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JlemapTaMeHT peryJupoBaHusi 0OpallleHHs JICKAPCTBEHHBIX CPEACTB U METUIIMHCKHUX
u3nenuid  MunHucTepcTBa 3ApaBooxpaHeHus Poccuiickoii  ®enepauuu  (manmee  —
JlenapTaMeHT) B paMKaxX KOMIIETEHIIMM paccMOTpesl oOpaieHue MexpernoHaibHOro
00I1IeCTBEHHOTO JBWXKEHUS «JIBukeHue mnpotuB paka» oT 18.05.2026 Ne 128-05/26
M0 BOIpOCaM OOECIIEUeHHOCTH JIEKAPCTBEHHBIMU TpernapaTaMu C MEXIyHapOIHBIMU
HernaTteHToBaHHbIMU HanMeHoBaHusiMu (MHH) KapOomnatun, [Hucnnatun, OxcanuriaTua
U COOOIIAeT CcleayIouIee.

[Io nmanubiM AHanmutuueckod BUTpuHBI [IpaButenscTBa Poccuiickoit dexneparun,
KOTOpasi TO3BOJISIET OCYIIECTBISTh MOHUTOPUHI PHUCKOB TIOSBICHUS JepUIUTA
MEIMLIMHCKOM TPOAYKIHH C BO3MOXKHOCTBIO BH3yalu3alldd MOKa3zareled MyTeM
COTIOCTABJICHUSI MEXIy COOON MaHHBIX W3 PA3JIUYHBIX HMCTOUYHHUKOB, 00ECIIEYEHHOCTh
YKAa3aHHBIMH JICKAPCTBEHHBIMU TpenaparaMyd Ha HACTOAIILYIO JaTy MO BCEM OpraHU3alUsIM
Poccuiickoit  ®enepaunun  crnegyromas: ¢ MHH KapOGommatun — 4,6 wMecsia,
¢ MHH Hucnnarun — 5,0 mecsnes, ¢ MHH Oxkcanunnatus — 3,6 mecsiia.

[locnennuii BBOA B TPAKIAHCKHM OOOpPOT  JIEKAPCTBEHHBIX IpENapaToB
¢ MHH Kap6omnatun ocymiectsiex B mae 2026 rona, c MHH [ucmiatun u OxcanumniaTtiuH
— B utoHe 2026 ropa.

B 1nensx mnpopaboTku Bompoca 0OeCnedeHHusi JOCTYIMHOCTU JIEKAPCTBEHHBIX
MpenaparoB JJIs JICUEHUS OHKOJOTUYECKUX 3aboneBanuit MunzapaBom Poccun mpoenex
psan coemanui ¢ ysactueM Munnpomtopra Poccum, PocsapaBnanzopa, @PAC Poccun
Y TPOU3BOAMUTEIIEN COOTBETCTBYIOIIMX IIPENaparoB. B Xone coBelIaHWM MPOU3BOIUTEIN
OTMETWJIM HAJIMYUE MPOOJIeM, HE TO3BOJISIFONINX OCYIIECTBISATH MPOU3BOJCTBO JAHHBIX
JIEKapCTBEHHBIX TPEMapaToB B HEOOXOAMMBIX 00bEMax, B TOM YHCJIE HEOOXOIMMOCTH
YBEIIMYEHHUSI IPEICIIbHBIX OTITYCKHBIX 1IEH Ha Psi/l JICKAPCTBEHHBIX MPENapaToB.

B coorBerctBuMm ¢  OCOOEHHOCTSIMH, YTBEPXKIACHHBIMH TOCTAaHOBJICHUEM
[IpaButennctBa Poccuiickoit @eneparuun ot 31.10.2020 Ne 1771 «OO6 yTBepxkaeHUn
0COOEHHOCTEH TOCYNapCTBEHHOTO PETrYJIMPOBAaHUS TPEACIbHBIX OTIYCKHBIX IIE€H
MPOU3BOJUTENIEH HA JIEKAPCTBEHHBIC MpENapaThl, BKIIOUEHHbICE B NEPEUYCHb KU3HEHHO
HEOOXOJUMBIX M BAXKHEUIIMX JIEKAPCTBEHHBIX IIpErnapaToB, U BHECEHUH W3MEHEHMI
B otaenbHbie akThl [IpaButenscrBa Poccuiickonn depepaumm», Munszapasom Poccuu
MEPEPErUCTPUPOBAHBI MPEACITBHBIEC OTITYCKHBIC [IEHBI HA OHKOJIOTUYECKHE JIEKAPCTBEHHBIE



npenaparbl, B Tom uncie Ha MHH Kap6ommatun u Lucnnarun. CooTBeTCTBYOLIas
uH(popMaIus BHeceHa B [ 0cynapcTBEHHBIN peecTp MpeesIbHBIX OTIYCKHBIX IICH.

