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IMucsmo Munzapasa Poccun ot 20.03.2023 N 31-2/M/2-2076
«O HanpaBJIeHUM PA3bACHEHNH 0 OIJIATE CJIYy4YaeB OKA3aHUS
MEeIUIUHCKOM MOMOIIM € UCI0JIb30BAHUEM OT/AeJIbHbIX
JIEKAPCTBEHHBIX NMPENapaToB, He BKJIKYEHHBIX B NepevyeHb
KM3HEHHO HEOOXOAMMbIX U BaKHEHIIINX JIEKAPCTBEHHbBIX
NnpenapaToB JJisi MeIMINHCKOTO0 NPUMEHEeHNsl, YTBEPKIAeHHbIH
pacnopsizkenueM IlIpaBurenscra P® ot 12.10.2019 N 2406-p»

MMHUCTEPCTBO 3IPABOOXPAHEHHUSI POCCUIICKOW
®EJEPALIAN

IIMCBMO

ot 20 maprta 2023 r. N 31-2/H/2-2076

MunncrepcTBo 3apaBooxpaneHus Poccuiickoit denepanuu B 10NOJHEHHE K MeToanMdecKuM
PEKOMEHIALUAM 110 CITOCOOaM OIIaThl MEAUIMHCKONW TTOMOIIM 3a CYET CPEACTB 005S3aTEIbHOTO
MEIUIIMHCKOTO CTpaxoBaHUsl, YTBepkKAeHHbIM 26 sHBaps 2023 r. MunsapaBom Poccun (N 31-
2/1/2-1075) u ®enepanbHbIM (HOHAOM 0053aTETHHOTO MeIUIIMHCKOTO cTpaxoBanus (N 00-10-26-
2-06/749), HampaBisieT pa3bACHEHUS IO OIUIaTEe CIyYaeB OKa3aHHS MEJIUIMHCKOH IMOMOIIH C
HCIIOJIb30BaHUEM OTJIENbHBIX JIEKapCTBEHHBIX IIpenaparos, HE BKJIFOUEHHBIX
B [IEPEUYEHb )KU3HEHHO HEOOXOIMMBIX W BaXKHEHIIMX JIEKapCTBEHHBIX IpenapaTroB AJis
MEIULMHCKOTO TPUMEHEHHUs, YTBEpPKIAEHHBIN pacnopsbkeHueM IlpaBurenscTtBa Poccuiickoi
@eneparun ot 12 oxTa6psa 2019 r. N 2406-p (B pemakuuu pacnopsbkenus IIpaBurenscTa
Poccuiickoit ®eneparuun ot 24 nekadbps 2022 r. N 4173-p) (mayee - akTyalIu3UpOBaHHBIN
nepeuens JKHBIIII).

Cornacno yactsm 2 u 3 crateu 80 denepanpHoro 3akoHa ot 21 Hoa6ps 2011 r. N 323-03 "O0
OCHOBaX OXpaHbI 37I0pOBbs TpakaaH B Poccuiickoit @enepanuun” (nanee - denepaabHbIi 3aKOH
323-03) mpu OKazaHWM B paMKax IPOrpaMMbl T'OCYIAPCTBEHHBIX TapaHTHH OeCIuIaTHOTO
OKa3aHMs rpakJ1aHaM MeIUIMHCKON MOMOIIM (J1aee - MporpaMma rocy1apcTBEHHbBIX FapaHTHi)
NEPBUYHON MEINKO-CAaHUTAPHOM MOMOIIY B YCJIOBHSX JHEBHOTO CTAallMOHApa U B HEOTJIONKHOMU
dopme, crenuanTu3upOBaHHON MEAMLMHCKOW MOMOIIM, B TOM YHCIIE€ BBICOKOTEXHOJOIMYHOH,
CKOpPOM MEIMIMHCKOM IIOMOIIY, B TOM YHCJIE CKOPOW CIEHHAIU3UPOBAHHOM, MAJJIMATUBHOU
MEIUIUHCKON MOMOIIM B CTALIMOHAPHBIX YCJIOBUSX, YCIOBHMAX JHEBHOTO CTAallMOHAapa W NpHU
MOCELIEHUAX Ha JIOMY OCYLIECTBIIIETCS OOEcleUeHne rpakJaH JIEKapCTBEHHBIMU MpenapataMu
JUIS MEAMLIMHCKOTO IPUMEHEHUs, BKJIIOUCHHBIMM B IE€pEUeHb J>KU3HEHHO HEOOXOIUMBIX U
BaYKHEHIIINX JIEKApCTBEHHBIX [TPENapaToB B COOTBETCTBUU ¢ DeepanibHbIM 3aKOHOM OT 12 ampens
2010 r. N 61-®3 "O06 oOpaiieHnH IeKapcTBEHHBIX cpeacTB" (nanee - nepeueHs KHBJIIIT).
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[Ippu »>TOM Ha3Hau€HHE M NPUMEHEHUE [0 MEIULMHCKUM I[IOKa3aHUsIM JIEKapCTBEHHBIX
npenaparoB, He Bxogsamux B nepeyeHsb KHBJII, He moanexur oriare 3a CUET JIMYHBIX CPEJCTB
rpakJaH B CIy4yasX HMX 3aMEHbl M3-32 MHAUBUAYAJIBHONM HENEPEHOCHUMOCTH, IO YKU3HEHHBIM
MOKA3aHUsM TI0 PEHICHUI0 BpadyeOHON KOMHCCUU METUITMHCKOW OpTraHHM3aIliyl MPH OKA3aHUU
MEIULIMHCKOW MOMOILIY B paAMKax IPOrpamMMbl TOCYAapCTBEHHBIX FAPAHTHI U TEPPUTOPUATIBHBIX
IporpaMM TOCYJapCTBEHHBIX TapaHTHl OECIUIATHOIO OKa3aHus TpakJaHaMm MEIUIMHCKON
MTOMOIILIH.

