Mngrucreperno snpaBooXpaneaus B
connanvaore passntus Poccuiickod Pexepanun

GEIEPAJIBHAY CJIYIKBA 110 HAI3OPY — : ]
B CPEPE 3/IPABOOXPAHEHHS H Oy 5
COIHAJIBHOTO PA3BHTHS YOBEKTBI OOpalleHus
(POC3IPABHAI30P) JIEKapCTBCHHBIX CPELCTB

Crapamckas 1wt 4, crp. |, Mocksa, 109074
Tenedon: (495) 698 45 38; 698 46 11

A AR 201 v DYl - 1359 Jiy

Ha Ne oT

0 Ge3omacHOCTH JJEKAPCTBEHHOIO
CpenCTEa ABAaCTHH

®enepanbHas ciTyx6a Mo HAL30py B cdhepe 3 PABOOXPAHEHNS H COLHATHHOIO PasBHTHA B
paMKax — MCIOIHCHWS TrOCy[NapCTBEHHOM (YHKUMM 10 MOHMTOPHHIY  6e300acHOCTH
JICKApCTBEHHEIX CPEACTB, HAXOASMIMXCA B o6palieHun Ha TeppuTopus Poccuiickoit ®enepamym,
COODINAET O MOCTYILIEHAH MHChMA POCCHHCKOTO NPECTABMTENBCTRA KOMIAHMN «D. Xohdman-
JIa Pow. JIta.», IllBeitiiapns, 110 BOIpocy 6e30macHOCTH JACKAapCTBEHHOTO CPelicTBAa ABACTHH.

CornacHo MHCTPYKIMH TIO IIPUMEHEHHMIO, JTEKAPCTBEHHBIN npenapat ABacTHH ITOKA3aH K
MPHUMEHCHHIO TIPH CIAEAYIOTIHX 3200/ ICBaHHUAX
— - MeractaTHaeckmii KOJIOPCKTANbHEIH paK: B KOMOMHAIMM C XUMHOTEpAlMell Ha OCHOReE

TIPOH3BOJHBIX (GTOPIHPHMUMHA;

— MeCTHO pelMIMBAPYIONIMIT WIM MeTacTATHYECKHM paK MOJOYHOM JKENE3B: B KAUCCTRE
TICPBOH JIMHHM TepAIHy B KOMOHHALMM ¢ XUMHMOTEpaNHEH HA OCHOBE TAKCAHOB;

— PacupocTpaHeHHbI  HeonepabenbHEI,  METACTATHYCCKHE WM PeURAMBUPYIOTI M
HEIIOCKOKICTOYHEIH HEMENKOKIIETOUHBIH PaK JIErKOro: B KAYECTBE HEPBOM TMHUM TCparmn
AOIIOIIHATENABHO K XMMHOTEPAHHA HAa OCHOBE NPenaparoB TIATHHEL,

— PacripocTpaneHHBIH W/MIM MeTacTaTHYeCKuil TI0YeYHO-KIeTOUHE paK: B Ka4yecTBe NEpBOi
JIAHKHA TEPaIliA B KOMOHHALMH ¢ HHIEPQEpoHOM anhha-2a;

~ I'nmobmacroma (rmuoma IV cremend 3510KavyecTBEHHOCTH knaccupuxamun BO3): B
MOHOTCpAllMM WM B KOMOMHALMH C HPHHOTCKAHOM y OOIBHBIX NpH peuuuBe
[IIOOTACTOMEI.

Ilo undopMaumn xommnanmu «@. Xopdman-JIn Pom. JItmy, nekapcTBenHas Gopma
mpeTIapaTa ABaCTMH He NpefHa3sHAueHa i MHTPaBHTPEANBEHOrO BBeleHMA. JlekapcTBeHHbLIH
IIpemapaT ABAaCTHH YNAKOBAaH B OJHOPA30BEIA CTEPIILHEIH ¢nakoH 0e3 HCHOMB3OBAHMSA
KOHCEpBAHTOB B BUAC KOHIEHTPATA IV NPUTOTOBJEHUS PACTBOPA [l BHYTPUBEHHEIX HHbYy31il
TIpU OHKONOTHIECKUX 320011€BaHUAX; PAcTiakoBKa OJHOPA3OBHIX (UIAKOHOB Mpemapara ABACTHH ¢
UE/IBIO Pa3sBE/ICHUA HA HECKONIBKO 103 MOXKET IPHBECTH K KOHTAMUHAIIMH IIPOAYKTA.

