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110 MeIHIMHCKOMY NPHMEHEHHUI0 JIEKAPCTBEHHOT0 CPEICTRA
Apactua® (Avastin®)

1. H®A3]3AH UE JEKAPCTBEHHOI'O CPEACTBA 4 (E r% (1;:; g{) ﬁ COBAHO
ZPCTBOM SIIPAR
AsacTiH®, KORIIEHTpAT [ IPHUTOTOBICHIS PACTBOPA [Tt HHGYEHIHG L CrEoM ol 0N PAHBHNf
Mpikas Mimncereperna sapasooxpanesns
Peenybuuky Benapyes
MesxIyHApOAHOe HENATEHTOBAHHOE HA3BAHME or «&F 2 DY LR 72 v 441

bepanmzyma6/Bevacizumab

2. KAYECTBEHHBII 1 KOJMYECTBEHHBIN COCTAB
Kaxnprif M1 KOHIIGHTpaTa coAepKuT 25 Mr Oepanuszymada®.
Kaxxnenit giaxon 4 mit conepxut 100Mr OeBanuzkmada.
Kaxnerit ¢praxon 16 mi cogepxxut 400Mr GeBanmskmadba
[TomupIi mepedeHs BCIIOMOTraTeIbHBIX BEIECTB CM.11.6.6

BeBaIII/ISYMﬁ6 ABJEACTCA peKOM6I/IHaHTHB]1VI I‘}’MaHI/ISI/IPOBaHHBH\/I.MOHOI(JIOHaJIBHBIM AHTHUTCIIOM, IIO-
JIy49acMBIM I10 TEXHOJIOTHH p6K0M6I/IHaHTHOI7I ,HHK B KJIETKAX SUIHUKOB KHTAaMCKOr0 XOMSIUKA.

3. JIEKAPCTBEHHAS ®OPMA
KomnmenTpar a1 IpUTOTOBICHUS pacTBOpa Ui HHQY3uii.

Onucanne
T[Tpo3pavmas HiIK ONAJIECIUPYIOMAs KUAKOCTh, OeCI[BETHAS HIIK CBETIO-KOPUIHEBOTO IIBETA.
4. OCOBEHHOCTN KJIMHNYECKOI'O IIPUMEHEHWUS

4.1 Iloxa3zaaus K NpAMEHEHUI0

Memacmamuueckuti KOI0OPEKMANbHbLU PAK

Tpemapar ApacTur® IIOKa3aH JUIS TEPAIMH NEPBOY JIMHIK NAlWEHTOB ¢ METACTATHYECKOH Kapiiy-
HOMOM TOJICTOM WJIH IIPSIMOM KUIIKK B KOMOWHAIMHY CO CIEAYIOIEeH XAMUAOTEpanei:

- 5-propypanmi/porHHEEBas KHCIOTA; .

- 5-¢ropyparmt/ honmHEeBas KACIOTa/HPHHOTEKAH;

- xanenprabus/oxcammmiaral (XELOX).

IIpenapar ABacTEE®
KM HPUHOTEKAH MM OKCATHILIATAH BO BTOPOH JMHUY TEPAINY ITAICHTOB C METaCTaTHISCKOH
KONOPEKTAIBHOM KapIHOMOM C IpEeAmecTBYIOMEH OKCaIMIUIATHH- 00 HMPHHOTEKAH-

comeprareil XuMroTepaniel ¢ IPUMEHEHHEM TTpenapaTa Asactur® mibo Ge3 Hero.

IIOKa3aH JId IPAMCHCHHSA B KOM6I/IHaI_II/II/I C PEKUMOM XHMHUOTEpAIK, COACP-

Memacmamuueckuii pax MOLQUYHOU HCelle3bl

IIpemapar ApacTun® (GeBaiu3ymal) B KOMOMHAIMHA C TAKTATAKCETIOM MOKa3aH JUls [epBO JIMHIN
Tepanuy B3pocibiX nanuenToB ¢ HER2-HeraTHBHBIM METaCTaTHISCKIM PAKOM MOJIOTHOM JKENE3HL.
IIpemapar Asactrr® (6eBanusymal) B KOMOMHAINY ¢ KAaNEIXTAOMHOM TOKa3aH [yl NEPBOM JIMHAN
TepaNny B3POCIBIX HAEEHTOB ¢ METACTATHICCKIM PAKOM MOJIOUHOM JKEJI€3bl, Y KOTOPBIX JICUCHUS
JpYTEME BapUAHTAME XMMHOTEPAIIAH, BKIOYas TaKCAHb! ¥ AHTPAIMKIUHEL, HE CUMTACTCSA IOIX0-
nemEM. Y AIEeHToB, TOMyHBIIMX TAKCAH- ¥ aHTPAHKIHE-COIEPIKAAE PEXXUMBI aBIOBAHTHOMH
XAMHOTEPAINH B TeUCHUE OCTETHEX 12 MeCSIIEB, JIEYeHHe IpenapaToM ABacTHE® B KOMOWHAIAK
¢ KanenuTabuHEOM JOJDKHO OBITH MCKIIFOYEHO.

s
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Jlis mosyderust NOIONHUTENLHOM uabOpMAIKH, KacaloImeHca PENENTOPHOro cTaTyca 9enoBede-
CKOTO 3ImAepManbaoro dakropa pocra 2-ro Tuma (HER?2), obparurech K pasneny 5.1.
Pacnpocmpanennbviil, Memacmamuyeckuil Wiy DeyudusUpYIOuUE HeMenIKoKIemoYHbll paK 1e2K020

.

. TIpenapar Apactus®. B KOMOHHAIMY ¢ [CIUIATAH- ¥ TeMIUTA0MH-COMepiKamel XAMHOTEpanuei
TOKasaH B TepalAy epBOY JMHAHK MAMeBTOB ¢ HeoNnepabenbHEIM, PACIPOCTPAHCHHBM, METACTa-
THYECKEM * W 'penhmnp‘yfomnM HEILUTOCKOKIIETOYHEIM HEMETKOKICTOYHBIM PaKOM JIETKOTO
(HMKPJD).
Pacnpocmpanennbiii Wit Memacmamuyeckuii noYeyHo-KNemouHblii Ak
IIpenapar ApacTua® B KOMOHHAIME C HHTEPHEPOHOM anbda-2a MOKa3aH B KaYECTBE Teparuy mep-
BOM JIMHWY TAIWEHTOB C PAaCHpPOCTPAHCHHBIM W/MIM METacTaTHUeCKUM IOYSIHO-KICTOTHBIM pa-
KOM, TepeHeciX HehpIKTOMHIO.
Tnuobnacmoma (IV cmenens 3noxavecmeennocmu no kiaccuguxayuu BO3)
Ipenapar ApacTuE® B KauecTBe MOHOTEPAIIMA TIOKa3aH I JISUeHN HallMCHTOB ¢ PEIUINBIPYIO-
meit rmo6nacroMoit (IV cTeleHn 310Ka9ecTBeHHOCTH 1o Knaccuduxamuu BO3) mocne Teparmn

TEMO30JIOMHIOM.

Ipenapar ApacTur® IoKa3aH B Ka9eCTBE MOHOTEPAIUH I JICYCHHS B3POCIIBIX MAIHEHTOB C Ipo-
rpeccupyroneit rimmodnacromol (IV crenenu 310Ka4eCTBEHHOCTH 110 kinaccubukarmn BO3), mocie
IIpe/IIIeCTBYIONMEH Tepanuy, BKIOYaBIIelf XMMHOTEpAAIo TeMo30IoMIoM. ONeHKa s dexTus-
HOCTH OCHOBaHA Ha OOBEKTHBHOM yiaydmeHnd. HeT MOCTYyNHBIX NaHHBIX, JEMOHCTPHPYIOIEX 06-
JIerYeHne CHMITOMATHKM, OOYCIIOBICHHON OONE3HBIO, MM BHDKABAEMOCTH IIPH MCIIOJB30BAHIA
npemapara ABacTHH®.