Takoe pelieHue BpauyeOHON KOMHCCUU O(POPMIIAETCS MPOTOKOJIOM U BHOCUTCS B MEIULIUHCKYIO
JOKYMEHTAIMIO MAallUEHTa B COOTBETCTBUU C IMOJIOKEHUAMU YacTu 2 craThu 48 PenepanbHOro
3akoHa N 323-@3.

[TpunoxkenueM N 5 k IIpaBunam 00s3aTeIbHOTO MEAUIIMHCKOTO CTPAaXOBAHHUS, YTBEPKICHHBIM
npukazoM MunucrepcrBa 31paBooxpanenust Poccuiickoit denepanuu ot 28 despans 2019 r. N
108u (3apeructpupoBano B Munncrepctse roctuiiuu Poccuiickoit @epepanuu 17 mas 2019 r. N
54643) (nanee - IIpaBuia OMC), B kauecTBe OCHOBaHMHU JJIsl ONPEACIICHUs pa3Mepa HeOoIIaThl
WM HETIOJIHOM OIUIaThl 3aTPaT MEIUIMHCKON OpraHu3alii Ha OKa3aHue MEIUIIMHCKOW MOMOIIN
U pa3Mepa mTpada 3a HeoKa3aHHEe, HECBOEBPEMEHHOE OKa3aHHe JHO0 OKa3aHWe MEIUIUHCKON
MOMOIIIY HEHAJIEXkKAIIEro KauecTBa OINpeIeICHbI:

- IpUOOpETEHHUE MALMEHTOM UJTM €T0 MIPEJICTABUTENIEM B IEPUOJ] OKA3aHUS METUIIMHCKON TOMOIIN
[0 HA3HAYEHHMIO Bpaya JEKApCTBEHHBIX NPENaparoB JUIsi MEIULIMHCKOTO MPUMEHEHHUs,
BKIIOUECHHBIX B nepedeHb JKHBJIII, Ha OCHOBE KIMHHUYECKHX PEKOMEHAAIMH, C Y4YETOM
CTaHJIApPTOB MEAUIIMHCKON oMoty (1. 2.10);

- OTCYTCTBUE B KapTe CTALlMOHAPHOTO OOJIBHOIO MPOTOKOJA BPaueOHOM KOMHCCHHU B CIIydasx
Ha3HA4YE€HMs 3aCTPAXOBAHHOMY JIMILY JIEKapCTBEHHOI'O IIpernapaTa, HE BXOJSAIIET0 B NEPEYEHb
JKHBJIII (1. 2.17).

