ITPABUTEJIBCTBO
JOHEIIKOHU HAPOJHOMU PECITIYBJINKHA

IIOCTAHOBJIEHHUE

ot 21 maprta 2024 r. Ne 29-1

006 opranuzanuu odecneueHus rpa:xkaan Poccuiickoit @enepanuu,
npo:xuBaIux Ha Teppuropun Jonenxoit Hapoanoi Pecnyoaukm,
JIEKAPCTBEHHBIMHU NpenaparaMmu, MeIUUMHCKIMHU U3ACTUAMHA
U CHEeNMATM3UPOBAHHBIMH NPOAYKTAMH J1€4e0HOT0 NMUTAHUS
JJISL 1eTeH-UHBAJIU/I0B NIPH OKA3AHUM MEIUMUINHCKONA MOMOIIH
aMOyJIaTOPHO MO penentaM Bpavya 0ecnjiaTHo

PykorojactByschk denepanbHbIM 3aK0HOM OT 21 HOosi6pst 2011 roma Ne 323-®3
«O6 ocHOBax oOxpaHbl 370pOBhs TpaxkjaaH B Poccuiickoit ®Denepanuny,
®enepanbHbIM 3akoHOM OT 17 wtonsa 1999 roma Ne 178-®3 «O rocynapcTBEHHOM
COLIMAJbHOM momouin», nocranoBiieHueM lIpaButenscrBa Poccutickon denepannu
or 30 wrons 1994 roma Ne 890 «O rocynapcTBEHHON TMOMJECPKKE PpPa3BUTHS
MEIUIIUHCKON  TIPOMBINIUICHHOCTA W YJAY4YIIEHUH OOECTIECUYCHHUS  HACEIICHUS
U YUYPCKICHUH 3APABOOXPAHEHHUS JICKAPCTBEHHBIMM CPEACTBAMU M M3JCIIHSIMHU
MEIHMLMHCKOIO Ha3Ha4YeHUs», mocrtaHoBieHueM lIpaButenscrBa Poccuiickon
®enepanun ot 26 aexadpst 2017 roma Ne 1640 «O06 yTBepKAeHUN TOCYAaPCTBEHHOM
nporpammbl Poccuiickoit denepanuu «Pa3zputre 3apaBooxpaneHus», (heneparbHbiM
npoekToM «bopbba ¢ cepleyHO-COCYIUCTBIMU 3a00JIEBAHUSIMUY» HAIMOHAIBHOTO
OpoeKTa «3JpaBOOXpaHECHUE», TMocTaHOBIeHUEM IlpaButensctBa Poccuiickoii
®enepanuu o1 26 Hosi6ps 2018 roma Ne 1416 «O mnopsigke oOpraHu3aiiuu
obecrieueHUss JIEKAPCTBEHHBIMU TpernaparamMu JiMI, OOJBHBIX TeMO(WIHEH,
MYKOBHCIHJI030M, THIIO(MU3APHBIM HAHU3MOM, 00J1€3HbIO [ollle, 3710KaueCTBEHHBIMU
HOBOOOPa30BaHUAMH JUM(DOUIHON, KPOBETBOPHOM W POACTBEHHBIX MM TKaHEH,
pPacCEesSHHBIM CKJIEPO30M, TEMOJUTHKO-YPEMUUYECKAM CHUHAPOMOM, FOHOILIECKUM
apTPUTOM C CHUCTEMHBIM HadajioMm, Mmykonosmcaxapugozom [, II m VI Tunos,
alIaCTUYCCKOM aHCMHCH HCYTOYHCHHOM, HACIICICTBCHHBIM JCPUIMTOM (PaKTOPOB
Il (dubpunorena), VII (mabmnbHOro), X (Ctroapra - Ilpayspa), smm mocnie
TPAHCIUIAHTALIMU OPraHOB U (MJIM) TKAHEH, a TAKKE O IPU3HAHUU YTPATUBIIUMHU CHILY
HEeKOoTOpbIX akToB [IpaBurenscrtBa Poccuiickon ®epepaunn», OCTAHOBICHUEM
IIpaButensctBa Poccuiickori ®Pepeparuu ot 28 pexabps 2016 roma Ne 1512
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«O6  yrBepxaecHun [lomoxkenuss 00  opraHu3anuu  OOECIIEUEHHUS  JIUIL,
UHPUIUPOBAHHBIX BUPYCOM UMMYHOJEPUIIUTA YEIOBEKA, B TOM UMCJIE B COUYETAHUH
c BUpycamH rematutoB B u C, aHTHUBUPYCHBIMH JIEKaPCTBEHHBIMHM MpernaparaMu
JUIE METUIIMHCKOTO mpuMeHeHus U [lonoxeHus o6 opranu3zanuu odecredeHus JIuil,
OONBHBIX TYOEpKYJI€30M C MHOXECTBEHHOW JIEKAPCTBEHHOH YCTONYHUBOCTBIO
BO30YyauTENs, aHTHOAKTEPUAIbHBIMH U MPOTHBOTYOEPKYJIE€3HBIMU JIEKAPCTBEHHBIMH
npenapatamu AJisi MEIUIMHCKOrO MNpUMEHEHUs», cTaThamu 72, 73 KoHcTuTyluu
Honenkont Haponnoii Pecnybnuku, mynktom 8 wactu 1 crateu 11, crateeit 15
3akona J[lonenkoit Haponuoit Pecnybnuku ot 29 centsiops 2023 roma Ne 1-P3
«O TlpasutenbctBe Jlonenkoi Haponnoit Pecriybnukuy, [IpaBurensctBo JloHenkoi
Hapoanoit Pecriyonuku

