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® Q
KUTPYOA riseeer

InAa Tepanun nayMeHToB C:
HMPJ1 8 1 1 2 nuHuUN

Y
Y menaHomoli

Y ypoTennanbHbiM pakom - —
Y nnockoKneTo4yHbiM pakoM roJsioBbl U LWen

Y Knaccuyeckon numepomon XomKKnHa
Y pakom xenyaka
Y MSI-H onyxonamn
Y renartouenntonApHbIM pakom
Y pakoMm LenKku maTkn

MpenapaT Kutpyaa® nokasaH gna neyeHns nauneHToB:
®  CMeCTHOpacnpoCTpaHeHHbIM unu meTactatuyeckum HMIPJT B 1 nuHWM B MOHOTEpanuu npu akcnpeccun PD-L1 >1%"

e  cmetactatnyeckum HMPJT B 1 AMHUM Npy HEMIOCKOKIIETOYHOM BapyaHTe - B KOMOMHaLMM C NEMETPEKCEAOM U NPENapaTom
MAATUHBI®, MPY NJI0CKOKNETOYHOM BapUaHTe - C NAKNUTAKCESIoM™ 1 NPenapaTom niaTvHbl

e ¢ pacnpoctpaHeHHbiM HMPJ1 B0 2 nnHum npu akcnpeccun PD-L1 >1%

*xk

®  CHeonepabenbHOW NN METaCTaTMUYECKON MENaHOMOMN, @ TakXKe B KaUecTBE aAbloBaHTHOMN Tepaniuu Npy Nopax<eHnn IuMdaTnyeckmx
Y3/10B NOC/E XUPYPrMyYecKoro eyeHns

®  CMeCTHOPaCcMpOCTPAHEHHON NN METACTaTUUECKO YPOTeNnvaabHOM KapLMHOMOW B 1 IMHNM C Hannunem akcnpeccun PD-L1
(CPS=10)* 1 BO 2 NHWK He3aBUCMMO OT 3Kcmpeccun PD-L1#

L4 C peunanBmnpyrownm nnmn MeTactaTtmyeCknm NNOCKOKNETOYHbIM PaKOM roJioBbl U Wen nNpu NporpeccMpoBaHni Ha Npenapatax niaaThHbl

e cpedpaKkTepHOIi Knaccuyeckon numdpomor XoLKK1Ha y ieTeid 1 B3pOCibIX UK NALMEHTOB C peLyaMBOM 3aboneBaHusA Nocse Tpex 1 6onee
NVHUIA NpeALwecTBytoLLel Tepanum

°  CpeunauBUpYIOLLE MECTHO-PACTPOCTPAHEHHON MM METacTaTUUYeCKo) aleHOKaPLIMHOMO XenyaKa Uav NLLEeBOJHOXeNYA0YHOT0 Nepexoaa
Ha GOHe 1n nocne ABYX 1 6onee NIMHWIA NpeaWEeCTBYIOLLEN Tepaniv NPU NONOXKNTENbHOI Skcnpeccun PD-L1 (CPS>1)##

®  CpacnpoCTpaHeHHbIMU 3/10KaYeCTBEHHbIMY HOBOOOPa30BaHWAMY C BbICOKM YPOBHEM MUKPOCATENIMTHON HecTabunbHocT (MSI-H), Bkntouas
HapyLweHua cuctembl penapauumn [IHK - nocne npepwectsytoLler Tepanum

® crenatouennionApHbIM pakom nocne AHTN-aHTNOrEHHOMN Tepanun VIHFI/I6I/ITOpaMI/I TUPO3NHKMHA3

®  CpeuuanBUPYIOLLMM UM METACTaTUYECKUM PAKOM LIENKN MaTKK ¢ 3Kkcnpeccuein PD-L1 (CPS >1) npu nporpeccmpoBaHum Ha GpoHe unm nocne
NpoBeAeHNA XUMoTepanuu