Pax auunuxos

Iayuenmul, panee He nOIy4asuIUe MEPAnUo

TIpenapar Asactun® B KOMOHHAIMH ¢ KapOOIIATHHOM ¥ NAKIHTAKCEIOM HOKA3aH A JEICHUS
paHee He MONYYABNIAX TEAIAY IAIUEHTOK, CTPAAoMKX pakoM suuHuKoB (LI I IV cragum 1o
FIGO), y KOTOPHIX TIOJHAs Pe3eKIHs OMyXoJ Oblia HEBO3MOXHA M Y KOTOPBIX HONB3a OT HOCTIe-
ZYIOIIEro XHPYPrEYecKOTo BMEINATENbCTBA IocHe XuMuoTeparuy (second-look surgery — mOBTOp-
HOE IUIAHOBOE XHPYPrAIecKOe BMEIIATENBCTRO C HHTEPBANBHOM MUTOPEAYKIMEeH) MATIOBEPOSITHA.
Iayuenmil ¢ peyuousamu, wyscmeumenvrvie K npenapamam niamuHsl -

IIpemapar ABacTHH® B KOMOWHAINK ¢ KapOOIUTATHHOM M FeMIMTa0MHOM MM C KapOOIUTaTHHOM U
HaKIIITaKCeTI0M IOKa3aH IS JICYSHNS MAlMeHTOK C IUTATHHOTYBCTBUTEILHEIM PENUAUBOM SIIHATE-
JNHATHHOTO paka SIMYHMKOB, (aJUIONMEBHIX TPYO WK NEPBUYHEIM IIEPUTOHEATBHBIM PaKoM (TIEPHO/
0e3 IIATHHEI JOJDKEH COCTABIIITh HE MEHEe 6 MECSIIEB).

ITpenapat ABacTua® B KOMOMHAIVY C MIAKIATAKCEIOM, TOOTEKAHOM IIH IeTHIIPOBAHHBIM JIAIIO-
COMAJILHBIM TOKCOPYOHIIMHOM HOKA3aH I JedeHUs HallMeHTOB ¢ IIaTHHO-PE3UCTCHTHRIM Pelli-
JMUBUPYIONIAM PaKOM 3ITUTENHS SHIHUKA, GaioNneBoii TPYObI MM EPBHYHBIM IEPUTOHEAIBHBIM -
paKoM, KOTOpBIE paHee HMOIYJIIN 0 ABYX PEKMMOB XMMHOTEPANHy H HE IONYJald IPeAIeCTBY-

IoIme# Tepanuy Oeparu3yMaboM MM ApyTHEMHE MHTHOMTOpaMH (akTopa pocTa SHIOTEIHS COCYIOB
(VEGF) (cm. Pazpen 5.1).

Pax wetiku mamxu
IIpenapar ABacTun

® .
IIOKa3aH B COYCTAHHHA C XHMHUOTECPAITUCH (CM. pasagisl « (Dapmarcwzoeuuecxue

ceoticmeay v « Pax wietiku mamxuy) 11 I€9SHAS TAMEHTOB ¢ IEPCUCTUPYIOIIMM, PEIUIABUPYIO-
MM YJTA METACTaTHUECKAM pakoM meiiku MaTku (cM. Pazzmen 5.1).
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4.2 JlozupoBaHne U cnocod BBeJeHus
Baezenne Ipenapata ABaCTHH® CleIyeT OCYIECTBIATh O KOHTPOJIEM KBaIU(UIIPOBAHHOTO
Bpava, 00J1a{afouIero OIBITOM IPUMEHEHH IIPOTHBOOMYXOJIEBBIX JIEKAPCTBEHHBIX CPENICTB.

Avagtin BY IMRPU 8.0

Memacmamuueckuil KOJIODEKMAlbHbLL PAK

Pexomengyemas nosza mpenapara ABacTun®, BBOIMMOIO B BHJIE BHYTPUBEHHOU MH(Y3MH, COCTAB-

JISIeT: _

Tepanust iepBoOi JIMHAN: 5 MI/Xr Macchl Tela OIWH pa3 B 2 HeNeld W 7.5 MI/KT Macchl Tela
OJIVH pa3 B 3 HEJENH.

Tepanust BTOpo# TMHAN: 5 mr/kr mu6o 10 MI/KT Macchl Tella OOMH pa3 B 2 HEMEH WiK 7.5 MI/Kr

160 15 MI/Kr Macchl Tena OIUH pa3 B 3 HEACH.
PexoMeH/yeTCs MPOOIDKATh JedeHHe TIpenapaToM ABacTEE® [0 IIPOrPecCHPOBAHHMS 3a60IeBAHS.
Memacmamuyeckuii pax MONOYHOU JHCeNe3bl
PexoMeHIyeMas [o3a Ipemapara ApacTHE® cocTaBiger 10 MI/KT Macchl Telna OH pa3 B 2 Henenu
mim 15 MI/Kr mMacchl Telna OAWH pa3 B 3 HeIeNnM B BUIE BHYTpUBCHHOM mH(OY3uu. Pexomenmyercs
IIPOOJDKAT JIedeHMe MpenapaToM ABacTHE® [0 MpOrpecCHpOBAHHS 3M0KAYECTBEHHOM OMyXOIH
WM 0 Pa3BUTHA HEIPUEMIIEMON TOKCHYHOCTH.

Pacnpocmpanennslil, MEMACmamuieckull Wiy peyuousupyouul HemMeakoKiemoyHbiil pax 1e2Kko20

HMKPJI
®

ApacTuH" Ha3HAYAETCS JOTMONHATENFHO K ACIUIATHH- B TEMITUTA0MH-COAepKaIledl XUMHOTEPAHH
BIUIOTH 10 6 IIUKIIOB JICUeHNM. 3aTeM JeueHHe IpeHapaToM ABacTHH® HPOJOIDKAETCS B BUIE MOHO-
Tepamue J0 IPOrPeCCHPOBaHHS 3a00ICBaHIA. ’
PexoMeryeMas f03a mmpenapata ABacTiE® B KOMOMHAIIMH ¢ XHMHOTEpauel Ha OCHOBE MUCILIA-
THHA ¥ reMIuTabniHa COCTaBIgeT 7.5 MI/KT MacChl Tella OJWH pa3 B 3 HEeN! B BU/IC BHYTPUBCHHON
AHPY3UH.

Pacnpocmpanenuviil u/uny Memacmamuyeckuil no4e4HO-KiemoYHblll paK

PexoMeHIyeMas 71033 Ipenapara ABaCTHH®
B B/l BHYTPUBEHHO! HHY3HH.
PeKOMEHIYeTCs IPOAOIDKATh TedeH e MpenapaToM ABacTUH® 0 IPOrPeCCHPOBAHES 3200 EBaHAS

WA IO Pa3BHUTHS HETIPUEMIIEMON TOKCHIHOCTH.

coctapisgeT 10 Mr/Kr Macchl Tela OJIWH pa3 B 2 HEHETH

Inuobnacmoma (IV cmenens 310kauecmeennocmu no kraccuguxayuu BO3)

- PexoMeHIyeMas 1032 Tpenapara ABacTHH® cOoCTaBisgeT 10 MI/KT MacCHl Tena KaKisle 2 HENENH B
BUJlE BHYTpuBEeHHOH mH(y3mu. PexoMerAyeTcs IpONOIDKATh I€YECHHE IPEIApaToM Asactue® no
nporpeccupoBanus 3abonesanns. Jloza 15 MI/KT Kaxnple 3 Heleld He MOATBEPXKICHA IIPECTaB-
JICHHBIMY JAHHBIMH.

