ITPABUTEJILCTBO
JOHEIIKOHN HAPOAHOMU PECITYBJINKH

IHOCTAHOBJIEHHUE

ot 21 mapta 2024 r. Ne 29-1

00 opranusanuu odecneyeHus rpaxkaan Poccuiickoit @enepanumu,
NpokuBawUUX HA Tepputopun Jloneuxoit Hapoanoii Pecy0imkm,
JIEKAPCTBEHHBIMHU NMpPeNnapaTaMu, MeIUIIUHHCKUMY U31eJIUsIMH
U CHCNUAJIM3UPOBAHHBIMY NMPOAYKTAMH JIe4eOHOr0 MUTAHUS
JJIAL IeTei-uHBAJIMA0B IIPH 0KA3aHUU MEAUIIMHCKON MOMOIIH
aMOyJIaTOPHO IO penenTaM Bpavya 0ecijiaTHo

PykoBojactBysice @enepanbHbiM 3aKk0HOM OT 21 HOs10pst 2011 roma Ne 323-D3
«O06 ocHOBax oOxpaHbl 370pOBbsl TpaxiaaH B Poccuiickoit ®Denepanuny,
®denepanbHbM 3akoHOM 0T 17 wmionsg 1999 roma Ne 178-d3 «O rocynapcTBeHHOM
COLMAJIbHOM TMOMOIIW», nocTtaHoBieHueM I[IpaBurenscrBa Poccuiickont denepanuu
or 30 wmrona 1994 roma Ne890 «O rocymapCTBEHHOW MOIAEPKKE pa3BUTUA
MEJUIIMHCKOW  TPOMBINIUICHHOCTH W yIAy4YIIEHWH OOECTeUeHUs] HaCEICHUS
U YUPEXKJCHUN 3IpaBOOXPAHECHHS JIEKAPCTBEHHBIMH CPEACTBAMM U U3JIEIUSIMU
MEIUIMHCKOTO HAa3HA4YCHUsD», TMocTaHoBIIeHWEM IIpaBurenbctBa Poccuiickoi
®enepanuu ot 26 nexadpst 2017 roga Ne 1640 «OO6 yTBepkaeHUHN TrOCyAapCTBEHHON
nporpammbl Poccuiickoit @enepanuu «Pa3Butue 3apaBooxpaHeHus», GpeaepaabHbIM
npoektoM «boprba ¢ cepAeYHO-COCYAUCTHIMU 3a00JICBAHUSIMU» HAIIMOHAIHHOTO
MpoeKTa «3apaBOOXpaHEHUE», IMocTaHoBIeHUEM [IpaButenbcTBa Poccuiickoii
@Oeneparn ot 26 HOsOps 2018 roma Ne 1416 «O mopsiake OpraHu3alnd
obecrieyeHus: JIEKQPCTBEHHBIMU TMpenaparamMu JiHI, OOJbHBIX TreMo(uiInei,
MYKOBHCIIUI030M, TUTTOGU3aPHBIM HAHU3MOM, 00Jie3HbIO ['ollle, 3710KaueCTBEHHBIMU
HOBOOOpa30BaHUAMH JUM(OUIHON, KPOBETBOPHOW M POJCTBEHHBIX MM TKaHEM,
PacCCESIHHBIM  CKJIEPO30M, TE€MOJUTHKO-YPEMUUYECKUM CHHIAPOMOM, HOHOIIECKUM
apTPUTOM C CHCTEMHBIM HauajoMm, Mykomnosucaxapuaozom |, Il u VI Tunos,
arIacTUYeCKOM aHeMueld HEYTOYHEHHOM, HacCJIeACTBEHHBIM Je(PHUIIMTOM (HAKTOPOB
Il (bubpunorena), VIl (mabunsHoro), X (Ctroapra - Ilpayspa), auiy mnocrue
TpPaHCIUIAHTAIIMM OPTaHOB U (MJIM) TKaHEH, a TaKKe O MPU3HAHUU YTPATUBIIUMHU CHITY
HEeKOTOpbeIX akToB IIpaBurenscrBa Poccuiickon @enepaunun», MOCTAHOBICHUEM
IIpaButensctBa Poccuiickoii ®Denepanun or 28 nexabps 2016 roma Ne 1512
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«O0  yrBepxkaeHun  Ilonmoxenus o0  opraHuzanuu  oOecredyeHusl  JIMII,
WH(OUIIMPOBAHHBIX BUPYCOM UMMYHOACHUIINTA YETIOBEKA, B TOM YHCJIE B COYCTAHUU
¢ Bupycamu rematutoB B m C, aHTUBUPYCHBIMU JIEKapCTBEHHBIMHU IpenapaTamu
U1 MEeTUIIMHCKOTo npuMeHeHus u [lonoxenus o6 opranuzauuud oOecredeHus Jull,
OONMBHBIX TYOEpPKYJ€30M C MHOXXECTBEHHOM JIEKAPCTBEHHOW YCTOWYMBOCTHIO
BO30OYAHTEISA, aHTHOAKTEPUATBHBIMUA U TPOTUBOTYOCPKYIE3HBIMU JIEKAPCTBEHHBIMHU
npernaparaMu il MEIUIMHCKOTO TpPUMEHEHUs», cTarhsiMu (2, 3 KoHcTuUTynwu
Houneukort Hapognoit PecnyOnmuku, mynktom 8 wactu 1 cratem 11, crartbeir 15
3akona Jlonenkoit Hapomnoit PecnyOmuku ot 29 centsiops 2023 roma Ne 1-P3
«O ITpaBurenbctBe [oHenkoit Haponunoit PecnyOnukuy, [lpaBurensctBo JloHenkoi
Hapopanoit PecryGnuku