Takum 00pa3oM, OTCYTCTBHE JICKAPCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO TPUMEHEHUS B
nepeune JKHBJIII B caydasx wuWX Ha3HayeHUs I1I0 PEIICHHUIO BpadeOHON KOMHUCCHUHU
3aCTpaXxOBaHHOMY JIHUIy [0 >KH3HEHHBIM ITOKa3aHHUSM, JTUOO 3aMEHBl UMM JIEKapCTBEHHBIX
npemnaparoB, Bxojasmux B rnepedenb JKHBIII, u3-3a uHauBHIyalbHOW HENEPEHOCHMOCTH, HE
ABJIIETCS. OCHOBAHMEM JIJISl OTKa3a B OIUIATE OKAa3aHHOW MEIUIIMHCKOM NMOMOIIM 3a CUET CPE/ICTB
0053aTeNbHOT0 METMITMHCKOTO cTpaxoBanus (nanee - OMC).

Kpome Toro, B pamkax mosHoMounii B chepe OMC, ompeneneHHbIX cTaThell 8§ deaepaibHOTO
3akoHa oT 21 HoAOpst 2010 r. N 326-®3 "OO6 o00sA3aTenTbHOM MEAMIMHCKOM CTPaxOBaHUHU B
Poccuiickoiit @enepanun" (nanee - dGenepanbupiii 3akoH N 326-D3), opransl rocy1apcTBEHHON
BjIacTu cyObekToB Poccuiickoii ®enepanuu BIpaBe YCTAHABIMBATH B TEPPUTOPHAIBHBIX
nporpammax OMC A0MONHUTENBHBIE 00bEMBI CTPAXOBOTO 00ECTIEYSHHUS TTO CTPAXOBBIM CITydasiM,
YCTaHOBJICHHBIM 0a30BOil MPOTrpaMMOi 00s3aTENTFHOTO MEIMIIMHCKOTO CTpaxoBaHWs (naiee -
0a3oBasi mporpamma), B TOM YHCJ€ B YaCTH BBIIEICHMS LIETEBBIX CPEICTB Ha (PUHAHCOBOE
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o0ecrieueHre NMPUMEHEHUS MIPU JIEYCHUN 3aCTPaXOBAHHBIX JIUI] JIEKApCTBEHHBIX MPErnapaToB, He
BKJIFOYEHHBIX B IiepedeHs KHBJIIIL

CornacHo mnosioxkeHusaAM vacted 3 - 5 cratbu 36 PexnepanbHoro 3akoHa N 326-03, B ciydae
YCTAHOBJICHHSI JIOTIOJIHUTEIILHOTO 00beMa CTPaxoBOI'O OOECHEeUeHHs! MO CTPAaXOBBIM CIydasM,
YCTaHOBJICHHBIM 0a30BOI MPOTrpamMMoN, 3a cUeT ImiaTexkell cyopekToB Poccuiickoit deneparnum,
yIUlauMBaeMbIX B Oroker TepputopuanbHoro ¢onga OMC, B pasMepe paszHULBI MEXITY
HOpMaTHBaMHu (prHAHCOBOro obecredeHus TeppuTopuaibHoil mporpammbel OMC u 6Ga3zoBoit
IIPOrpaMMBbI C YYE€TOM YHCIIEHHOCTH 3aCTPaXxOBaHHBIX JIUIl HA TeppUTOpUU cyObekTa Poccuiickoit
®enepanun, TteppuropuanpHas nporpamma OMC  nomkHa npegycMaTpuBaTh IIE€PEUEHb
HanpasiieHu# ucnonb3zoBaHus cpeacts OMC.

TakuMm 00pa3oM, HCIIOJIb30BAHUE JIEKAPCTBEHHBIX IMPENapaTOB CBEPX YTBEP)KIEHHOTO MEpEeyHs
JKHBJIII npu oxa3aHuu MEAMLIMHCKON IOMOILM B paMKax TEPPUTOpPHaIbHOM nporpaMmmbel OMC
BO3MOXKHO TaKXe IPHU BBIICICHUU LEIEBbIX OIOJKETHBIX aCCUTHOBAHUN U3 OrOpKeTa cyObeKTa
Poccuiickoit @enepaiun Ha (UHAHCUPOBAHUE JONOJHHUTEIBHBIX OOBEMOB CTPAaXOBOTO
oOecrnevyeHus 1o CTPaxoBbIM CIy4asiM, yCTaHOBJIEHHBIM 0a30BOM ITPOrpaMMoii.