B cBa3K ¢ usnoxeHAsM Poc3apaBHAan3op HOBOIMT M0 CBENCHHA cyOBeKTOB 06paImeHus
JICKapCTBCHHBIX CPENCTB IMCBMO IIpeAcTaBuTenbeTBa KoMnanuu «®.Xoddman-JIs Pom Jlrm»
110 BOTPOCY MCITOIR30BAHMS ICKAPCTBEHHOIO CPeACTBA ABACTHH. -

IMpunoxenue: a2 1. B | 3K3.

Bpuo pykoBoauTens E.A. TenpuoBa

C.B. I'marozxes (499) 578-01-31




Mepeescd:
Mucemo-oGpawenne K cneunanucTam

Criydan TRXEeNoro nHeXKLMOHHOro HAOKPTANLMATA C NOCNeAyot e CNefloTOR NOCNe NPUMEeHeHUA
pacTeopa ABacTuna® (DeBaumiymaba) no He3aperncTpupoOBaHHLIM NOKa3aHUAM B BHAE
WHTPABHUTPEANkLHbIX HHbLEKLWNA.

Ypaxaembie CNetuanncTb 30pasooXpaHeHunn,

Komnanua . XoddmarH - Ila Pow Jita (Roche) xotena Gbi NpOMHGIOpMWPOBATE BAC O NOMYHYEHUK HOBLIX
BaXHbIX CcEegeHui no GesonacHocT npenapara AsacTuH® (Besauusymaba) npu npumeHeHny no
He3aperuCTPUPOBaHHBIM NOKA3EHUAM B BUAE WHTPABUTPEaNbHBIX MHLEKUMA.

AsacTnH® AenAeTcs pEeKOMOWHAHTHLIM [YMaHU3UPOBAHHBIM MOHOKNOHANBHBIM aHTUTENOM, AeACTBKe
KOTOPOro CeNeKTWEHO HAanpaBneHo NPOTHB (PaKTopa PocTa 3HAOTENNA COCYA0B {vascular endothelial growth
factor — VEGF). ABacTuH® 3aperucTpupoBaH AR BHYTPHBEHHOMO NPUMEHEHKWS NPy onpeeneHHeiX (hopmax
paxa.

Nanee nepevncneHbl BaXHbIE CBeAEHUA NO 6e30NacHOCTA npenapara ABacTHH® NPy NHTPaBUTPEANBHOM
criocobe NpUMEHEeHUA:

s 3anocnegHee BpEMA KOMNAaHUA Roche nonyynna CBeferHn O CriydanX CTPenTOKOKKOBOrO
aHaodTanbMuTa ¥ 12 NAaUMEHTOB, KOTOPBIM NPOBOAWIW MHBEKLIMK C 4-AHEBHBIM MHTEPBANOM, Ha
TeppuTopvu Manamn, wrar ®nopuaa, CLUA. Mo-BugrumoMy, AaHHbLIE CrydYan ABNAIOTCA CNeACTBMEM
KOHTaMUHALMK PacTBOpa Npu passegeHun npenapara AsacTuh®, xota Ynpaenenue CLLIA no Haasopy
33 Kav¥eCTBOM MKILEBbLIX NPOAYKTOB ¥ NEKapPCTBEHHbLIX CPEACTE, a TaKKe NpeacTasuTenu
34paBOOXpaHEHVA WraTa $nopuaa NPOACIKAINT BHIACHATL TOYHYIO NPUHUHY MHDUUNPOBaHKA. Y
GONbLIMHCTBA NALUMEHTOS B Pe3ynbTare uHeKUMn passunacs NonHas unu NoYTH NONHaA cnenota B
nopaxeHHOM rnasy. llononuutensHan wHopmMaumn pasmeweda Ha caite Ynpasnexna CLA no
HafA30pY 38 KA4YECTBOM NULLEBLIX NPOAYKTOB W NEKApCTBeHHBIX CPEACTB NO CCbiflke
hitp./iwww . fda.gov/Drugs/DrugSafety/ucm270296.htm