PpeKmama

Mpu oTcyTcTBMM MyTauuii B reHax EGFR unu ALK. ™ Vinu anb6yMuH-crabunuanpoBaHHbIM HAHOAUCEPCHBIM NaKNUTakcenom. ~ PaHee nonyuasLuve Tepanuio, npenapartamu naatutbl. Mpu Hanuuum mytauuii B reHax EGFR unu ALK nauneHTbl A0KHbI NOAYUUTb COOTBETCTBYIOLLYIO
cneunduueckyio Tepanuio npexae, Yem UM GyaeT HasHaueHo Neyenre npenapatom Kutpyaa®. “fpy HEBO3MOXKHOCT NPOBEACHNA LACMNIATUHCOACPIKALLE XMMUOTEPANUI UM NPU HEBO3MOXHOCTY NPOBECHIA XUMUOTEPANUM NI0BLIM NPENapaTom NNaTuHbl, HE3aBUCUMO OT
skenpeccun PD-L1. #Mpu nporpeccupoBakum Ha nnatuHocogepxatein xumuotepanuu. “* flpun nporpeccuposanuy 3a6onesanus Ha poHe unm Nocie NpoBeAeHUsA ABYX 1 GoNee NUHNIA NPeAWECTBYIOLEN TepanuW, BKIOUYAs XUMIMOTEPaNMio GTOPNUPUMUAVHAMY 1 NpenapaTamu
NNaTUHbI, a Takxe, NPy Heo6X0ANMOCTY, TapreTHylo Tepanuio npenapaTamu aHTu-HER2/neu.

KnioueBan nHdpopmauua no 6e3onacHoCcTy ieKapcrBeHHoro npenapara Kurpyaa® (SSI anvuHHas Bepcua) B COOTBETCTBUM ¢ 006peHHoi B PO UHcTpykuueit N° JIN-003972-260219

Toproeoe Ha3BaHue: Kutpyaa®. MHH — nembponusymat. J'IeKapmaeHHan dopma: KOHLLEHTpaT ANA NPUroTOBNEHUA pacTBOpa Ans UHdy3nit (100 mr).