INOCTAHOBJISAET:

1. VYcranoButh, uTo rpaxkmanam Poccuiickoit denepanuu, MpOKUBAIOIIUM
Ha Teppuropun Jlonenkoit HapoaHoii PecriyOnuku, oka3pIBalOTCS TOMOJHUTEIHHBIC
COIlMAJIbHBIC yCAyrd (Mepbl COIMAIBHOW TOJJCPKKH) TI0 JICKAPCTBCHHOMY
00€ecreueHn0  JIeKApCTBEHHBIMU  IpenapaTtamMd, MEIULIUHCKUMHU  HU3ACIHUSIMU
U CHEUUATU3UPOBAHHBIMHU MPOAYKTaMU JIEUEOHOTrO MUTAHUS Ui JIeTel-UHBAIUIOB
IPU OKA3aHUU MEAUIMHCKOM MOMOIIM aMOyJIaTOpPHO IO pelenTaM Bpaya OecriaTHO
B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM OT 17 wmrons 1999 roma Ne 178-03
«O rocynapCcTBEHHOM COIMAJIbHOW MMOMOIIM», MNOCTaHOBJIeHHeM IIpaBuTenbcTBa
Poccutickoii ®@enepanmm ot 30 wmromst 1994 roma Ne 890 «O rocymapcTBEHHOM
MOJIJICPYKKE PA3BUTHSI MEAUIIMHCKON MPOMBIINICHHOCTH U YIYUYIIEHUH 00ECTICUCHHUSI
HACEJICHUsI W YUYPEXKACHUM 3/IpAaBOOXPAHEHUS JIEKAPCTBEHHBIMU CPEICTBAMU
U U3ICIUSIMU  MEIUIMHCKOTO Ha3HAYeHHs», NocTaHOBIeHUeM lIpaBurtenbcTBa
Poccutickoii ®eneparum ot 26 Hos10ps 2018 roga Ne 1416 «O nopsiike opraHu3aiyu
obOecrieueHrs JICKapCTBEHHBIMHU TMpernapaTaMyd JIMI, OOJBHBIX TeMO(UIHEH,
MYKOBHUCIIUI030M, TUTIOGU3apHBIM HAaHU3MOM, 00s1e3HbI0 ['o111e, 3710KaueCcTBEHHBIMU
HOBOOOpa30BaHUSAMHU JUM(OUIHON, KPOBETBOPHOW M POJCTBEHHBIX MM TKaHEH,
pPacCesITHHBIM  CKJIEPO30M, TE€MOJIUTHKO-YPEMHUUYECKUM CHHIPOMOM, FOHOIIECKUM
apTpUTOM C CHUCTEMHBIM HauajoMm, Mykomnonucaxapugozom |, Il u VI Tunos,
amIacTUYeCKOW aHeMHUeW HEYTOYHEHHOM, HACJIEICTBEHHBIM AePUUIUTOM (PaKTOpOB