Pax auunuros

Iayuenmul, panee He NOLy4asULIE MEPANUIO. ‘
Asactur® mpuMeHseTcs B KOMOHBAIMHA ¢ KapOOIIATHHOM M MAKIHTAKCENIOM BILIOTH 10 6 IMKIIOB
Jeyenwns. 3areM mpenapaT ABacTHH® BBOXWTCS WM B TUeHHE 15 MecsAles, WK 1O IIPOTPecCHpo-
BaHMA 3a00JIEBAHMS, B 3aBUCHMOCTH OT TOTO, YTO HACTYIMT paHblne. PekoMerryemas no3a npemna-
pata Aactur® cocraBisger 7.5 MI/KT MAcCHI TeNa OMMH pa3 B 3 HEJETH B BHJIC BHYTPHBEHHOH WH-

dy3un. ,
Ilayuenmol ¢ peyuousamy, 4yscmeumenvHvle K npenapamam niamuHbsL.

Asactue® npuMensercs B KOMOMHALMY ¢ KapOOIIATHHOM ¥ TeMIUTA0MHOM B TedeHue 6-10 muk-
JIOB M B KOMOMHAIHH ¢ KapOOILIATHHOM U [AKIHTAKCeTIOM B T€UeHHE 6-8 MUKIIOB JedcHus. 3a-

EMA_approved 11.03.2020_CDS 36.0
3/61



ut

COTJACOBAHO H P

 IEVICTEPCTROM 37PABOOXPAHEHILS #a
5 PECIYVBIMKY EEIAPYCE Avastin BY IMPU 6.0

:%Hpnrcaa N{:’i‘éﬁ%ﬁ%"éﬁ%‘iﬁ%ﬁ,ﬁ"mm”’“‘m 7 6 2 l} - 2 0 2 U

TeM IpemapaT ABacTHH® BBOJMTCS IO HPOTPEcCHpOBaHMS 3aboieBaHms. PekoMempyemas 1032
npenapara ABacTHH® COCTaBIAeT 15 MI/KT Macchl Tella OJHH pa3 B 3 HEENH B BH/E BHYTPUBEHHOH
HHQY3IH.

IInamuno-pesucmenmusle NAYUEHMbL C PEYUOUBAMUL

B KOMOWHALMY ¢ TAKIIATAKCEIIOM, TOMOTEKAHOM (IPUMEHIEMBIM eXXeHEEIbHO) Ml eI HIIPOBaH-
HBIM JIATIOCOMAJIEHEIM JTOKCOPYOHITMHOM, PEKOMEHIOBaHHAL 103a perapara Apactua® 10 mr/kr
Macchl TeJia IPH IPUMEHCHIN OUH Pa3 B 2 HEJICIH BHYTpUBEHHOH (B/B) mHbysueil. B koMGuHamum
¢ TomoTeKanoM (IIPEMEHSEeMBIM B 1-5 THM KaXmele 3 HeJenr), PeKOMEHIOBaHH A 1032 Npenapara
Agactur® cocrapiser 15 MI/KT Macchl Tella ONUH pa3 B TpH HeZlelH B/B mH(y3uel. Pexomenmyercs
IIPOTOIIKATE JIEUEHHE MpenapaToM ABacTUH® [0 HPOrPecCHPOBAHNS 3a00TEBAHNAS WK [0 Pa3BUTHI
HEIIPHeMIEMOM TOKCHIHOCTH (CM. paszen 5.1, nccnenopanme M022224).

Pax wetixu mamxu

Asactur® npuMerseTcs B KOMOHHAIMH C HAaKTHTAKCENIOM 1 IUCILIATHHOM HMIIH MAKIHTAKCeIOM H
TOTOTeKaHOM. PexoMerIoBamHas 1032 IpenapaTa ABacTHH® — 15 MI/KT MacChl Tela OJH pa3 B 3
Henenu B/B uH)y3UEi. .
PexOMEH/TyeTcs IIPOLOIDKATh JIEUeHHE TIPENapaToM ABAacTHH® 10 IPOrPECCHPOBAHHS 3a007eBAHHS
WA JI0 PasBHUTH HEMPHEMIIEMOM TOKCHYIHOCTH (CM. paszen 5.1).

Ocobble YKa3anusa no Q03UPOSAHUI0

Tayuenmol nosicunozo 6ospacma

" KoppeKTEpOBKHE 0351 [JIs1 IALMEHTOB IIOXKHIOT0 BO3pacTa >6571eT He TpeOyercs.
IHoueynasn HeOoCmMamoyHoOCHb
BesomacHoCTs ¥ >(Q{EKTHBHOCTS Mpemapara ABacTHH® y IAMEHTOB ¢ IOJeUHON HEJOCTATOYHO-
CTBIO HE U3y4aIuCh (CM. pasmen 5.2).
Ieuenounas HeOOCMAMOYHOCHb
besomacHoCTh B 3 QEXTUBHOCTS Ipenapara ABactrr® y IaNueHTOB ¢ IeYeHOHON HENOCTaATOTHO-
CTBLIO HE M3y4auch (CM. paszen 5.2).
Ilemu u noopocmru
BesonacHoCTh H (b heKTHBHOCTS IpemapaTa AsacTHE® y neTeif 110 18 ner He yeraHOBIeHSL Jlo-
CTYIHEIE HA CErOIHAINHMUI IeHb NaHHBIC ONHCAHEL B pazaenax 4.8, 5.1 1 5.2, Ho peKoMeH/alny Ka-
CaTebHO JO3UPOBKY HE MOTYT OBITH AaHBL .
beBarusymal He mMpemHasHa49eH K HCIONB30BAHHIO B TICAMATPHUECKOM MOIYIAUN A JICUCHAT
3JI0KAYECTBEHHBIX HOBOOOPA30BAHMM TONCTON KHINKH, PAMOM KHIIKM, MOJIOYHOM JKEIC3E], JIETKAX,
SIMYHEKOB, (GAJLUTONHEBHIX TPYO, MEHKH MaTKd U IOYEK.

Obwue nonoicenus
HaugansHoe BBeneHMe penapata ABaCTHH

® cneyet mpoBoaUTE B TedeHHe 90 MEHYT B BHile BHYT-

puBeHHON MHOY3uH. Ecnu neppas HHPY3HUS IEPEHOCHTCS XOPOIIO, BTOPYIO HH(Y3UIO MOXKHO IIPO-
BOAUTH B Teuenne 60 MunyT. Ecmu nady3us u B TedeHue 60 MEUHYT HEPEHOCUTCS XOPOIIO, BCE IIO-
CIIeIyIoInye HHPY3HU MOXKHO IIPOBOAUTE B TeueHue 30 MUHYT.

Henp3s BBOAUTH Ipenapar B Bue OBICTPOit BHYTpI/IBeHHOI‘/'I'I/IH(i)YSI/IIII wnu 6ooca.

He pexoMeHtyeTcs CHEKATh 03y MpeTiapata ApacTur® u3-3a HeXelaTeIbHBIX SBIeHni. B cydae

HeOOXOIMMOCTYH JIEYEHHE TIPEnaparoM ABacTHH® CIefyeT HONHOCTHIO MM BPEMEHHO IIPeKpaTHTh
Kak B pazzene 4.4.