MOKA3AHIA K MPUMEHEHNIO Menaroma Mpenapat Kutpyna® nokasan AnA feueHns B3poUibix NaLMEHTOB C HeonepabesnbHON UM MeTacTaTuueckoii MenaHomoii. Mpenapat KuTpyaa® nokasau B kauecTBe afbloBaHTHOI Tepanum y NALMEHTOB C MeNaHOMOIA C MopaxeHuem
NMMGATUYECKUX Y3108 NOCIE XMPYPrUUECKOTO JleueHns. HemenkokneTouHblil pak nerkoro Mpenapar KUTpyaa® nokasaH 8 KOMOMHALMI C XUMVOTEpanueil, BKIIOUalolileli Npenapar niaTuHbl 1 nemeTpekce/] B KauecTse 1-0ii JIMHNN Tepanuu y NauneHTos C MeTacTaTuueckium
HEMJIOCKOKNETOUHBIM HEMENKOK/IETOUHBIM PakoM NIerKoro npu OTCYTCTBM MyTauuii B reHax snuaepmanbHoro daktopa pocra (EGFR) wnn kunasbl aHannactuueckoii numombl (ALK). Mpenapat Kntpyaa® nokasaH B Kom61Haumym ¢ Kap6onnaTnHom 1 NakNMTaKCenom uam
anbOyMUH-CTaGNIN3NPOBAHHbIM HAHOAVCNIEPCHBIM NAKNWTAKCENIOM B KauecTge 1-0il IMHUN Tepaniy y NaLMEHTOB C METacTaTUUeckiM MIOCKOKIETOUHBIM HeMeNKOKNeTOUHbIM pakom nerkoro. Mpenapat KuTpyaa® nokasaH B KauecTse MOHOTepanun 1-0ii IMHUM Y NaUneHTos
C MCTHOPACNPOCTPaHEHHDIM WA METACTATUUECKIM HeMENIKOKETOUHBIM PAKOM NIrKOro ¢ SKcrpeccueii PD-L1 =1% onyxonesbiMiu KneTkamu, onpezeNaemoii BanuavpoBaHHbIM TeCTOM, NpU OTCYTCTBUY MyTaLlwii & renax EGFR wnn ALK. Mpenapat Kutpyaa® nokasa & kauecrse
MOHOTepanuu AnsA NeYeHnA NaLUNeHTOB C PacNpOCTPAHEHHbIM HEMENKOKNETOUHbIM PakoMm Nerkoro ¢ akcnpeccuein PD-LT =1% onyxoneBbiMu KneTkamu, onpeaensemoii BanuaupoBaHHbIM TECTOM, KOTOpbIe paHee nonyyan panuio, BK/oYaloLLlyto npenapartbl nnatuHbl. Mpu
HanUUUK MyTauWii B rexax EGFR unv ALK naumenTbi LomKHbI NONyuUTL COOTBETCTBYIOLLYI CeLMUHecKylo Tepankio Npex e, Yem UM 6yeT HasHaueHo neueite npenapatom KuTpyaa©. Pak ronossl u wev Mpenapar KuTpyaa® nokasaH Jna nedeHyta nauneTos C peunavsupyio-
LYIM W11 METaCTaTUYECKIM MJIOCKOK/ETOUHbIM PAKOM F0/10BbI U el C NPOrpeccupoBaHmem 3a6osieBaHis BO BpeMs WM Nocie XMM1oTepaniv, BKIoualoLeil npenapartbl niatukbl. Knaccnueckas numdoma Xomkkuna (KI1X) Mpenapat Kutpyaa® nokasau ana neuenus B3pocibix
v AeTeii C pedpakTepHOii Knaccueckoii IuMdomoii XoaxKKkinHa vnu ¢ peuuanBom 3a6onesanna nocie Tpex U Gonee npejwecTByioLWMX NUHIG Tepanuu. YpoTenuanbHas kapunHoma lMpenapat KuTpyaa® nokasaH Ana neueHna NauneHToB ¢ MeCTHOPACNpPOCTPAHEHHOI
METacTaTUueckoi ypoTenuanbHoil KapuiHOMOVi, y KOTOPbIX HEBO3MOXHO NPOBe/eHIe XMMMOTepanum, BKoUaloweli LCiaTiH, ¢ dkcnpeccuei PD-L1 (KOMOMHNPOBaHHbIi NOKa3aTenb No3uTBHOCTI (combined positive score, CPS) =10) N0 AaHHbIM BanuANPOBaHHOTO TecTa,
a TaKKe y NaUNeHTOB, KOTOPbIM HEBO3MOXKHO NpPOBe/eHNe XMMMOTepanui oGbIMI NpenapaTamin NAaTHHbI, He3aBUCMMO OT 3Kcnpeccun PD-L1. Mpenapat KnTpyaa® nokasa AnA neueHns NauMeHToB ¢ MeCTHOPACPOCTPAHEHHOW WM METacTaTUYeckon ypoTenuanbHoin