OOpamaeM BHUMaHHE€, YTO B COOTBETCTBMM C IyHKTOM 2 yactu 1 crarbu 16
®enepanbHoro 3akoHa oT 21.11.2011 Ne 323-D3 «O6 ocHOBaX OXpaHbI 30POBbS IPak/iaH
B Poccuiickoit ®eaepanun» opraHuzanus 00€CHEUEeHUs] TPaKJIaH JIEKapCTBEHHBIMU
npenaparaMM M MEIMIMHCKUMU H3ACIHUSIMU OTHECEHA K TIOJIHOMOYMSIM OpTraHOB
rocyapcTBEHHOM BiacTu cyObekToB Poccuiickoit denepaiuu B cepe 0XpaHbl 3I0POBbSL.
CrnenoBaTenbHO, OpraHM3aldsl 3aKylOK JICKAPCTBEHHBIX IMIPENApaTOB U MEOUIUHCKUX
U3JIEHM, MpeHa3HAYCHHbBIX NIl 00eCTeueHrs OTIENbHBIX IPYII HAaCeIeHUs KaK 3a CUeT
cyOBeHIIMA U3 (eaepasbHOTO OIOMKETa, TaK W 3a CUET CPEICTB OIOMKETOB CYOBEKTOB
Poccniickoii denepannn, OTHOCUTCA K KOMIIETEHIMU OPTraHOB I'OCYIApCTBEHHOM BIIACTH
cyowekToB Poccuiickoit @enepaiiu B cepe 0XpaHbl 310POBBA.

MumnsznpaBom Poccum perynsapHo noBoasTes 10 cyobektoB Poccuiickoit denepanuu
CBEICHUS O BBINYCKE B TIPAXKIAHCKHIA OOOPOT OHKOJIOTMYECKHX MpernaparoB, a TaKkKe
KOHTAKTHBIE IaHHBIE UX MTOCTABIIUKOB U IPOU3BOJUTENCH.

B cinyuae oOpamenuss peruoHoB MunszapaB Poccunm oxa3biBaeT CcoJeHCTBUE
B [TOMCKE MMOCTABIIMKOB OHKOJIOTMYECKUX MPENaparoB C LEIbl0 00eceueHns MOTPpEeOHOCTH
pErvoHa.

Otmeuaem, uyto BBO3 B Poccuiickyro ®enepanuio He3aperucTpUPOBAHHBIX
JIEKApCTBEHHBIX NPENApaToOB OCYIIECTBIIETCS B COOTBETCTBUH C ITOCTAHOBJICHUEM
[IpaButenscTBa Poccuiickoit @eaepanun ot 01.06.2021 Ne 853 «O06 yrBepxkaenuu [IpaBun
BBO3a JICKAPCTBEHHBIX CPEACTB JUI1 MEIMWLHUHCKOIO IIpUMEHEHUuss B Poccuiickyro
®denepaluio U NpU3HAHUU YTPATUBLIIMMU CHITY HEKOTOPBIX aKTOB M OTIEJbHBIX MOJIOKEHUN
aktoB [IpaButenncTBa Poccuiickoit @enepannmny (nanee — nocranosienue Ne 853).

B coorBerctBum ¢ mocranoBieHueM Ne 853 nomyckaercss BBO3 Ha TEPPUTOPHIO
Poccniickoii @enepanium KOHKPETHOW NApTUM HE3apETMCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, MPEAHA3HAYCHHBIX JUISI OKa3aHWs MEIUIMHCKOM MOMOIIM MO >KU3HEHHBIM
MOKa3aHUSIM KOHKPETHOTO TAalMeHTa, Ha OCHOBAaHWMU 3aKJIIOYEHHUS, BBIAAHHOTO
MunucrepcTBoM 3apaBooxpanenus Poccuiickon @eaepannu no 3asBICHUAM OPUINYECKUX
JIULL.

Jlns ajmexkBaTHOM Tepamuu 3a00JIeBaHUN MO0 MEAUIIMHCKHAM ITOKa3aHUSM BOIPOCHI
BbIOOpa CpPEACTB M METONOB JICUEHUS, B TOM YHCJE OIpeAejeHUEe HauMEHOBaHUS
M KOJIMYECTBA BBHIMHCHIBAEMBIX JICKAPCTBEHHBIX IMpenaparoB MU (WJIM) METUIIUMHCKHUX
W3JIEINI, OIpenenseTcs MCXOAsS M3 MEIUUMHCKHX [IOKa3aHWM JIeHallluM BpadoM,
Ha KOTOPOTO BO3JIOXKEHbI (PYHKLMHU IO OpraHU3allid U HEMOCPEACTBEHHOMY OKa3aHMIO
MalMEHTy MEIUIUHCKON TOMOIIM B TIEPUO/1 HAOIIOEHUS 32 HUM U €T0 JICYCHHUS.

[Tpu nmocTyrieHnu 3asBJIEHUS O BbIJIau€ 3aKJII0UEHUS (Pa3peIIUTEeNIbHOTO TOKYMEHTA)
Ha BBO3 HE3apErMCTPUPOBAHHOTO JIEKAPCTBEHHOT'O Mpenapara Mo >KU3HEHHBIM IMOKa3aHUsIM
KOHKPETHOTO MallueHTa, OHO OYJIeT pACCMOTPEHO B YCTAHOBICHHOM MOPSIZIKE.

MOANIMHHMK 3NEKTPOHHOTO [OKYMeHTa, NoAnucaHHoro 3,

Bpuo nupekropa
XPaHUTCS B CUCTEME 3/1EKTPOHHOro A0KYyMeHToobopoTa
HenapTaMeHTa MwuHucTepcTBa 3ApaBoOXpaHEHUA B A FYHBIHHHa

Poccuiickoii ®eaepaumu.
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