Il (pubpunorena), VIl (;mabunbnoro), X (Crtroapta - Ilpayspa), naui mnocie
TPAHCIUIAHTALIMM OPTaHOB U (MJIM) TKAHEH, a TaK)Ke O MPU3HAHUU YTPATUBIIUMU CHITY
HEKOTOphIX akToB IIpaButenscrBa Poccuiickont @enepannuny, MOCTAHOBICHUEM
[IpaButensctBa Poccuiickoit ®eneparuun ot 28 nexkabps 2016 roma Ne 1512
«O6  yrBepxknenuu  [lonoxxkenus o0  opraHuzanuu  OOECICUYECHHS  JIMII,
MH(QUIUPOBAHHBIX BUPYCOM MMMYHOAC(UIINTA YETIOBEKA, B TOM YUCJIE B COUCTAHUH
c Bupycamu rematutoB B u C, aHTUBUPYCHBIMHU JICKaPCTBEHHBIMH NpemapaTaMu
TUTST MEAUIIMHCKOTO TipuMeHeHus U [lonoxenus 06 opranu3anuu 00ecIeueHus JIuII,
OONMBHBIX TYOEpPKYyJ€30M C MHOXXECTBEHHOM JICKAPCTBEHHOW YCTOWYMBOCTHIO
BO30YAMTENA, aHTUOAKTEPUAIbHBIMA U MPOTUBOTYOEPKYIE3HBIMU JIEKAPCTBEHHBIMU
npenapaTaMi Ui MEAULMHCKOTO MPUMEHEHUS», a TAKKE B pAMKAX peaau3aluu
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denepanbHoro mnpoekra «boprba ¢ cepreuyHO-COCYAMCTHIMU  3a00JIEBAHUSIMI)
HAIIMOHAJIBHOTO MPOEKTA «3IPaBOOXPAHEHUE.

2. MunucrtepctBy 3apaBooxpaHeHus Jloneukoit Haponnoit Pecnybnuku
OpraHu30BaTh PabOTy MO peaau3allid HACTOSIIETO0 MOCTAHOBIICHUS, IPUHITH MEPHI
0 OpraHu3aluu OOEeCHeueHus OTIEIbHBIX KaTeropuil rpaxnaaH Poccuiickoii
®denepanuu, TpoxuBapIMKUX Ha Tepputopun Jlonenkoit Hapomnoit Pecmybnukwy,
JIEKapCTBEHHBIMU npenaparamu, MEJIULIMHCKUMU U3JICIIUSIMU
U CIEHUATM3UPOBAHHBIMU TPOJYKTAMU JICUEOHOTO MUTAHUS IJI JIeTeH-UHBAIUIOB
IpY OKa3aHUM MEIUIMHCKOW MOMOIIM aMOyJIaTOPHO MO pelenTaM Bpada OecriiaTHo,
B TOM YHCJIE T10:

2.1. VTBepXKIeHUIO TOpsAIKa OOECIEUYCHHS OTACIbHBIX KaTETOpHi TpakaaH
Poccuiickont ®enepannu, NpoxkuBarmMx Ha Ttepputopun Jlonenkoi Haponnoii
PecniyOnuku, JeKapCTBEHHBIMH  Mpenapatam, MEAUIMHCKUMU  U3JCIUSIMHU
U CHEIUATN3UPOBAHHBIMHU MPOJAYKTaMU JICUEOHOTO MUTAHUS IS JIeTeH-UHBAIUIOB
IPY OKa3aHUW METUITMHCKON MTOMOIIN aMOyJIaTOPHO IO pelienTaM Bpaya OeCIIaTHO;

2.2. YTBEpXKICHHUIO TIOPSIAKA BBIMMUCKA  MEIUIIMHCKUMH  PaOOTHHKAMH
peUenToB Ha JIEKapCTBEHHBIE Ipernaparsl, MEIUIMHCKUE V3AEus
U CIHElUaTU3UPOBAHHBIE TPOIYKTHI JIEYEOHOTO THTAHMUS I JeTeH-WHBAJIUIOB
Ipy OKa3aHUU MEIUIMHCKOM TOMOIIM aMOyJIaTOpHO, OTIyCKaemble OECIUIaTHO,
rpaxnanam Poccuiickoin @enepanuy, NpOKUBAKOIIKMM Ha Tepputopuu JloHEIKou
Haponnoit Pecriy0inuky;

2.3. VTBEpXKICHUIO TOpSAKAa OTIMycKa JIEKAPCTBEHHBIX  TPEMApaToB,
MEJIUIMHCKUX HU3JCIUA W CHEUUATU3UPOBAHHBIX MPOAYKTOB JICUEOHOrO MUTAHUS
JUISl  JIE€TEH-UHBANUAOB TMPU OKa3aHUM MEIUUUMHCKOW TIOMOILIM amOyJIaTOpPHO
Mo perenTaM Bpaya OecIuiaTHo;

2.4. VTBEpXKICHUIO TIOPSAIKA BEICHHUS PETHOHAIBHOTO PETHCTpa TpaKaaH
Poccurickon @epnepaunu, NpoXuBaromumx Ha Tteppuropuu JloHenkor HaponHou
PecnyOnuku, MMerOmMX MpaBo Ha OOecTedeHHE JIEKAPCTBEHHBIMH IpenapaTami,
MEIUIMHCKUMHU M3ACIUSIMU M CIEUUATU3UPOBAHHBIMU TPOJYKTAMHU JIe4eOHOTrOo
MUTaHUA )i AeTeH-UHBAIUIOB IPU OKA3aHUHM MEIUIMHCKOW MOMOIIY aMOyIaTOPHO
0 pererntaM Bpaya O0ecIiiaTHo;

2.5. OnpeneneHuto mepeyHss MEIUIIMHCKUX OpPraHU3alHH, YIMOJTHOMOYEHHBIX
Ha BBIIUCKY peLenToB [JIsi oOecleueHuss OTACNbHBIX KaTeropui TpaxiaaH
Poccuiickon @enepanuu, npoXuMBaKOIIMX Ha Teppuropun Jloneukon Hapomnou
PecniyOiivku,  J€KapCTBEHHBIMU  MpenapaTaMd, MEIUUMHCKUMHU  U3JACIIUIMHU
U CHEUUATU3UPOBAHHBIMHU MPOAYKTaMU JIEUEOHOTrO MUTAHUS IS JIeTel-UHBAIUIOB
IPU OKa3aHWK METUIIMHCKOW MOMOIIM aMOyJIaTOPHO IO pelienTaM Bpaya OecIiaTHoO;