KapuuHOMO, KOTOpble paHee Nojlyuany Xumuotepanuio, BKAOYaloLylo npenapatbl niatuHbl. Pak xenyaka Mpenapat Kutpyaa® nokasad Ana neyeHns NauneHToB C peLMAVBUPYIOLLei MECTHOPACNPOCTPAHEHHOW WA MeTacTaTUYeckol afleHOKapUUHOMON XefyaKa uim
NULLEBOAHO-KeNYA0UHOTO NepexoAa C 3Kcnpeccueit PD-LT (KoM6MHUPOBaHHbIN NoKa3aTenb No3uTuBHOCTM (combined positive score, CPS) =1) No AaHHbIM BanuAMPOBaHHOTO TecTa. Y 60JIbHbIX A0KHO BbITb 3aperncTpupoBaHo NporpeccupoBaHite 3a6oneBaHuA Ha poHe unm noce
npoBe/ieHns ABYX 1 Goslee IMHNIA NPEALIECTBYIOLIEI Tepanum, BKIIoUas XMMIUOTepanuio GTOpN1pUMUAMHAMM 1 IpenapaTamu NilaTuHbl, a Takxke, NP1 HEO6XOANMOCTM, TapreTHyIo Tepanuio npenapatamu aHTu-HER2/neu. 3n10kauecTBeHHble HOBOOGPA30BaHMs C BbICOKMM YPOBHEM
MVKpOCATeNNUTHOI HecTabubHoCTH [penapaT KNTpyAa® nokasaH AnA neueHya NauMeHToB C pacnpoCTpaHeHHbIMM 3110KaUecTBeHHbIMI Hosoo6pasoBaHmﬂMM C BbICOKMM YPOBHEM MUMKpOCaTennuTHoii HectabunbHoct (MSI-H), Bknioyas Hapywenus cuctembl penapaumn AHK
(dMMR), KoTopble patee nony4yanu Tepanuio. l'enatouennionApHas kapuvHoma lMpenapat Kutpyaa® nokasaH Ans neueHna NaUMeHToB ¢ renatouennionapHoii kapunHomoi (TLK) nocne npeawecrsyioueit Tepaniy ¢ ncnonbosaxvem copadernta. Pax weiiku matku Mpenapat
KuTpyna® nokasaw Ana neyeHns NauneHTos ¢ PeLnavBIpYIoLLMM WM MeTacTaTUUeCKMM PakoM LUeVKN MaTki ¢ SKcnpeccuein PD-LT (CPS =1) no AaHHbIM BannAMPOBaHHOrO TecTa Npi NPorpeccMpoBaHini 3a601eBanmaA Ha GoHe un nouie NposeaeHua xumuotepanun. MpoTneono-
Ka3aHus: MOBbILEHHas YyBCTBUTENLHOCTL K NeMOpONN3yMaby WM K APYrvM KOMMOHEHTaM npenapara. NoueuHas HefoCTaTouHOCTb TAXENON CTeneHM. [leyeHouHas HeOCTaTOUHOCTb CPe/IHeli U TAXKENO CTeneHn. Bo3pacT a0 18 neT. bepeMeHHoCTb. Meproa rpyaHoro
BCKapMAMBaHWA. B3alMOAEIICTBIE € ADYrMMM NeKapCTBEHHbIMY CpeACTBAMM: (eflyeT u3GeraTh NPUMEHEHMA CUCTEMHBIX KOPTUKOCTEPOUIOE UM IMMYHOCYNPECCAHTOB Al Hauana Tepanyy npenapatom KUTpyAa®, yunTblBas UX BO3MOXHOE BAUAHME Ha GapMaKoAVHAMUECKYD
aKTUBHOCTb 1 SGGEKTBHOCTL Npenapata Kutpyaa®. Tem He mekee, CUCTeMHbIe KOPTUKOCTEPOUIb! WA AAPYTie NMMYHOCYNPECCaHTbI MOXHO UCMONIb30BATH NOCIE Hayasa fleyeHns NemBpoSN3yMabom Ans Tepanini IMMYyHOONOCPe0BaHHDIX HexenaTeNbHbIX peakuuii. 0cobbie
YyKa3aHusi. Y NauMeHToB, Nonyyaslunx npenapat KuTpyaa®, otmeuanice MIMMYHOOMNOCPE/I0BaHHbIE HEXeslaTeslbHble PeaKLyy. BONbLIMHCTBO UMMYHOONOCPEI0BAHHBIX HEXeNaTeNbHbIX PeaKLyil, HaBI04ABLINXCA B KIMHUYECKUX UCCIRAI0BAHIAX, bl 06PATUMBbI 1 KOHTPONIMPO-
Ba/INCb NOCPE/CTBOM BPEMEHHOI OTMEHbI Nprema npenapata Kutpyaa®, npumeHeHns KopTuKoCTepouzao0s u/ui CUMNTOMATIYeCKoil Tepaniy. IMMyHOONOCpej0BaHHbIE HeXenaTeNbHble peakuuu, 3aTparusaiolie 6oniee 0fIHOI CMCTEMbI OPraHU3Ma, MOrYT Pa3BUBaTbCA
0AiHOBpeMeHHO. [pumMeHeHue B nepuo/ 6epemMeHHOCTY 1 KOPMAEHNA TPyAbIo: [laHHble 0 NpUMeHeHn NeM6ponn3ymaba y 6epeMeHHbIX XKEHLLMH OTCYTCTBYIOT. HeT AaHHbIX o cekpeuyn nem6ponnsymata B rpyAHoe monoko. I

