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Oor

MeRpernoHaabHOro 001EeCTBCHHOIO JABH/KCHHS
«/[BHIKEHHE NPOTHB paKkay»

I'nydokoyBazkaeMblii Muxana Baagumuposuy!
I'ay6okoyBakaemblii Muxana Anbdepropuy!

nyboxoyBaxaemelii Poman BsuecnaBoBuu!

Mexpernonanpaoe odOmectBernoe aBmkeHne (MOJI) «/IBuxenne npotus paxa»
BEIpakaecT Bam cBoe noutenme m oOpamaercs no IOBOAY CHTYAlUH, CIOKHBIUCHCA C
JIOCTYITHOCTBI) ~ WHHOBAIlHOHHBIX ~ TIPENapaToB  JUIl  JICUCHHA  OHKOJOTHYECKAX W
OHKOI€MaTOJIOTHYECKHX TIAIIMEHTOB, B CHCTeME 3apaBooxpaHeHua Poccuiickoit ®exepannn B
HacTosuiee Bpems. XoTum 0OpatnTh Bamre Bunmanue Ha utora paboTe Komuccnn MUHHCTEPCTBA
3npaBooxpanenns Poccniickoit ®exepannu 10 (POPMHPOBAHHIO TICPEUHEH JIEKAPCTBEHHBIX
HpenaparoB Uil MEIHIIMHCKOIO MPHMEHEHHS M MHHHUMAJIbHOTO aCCOPTHMEHTA JICKAPCTBEHHBIX
npenaparoB, HeOOXOANMBIX UL OKa3aHUA MEIUIMHCKOH oMo (nanee — Komucens), kotopas
npoxoamia B aBrycre 2024 roja.

Unenamn Kommcenn BO rnaBe ¢ 3amecturesnem MunucTpa 3apaBooxpanenns Cepreem
Bnagnmuposnuem Iiaroxessiv Obina npojenana Oosbinas paboTa 10 OLEHKE IIpEnaparos,



PEKOMEHJIOBAHHBIX JUIA BKIIOYCHMS B IEPEYCHH KM3HEHHO HEOOXOMMMBIX M BaKHEHIIMX
JekaperBeHHBIX npenaparos (ganee — JKHBIIIT) ua 2025 rop.

Bmecre ¢ TeM, XOTHM OTMETHTB, 9TO JUIsA HAC, KAK JUls MAIMEHTCKOTO COO0IecTBa, KpailHe BaXHO
CBOCBPCMCHHOC obecneuenne HHHOBAIITHOHHBIMH  JICKAPCTBCHHBIMH  LIpCIIapaTaMu. Hama
opranmszanus ¢ 2008 roza CrouT HA CTPAKE MHTEPECOB TAIMEHTOB, Kadecrsa W
IPOJIOIDKUTEIBHOCTH MX JKH3HH, YTO TOJHOCTBIO COOTBETCTBYCT LQISAM OOO3HAYCHH BIM
IMpesngenrom Poccuiickoit ®eneparnn Biragnmnpom Bnagnvuposndem Ilyrnaeim B HOBOM
HaNHOHAaJIIbHOM IIPOCKTC ((HpOﬂOﬂH(HTCHbHaﬁ H aKTHBHAasA *KHU3Hb),

K coxanennio, B MO/J] «/IBmkeHne IpoOTHB paka» MOCTYIIAIOT 3alPOCk] NAIMEHTOB M HX OIM3KNX
B CBSI3M C HEOOECIICUCHNEM HX CIICAYIONIMMHA TIpErapaTaMi, 3 Crucka 00CyK/IaeMbIX, HO TaK U
HE BOIIE/ININX B pekoMeH10BaHHbIe Komuccneri:

JopaaTuund - Jlopnatuan® - €IMHCTBEHHBIH IIPEJICTABUTEIL HOBOTO YKE 3-TO IMOKOICHHSA
TApreTHON Tepanud nanueHToB ¢ ALK-TIO3UTHBHBIM HEMEIKOKICTOYHBIM PAKOM JIETKOIO.
BBISIBIICTCA Y MOJIOJBIX JIIOJICH TPYIOCTIOCOOHOTO 1 COIMAIIbHO-aKTHBHOTO Bo3pacra. biarojaps
IIOCIIEIOBATEIBHOM TapreTHoIl Tepanun ¢ yderom npumenenns JIIT nopnarnan®, or MoMeHTa
[OCTAHOBKH JINArHO3a NALUEHTHI JKUBYT O0Jiee 7 JIeT, 9T0 ABISACTCA OCCIPELCICHTHBIM B JICYCHHH
paka JIETKOro (JI0 IOSABJICHNUS JaHHOH TapreTHOM Tepanuy Meuana BBDKUBAEMOCTH Y NALIUEHTOB
cocraBisula 8 mecaues). brarogaps COXpaHCHHIO KAa4deCTBA KH3HM IALUCHTBI IIPOJIOJDKAOT
paborars. UTo kacaeTest CTOMMOCTH IIPEnapaTa — Cpe/IHsis ICHA Ha ayKIIMOHAX B HACTOSAIIECE BPEMs
- 343 341,00 pybnei, npeaiaracmas IPOU3BOAMTEIEM 1ICHA, 03BY4CHHass Ha Komuccuu, npu
BKitoueHnn npenapara B JKHBIII - 183 168 py0ueii (aB14€TCs MUHHMAIBHON 1IEHOH B MHDE).
Bxirodenne rnpenapara rmo3BoJjuT COKpPaTHTh CTOMMOCTh I'OZIOBOTO KYPCa TAPreTHOH TEparuy Ha
20% B CpaBHEHHUH ¢ [IPEIIAPATAMHU IIPEABIIYIUX [OKOJICHHHA

ACUHMHHHO - ABISCTCS CIHMHCTBCHHBIM IPEIApaTOM, KOTOPbIH 3(P(EKTHBEH y HNALMEHTOB C
XpoHnueckuMm  muenoneiikosom  (XMJI) ¢ myrammein  T315I,  nokambHbI  OIBIT
npoaemonctpupoBai 100% BbIKHBAEMOCTh Ha acCHMMHHHOE, BBICOKHH YPOBEHbL OTBETA H
Onaronpusarebiil npoduis Oe3onacuoctH. Y nammenroB ¢ XMJI B 3-eff imHHM M B paMKax
KJINHHYCCKHX HCCICNOBaHHH noKasan 3(PQEeKTHBHOCTE B 2,5 pas3a BbIIE, YEM IIpenapar,
HA3HAYaCMbIH JIAHHBIM [IAIMCHTAM B HAcTOsAIIEE BpeMs. YUTO Kacaercs YKOHOMHYECKOHN CTOPOHBI
BOIIPOCA, TO IIpU BKIOUEeHNH npenapara acuuMuand B JKHBJII chmkenne ronossix 3aTpar Ha
MAaLUEHTOB U3 IIEPBOH IPYIIBI cocTaBUIO Ob1 223,54 mMim pyOneit, u3 BTopoii rpymnsl 94,38 mix
pyOaeii.

Tpacry3symad nepykcreKan — Teparys 1IpopbiBa, HE HMEIONIasA aHanoroB B PO ¢ Toukn 3peHns
3(p(PEeKTHBHOCTH JICUEHNS TALHEHTOK ¢ narno3om Meracraruaecknii HER2-nonoxmnrenpbiii pak
MOJIOHHOH KEJI€3b], KOTOPOE Hallle BBIABIACTCS HA IO3/IHUX CTAIMAX Y KECHIIHH TPYJOCIOCOOHOrO
U COIMAIBHO-aKTUBHOIO Bo3pacTa (30-59 mner), yBenuumsaromnias o0IIyl0 BEIKHBAEMOCTS DoJee
ueM B 2 pasa. Ilpejuiaraemas npowsBOAMTENEM 1I€HA, O3BYYCHHAs BO BPEMS IPOBEICHUS
komucend, cocrasisier 92 000 py6uieii. JlaHHBIH ypOBEHB LICHBI SBJISCTCS CAMBIM HU3KHM B MHPE
1 Ha 34% HiKe TeKyei 3akynounoii ueus! B PO (138 463 pybnsi-cpenusist uena 6e3 HAC).