2.6. Omnpenenenuro  ¢gapMalleBTUYECKUX OpraHu3alldid W MEIUIMHCKUX
OpraHu3alyii, YINOJHOMOYEHHBIX Ha OTHYCK JICKAPCTBEHHBIX MPENaparTos,
MEJUIIMHCKUX W3JCIUA W CHCeIHATM3UPOBAHHBIX IMPOJYKTOB JICUEOHOTO TMUTAHUS
JUTSL  IeTeH-WHBAIUAOB TMPU OKAa3aHUU MEIUIIMHCKOW TIOMOIIM amMOylIaTOpHO
o perenrtamM Bpaya OecIiaTHoO;
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2.7. Cozpanuto KoMuccun 1o paccMOTpPEHHUIO 3asiBOK Ha JIEKapCTBEHHBIE
npenaparbl, MEAUIIMHCKAE U3ACIUS U CICIHATU3UPOBAHHBIE TIPOIYKTHI JIEYEOHOTO
NUTAHUS JUIs1 JETEH-UHBAIHUIOB, OTITYCKA€MbIE MPU OKa3aHUU MEJUIIMHCKON MOMOIIU
amMOynaTopHO MO pelentaM Bpauda OecriaTHO (najee — Kommccust), yTBEpKIEHUIO
coctaBa Komuccum u Ilonoxenus o Komuccuu;

2.8. IlpuHATHIO WHBIX HOPMATHUBHBIX TIPABOBBIX AaKTOB, HAIPABICHHBIX
Ha peajn3alyio HACTOSIIETO MOCTAHOBJICHHS U OPTaHU3aIMi0 00eCTIeueHUs TpaxaaH
Poccuiickonn @®enepaunu, npoxxkuBaromux Ha Ttepputopuu Jlonenxon Haponnoi
PecnyOnuku,  JIeKapCTBEHHBIMH  MperaparamMd,  MEAUIMHCKUMU  U3ACIHSIMU
U CIEHHAIM3UPOBAHHBIMHU TPOIYKTAMU JICUEOHOTO MUTAHUS JJI JIeTeH-UHBAIUI0B
IPY OKa3aHWU METUIMHCKON MOMOIIK aMOyJIaTOPHO IO pelenTaM Bpaya OecriaTHo;

2.9. OcyliecTBICHUIO  IEHTPATU30BAaHHBIX  3aKyNMOK  JIEKQPCTBEHHBIX
npenapaTroB, MEAUIIMHCKUX U3/CIIMNA U CIIEHUATU3UPOBAHHBIX TPOIYKTOB JIEYEOHOTO
NUTaHUs JJIs AeTe-UHBAINUJIOB MPU OKA3aHUKM MEIUIIMHCKOW TTOMOIIM aMOylIaTOpHO
O perernrTaM Bpaya 6ecIiaTHoO.

3. ITlocrtanosnenue IlpaButennctBa JloHernkoi Hapoanoii Pecmybmnuku
ot 31 aBrycra 2023 1. Ne 70-1 «O0 opranuzanuu odecriedeHus: HacenaeHus: JloHenKoi
Hapoanoit PecriyOnuku nekapcTBEHHBIMH CPEACTBAMH, MEAUIIMHCKUMU H3ACITHSAMU
U CHEIUATU3UPOBAHHBIMHU MPOAYKTaMU JICUEOHOTO MUTAHUS JJIS JIeTeH-UHBAIUIOB
IIPY OKa3aHUH MEIUIIMHCKOW MTOMOIIM aMOyIaTOPHO TI0 perenTaM Bpada OecIiaTHO»
PU3HATH YTPATUBIIIAM CHITY.

4. KoHTposlb M peanu3aldi0 HACTOSIIEr0 IOCTAHOBJIEHUS BO3JIOXKHUTh
Ha MuHucTepcTBO 3ApaBooxpanenus Jonenkoit Hapoanoit PecnyOnuku.

5. Hacrosiniee mocTaHoBIEHHE BCTYNAET B CHIIy 4epe3 JECSAThb JHEH CO JHSA
€ro o(puIKMaIbLHOrO OMYOJINKOBAHHUS.

Bpuo Ilpeacenarens IlpaBureabcrBa A.I'. YepTKoB
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