IMMOCTAHOBJIAET:

1. VYcranoBute, uTo rpaxaanHam Poccuiickoii denepauuu, MpOKHBAIOIIUM
Ha Teppuropun Jlonenkoit Hapoanoi PecmyOnumku, oka3pIBatOTCS TOTIOJHUTEILHBIC
COIIMAJIbHBIC YCIYTH (MEpbl COIMAIBbHOM TONJCPKKH) TIO  JICKAPCTBCHHOMY
00CCICUCHUI0  JICKapPCTBCHHBIMHU  IIpenapaTamM, MEIUIUHCKUMH  U3/ICTIUIMHU
¥ CHEUATU3UPOBAHHBIMU MPOAYKTAMH JIEUEOHOTrO MUTAHUS Ui JIeTeH-UHBATUIOB
IIPU OKA3aHUU MEAUIIMHCKON MOMOIIY aMOyJIaTOPHO MO PellenTaM Bpaya OecIyiaTHO
B COOTBETCTBUM C PDenepalibHbBIM 3akOHOM OT 17 wuronsgs 1999 roma Ne 178-D3
«O TOCYIapCTBEHHOI COIMAIILHOM MOMOIIW», NocTaHoBIeHUueM [IpaBurtenscTBa
Poccniickoit ®@enepaninn ot 30 wmronsa 1994 roma Ne 890 «O rocymapcTBeHHOH
MOJIJICPIKKE PA3BUTUSI MEAMIIMHCKON MPOMBINUICHHOCTH M YIy4YIIEHUN 00€CTIeUeHUS
HACENICHUsI M YUYPEXKAEHUH 3/paBOOXPAHEHUs JIEKAPCTBEHHBIMU CPEICTBAMU
U U3JCIUSMU  MEIUUMHCKOIO Ha3HAuYeHWs», NocTaHoBIeHueM lIpaBurtenbcTBa
Poccutickoii deneparnuu ot 26 Hos10ps 2018 roma Ne 1416 «O mopsiake opraHu3amum
obOecrieueHrs JICKAPCTBEHHBIMH TpErapaTaMyd JIHI, OOJBHBIX TeMOQUIHEH,
MYKOBHUCIIHIO30M, TUTIO(H3apHEIM HAaHU3MOM, 0051e3Hb10 ['o11ie, 3710Ka4eCTBCHHBIMHU
HOBOOOpa30BaHUAMU JTUMGOUIHONW, KPOBETBOPHOM M POJCTBEHHBIX MM TKAaHE,
pPAcCesHHBIM CKJIEPO30M, TE€MOIUTHKO-YPEMUYECKUM CHHAPOMOM, FOHOIIECKUM
apTPUTOM C CHUCTEMHBIM HadajioMm, Mmykonomucaxapugozom I, Il w VI Tunos,
anjacTUYeCKOM aHeMHell HEYTOUHEHHOH, HAcClIeCTBEHHbIM AEPUUMTOM (PaKTOPOB