IIpedocmopooichocmu npu 00paueHuy ULy 86e0eHUY NPEeNnapama
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VIHCTpYKIHY 110 PasBeICHUIO JIEKAPCTBEHHOIO CPEICTBa Mepe]l IPUMEHCHIEM CMOTPUTE B pasfiene ‘
6.6. PacTBOpPHI JIEKAPCTBEHHOTO cpencTBa ApacTuu® yid MHQY3HH He ClefyeT HE BBOJMTEH, HH
CMEIHEBATH C PACTBOPAMHE TIFOKO3BL J[aHHOE JIeKapCTBEHHOE CPENCTBO HENBL3s CMEINIUBATH C JIPy-
THMH JeKapCTBEHHBIME CPEICTBAaMH, 32 HCKIIOYSHUEM CPEJICTB, YKa3aHHEIX B pasjere 6.6.

4.3 IIpoTuBonoKa3zaHus

IoBbieHHas YyBCTBUTEILHOCTh K aKTHBHOMY BELIECTBY HIIM JIFOOOMY BCIIOMOTaTENbHOMY BeTle-
CTBY, IEPEUUCICHHBIX B paszzene 6.1.

IToBBIMICHHAS TyBCTBUTEIGHOCTh K KJISTOUHBIM IpoaykTaM SKX (suuHpKa KHTaiCKOro XOMIUKa)
WUIH IPYTHM PEKOMOMHAHTHEIM 9€JI0OBEYECKUM YIIM TYMAaHU3APOBAHHBIM aHTHTEIIAM.

BepemennocTh (cM.pazaen 4.6).

4.4 OcoOble yKazaHusi 1 MePhI IPEXOCTOPOKHOCTH
Omcnesicusaemocmn.

IIJI}I obecrieucHUS BO3MOXHOCTH OTCIEKHBAHUS OMOIOTHHIECKUX JICKapCTBCHHBIX CPEACTB PEKO-
MeHAyeTCI TOKYMCHTHPOBATE TOPIrOBOC HAMMEHOBAHHUC M HOMED CEPHHE I KaXIOT0 ClIydasd JICHC-
HuUA.

Iepdopauus 2cenyO0UHO-KUUEUHO20 MPakma Y ceuyy (cm. pasoen 4.8.)

TlanrenTs], ToIydaomye ABACTHH, MOTYT MOJBEPTaThCS MOBBIIEHHOMY PUCKY PasBHTHS Iepdo-
paIUy KEIyI0YHO-KAIIEYHOr0 TPaKkTa U Hepdoparyy xKeTdHoro Imy3sipsa. MHTpaalbroMuHaibHbH
BOCHIANIMTENBHEIA IIPOIECC MOXKET ObITh (axTopoM prcka Hepdopammil KellyTouHO-KHIIEYHOro
TPaKTa y HAIUEHTOB C METaCTaTHYeCKOH KapIMHOMON TOJICTOM MK IPSMOU KHIIKH, OITOMY IIpH-
MEHATH IIPENapar ¥ STUX MalUeHTOB CIENyeT ¢ OCTOPOKHOCTRIO. [IpenmecTByromast rygesas Tepa-
s sisisiercst haxropoM prcka neppopamun KKT y G0NBHBIX, MOTYYAIOMEX TEPaluio Ipenapa-
ToM ABacTHH® B CBSI3H C HEPCHCTUPYIOIIUM, PEIAAMNBUPYIOMAM HIH METACTATHUECKHM PaKoM
SMYHIKOB, Bee manmenThl ¢ nepdoparueit JKKT panee npoxommnn rydeByro Tepanvio. [Ipu pa3su-
THE TIep(opamue KeIlyIOYHO-KAIIEIHOIO0 TpaKTa JIEYeHHEe IIpernapaToM Asactue®
MPEKPaTATh. ‘ i
Kuweuno-enazamuynvie ceuuy 8 ucciedosanuu GOG-0240

TTarpeHTKE, TOJIy4YaronIie Tepaiuio IpenaparoMm ABacTrE® B CB3M C IEPCHCTHPYEOIIIM, PEIIABAPYIO-
IIIM FUTA METACTATHHECKAM PAKOM IIEHKA MATKE, ITOBEPIKCHBI TIOBBITIEHHOMY PHCKY 00pasoBaHus CBH-
e MEX/Iy BIarajimeM M JFOOBIM OTAENOM JKEIyJ0YHO-KHIIEYHOIO TPaKTa (KATIIeYHO-BIIar aJMITHBIA
cau). TTpemecTByromas Jysepast Tepanws SBIEETCS OCHOBHBIM (hakropoM prcKa 00pa3oBaHys KAIIEYHO-
BIIATAJMIIHBIX CBUIMIEH; BCE NAIMAEHTKY C KHIICUHO-BIAraiiIHEIME CBHINAMI paHee MPOXOMIIH JIyJCBYIO
Tepanuro. PeryMe OIyXoJIH B IONe IPeIeCTBYIOMIEH JIydeBoil Tepalkn SBIIETCA JOMOHATEHHBIM dax-
TOPOM PHCKa 00Pa30BaHIs KUIIEYHO-BIAraIAIHOTO CBUIIA.

HE0O0X0IIMO

Counuu 61e JceyOOYHO-KUEUH020 mpakma (cm. pasoen 4.8.)

V HanmeHToB, ITOIyYaronuX ABactur®, CymmecTByeT HOBBIMIECHHBIH PHCK 0Opa3sOBaHWS CBUINCH.
CniefyeT OTMEHHTH TEPAIHIO TPernapaToM Apactr® IpH BO3HUKHOBEHHHU TPaxeo-330(arearbHoro
(TD) cBHIa WX JPYTOro CBHIIA 4 CTENCHHU TAKECTH. WMmeroTes TOJIBKO OrpaHMYEHHEIE CBEICHUS O
IPOIOJDKEHIY TIPIMEHEHMS TIpenapara Asacte® y IAIMERTOB CO CBUIIAME JPYTHX JOKATA3AAHN.
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B cliydac BOZHHUKHOBCHHs BHYTPCHHETO CBHINA BHE JKCIYJOYHO-KHAIICTHOT'O TpaKTa, CICOYET pac-

CMOTpeTH BOTpoc 06 OTMeHe Tpenapara ABacTuH.

Ocnogichenus npuy 3axcusienuy pan (cm. pasoen 4.8.)

AsacTue® MOXeT OTpUNATENHHO BIHMATH Ha IPOIECC 3AKMBICHHA PaH. BBUIM 3aperHCTPHPOBAHBI
cephe3Hble OCIOKHEHMS 3aKUBICHIS PAH, BKIFOUAS OCIIOKHEHHs B 00IACTH aHACTOMO3a C JIETAIlb-
HBIM HCXOZIOM.