»  Takke HeAABHO 32perucTpupoBaHbl CNy4Yan OCTPbIX BOCNAMMTENbHLIX 3a300NesaHlnit Co CTOPOHLI rnas v
aHAOTANLMUTA B PE3YNLTATE MHTPABUTPEANLHOMD BBEAEHUR npenapaTa AsacTvH® B CLIA Ha
TeppuTopum Jloc-AHaxeneca (Wrat Kanugophua) u Hauwernna (wrat TgHHecck).

* Panee coobwanock of nHAKBKAYaNbHLIX CAYYAsX, 8 TAKKe O rpynnax nauneHToB (Npu passeaeHny
COAEPAMMOro 0aHOro hnakoHa npenapara BO MHOMX LWNPULIAX) C BOCTIaneHWeM CTeKNOBUAHOro Tena,
YBEUTOM W aCENMTUYECKUM SHAOKDTaNbMUTOM. HexoTopbie U3 3TUX ABNEHWA NPUBENN K CriencTe.

e [Ipy cpaBHEHWM C OHKONOIMYECKMMK GONBbHBIMKY, KOTOPBIE NPUMEHRIOT npenapar AsacTuh® B Buge
BHYTPMBEHHEIX MHDY3N#A, HE BHIABNEHO OTKNOHEHUWA B PENOpTUPOBaHNN HeXenaTenbHbiX ABNSHUA ANA
cepuid npenapara, B OTHOLUEHWIA KOTOPBIX ObiNK BbIABNSHE MHOXECTBEHHbIe NOpaXeHna rnas (Homepa
cepwit B79296, 878460, 878461).

e AHanwus padtbix coobweHnit ByaeT NpoaomKaTbCs AC YCTAHOBNEHWA NPUYMHHO-CNEACTBEHHOR CBASK
npUMeHeHUA npenapata AsacTMH® W MHOXECTBEHHbIX ABNEeHWA B wratax dnopuaa, TeHHeccn u
KanwgopHua. Komnanwa Roche nonaraer, 470 cnyydan MHMEKUMOHHOrO sHAOMTANbMUTA C
nocnegywiyed CcnenoTod, BbiABNEHHbIe Ha TeppuTopur Malkamu, CKopee BCEro, CBA3aHbI C
paseeaeHwem npenaparta ApacTuh® Bes cobniogeHma npaeun acertuxkv, HapywieHwe CTepunbHOCTK
npenaparta NOBbLIWLAET PUCK BOIHUKHOBEHWA Yy NALMEHTCE MUKPODHbIX WHMDEKUWMA, npn 3TOM Yucno
3apaXeHHbiX NAUUEHTOB 3aBUCMT OT. KONWYECTBA IUAPMLUOE C PACTBOPOM, NPUFOTOBNEHHBIM NPW
pazsefeHun COASPXUMOro M3 ORHOM nakoHa npenapara.

B HacToAwWwee BpeMA KOMNaHKUA NNaHUPYeT BHECTU NIMEHEHWA B MHCTPYKUMIO NC NPUMEHEHN0 npenapaTa
OTHOCHTENBHO HEXENATEeNbHEIX ABMIEHHA CO CTOPOHB! FNas.
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Cnoco€ npuMeHeHUn, o3kl U NekapcTBeHHan popma npenaparta AsacTuH® 6uinv TwaTensHo pa3spaboraHb
ANA BHYTPMBEHHOTO NPUMEHEeHNA Npyu olkonorwyeckux sabonesaHwax. MNpenapar He 3aperncTpupoBaH Ans
npuMeHerns npu o ranoMmonorudecknx 3abonesaHunx.

