHHEe peOeHKAa HEBO3MOJKHBI MO MEIUIIMHCKUM IOKa3aHuAM (nanee -
OJIMHOKAA JKEHIINHA), B KAYECTBE T€HETUUECKOW MaTepH.

Hacrosimue TlpaBuna He coaepskat 00s3aTeNIbHBIX TPeOOBaHUM, KOTOPHIE
CBSI3aHbl C OCYILIECTBJIEHUEM MPEANPUHUMATEIILCKON U MHOM 3KOHOMUYECKOU
NEATEeTbHOCTA U OIlEHKA COOJIIOJCHUS KOTOPBIX OCYIIECTBJISAETCS B paMKax
rOCydapCTBEHHOTO KOHTPOJIA (HAa30pa).

2. YCTaHOBJIEHUE MOTEHIUAJBHBIX POAUTENIEH B KaueCTBE I'€HETUUYECKOU
MaTepd U TEHETHYECKOro OTIA, a PABHO OJIMHOKOW J>KEHIIUHBI B KaueCTBE
TF€HETUYECKOM MaTepH BKJIFOUAET:

a) MOATBEP)K/ICHNE TEHETUUECKOW NPHUHAJICKHOCTA TIOJOBBIX KIIETOK,
KOTOPBIE HUCIOJb30BAIUCH ISl OIJIOJAOTBOPEHUS B paMKaX BCIIOMOTAaTEIbHBIX
PENPOIYKTUBHBIX TEXHOJIOTUM, U (WJIN) 3MOPHUOHA MOTEHIIUAILHBIM POAUTEIISAM
I OJUHOKOM KECHIIUHE,

0) MOJIEKYJIAPHO-TEHETUYECKOE HCCIICIOBAHNE B IEISIX YCTAHOBJICHUS
T€HETUYECKOr0 POACTBA PpPEOEHKA, POKIAECHHOTO CyppoOraTHOM MaTepslo,
C NOTEHIIUAJIbHBIMU POJAUTEIISIMU UM OJIMHOKOU JKEHIIIMHOM.



3. 'eHeTnueckass  NPUHALICKHOCTh  MOJIOBBIX  KJIETOK,  KOTOPBIE
UCIIOIB30BAINCh Il OIUIOJOTBOPEHMS B paMKax  BCIOMOTAaTEJIbHBIX
PENPOAYKTUBHBIX TEXHOJIOTUM, U (WJIK) 3MOPUOHA MOTEHIUAIBHBIM POAUTEIAM
WIM OJWUHOKOM JKEHIIWHE MOATBEPIKAACTCA MEIUIMHCKOM OpraHu3aluen,
OCYIIECTBJISIBIIIEH 3a00p YyKa3aHHBIX IIOJIOBBIX KIJIETOK, W (WJIHM) TOJy4YeHUE
sMOpuoHa, W (W) MEPEHOC 3MOpPHOHA, COOTBETCTBYIOIIEH YCTaHOBJIEHHBIM
3aKOHOAATENhCTBOM  Poccuiickoit  ®Denepanuu  TpeOOBAHUSIM K  TaKUM
MEIUITUHCKAM OpPTaHU3AMAM, IyTeM BBIJAYM METUIIMHCKOTO JOKYMEHTa
B YCTAHOBJIEHHOM MUHHCTEPCTBOM 37paBooxpanenusa Poccuiickoin denepanuu
nopszIKe (asnee - CrpaBKa).

4. B cripaBke yKa3bIBAIOTCS:

a) pamunms, WM, OTYECTBO (MPU HAJTWYWM), JaThl POXKICHUS
MOTEHIINAIBHBIX POJAUTEIIEH WM OJMHOKOM JKSHIIUHBI,

0) nata 1 MecTo 3a00pa MOJIOBBIX KJIETOK, U (MJIN) TOJIy4eHHs SMOPHOHA,
u (wm) mepeHoca SMOpPHMOHA TOTEHIHMAJIBHBIX POAMUTENIEH WM OJUHOKON
KCHIIMHBI,

B) (hamususA, UM, OTYECTBO (MIPU HAJIMYWHM) MEIUIIMHCKUX PAOOTHUKOB,
OCYIIECTBJISBIINX 3a00p TMOJIOBBIX KJIETOK, WM (WiIHM) MOJdydeHue SMOpHOHa,
U (WIM) TEepeHoc 3MOpUOHA TOTEHIMAJIBHBIX POAWTENEH WA OJMHOKOU
KEHIIMHBI;

r) JaTa BbIJAYM CHOPaBKH, a TaKKe PEKBU3UTH  MEAUIIMHCKOM
OpraHu3aluu, BbIIABIIEH CIIPABKY.