Jleuerne mpenapaToM ABacTHH® ClielyeT HAYMHATH HE MEHee 9eM depes 28 mueil mocie obmmpHO-
TO XUPYPrEUecKOTO BMEIIATENLCTBA WK [P MOIHOM 32)KHBJICHAHM XUPYPrAdecKoi pamsl Ilpm
Pa3BHTHM BO BpeMsi JICUCHHS OCIIOKHEHMI, CBA3AHHBIX C 32)XHBIICHUCM DaH, Asactur® Beo6x0/1u-
MO BPEMEHHO OTMEHHTH JO IIONHOTO 32)KHBIEHUS paH. Tepamuio IpermapaToMm Anactur® cremyer
BPEMEHHO IIPEKPATHTh B CIIydae IPOBECH S LIAHOBOTO OEPaTHBHOTO BMEIIATENBCTBA.
Coo06manochk 0 PeIKUX CIyYasx HEKPOTH3HPYIOMEro (Gaciuura, B TOM YUCHe O PEIKUX CIydasX Co
CMEPTENIEHBIM MCXOIOM, CBA3aHHBIX ¢ IPHEMOM IMperapaTa Asactua®. BoIBIIHACTBO CIIydYaes OT-
MeUeHH Y MAEeHTOB ¢ (haKTOpaMH PUCKa, TAKUMHE KakK, OCTIOXKHEHHOE 32)KHBJICHUE PaH, nepdopa-
U JKEITYIOYHO-KAIIEYHOr0 TpakTa WK o0pasoBaHue GuCTYNEL Tepamuio mnpenapaToM Asactur®
HEOOXOIEMO OTMEHHUTH Y HAIMEHTOB C HEKPOTH3UPYIOMKM (hacluuTOM ¥ HEMEIICHHO Ha3HAYUTh

COOTBETCTBYIOILIEEC JICUCHUC.

Apmepuanvras 2unepmensus (cm. pazoen 4.8.)

V TaIMenTOB, TOIYYaBIIAX JEKApCTBEHHOE CPENICTBO ABAcTHH®, HAOIONAM HOBBIICHAE JACTOTEL
BO3HUKHOBEHHS apTepHalbHON rumepreH3un. KimHrdeckre qaHHbIe 10 6€30I1aCHOCTH YKa3BIBAIOT
Ha J[0303aBHCHMOCTh 9acTOTHI BO3HUKHOBEHMS THMIEPTEH3WM. Y NAIUEHTOB C THIEPTCH3HEH B
aHaMHE3e, ee CIIeAyeT aJeKBaTHO KOHTPOIHIPOBATh A0 HaYala JEYeHU IPErnapaToM Asacrur®. Ot-
CYTCTBYIOT JAHHBIC O BIHAHHN Tpenapara ABacTHH® y NAIHeHTOB ¢ HEIeUCHON rHIepTeH3net Ha
MOMEHT Havaja IIPOTHBOOMYXOJIEBOM Tepamuu. PeKOMEHIYeTCs KOHTIPOIMPOBATh apTEpHAIBHOE
JIABIICHAC BO BPeMs TePAIIAY IIpenaparoM AsacTun®. '

B GOIBIMHCTBE CiIyYaeB apTEPUANBHYIO THIEPTEH3WIO YAaBaJIOCh AJEKBATHO KOHTPOIMPOBATH
CTaHJapTHOW AHTHIHIICPTCH3WBHON Tepanvell ¢ HHAMBAYAIbHBIM IOAX0MOM. Tepamuio npemapa-
toM ABacTrE® HEOOXOAMMO IPEKPATHTL B CIyuae HEBO3MOJKHOCTH aIeKBAaTHO KOHTPOIHPOBATH
KIMHAYECKH 3HAYMMYIO THIIEPTEH3HUIO ¢ ITOMOIIBIO THIIOTEH3UBHOM Tepalky WK B CIIydae pa3BH-
THS THIICPTOHIYECKOTO Kpr3a WIIN TUIIePTEH3UBHOM SHIIehaIonaTHi.

Cunopom obpamumoii saoneti setixosnyedanonamuy (CO3JI) (cm. pazden 4.8.)

Co06Imanocs 0 PeAKuX CIydasx NpH JedeHH: TpenapaToM ApacTur®, Korma HabIFOJAINCE TIPH-
3HAKK W CHMIITOMBIL, COOTBETCTBYIOHIWE CHHIpOMY oOpariMoil 3amHed nelkosHIedanonaTni
(CO3JI), penxoMy HEBPOIOTHYECKOMY 3a00JICBAHUIO CO CIEAYIOIIUMHU IIPU3HAKAMH M CHMIITOMA-
MU: SOWICHTHYECKAE IPUNANKK, TONOBHAL 00Nb, H3MEHEHHOE ICHXUIECKOE COCTOSHHE, HapyIe-
HUE 3pCHHS WM KOPKOBAas CIENOTa, CONPsLKEHHBIe ¢ runepTen3uei mwm 6e3 Hee. Juarao3z CO3JI
IOJDKEH OBITh HOATBEPKACH TOMOrpadumeli ToJOBHOTO MO3ra, NMPEINOYTUTEIHHO MAarHWTHO-
pesoHancHO# ToMmorpadueii (MPT). B ciyuae pazsutus CO3JI pekoMeHAyeTCS Ha3HAUNTD JICUCHUES
CHeE(GUUHBIX CAMIITOMOB, B TOM YHCJIE TUIIEPTEH3MH, 1 OTMEHHTH mpenapar Asactua®. Besomac-

HOCTH TOBTOPHOTO HA3HAYEHHs Tpemapara ApacTwH® y manmeHToB ¢ mepemecennsM CO3JI, e
yCTaHOBJIEHA.

Ilpomeunypus (cm. pazoen 4.8.)
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Y IIaICHTOB C apTepHaJIBHOfI I‘HHGpTGHBHCﬁ, MOJIYHaIoIquX TCPanio IpernapaToMm ABaCTI/IH®, MO-

JKET AMETh MECTO IOBHIIIEHHBIM PHCK pa3BUTHA IpOoTeHHYpHH. VIMEIOTCS NaHHEBIE, KOTOPHIC MafOT
OCHOBaHWS II0JIaraTh, YTO MPOTEHHYpHUs Jo0o# crenenn («OO0Iue TEPMUHONOIHIECKAE KPATEPHT
HexenarepHbIX spueHni Hammonamsaoro wacruryra orkonoraa CIIA» [NCI-CTCAE v.3]) mo-
KET 3aBHCETh OT HO3HL JIo Havaya ¥ Ipy IPOBEICHUN Tepaluy PEKOMEHIYETCS IPOBOIUTH MOHH-
TOPHHTI IPOTEHHYPUH IOCPEACTBOM aHAJIN3a MOYM C IOMOIIBIO HHAMKATOPHOM MOJIOCKH.

V 1.4% nanuenToB, moTydYaBmux ABacTun®, HabIIONATACk npOTenHypH;I 4 cremenn (wepoTmge-
CKHI CHHIPOM).

IIpy pasBUTHH He(GPOTHIECKOTO CHEAPOMA TEpAINIO mpemnaparoM Asactua® clefyeT OTMEHHTH
HaBcera. '

Apmepuanvras mpombosmbonus (cm. pasoen 4.8).

B xIMHHYECKHMX HCCIEHOBAHMIX YacTOTa BOSHUKHOBEHHS apTepPHAILHOM TpoMO03MOOIHH, B TOM
qrclie MHCYIbTa, TPaH3uTOpHOM mmemudeckoil ataku (THA) u mHGapKTa MEOKapaa IPU JICYCHUN
npenaparoM ABacTHE® B KOMOMHAIWH ¢ XEMEOTeparueii, GbIa BEIIIe, YeM IIPH HCIIOIb30BAHIH
TOJIBKO XUMHOTEPAIIHIH.