Coropacnd - HOBBIH KJIAacC TapreTHLIX I[PENapaToB, IEPBbIT M EIMHCTBEHHBIH,
3apeructpuposannslii B Poceniickoit @exepannn narudurop myranun KRAS G12C, B kauecTse
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MOHOTEpAarnu  MOKA3aH JUIs  JICYCHUs B3POCHBIX TANMEHTOB C  PacIpOCTPAHEHHBIM
HEMENKOKIEeTOUHbIM pakoM Jsiérkoro (HMJIP). Obmas BeDKMBAEMOCTh y TAIMEHTOB, paHEe
MOJTY9HBIINX OJHY 1 0OJIee IMHHI Tepaniy, Ha (JoHe Tepanun cotopacinbom cocrasmra 32,5% 3a
JBYXJICTHHI MEPHOJ HAOIIOJCHHA, YTO MPEBOCXOANT PE3yJIbTaThl CTAHJAPTHONH TEpanuH B
neaernn HMPIL. Tpexnaraemas jus JKHBJIIT npenensuas oTtmycknas mena - 396 843 pyoueii,
urto Ha 40% Hmke, uem B crpanax Esponeiickoro Corosa.

[Mpnmenenne npenapartos, ne Bxommux B KHBJII Bo3mokHO B coydae MX Ha3HaueHHS IO
PELICHNIO BpaueOHON KOMHUCCHH, HO MCXO/151 U3 0OpaleHnil NalMEeHTOB U MX OJIM3KHX MBI BH/IUM,
uto orcyrcreue npenaparos B JKHBJII k coxanennio npojoimkaet BIMSATh Ha JOCTYIIHOCTH
openaparoB B CHCTEME 3/pPaBOOXPAHCHHA, YBCIHYIHBAS CPOKH OXHAAHMA JICUCHHA, a TaKKe
BJIMACT HA MPOJOIKHTEIBHOCT H Ka9€CTBO KH3HH ITAaMeHToB, YTo ke KacaeTcs IKOHOMUYECKOIH
cocrasisronieii Bkmodenns npenaparos B JKHBJITI, to onmpascs Ha naHHBIE PON3BOINTENCH,
npezicrasiennble Ha Kommcenn, Bxmouecnne npenaparos B JKHBJIM, xak pa3 m mossoimt
3apuKCHpOBaTh 001€e HU3KYI0 LIEHY M CHM3UTH JIONOJHUTEIbHYI) HAarpysky Ha Omomxer
cyoBekToB PP, KoTOpYIO OHI HECYT ceifac,

C yuerom BBICOKOIH BOCTPEOOBAHHOCTH B IIpernaparax H COIMAIbHOH 3HAYHMOCTH
3ab0JsieBaHM, BHOCAIIINX HETaTHBHBIN BKIAJ B yPOBEHb CMEPTHOCTH IpocuM Bac pacemorpers
BO3MOKHOCTh OPraHHM3alMid  BHEOHYEPEAHOrO 3acejanus  KoMmuCCHH  UId  PacCMOTPEHHA
imouenuss B nepeuens JKHBJIIT npenaparos: Jlopmatunn®, Acummuan®, Tpacrysymad
jgepyxerekan, Coropacn® ¢ nocneayromnm yreepxiacauem nepeuns AKHBJII ponomauTensabiM
IMocranosnennem [pasntenbera PO.

C veadicenuem,

ITpencenarens UenoauuresnbHOro KoMurera
MO/ «/IBikenue npoTiB paxay bokosa C.E.

Henonnurens: Mapresia lamna Jlmnrpuesna
3amecrurens npeaceaarens Koopannaunonnoro cosera
Ten.: 8(958) 835-87-50
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