5. CnpaBka BBIJAETCS B TMOPSAKE M CPOKH, KOTOPHIE YCTAHOBJICHBI
MunucTepcTBOM 3ApaBooxpaneHus Poccuiickoit @denepanmu.

6. B ciaygae ecnmu momydeHume 3MOpuMoHA W (WJIHM) TEPEeHOC SMOPHOHA
OCYLIECTBJIAIOTCA MHOW MEIUIMHCKOW OpraHu3alMei, HEKEJIU Ta, B KOTOPOWU
OCYIIECTBJSUTMCH 3a00p TMOJIOBBIX KJIETOK MMOTEHIMAIbHBIX POJIUTEICH WU
OJIMHOKO#M KEHIIMWHBI ¥ (WJIK) TOJydeHre SMOPUOHA, CITpaBKa MPEIbIBIISETCS
MOTCHIIMAIbHBIMA POIWTEIIIMA WM OAWHOKOW KCHIIMHOW B MEIUIMHCKYIO
OpPraHu3aIrio, OCYIIECTBIIMIONIYI0 TOJNydYeHHEe SMOpPHOHA W (WJIM) TEPEHOC
3MOpHOHa.

[Tocne monmyuenus smOproHa 1 (WiK) IepeHoca SMOPHUOHA METUITUHCKAS
OpraHu3aius, OCYIISCTBIISBINAS TMOJdydeHue 5SMOpuoHa ¥ (WIM) TEPEHOC
SMOpHOHA, BBIIACT TOTEHIIMAIBHBIM POJUTEISAM WM OJUHOKON >KCHIIUHE
CIpaBKy B3aMEH CHpPaBKW, TMEPBOHAYAIBHO BBIJIAHHOW B  TOPSIKE,
YCTAaHOBJIECHHOM MUHMCTEPCTBOM 31paBooxpaHenus Poccuiickonn denepanmm,
npu 3a00pe MOJIOBBIX KJIETOK WU (WJIM) MOJYYEeHUH 3MOPHMOHA MOTEHIUATbHBIX
poauTesied Wik OJUHOKOMN KEHIIUHBI.



7. MONEKyIAPHO-TEHETUYECKOE HUCCIICAOBAHUE B LEJISX TMOATBEPIKICHUS
F€HETUYECKOr0 POACTBA PEOEHKA, POKIAECHHOIO CyppOraTHON MaTepblo,
C TIOTCHIMAJIbHBIMUA POAWTENIAMA WJIM OJWHOKOW IKEHIIMHOW (nanee -
UCCJIE/IOBAHNUE) TPOBOAMWTCS B MEAUIMHCKUX OPraHU3ALUIX, HMMEIOIINX
JUIEH3UIO HA OCYIIECTBIICHHE MEIUIIMHCKOW ACATEIbHOCTA TMPH OKa3aHUU
CHENUAJIM3UPOBAHHON MEIUIIMHCKOW TIOMOIIM B CTAIIMOHAPHBIX YCIOBUSIX,
BKJIFOYass pabOThI (YCAYTH) MO aKyIIEPCTBY U TMHEKOJIOTHH (32 HCKIIOUEHUEM
UCIIOJIb30BaHUS BCIIOMOTaTEIbHBIX PENPOYKTUBHBIX TEXHOJIOTUH
¥ UCKYCCTBEHHOTO TIPEPhIBaHUs OEPEMEHHOCTH ) U TaOOPaTOPHOM IreHETHKE.

8. UccnenoBanmio mojyieskar oOpasibl KPOBH (najee - OMOIOTHUSCKHMA
Marepuan) pebeHKa, a TaKXke TMOTEHIHUATbHBIX POJUTEICH WM OJMHOKOU
KCHIIWHBI.

9. UccnenoBanwe TMPOBOAWTCS HA OCHOBAHWM WH(OPMHUPOBAHHOTO
NOOpPOBOJIBHOTO ~ COTJIacHsl HAa MEAMIIMHCKOE BMEIIATEIbCTBO, JAHHOTO
CyppOTaTHOM MAaTEepbl0 B OTHOILIEHUHM POXKICHHOTO €10 peOeHKa, a TaKxKe
UH()OPMHUPOBAHHOTO JT0OPOBOJIBHOTO corjlacus Ha MEIUIIMHCKOE
BMEIIIATEILCTBO, JAHHOTO KAaXKIbIM W3 TOTEHIUAIBHBIX POIUTENCH WIn
OJMHOKOM JKEHIIMHOM.