I (pubpunorena), VII (;mabunbuHoro), X (Crwapra - Ilpayspa), naun mnocne
TPaHCIUIAHTALIMK OPTaHOB U (WJIM) TKaHEH, a TakKe 0 MPU3HAHUU YTPATUBILIUMH CHITY
HEeKOTOpbeIX akToB IIpaBurenbctBa Poccuiickon ®enepauymn», IMOCTaHOBICHHEM
[IpaBurensctBa Poccuiickoit ®deneparmun ot 28 ngekabps 2016 roma Ne 1512
«O6  yrBepxkaenun Ilonoxxenuss o0  opraHm3anuu  OOCCIICUCHHUS  JIMII,
MH(UIIMPOBAHHBIX BUPYCOM MMMYHOAC(UIINTA YETIOBEKA, B TOM YUCJIE B COUCTAHUH
c Bupycamu renatutoB B m C, aHTUBUPYCHBIMHM JIEKAPCTBEHHBIMHU IMpernaparamu
JUIsl MEMIIMHCKOTO TipuMeHeHus1 1 [lonoxenus 06 opranm3anuu oOecrieueHus Juil,
OOJBHBIX TYOEpKYJI€30M C MHOXECTBEHHOW JIEKAPCTBEHHOM YCTONYHUBOCTBIO
BO30y/AMTENA, aHTUOAKTEPUAIBHBIMUA U MPOTHBOTYOEPKYIE3HBIMU JIEKAPCTBEHHBIMH
npenaparamMu I MEIUIMHCKOTO TPUMEHEHHs», & TAaKK€ B paMKax peaau3alvu



dbenepanbHoro mnpoekta «boppba ¢ cepleUHO-COCYIHCTHIMU  3a00JCBAHUSIMI
HAIIMOHAIBHOTO MPOEKTA «3IPaBOOXPAHEHUEY.

2. MunucrepctBy 3apaBooxpanenusi Jlonenko#t Hapomnoit PecmyOmuku
OpraHM30BaTh PadOTy MO peanu3alyi HACTOSALIETO MOCTAHOBJICHHMSI, IPUHATH MEPHI
Mo OpraHu3aluu oOecrnedyeHusi OTIENbHbIX KaTeropuil rpaxnaaH Poccuiickoi
®denepanuu, mpoxuBalmux Ha Tepputopuu Jlonenkoit Haponmnoit PecnyOmukw,
JIEKAPCTBEHHBIMH npenapaTamu, MEINLIUHCKAMH U3EIASMU
Y CHEUUAIU3UPOBAHHBIMHU MPOAYKTAMU JIEUEOHOTO MUTAHUS JUIS JIETEH-UHBAIUIOB
MPU OKa3aHUHM METUIMHCKOW MOMOIIM aMOyJIaTOPHO MO pelenTaM Bpaya OecriaTHo,
B TOM YHCJIE T10:

2.1. VTBepXKJIeHHIO TOpAJIKa OOECIEeUeHUsl OT/AENbHBIX KaTEeropui IpakaaH
Poccniickoit ®denepauuu, npoxuBaromux Ha Ttepputopun JloHenxon HaponHoi
PecniyOsivku,  J€KapCTBEHHBIMH  MpenapaTaMd, MEIWLUMHCKUMHU  HU3AEIIUAMU
U CHEUHMAIU3NPOBAHHBIMU MPOAYKTAMH JIEYEOHOTO MUTAHUSA ISl J€TEH-MHBATUIO0B
NpU OKa3aHUH MEAULIMHCKON MOMOIIN aMOyJIaTOPHO IO perenTam Bpaya OecIuiaTHo;

2.2. YTBEpXKICHUIO IIOPSJKA BBIIMCKA  MEIUUMHCKAMH  paOOTHUKAMHU
peLenToB Ha JICKapCTBCHHBIC 1pernaparsl, MCIIULIMHCKHE U3 J1CIIAS
U CICHMAIU3UPOBAHHBIC MPOJYKTHI JIEYCOHOIO IHMTAaHUS VI JICTCH-UHBAINIOB
IpU OKAa3aHUM MEAMIMHCKOW I[IOMOIIM aMOyJIaTOPHO, OTIYyCKaeMmble OECIUIaTHO,
rpaknanam Poccuiickor @enepanny, NPOKHMBAKOIMIMM Ha TeppUTOpUH JlOHEIKOU
Haponnoit PecriyOnmku;

2.3. YTBEpKAEHUIO TOpsAAKa OTIYCKa  JIEKAPCTBEHHBIX  IIPENApaToB,
MEIULIMHCKUX W3AEIHI W CHEeHaJIU3UPOBAHHBIX MPOAYKTOB JIEUEOHOrO IMUTAHUS
Uil JeTeH-MHBaJWAOB TMpPH OKAa3aHUU MEAUIUHCKOM MOMOIIM aMOynaTopHO
M0 pelLernTaM Bpaya OecIuIaTHO;

2.4. YTBEpXKICHUIO TNOpsAAKAa BEICHHS PETHOHAIBHOTO PETHUCTPA TpaxaaH
Poccuitckonn @enepannu, npoxkuBawlnuxXx Ha Ttepputopud Jloreukor HapomHoi
PecniyOnuku, MMeOLMX NpaBo Ha oOOecleueHHE JIEKapCTBEHHBIMHM IIpelapaTaMH,
MEJIULIMHCKUMH HU3JCIUSAMA W CIICUHAIM3UPOBAHHBIMH IPOAYKTAMH JIEUEOHOTO
OUTAHUS Ui AeTeH-UHBAIUIOB MIPH OKAa3aHUU MEIUIUHCKOI MOMOIIY aMOyIaTOPHO
IO perenTaM Bpada OeCIIaTHO;

2.5. OnpeneneHuro NMepevHs MEAULUUHCKUX OpraHu3alui, YIMOJTHOMOYEHHBIX
Ha BBIIHCKY pELENTOB [UIsI OOECIICUEHUS OTACIBHBIX KaTEropuil IpakiaaH
Poccuiickoit ®Depepaiyy, NpoXHUBAONMX Ha Tepputopuu [loHenxon HapoaHoi
PecniyOnvky,  JE€KapCTBEHHBIMH  MpenapaTaMd,  MEIUIMHCKUMHU  HU3/CIIUIMU
Y CHEUATU3UPOBAHHBIMHU MPOAYKTaAMH JIEUeOHOTrO MUTAHUS Ui JIeTeH-UHBAITUIOB
MPU OKa3aHUU MEJTUIIMHCKON MOMOIIH aMOyJIaTOPHO IO pelenTaM Bpaya O€CIIaTHO;