BCKapMAVBaHUA. TpuMenenme y fieTeit: JOOEKTUBHOCTb U Ge3onacHocTb npenapata KTpyaa® y AeTeii MnaaLie 18 leT He ycTaHOBMeHa. [laHHbIe OTCyTCTBYIOT. MoGouHoe AelicTaue:

menaHomoii, HMPJI, K/IX unu ypoTenuanbHoi KapunHomoii. Hanbonee yactbiMn HexenateNbHbiMu peakuuamu (> 10%) npu npumeHeHuu npenapata Kutpyaa®: yromnaemocts (21%), 3ya (16%

HeXenaTtesibHbIX peakuuit 6b1mn 1 unm 2 creneHn TAxecTn. IMMyHOONOCpeAOBaHHbIe HeXenaTesbHble peakuui (Bce cTeneHm TAKeCTn): runotupeos — 9,0%, runeptupeos — 3,5%, NHEBMOHUT — 3,

Anaber 1 una — 0,2 AXKenble UHY3MOHHbIe peakuun -0,2%. PY BbijaHo Ha 000 «MCJ] ®apmacbioTukanc», Poccus; RU-KEY-00014.

Cnucok nuTepatypbi: 1. TocynapCTBEHHbIII peecTp neKapcTBeHHbIX cpeAcTB. http://www.grls.rosminzdrav.ru, noctyn 21.03.2019;

2. UHCTpyKUmMA No MeANLIMHCKOMY NpuMeHeHuio npenapaTa Kutpyaa® (nem6ponusymat)
Nepen HazHaueHrem NoGoro npenapata, ynoMAHYTOro B JaHHOM MaTepuane, NoXanyicra, 03HaKoMbTeCh C MONHOI NHCTPYKLMelt N0 NPUMEHeHMI0, NPe0CTaBNAEMOIi KOMNaHNe-Npou3BoAUTENEM.
Komnanua MSD He pekomeHayeT NpUMEHATb NpenapaTbi KOMAaHUN CNOCo6amm, OTANYHBIMY OT ONKUCAHHBIX B UHCTPYKLNN N0 NPUMEHeHMIo.

3a pononHuTenbHo nHdopMaumeii obpawaittec: 000 «MCl OapmacbioTukanc». 119021, Poccua, Mocksa, yn. Tumypa OpyHse, 11, crpoenue 1.
Ten.: +7 (495) 916-71-00, pakc: +7 (495) 916-70-94. www.msd.ru. RU-KEY-00014_03.2019




Ha npasax pexknambl.
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MK3EMIIPA

BO3MOXHOCTb MNMpeoaosieTb
PE3NCTEHTHOCTb

CunbHas gyxom,
KaK U ee Tepanus

* MOBBbILLIEHE YaCTOTbl 06 BEKTUBHBIX OTBETOB [0 35-43% (p<0,0001)1-2

« YBENMUeHe BLDKBAEMOCTH 6e3 nporpeccupoBaHmsa Ao 6,2 mec. (p=0,0005)2 1 CHXeHe prcka NporpeccupoBaHua 3abonesanms Ha 25%

(p=0,0003)

e B nogrpynmne 60/bHbIX C HEBNAroNpUATHLIM NPOrHO30M YBennYeHre obLuelt BebxuBaemoctn ao 14 mec. (OP=0,76; 95% AW, 0,6-0,96)2
W CHUXeHVe pucka cmepT Ha 15% (OP=0,85; 95% W, 0,75-0,98, p=0,0231)2

Tepanua MeCcTHopacnpoCcTPpaHeHHOro u Metacratmyeckoro PMXX

npu pe3ancteéHTHOCTU K TaKCaHaM,

Kpatkas unchopmauma no npenapary Ukcabenunox (Mk3emnpa)3

PeructpauuoHHbiit Homep: JIN-000585

Toprosoe Ha3BaHue: Vkemnpa® (Ixempra®)

MexpayHapoaHoe HenaTeHTOBaHHOe Ha3BaHue: vkcabenunoH (ixabepilone)

JlekapcteeHHas thopma: mounusar [is NpuUroToBNeHNA pacTeopa Ana UHAy3uit
(DapmakoTepaneBTyeckas rpynna: npoTMBOONyXoneBoe CPeficTBo