10. 3a6op Ouomornueckoro wmarepuana y peOeHKa, POIUBIIETOCS
y CypporaTHOW Marepu, OCYIIECTBIAECTCS B MEOULMHCKON OpraHu3aluy,
B KOTOPOM MPOM30LUIO €ro POKACHHE, C MOCIEAYIOUIeH mnepegavyeil 3Toro
OMOJOTMYECKOTO MaTepHalia HEMOCPEICTBEHHO B MEAUIIMHCKYIO OPraHU3aLHIo,
IPOBOJAIIYIO  MCCIEIOBAHWE, KOTOpas  COOTBETCTBYET  TpeOOBaHUSM,
yKa3aHHBIM B MyHKTe 7 Hacrosmux [IpaBuin, 5mmb0 HEmoCpeIcTBEHHO
B MEIWIMHCKOM oOpraHM3anuu, MnpoBojdmel wuccienoBanue. Ilepemaua
OMOJIOTMYECKOTO  Marepuajia peOeHka, 3a0paHHOro JJis  MPOBEICHUS
UCCTICIOBAHUSI, CYppPOraTHOM Marepu, TMOTECHIMAJIbHBIM POJUTENISIM  WJIU
OJWHOKOM JKEHIIMHE, HE JOITYCKAETCH.

11. 3a6op OwosiorMuecKkoro marepuaiga y TMOTCHIUAIbHBIX PpPOJIUTENEH
WM OJIMHOKOW J>KEHIIWHBI OCYIIECTBJISIETCA B MEIUIIMHCKOW OpraHW3alluy,
MPOBOJALLIEN UCCIIENOBAHUE.

12. B MemMIMHCKUX  OpTraHu3alusIX, OCYIIECTBIAIONMX  3a00p
OMONOTUYECKOTO MaTepuaia v (MJIM) UCCIISOBAHUE, TOJKHBI OBITh OMPEICIICHBI
MEIUIMHCKAE PAOOTHUKHU, OTBETCTBEHHBIE 3a HaJIekKalluil 3a00p, XpaHEHUeE
Y TPAHCIIOPTUPOBKY OMOJIOTMUYECKOTO MaTepuara.

13. ITo pe3ynpTaTaM MCCIEIOBAHMS BBLAACTCS MEAUIMHCKOE 3aKIIIOYEHUE
00 yCTaHOBJICHHH (HEYCTAHOBJICHHH) MOTCHIIMAIBHBIX POIUTENICH B KAa4eCTBE



TeHETHUECKOW MaTepyd M TEHETHYECKOro OTIA, 4 PABHO OJWHOKOM KEHIIMHBI
B KQU€CTBE I€HETUUECKOI MaTepu (Jayee - 3aKIIOUYCHHE).

14. 3axmouenne odopmisiercss B 3 3K3EMIUIIpAX, TMEPBbI 3K3EMILISAP
BBIJIACTCS TOTCHIMAIBHBIM POJUTENIAIM WM OJMHOKON IKCHINWHE, BTOPOMU
OK3EMIUIAP XPAHUTCS B  MEIUIMHCKOW  OpraHW3aluyd, MPOBOIUBIICH
UCCJICIOBAHNE, TPETUI AK3EMIUIAP MEPEIacTCs B MEIUIIMHCKYIO OpraHU3aInIo,
B KOTOPOH IPOU30IILIO POKIACHUE peOeHKa.

15. CBenenus, comepkaiiiecss B CIPaBKe, YKAa3bIBAIOTCSI B MEIUIIMHCKOMN
JOKYMEHTAIlMK  CypporaTHoM Marepu (MEAMIIMHCKAas KapTa IalueHTa,
MOJTYYAOIIETO MEIUITMHCKYIO TIOMOITh B aMOYJIaTOPHBIX YCIIOBUAX, WA KapTa
MareHTa JHEBHOTO CTaIlMOHApa aKyIIEPCKO-THHEKOJIOTHUYECKOTO MPOQuII,
WM KapTa TMAlWeHTa TUHEKOJOTHYECKOTO OTMEJCHHUS CTalMoHapa (BKJIAIBIII
B KapTy CTAIIMOHAPHOTO OOJIBHOTO).

16. Cenenusi,  conepkammecs B 3aKIIOYEHHHM,  YKA3bIBAKOTCS
B MCIWIMHCKOM JOKYMEHTAllMM CypporaTHOHW Marepu (UCTOpPHUS POJIOB
(BKJTQIBIII B MEIAWIIMHCKYIO KapTy OCPEeMEHHOW, POKSHUIBI W POIHIBHUIIBL,
MOJTYYAIOIIEH METUIIMHCKYIO TTOMOIIb B CTAIIMOHAPHBIX YCIIOBUSIX).