MNpenapat AsacTvH® ynakoBaH 8 0AHOPa30BbIA CTEPUNbHBIR (hNakoH §&3 UCNONBIOBAHNA KOHCEPBAHTOR B
BUE KOHLEHTPaTa AMiA NPUrOTOBNEHMA PacTBOpa ANA BHYTPUBEHHBIX UHCDY3MIRA 1PN OHKONOMMYECKAX
safoneBaHnax; pacnakoexa OAHOPa30BbiX hnakoHoB NpenapaTa AsacTuH® C LUenbio pa3BeaeHus Ha
HECKONbKD 403 MOXET NPUBECTUA K KOHTaMWHALWK NPoAYKTa.

NexkapcTeeHHan chopma npenapara AsacTuH® He npegHasHaqeHa AN\ MHTPaBUTPEanbLHOrO BBEASHUS,

MokazanuamMm K NPUMEHEHUIO ABNAIOTCAH.

Memacmamuveckud KonopekmansHbiil pax.

= B KOMBUHaUuK ¢ XMMHOTEPaNUei Ha OCHOBE NPOU3BOAHBIX (DTOPNMPHMMANHE.
Mecmno peyudusupyrowull uny Memacmamuweckull paK MONnovHol Xeneast:

* B Ka4ecTBe NepBon NHA Tepanun B KOMOUHALMN C NaKNUTaKCenoMm
Pacnipocmpanentsiil HeonepabensHeid, memacmamuveckuil unu peyudusupyrowui Hennocmxnemowuci
HEME/IKOKNeMOYHbId paK NeaKoeo:

* B KayecTee NEPEON NUHKK TepanuMu ACNONHATENBHO K XMMUOTEpaNWM Ha OCHOBe

NpenapaToB NNaTHHbI. ’
PacnpocmpanerHbiil u/uniu MemacmamuyecKkuld NoYeyHo-KnemoyHeid pax:

* B KaJecTee Nepeoi nuHUK Tepaniu B KoMBUHaUMK ¢ wHTepdepoHoM anba-2a.
Muobnacmowma (anuoma IV cmenenu snokawecmeeHHOCMU NO Knaccuguxkayuu BO3):

¢ B MOHOTEPANUM WA B KOMOWHALMW C UPUHOTEKEHOM Y BONbHBIX NPH peuuanee

rnunobnacromei.

KonTaxTHaa uHdopMaLua A COOGUICHUA O HEXBNATENbLHbLIX ABNEHUAX

KoMnanua Roche obpalwjaerca k cneyymanucTam 3apaBooxpaHenns ¢ npockboi coobyarte o6o Bcex
Cepbe3HblX HEXENaTeNbHEIX ABNEHNAX Ha PoHe NpUMeHeHuA npenapara AsacTuH® B ocuc
flpeacraBuTenscTea komnaHuu: agpec 107031, TpyGHas nnowage, 4. 2, Tenedon +7 (495) 2292999, dakc
+7 (495) 2297999, a TawKe No INEKTPOHHON noyre moscow.ds@roche.com. Kpome Toro, ata uHopmayun
moxeT BbiTh NepegaHa 8 PeaepancHyio cRyxby no Haa3opy B cepe 3ApaBoOXpaHeHns M CoLManLHOM
paseuTus no TenedoHy 8{499)578-02-30 nnn B Buae 3aNONHEHHON KAPTbI-U3BELUEHNs (CChINKa Ha hopMy

http.//www.roszdravnadzor. ru/medicines/monitor_bezopasnosti 1s/2956) wunu no noyte (108074, Mockea,

CnaesHckana nnowags, 4.4, cTp.1).

MNpocnm obpawjaTbes B MNpeAcTasUTensCTBO KOMNaHNK B CyYae NOABNEHUA KakuxX-NMGo BONpoCoB nnu
HeoOX0AUMOCTH NOMYYEHUA AONONHATENBHOA MHADOPMALIMN.
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