2.6. Onpenenennto  (apMalleBTUUECKUX OpTraHu3alMii U MEIUIIMHCKUX
OpraHM3allii, YIOJHOMOYEHHBIX Ha OTIYCK JIEKapCTBEHHBIX MPENApaToB,
MEAMLMHCKUX W3ACTUN W CIEeHUaIU3UPOBAHHBIX MPOJYKTOB J€UE€OHOrO0 MHTAHUSA
JUIA  ACTeW-UHBAIMIOB TMpPH OKa3aHMM MEAMLMHCKONW TMOMOIM aMOyJaTOPHO
0 perenTaM Bpada OecIIaTHo;
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2.7. Coznannro KoMuccuM 1O pacCMOTPEHHIO 3as8BOK Ha JIEKApCTBECHHBIC
npenapartsl, MEAUITMHCKAC HU3ACINS U CICIHATU3UPOBAHHBIE TTPOIYKTHI JIEYEOHOTO
MATAaHUA A1 AETeH-UHBAIUAOB, OTIIYCKA€MbI€ IPU OKa3aHUU MEAWLIMHCKON MTOMOIIHA
aMOyJaTOpHO TO perenTtam Bpada OecriaTHo (manee — Komuccus), yTBEpKIASHUIO
coctaBa Komuccuu u Ilonoxenus o Komuccuu;

2.8. llpUHATHIO WHBIX HOPMATHBHBIX TMPABOBBIX AaKTOB, HAaIPaBICHHBIX
Ha peajn3alldi0 HACTOSIIETO TOCTAHOBJICHHS W OPTaHU3AIHI0 00ECTICUEHNs TPaKIaH
Poccuiickonn ®enepaunu, npoxuBarommx Ha Ttepputopun Jlonenkou Hapoanoit
PecnnyOnuku, JekapCTBEHHBIMH  MpenaparamM, MEJUIIMHCKUMHU  U3JICIUSIMHU
U CHEINUAJIN3UPOBAHHBIMU MPOYKTAMH JIEUEOHOTO MUTAHUS /IS JIeTeH-UHBAIU/IOB
IIPU OKa3aHWM METUIIUHCKON MOMOIIIA aMOyJIaTOPHO MO pelienTaM Bpaya OeCIiaTHO;

2.9. OCylIECTBIEHUIO  LIEHTPAIW3OBAHHBIX  3aKYNOK  JIEKAPCTBEHHBIX
penapaToB, MEAULMHCKUX U3JETUN U CHEIIUATN3UPOBAHHBIX NPOJYKTOB J€YEOHOTO
MUTaHUS 1715 AETEH-UHBAIMIOB MPU OKa3aHUU MEIUIMHCKON MOMOIIKA aMOyJIaTOPHO
0 perenTaM Bpaya OecIiaTHo.

3. TlocrtanoBnenue IlpaButennctBa Jlonenko#t Hapognoit Pecrybimku
ot 31 aBrycra 2023 1. Ne 70-1 «O0 opranuzanuu oOccricdeHus: HaceeHus JIoHeKoM
Haponnoit PecriyOnuku JeKapCTBEHHBIMH CPEACTBAMHM, MCIUIIMHCKUMU H3ICIIHIMU
U CHCIUATN3UPOBAHHBIMHU MPOAYKTaMH JICUCOHOTO THUTAHUS IS JICTCH-WHBAIUIOB
IIpU OKa3aHWU MEAUIMHCKON MOMOIIM aMOYJIaTOPHO MO pelenTaM Bpada OeCcIijiaTHO»
MIPU3HATH YTPATUBIIUM CHUITY.

4. KOHTpOJIb W peanu3alyi HACTOSAIIET0 MOCTAHOBICHUA BO3JIOXKHUTH
Ha MuHucTepcTBO 3apaBooxpanenus Jonenkoi Haponnoit PecnyOnuku.

5. Hacrosimee nmoctaHOBI€HHE BCTyMaeT B CHIY Yepe3 AeciITh JHEH co THS
ero o(HUIMaILHOTO OIyOINKOBAHMUS.

Bpuo Ilpeacenarens IlpaBuresnbcTBa A.I'. YepTKOB