OO6pamtaem BHHMaHue, 4to paszaenaoM V. "ba3oBas mporpamma o0s3aTe€IbHOTO0 MEAMIIMHCKOIO
crpaxoBanus" IIporpaMmbl TOCYJapCTBEHHBIX TapaHTHUH OECIIATHOTO OKa3aHWs TpaKJaHaMm
MeauirHcKoM moMon Ha 2023 roa u Ha manoBbii nepuo 2024 u 2025 rooB, yTBEPKICHHON
noctaHoByieHreM [IpaButenbcTBa Poccuiickoit @enepanuu ot 29 nekadbps 2022 r. N 2497 (nanee
- [Iporpamma), mpu oruiaTe MEIUIIMHCKOM MTOMOIIH, OKa3aHHOW B CTAIIMOHAPHBIX YCIOBUSIX WU B
YCJIOBHSX JHEBHOTO CTaloHapa 3a cueT cpeacts OMC, mpeaycMOTpeH B TOM YHCIE CITOCO0
OTUIATHl MEJUIIMHCKON MMOMOIIIM 32 3aKOHYEHHBIN CITy4ail iedeHus: 3a001eBaHusl, BKIIOYEHHOTO B
COOTBETCTBYIOIIYIO TPyNmy 3a00JieBaHWK (B TOM 4YHCJIE KIWHUKO-CTaTUCTUYECKYIO TPYIIITY
3a00JI€BaHUM, TPYIITY BHICOKOTEXHOJIOTUYHONU METUIIMHCKOM MTOMOIIIH).

[Mpunoxenuem 4 x [Iporpamme omnpeneneH nepeueHb Tpymi 3ab0JIeBaHUM, COCTOSHUM s
OILJIaThI CHIEIIMATTU3UPOBAHHON METUIIMHCKOM MOMOIIH (32 HCKJIFOUEHHUEM BBICOKOTEXHOJIOTUYHON
MEIUIMHCKON MOMOIIM) B CTAlMOHAPHBIX YCIOBUSAX M B YCIOBMSIX JHEBHOTO CTallMOHApa, IpHU
pa3zpaboTKe KOTOpOro ObUIM YYTEHbl KIMHUKO-CTaTUCTHUECKHE TpPYIIbl 3a00JeBaHUi,
IPEIyCMAaTPUBAIOIIME  IPUMEHEHUE  JIEKAPCTBEHHBIX  IIPENapaToB €O  CIEAYIOIHUMU

MEXIyHApOAHBIMA HEMATEHTOBAaHHBIMU HaWMeHoBaHuWsAMHU: "HHximmcupan", "Anmenucu0",
"Tlaknurtakcent[ansOymun]", "I'nmexampeBup+IluOpentacBup” B  nexkapcTBeHHOH (opme
"rpaHyJbl, ITOKPBITHIE o0otoukoi", KOTOpBIE HE ObUTH BKJIFOUEHBI B

aktyannsupoBaHHblil nepeueHs JKHBIIII (nanee - oTnenbHbIe 1eKapCTBEHHBIE NIPENAPATHI).

VYuuteiBass  BBIIEU3JTIOKEHHBIE  MpaBoBble  HOpMbl ~ DenepanbHoro 3akoHa N 323-D3,
®enepanbHoro 3akoHa N 326-D3 u [Ipasusn OMC, Munznpas Poccun pekoMeHAyeT 10BECTH 10
CBEIICHHMS MEAWIMHCKUX OpTraHU3alMi, YYacTBYIOIIMX B peEalU3allMd TEPPUTOPHUATBHBIX
nporpamm OMC B yacTu 6a30BOM IPOrPAMMBI, MEUIIMHCKUX OpTraHU3AIIHHI, TOABEIOMCTBEHHBIX
(denepanbHBIM OpraHaM HCHOJHUTEIBHOM BJIACTH, YYacTBYIOIIMX B peanu3anud 0a3oBOii
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nporpaMmsbl, TeppuTopuanbHbiXx (GoHaoB OMC U CTpaxoBBIX MEIUIUHCKUX OpraHu3alui
Pa3bACHEHUS O BO3MOXKHOCTM NPUMEHEHHUS OTJEIbHBIX JIEKAPCTBEHHBIX IMpErnapaToB, HE
BKJIIOUCHHBIX B akTyajau3upoBaHHbIM nepedeHb JKHBJIIII, ToibkO Tpu Hamuyuyd peuieHus
BpayeOHON KOMUCCHUH, @ TAKKE 00 YCIOBUSIX OIUIATHI CIIy4aeB OKa3aHMsI MEIUIIMHCKOM MOMOIIIH C
MX MCHOJIb30BaHueM 3a cueT cpencts OMC.

B.A.3EJIEHCKUIA
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