ITanpeHTH B Bo3pacTe crapine 65 JieT, ¢ apTepuanrbHoit TpoMGosMOoImel B aHAMHE3E, CaXapHBIM
IEabeToM, IPH Tepaly HpernapaToM ABacTWH® B KOMOWHAIMM C XUMHOTepamuelf, ITOIBEePKCHEI
TIOBBINIEHHOMY PHCKY BO3HMKHOBEHHS apTeprHalbHOH TpoMO603MO0InK BO BpeMs IIPOBEASHHS IPO-
THBOOIYXO0JIEBOH Tepamuu. [103ToMy pekoMeHIyeTcs IPOSBIIATE OCTOPOIKHOCTE IPH ICUEHHUH TaKAX
NAEeHTOB IPEapaToM ABAacTHH®.

ITpr BOHUKHOBEHHH apTEPHAIBHON Tp0M603M60HHH Tepammio IpenaparoM ApacTHE® HeoOX0EMO
TIPEKPATHTb.

Benosznas mpomboambonus (cm. pazoen 4.8)

Bo BpeMs JICUCHUA IIPEIIapaToM ABaCTI/IH® HUMECTCA PHCK BO3HUKHOBEHUSA CIIydacB BEHO3HOU

TpoMGO3MOOIHH, B TOM YHCIIE JIETOYHOH 3MOOIHIHL.

INammerThl, IOIyYaBInye IeUYeHre IpenapaToM ABaCTHH IO IOBOAY MEPCHCTHPYIOIIETO, PEIHIH-
BHPYIOIIEr0 HIIH METaCTATHIECKOT0 paKa IMEWKHA MaTKH MOTYT IOBEPraThCsl IIOBBIICHHOMY PHCKY
BO3HMKHOBEHIS BEHO3HBIX TPOMO0IMOOINYECKIX OCTIOKHCHHUH.

Tepanmio TpenaparoM ABacTHH® HeOOXOIUMO IIPEKPaTHTh TP BO3HAKHOBEHWH ONACHOM UL
XW3HY (4 CTENEHH TSHKECTH) BEHO3HOM TPOMOOIMOONIHH, BKIIFOYAs JIETOYHYF0 SMOOIIHIO, a IIPH Be-

®

HO3HOH TpoM60oMOOIMY CTEIEHH TsDKECTH <3 CIeNyeT MPOBOAMTS TINATEIBHEIH MOHHTOPHHL CO-
CTOSTHUS TAlEHTOB.

Kposomeyenue
V nan@eHTos, NOXyJarouxX ApacTiu®, HOBBIINIEH PHCK BOSHUKHOBEHHS KPOBOTEUECHMH, 0COOEHHO
CBA3AHHEBIX C OILYXOJBIO. ABactur® cieIyer OTMEHWTh Y NAIMEHTOB ¢ KPOBOTeUeHHEM 3 WiH 4

crenenu (cM. paszznen 4.8).

[TamueHTEl ¢ HEIEYCHBIME METAacTa3aMH B HHC KaK IIPABWIO, MCKITOUAINCH U3 KIMHUIECCKAX HC-
clienoBanuit mpenapara ABacTrH®, Ha OCHOBAHHH NPOTETYD BU3Yald3allid AWK IPU3HAKOB ¥ CHMII-
toMoB. 1o 3T0j IpraMHe prcK pasBuTHs KpoBoTedenui B LHC y TakuX MallueHTOB B paHTOMHU3H-
POBAHHBIX KIMHAYECKAX HCCIENOBAHILIX IPOCTICKTHBHO HE OLCHUBAIMA (cM. pasgen 4.8). Cuenyer
TIPOBOJIATH MOHUTOPHHT IIANMEHTOB HA HAIMYAC NPU3HAKOB M CHMITOMOB KPOBOTCUCHUA B ITHC,

EMA approved 11.03.2020_CDS 36.0
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®

OTCYTCTBYIOT CBeIeHHS O mpodrIe 6€30MacHOCTH JeKapCTBCHHOTO CPEACTBA Asactur® y nanmesn-
TOB ¢ BPOIKICHHBIME 3a60JeBAHASIMY KPOBH HIM IIPHOOPETeHHOR KoarynonaTuel, A y IarueH-
TOB, HOJNYYABIIMX IOJHYIO 03y aHTHUKOATYJIAHTOB JULL JICUCHUS TpoMO03MOOIHE O HaYana Tepa-
1y TpenaparoM ApacThH®, TIOCKONBKY TAKHE NANVEHTH! OBUTM MCKIIOYCHBI M3 KIMHIICCKIX HC-
crenopanyii. ITo 5TO# IpHYMHE PEKOMEHIYETCS COGIIONATH OCTOPOIKHOCTh 70 HAYalla Tepari
npemapaTom ABacTHE® y TaKHX IAIHEHTOB.

TeM He MeHee, He HAOIOAAIOCH HOBBINICHHS YaCTOTHI Pa3sBATAA KPOBOTEUECHHS 3 CTENCHH THKECTH
¥ BBINIE Y TAKAX MALUEHTOB. T0 jKe caMoe OTHOCHTCS U K HAIleHTaM, Y KOTOPBIX PasBHIICA BEHO3-
HEIH TpoMOO3 BO BpeMs Tepaluy IpenapaToM ABactur®, TIpH OIHOBPEMEHHOM HCIIOJB30BAHUA
Bap(apuHa B IIOIHOH 03¢ ¥ Ipenapara Asactum®.

Jle2ounoe Kposomeyenue U KpogOXapKaHve _

TTaIAenTH ¢ HEMENKOKIeTOUHEM pakom Jerkoro (HMKPJI) npr nedenus mpenapaToM ABaCTHH
MOTYT IIOJBEPraThCs PUCKY CEPhE3HOT0, B HEKOTOPHIX CIydasx C JIeTAIbHBIM HCXOMOM, JIETOTHOIO .
KPOBOTCUEHHT/KPOBOXapKaHbs.  IlalMeHTsl ¢ HOJaBHHM  JICTOYHBIM  KPOBOTCUCHHM-
eM/KpOBOXapKaHbeM (>2,5 MII KPOBH 3a CITy4aii), He HOJDKHBI MOJIyJaTh npenapar Asactmr®.
Aneepusma u paccroenue apmepuy

TIIprvenenre WHrEOHTOPOB Iy TH (HaKTOpa PocTa COCYJUCTOTO SHIOTEIIHSL (®POC) y naumeHToB ¢
apTepHabHOM rumepTersue mim Ge3 Hee CIocOOCTBYET PA3BUTHIO AHEBPH3MEI W/HIIH PACCTIOCHE
apTepui. IIpexe 4eM HadaTh IPAMEHEHHE IIpenapara ABactur® y HaIHeHTOB C IPeIpacIoara-
JoruMH (aKTOpaMH, TAKUMHE KaK apTepHanbHas THIEPTEH3Ms K PaHee 0TMEUABIIHECs CITydan ane-
BPH3MEL, CIIEIyeT MPOBECTH BCECTOPOHHIOK OLICHKY JaHHOTO PHCKa.

®

3acmoiinas cepdeunas HedoCmamoyHocmyb (cm. pasoern 4.8)

B KIMHHAYECKHX WCCIEOBAHMIX COOOIIANOCH O CIIyUasX PasBUTHSA 3aCTOMHOM cepieYHoi HefocTa-
touroctu (3CH). TTposererms 3CH BapsupoBamy OT GECCHMITOMHOTO CHYDKEHHS (paKiuy BEI-
6poca nesoro xenynouaka (PBJLK) no Tpebopapiiel Tepanuy MW FOCIHTAIN3AIAN CAMIITOMATH-
geckoii 3CH. Heo0xo1uMo TPOSBIISTh OCTOPOKHOCTE IpK HasHAYEHUH Iperapara Asactua® ma-
[MeHTaM C KIMHAYECKH 3HAYAMBIM CepIeUHO-COCYANCTEIM 3a00/IeBaHAeM MM 3aCTORHON cepz[eq-.