Kog ATX: LO1DCO4

Mk3emnpa® (vkcabenunoH) - npenAcTaBuTENb Knacca 3MOTWUIOHOB, WHIMOMPYeT AMHaMUKYy MUKPOTpy6ouek
PasMYHbIX M30hOpM TYOYIMHA, BKIKOHAA NOBBILLAILLYIO YCTOMUMBOCTL K TakcaHam Blll-usodopmy, obnapaet
HU3KOM YyBCTBUTENLHOCTBIO K (hakTopam onyxonesoit ycroitumsoctv (MRP-1 u P-gp), a Takxe aHT1aHrvoreH-
HbIM 3(EKTOM, UTO MPUBOAVT K ANOMTO3Y OMyXOMeBbIX KNeTok. MokasaHus K npuMeHeHnto: MecTHO-pacnpo-
CTPaHEeHHbI UMM MeTacTasupylolmii pak MONMOYHOM Xenesbl Mpu HeathdekTVBHOCTU NpeawecTByioLLei
Tepann: B KOMOMHALMK C KaneuutabuHoM npu Hed(eKTMBHOCTI NPenLIecTBYIOLel Tepanuy TakcaHami 1
AHTPAUMKIMHAMM, NPV PE3UCTEHTHOCTM K TakcaHam Win Mpu OTCYTCTBUM MOKA3aHWi K [asbHedLel Tepanim
AHTPAUMKIMHAMK; B BMEE MOHOTEpAnUM Mpu He3(MhEKTMBHOCTA paHee NpOBOAMMON Tepanuu TakcaHamu,
KanewLyTabuHoM 1 aHTpaLmkiiHamie. Cnocob npumeHenns 1 Ao3el. Pekomerzyemas fo3a npenaparta Vksemnpa®
- 40 Mr/mM2 B Bife 3-x 4acosoit B/B WHcy3un Kaxable 3 Hepenu. Koppekumio [03bl NPOBOAAT B Hauase
KaX[0ro Kypca feqeH s Mo HereMatonoriyeckum npusHakaMm TOKCUSHOCTY WK MO KOMMYeCTBY (hopMeHHbIX
3M1EMEHTOB KpoBi. HeobXxoamnMo cHU3NTL 403y Ha 20% B Cllyuae pa3BUTUA: HelponaTm 2 cTernern > 7 AHeit 1
3 cTeneHn < 7 Hedt, Nio6oi TOKCMYECKOM peakumuy 3 cTener, HeiiponeHn <500 KneTok/MKn B TeyeHme >7
[Heit, hebpunbHON HeMTponeHu, Konniectsa TpomboumuTos <25000/Mkn uim TpomboumToB <50000/MKn ¢
KpoBOTeUeH1eM. Ecnv Tokcudeckvie peakuvv PeLMavBUpYIOT, PEKOMEHAYETCA CHU3WTL [03Y elte Ha 20%.