HOM HEJOCTATOYHOCTHIO B aHaAMHE3C.

B 6omsmuncTse caydacs 3CH Bo3HWKa a y HalMEeHTOB ¢ METACTATHYECKHAM PAKOM MOJIOYHOHA JKe-
Je3Bl, paHee IONyYaBIINX JICUCHHE aHTPAIMKINHAME, JIydeBYIO TEPANMIO JIEBOH CTEHKH TPYIHOM
KJIETKH UIF Y IAlMEHTOB ¢ ApyruMH (axropamu pucka passurus 3CH.

B nccnenosanmn AVF3694g y manuenToB, KOTOPBIE MOMYYIald aHTPAUKINHEL B KOTOPEIE HE I10-
JTyday aHTpalMKINHEl paHee, He HaOMIOaNach MOBBINECHHAS YacToTa ciydaeB 3CH moboi cre-
IIEHU B TPYIIIE aHTPAMKIMH + OeBarnu3ymMad» B CpaBHEHUH C Tepalrell OMHAMH aHTPalMKIINHA-
Mu. Cioyugau 3CH 3-it u Goiiee BBHICOKOM CTeIleHM OTMEYANNCh y IAIHEHTOB, IOJydJaBINNX OeBa-
mu3ymMalb B KOMOWHAIME ¢ XHMMOTEpanuel, 0TMEYaInch HECKONBKO Yale, YeM Yy IalHeHTOB, II0-
JIy9aBIIMX TOJBEKO XUMHOTepanuio. JJaHHsN BEIBOZ COTIacyeTcs ¢ pe3ylIbTaTaMy APYTHX HCCIEN0-
BaHWUH ¢ y9acTeM OONBHBIX METACTATHYECKUM PAaKOM MOJIOYHOHN JKelie3bl, He INOJXy4aBIIUX COIyT-
crByromyto Tepanuto anTpanukraamu (NCI-CTCAE v.3) (cM. paszzen 4.8).

Heiimponenus u ungexyuy (cm. pasoen 4.8)
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R - 7624 -2020
- IOBBIIIEHHYIO YACTOTY BO3HHKHOBEHHS TsDKEIOH HeifTponenmu, GeOpmibHOM HeﬁrporfeHHn i
uH(EKInY ¢ TSOKEToH HefiTponenuel (BKIIOUas CIIyday ¢O CMEPTENbHBIM HCXOZO0M) Halonany y
IAIAEHTOB, KOTOPHIE TOIYIaa MUEIIOTOKCHUIECKHE PEXIMBI XMMHOTEPAINY B KOMOMHAIMY C IIpe-
naparoM ABacTHHE® 110 CPaBHEHWIO C IIPHMEHEHMEM TOJBKO O/[HOW xuMuoTeparny. Kak mpasuio,
5T0 OBUIO XapakTEepHO VIS IPUMEHEHHI B KOMOMHAIIMY C JIEKapCTBEHHBIMY IIPEnaparaMu Ha OCHO-
Be IIaTWHBI win TakcagoB il nedeHus HMKPIL, MeracTarndgeckoro paka MOJTOUHOM JKeJe3bl
(MPMIX), a Taroke B KOMOMHALAM C MAKIHMTAKCEIOM M TOIOTEKAHOM IUIS JISYCHHS IIEPCUCTHPYIO-
T, PEUAMBHAPYIONIETO WM METaCTATHYECKOI'0 paKa SHIHUKOB.
Tunepuyscmeumenvrocmu/undysuonnvie peakyuy (cm. pasden 4.8)

s

V manueHTOB MOXKET MMETh MECTO PUCK HH(Y3HOHHBIX PeakIfi/peakunii IUiepIyBCTBUTEIHHO-
ctd. PexoMeHIyeTcs TIMaTeIbHO HaOFOAaTh 38 COCTOSHUEM NAIlHEHTOR BO BPEMs ¥ IIOCIE BBEJE-
Hust OeBanmzymaba, Kak U B cIydae ¢ JIOOBIMU IPYTHMU CPEeICTBAMU Ut HHDY3HHM, CONepKaIAMu
I'YMaHH3UPOBAHHEIE MOHOKJIOHAJIBHEIC aHTHTENA. B cilydae BOZHEKHOBEHUS HEOIAronpUsATHOHN pe-
aKIWM, ClAEAyeT IPEeKpPaTuTh MHQPY3HIO ¥ HA3HAYNUTH COOTBETCTBYIOINES MEAMKAMEHTO3HOE JIede-
mue. CucTeMHAs TIpeMeIUKaIus He Tpedyercs.

Ocmeonexpos yentocmuy (OHY) (cm. pasden 4.8)

Coobmmanock o caydasx OHY y OHKOJOIMYecKHX HAaN@eHTOB IpH IpHeMe Ipenapara ApacTur®,
OONBIIMHCTBO M3 KOTOPHIX MPEABAPUTEIHHO MM OJHOBPEMEHHO MOMydany Jiegenue oucdocdona-
TAMH JiIS BHYTPHBEHHOT'O BBEICHUSL, UL KOTOPBIX pucK pasBuTisg OHY sBigercs onpeeIeHHBIM.
TaxuM 00pasoM, creayeT coOmomaTh 0co0yI0 OCTOPOXKHOCTh IPH OJHOBPEMEHHOM KM ITOCIIEIO-
BaTEILHOM IIPEMEHEHHY Ipernapara ABacTiH® U MapeHTepalbHbIX 6uchochoHaToB.

VHBasHBHEIE CTOMATOJIOTHIESCKHE MIPOIEAYPHI TAKXKe SBILFOTCS JOIONMHUTEIHHEIM (PaKTOpOM pHC-
Ka.

CroMaromnormueckoe 00CIeIOBaHAEe W IIPOBEICHNE COOTBETCTBYIOMIETO IPEBEHTHBHOTO JICUCHUS
clleflyeT paccMaTpHBATH JO Hadala Tepamud mpemapaToM AsacTHH®. I10 BO3MOKHOCTH, CIEAyeT
M36€eraTh HHBA3HBHBIX CTOMATOIOTHYECKIX HPONEAyp MAMEHTaM, KOTOpEe paHee MONydald Wik
HOJIyYar0T BHYTPUBEHHYIO Teparuio GuchochonaTamu. .

Humpasumpeanvroe npumenerue

IIpenapar ABacTHE® He TIOKa3aH JUIA HETPABATPEATHHOTO ITPAMEHEHFSL.

3abonesanus 2nas

Coo0manocsk 00 OTAETBHBIX CIyYasX W TPYIIIax CEPhE3HBIX HEXEIATSIbHBIX SBICHUN CO CTOPOHEL
IMia3 TOcie He PaspelIeHHOr0 WHTPABUTPEATHHOTO TIpHMeHeHns mpenapara ApacTur®. Takwe sB-
JeHrs BKIIOUaIH MHGEKIHOHHEIM SHI0(TAIBMHT, HHTPAOKYIAPHEIC BOCIAICHHMS, TaKde KakK CTe-
PUIBHEL SHIOMTATBMHAT, YBEWT U BHTPEUT, OTCIONKY CETIATKH, PA3phiB MATMEHTHOTO SIMTEIIHL
CeTJaTKH, NOBBINECHAE BHYTPHUINA3HOIO JABJICHHU:A, BHYTPHUITIA3HBIC KPOBOM3IHSHES, TaKHe Kak
KPOBOM3IMSHAE B CTCKIOBHAHOE TENO MM PETHHATIBHOS KPOBOMBIWSHAC U KPOBOM3JIHUSHUE IION
KOHBIOHKTHBY. HekoTophie #3 yKa3aHHbIX SBICHUM IPUBENIH K PA3IMYHON CTEIICHU IOTEPH 3PeHY,
B TOM 4FCJIe K 0€3BO3BPATHOM CIIEIOTE.

Cucmemnule 3¢hghexmpl UHMPAGUMPEANLHO20 NPUMEHEHUS

CHmKeHve KOHIEHTPauy MEpKyapytomero dakropa pocra spxoTenus cocynos (VEGF) ormeue-
HO TIOCTIC HHTPABHTPEATBHOM auti-VEGF Tepamun. CHCTeMHBIE HEXelIaTelbHbIe SBICHHS, B TOM
quCIie SKCTPAOKYIISIPHBIC KPOBOU3IMSIHASL U apTeprUalbHbIC TPOMBOIMOOITIIECKHE PEAKIIUH, BELIB-
JIeHBI [OCIe MHTPAaBHTpealbHON wHbeKnuH marubmropos VEGF, u TeopeTHYeckH CyIIECTBYET
PHCK TOTO, UTO NaHHBIE SBICHHI MOTYT GBITH CBA3AHEI C HHIMOMPOBAHHEM VEGF.

EMA_approved 11.03.2020_CD5 36.0 )
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Yeacanue gpynryuu suunukos/PepmunpHocmy

AsacTur® MOXeT Hapymath (pepTUIBbHOCTE y ixKeHIMH (cM. paszaensl 4.6 u 4.8). Taxum obpasom,
mepen HasHAYCHHEM Ipenapara Apactun® ¢ JXeHmUHAMYE JETOPOHOIO BO3pacta He0OXomuMo 06-
CYIUTH METOIBI COXPaHEHHs (PEPTHIHHOCTH.

4.5 BzanMopeiicTBae ¢ APYTUMH JeKapCTBEeHHBIMH CpeIcTBaMI

Brusuue npomugoonyxoieguix npenapamos Ha apmMaKokunemuxy besayusymaba

Io pe3ymbTarTam IOIMYJIEOHHOTO (apMAKOKAHETHYECKOr0 aHAIN3a KIMHIIECKH 3HATAMOT0 BIIH-
AHUSA OJHOBPEMEHHO [IPOBOAMMON XHMHOTEpayy Ha (hapMakOKHHETUKY Ipenapara AsacTur® 3a-
perucTprpoBano He OsuI0. He 06HApy:XeHO CTATHCTHISCKY MM KIMHAYCCKA 3HATMMBIX pa3muami
KIApeHca mpenapara ABacTHE® ¥ IAIMeHTOB ¢ MOHOTEpanMel mpenaparoM Asactur®, 1o cpasHe-
HYIO ¢ TIAIAEHTAMH, KOTOPHIe TIONYJand ABaCTAHE® B KOMOMHAIMA ¢ MHTEpHEepOHOM ambdha-2a i
APYIHME XEMHOTepanepTrdeckumyu upenaparavu (MOJL, 5-OV/JIB, xaploruiaTus/IakiuTakcel,
KareIuTab i H, OKCOPYOUITMH MIIH IUCILIATHH/TeMIUTa0HH). .
Brusnue 6esauuzymaba Ha (hapMAaKoKUHemuyxy Opy2ux npomue00nyxoiesuvlx npenapamos

Ilpu cOBMECTHOM IPHUMEHEHUH HE HaONFONANOCh KIMHAYECKY 3HAYMMOC BIIMIHHE Gepammsymaba

Ha (papMaKOKHHETHKY HHTepdepoHa anbda-2a, sproTurmOa (1 ero akTueHOro Metabomura OSI-
420), paBHO KaK # Ha (apMAKOKMHETHKY CPSACTB XMMHOTEPAIMHT, TAKMX KAK MPUHOTCKAaH (aKTHB-
HEI Merabomur SN38), KameruraOuH, OKCATUIIIATAH (Ha OCHOBAHWHU PE3YJIBTATOB ONPEASICHHA
HECBSI3aHHON ¥ oOmel miuaruHel) u mucmaTiH. Caenars BBIBOIBI OTHOCHTEIIEHO BISTHES GeBa-

nu3ymMaba Ha papMakOKHHETHKY ITeMIUTa0MHa He MMPEeICTaBIIETCS BOSMOXKHbIM.
Hecmepouduvie npomusosocnanumenbHoie NPenapamol Y AHMUKOA2YISHIbL

[Mpumenenue HIIBII unm aHTHKOAryJIAHTOB B KOMOHHAIWY ¢ Tepaluel mpenaparoM ABacTHH
paszen (cm. pasznen 4.4. Kposomeuenue).

Kombunayus besayusymada u cyHumunuba

B ABYX KIMHHYECKHMX HCCIEIOBAHUSX, IPOBOJUMBIX C YUACTHEM IIANUEHTOB C METACTaTHYCCKUM
[I09EHHO-KIETOYHEIM pakoM, ¥ 7 u3 19 manumenToB, mpuaEMaBIIrX Oeparmmsymad (10 Mr/Kr Kaxsie
ZBE HeJeln) B KOMOHHAIMY ¢ CYRUTHHAGOM (50 MT eXeIHEBHO), 65UIH 3apETUCTPUPOBAHEI CILyYar
Pa3sBUTHS MEKPOAHTHONATHIECKOi remMomuTraeckoit anemma (MATA). .
MATA mpenctaBiseT co0od reMONUTHIecKoe 3a00ieBaHre, KOTOPOe MOKET IPOSABIATECS (par-
MEHTaled SPUTPONHUTOB, aneMueil u TpoMbonuTonenyel. Kpome TOro, y HEKOTOPHIX HMAIUCHTOB
OTMeYaach apTepHaNbHas THIEPTeH3Us (BKIIFOYAs IMIIEPTOHMYECKUH KpH3), MOBBIIEHHEBIA ypo-
BeHb KpCAaTHHUHA H HEBPOJIOTHYECKHE HAPYIIeHWs. OTH CHMITOMBI OBUIM 00paTHMEL IOCKE Hpe-
KpammeHus: Tepanuy Oesaru3ymaboM B CyHUTHHHOOM (cM. pasgmen 4.4 Apmepuanvnas I'unepmen-
sus, Ilpomeunypus, CO3JI).

Kombunayus c nexapcmeenHvimMy cpedcmeamy Ha 0CHOBE NAGIMUHbL WY MAKCAHOB (CM. pasoenbl
4.4u4.8)

[loBrimernHas gacToTa CIydaeB TOKENoH Helitponeruy, GQedpribHOM HERTpOoTIeHNH Wi HHPESKITUH

C TsDKeNoH HeliTponeHuel v 0e3 TakoBOM (BKIIOYAS OTAEIBHBIC CIYYay C JETATHHBIM UCXO0I0M)
OTMEYaIach y HAUEHTOB, MOTy9aBIINX JEKAPCTBEHHEBIE CPELICTBA HA OCHOBE IUIATHHEI WK TaKca-
HoB a1 gedgenus HMKPJI u MPMIXK. ' )
JIyuesas mepanus

besomacHOCTE B 3()()EKTUBHOCTD PEXUMOB TEPAIWH, NPEIyCMATPHBAIOIMX TPOBEACHAE JIyUeBOM
Tepanyy ¥ IpEMEHEeHHE NIpenapaTa ABaCTHH HE YCTaHOBJICHEL ‘

®. oM.
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