AHTPaUnK/INHaM U Kaneuma6v|Hy

Mpv nosbiwerm ACT v AT TpebyeTcst Koppekumst §03bl COrNAcHO MHCTPYKLIMM MO MEAVLIMHCKOMY MPUMEHEHMIO.
MpoTrBonokasaHws: BoipaxeHHas (3-4 cTeneHy) runepuyBCTBUTENLHOCTL B aHaMHe3e k Kpemocbopy EL wm ero
NpoM3BOAHLIM; ABCOMOTHOE KONMYECTBO HeiTpocunoB <1500 Kknetok/Mkn wma TpomboumTos <100000
KNETOK/MKI; B KOMBMHALWK C KaneuutabuHom: npu aktveHocty ACT wam AITT B 2,5 pasa >BI'H, wim ceiBopoToy-
Horo GunupybrHa >BIH; GepeMeHHOCTb 1 Mepuyoga KOPMIeHUs rpyAsIo; Bo3pacT A0 18 nieT. C 0CTOPOXHOCTbIO:
caxapHbii avabet (C1), HeponaTusi, neveHouHast HeOCTaTOMHOCTb, HapyLLeHUs DYHKUMM CepAeYHO-CoCyau-
CTOi cuUCTeMbl B aHamHese. MobouHoe Aelictaue: Hanbornee uvacTbie (>20% NauMeHTOB) HexenaresbHsle
SBNEHUS MY MOHOTepanuu: nepudepuyeckas HeponaTis, B OCHOBHOM, CEHCOPHas, YTOMIAEMOCTb/acTeHus,
MUANTUst/apTpanrus, anoneuusi, TOWHOTA, PBOTA, CTOMATUT/Myko3uT, Auapes. Y >20% nauueHToB Ha
KOMOMHVPOBAHHOI TPy Take PasB1BAUCH CTIEAYIOLLME PEAKLMN: TaA0HHO-MOAOLIBEHHAS SPUTPOAM3ICTE-
3115, aHOPeKCvst, 6OMM B XVIBOTE, MOPaxXeHUs HorTeit, 3anop. O4eHs yacTsie (21/10) nyactsie (21/100, <1/10)
nobOYHbIE ABNEHNA: HeATpOneHNs (B T.4. hebpuibHas), TPOMOOLMTONEHS, aHEMIs, NEIKOMEeHMs; FoNoBHbIe
6onv; nepucbepudeckas fABuraTenbHas Helponatus, rONOBOKPYXEHWe, M3MeHeHve BKyca, 6eccoHHMUa;
10MeLys; CHAPOM 3PUTPOAM3ICTE3NM NabLIEB PYK 1 HOT; TUNEPNTMEHTALWS, BbICbINAHUA, 3yA, LenyLieH1e
KOXM; NOPaXEHUe HOrTel; 6o CKeneTHbIX MbILLLY; OABILLKA, KaLLesb; aHOpeKCus; Aeruapataums; abaoMuHanb-
Hble 60w, TowHoTa; MIPb; WBLM; nuxopaaka, otek, 6omv B 061aCTV rpyavHLI, CIE30TeYeHIe; rnepyyBCTBY-
TenbHOCTb. Ocobble ykasaHus: Bcem naLyeHTam npoBOAAT npemeaukaLmio brokatopamu Hi- n Ha—ructammHoBbIx
petientopos. MMpy pa3BTUM peakLi rnepyyBCTBUTENLHOCTY MPY NOCTEAYIOLLMX LMKNMAX BBOJAT FIOKOKOPTUKO-
CTepovabl, BO3MOXHO YBenudeHne BpemeHu WHdy3mm. Muenocynpeccst go3osasucvma. Mpu CO win yxe
VIMEIOLLEICs HeMpOnaTy MOBBILLEH PUCK TSKENON HelponaTv. [pu Bnepable BO3HUKLLE Wik yCyrybnsioLeincs
nepudepreckoi HeponaTun — CHIU3UTL A03Y, MPEPBATb KypC NEYeHus, MO0 OTMEHUTL npenapar. Ycnosus
XpaHeHus: B 3awmuienHom ot ceta Mecte npu Temnepartype ot 2 °C go 8 °C. Cpok rogHocTu: 3 roga.

J:laHHbH;i matepuan ABnAeTcA cneunanvsnpoBaHHbIM U3daHWeM ana MeanUMHCKX paGOTHMKOB, He ABnaeTca
VHCTPYKLMEN MO MeAMLIMHCKOMY MPUMEHEHVIO NeKapCTBEHHOMO NpenapaTta U Hi KOelt Mepe eé He 3aMeHsieT.
Mepen npuMeHeHeM CriefyeT 06s13aTenbHO 03HaKOMUTBCA C MHCTPYKLMEN MO MeAVLMHCKOMY MPUMEHeHuio
npenapara Vikemnpa®.

Juteparypa: 1. Thomas E.S., Gomez H.L., Li R.K., et al. J. Clin. Oncol. 2007;25(33):5210-1
2. Sparano J.A., Vrdoljak E., Rixe 0., et al. . Clin. Oncol. 2010;28(20):3256-63
3. VIHCTpyKUMA N0 MEAVLMHCKOMY MPUMeHeHio npenapata ykcabenunoH (Vksemnpa) ot 18.10.2016

Mo BOMpoCcaM, CBA3AHHLIM C Pa3BUTUEM HeXesaTesbHbIX N060UHBIX peakumﬁ v apyrux ﬂpOﬁﬂeM ¢ 6e3onacHo-
CTblO flekapcTBerHoro npenapara Mksemnpa® npocb6a 06palatsci B 0TAEN HE30MaCHOCTY NEKAPCTBEHHBIX
cpencts «P-Oapmy»: Ten. +7 (495) 956-79-37, pob. 1126, 1506, Dakc +7( 495) 956-79-38,

E-mail: safety@rpharm.ru
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