Kancuaa (Tpacrtydymad SMTaH3UH):
o0pa3oBare/ibHbIN MaTepHAaJl
JJIS MeTUIIMHCKUX Pa00OTHHUKOB

Nudopmanus st MeAMIMHCKUX PA0OTHUKOB
Maii 2021 e.

HOPEAYIIPEXXAEHUE

0 pUCKe HellPpaBUJIBbHOIO0 BbIGOpa Mesxkay npenaparom Kaacuia (Tpacty3ymad SMTaH3MH) U
APYrHMH NpenapaTaMH, CoAep:KalIMMH TpacTy3ymal, TakuMu kak ['epuentun (Tpactyzymad)

BBuay 3HAYNTEJBHBIX PA3JIMYUI MEKAY YKa3aHHBIMH NpenapaTaMu HenpaBUWIbHBIA BLIOOP B
npouecce Ha3HAYeHHsI, MOATOTOBKHU K BBEICHUIO M IPUMEHEHHsI MOKeT MPUBECTH K
nepei03upPoOBKe, HealeKBATHOMY JIedeHHI0 H/WJIU PA3BUTHIO TOKCHYHOCTH

B npouecce Ha3HaYeHUs], IOATOTOBKHU K BBEICHHIO M NpuMeHeHus npenapara Kaacuna y
NALMEHTOB MeJUIMHCKHE PA0OTHUKH J0JIZKHBI YKa3bIBATh B MEIULMHCKON JOKYMEHTAIIUU KAK
ToproBoe Ha3BaHue «Kaacunay, Tak u ero moanoe MHH - Tpacty3ymad sMTan3uH
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Kanacnia (TpacTy3yMad SMTAH3UH)
Kancuna (Tpacty3ymad sMTaH3MH) NpeICTaBiIsIeT COOOH KOHBIOTAT aHTHTEJA C

JIEKapCTBEHHBIM IIpeTIapaToM, CoAep KaIMid ryMaHu3uposanHoe antuteno IgG1 x penenrtopy
YeJI0BEYEeCKOro AMuIepMaibHoro dakropa pocra 2 Tuna HER2 —(tpacty3ymad) u
MHruouTOpa nojuMepusannu tyoynuaa DM1 (npousBonHOe MEeHTaH3WHA), CBSI3AHHBIX APYT C
JIPYTOM TIOCPEICTBOM CTAOMIBHOTO THOAGUpHOTO JnHKepa MCC . DMTaH3UH NpeacTaBasieT
cob0ii kommaexec DM1-MCC.

Iloka3zaHusl K NPUMEHEHU IO
Pannuii pax monounoti siceneswvl (pPMIK)
IMpenapar Kajcuna B kKauecTBe MOHOTEPAIIMH TTOKAa3aH B KaUECTBE abIOBAHTHON TEpaIvu

B3pocisix manueHToB ¢ HER2-no/10:kMTe IbHBIM PAHHUM PAKOM MOJIOYHOI sKesie3bl U

WHBA3WBHON OCTATOYHOH OITyXOJIBIO B MOJIOYHOM XKeje3e M/MiH TMM(aTHIECKHUX y3J1axX T0ocIe
HEeO0abIOBaHTHOH Tepanuu TakcaHamu 1 HER2-tapreTHoii Tepanuu.

Memacmamuueckuii pak monounotl scenesvl (MPMK)
IMpenapar Kajcuna B kauecTBe MOHOTEPAIIMH TTOKA3aH JUIS JICUSHUS B3POCIBIX MAIIUCHTOB C

HeonepadeJbHBIM MECTHO-PACIIPOCTPAHEHHBIM WM MeTacTaTndeckum HER2-
MOJI0KUTEJbHBIM PAKOM MOJIOUHOI skese3bl (MPMIK), paHee momy4yaBmunx Je4eHNE
TpacTy3yMabOM M TaKCaHaMH, TIOCJICI0BATEIbHO I B KOMOMHAIIHH.

IlameHTsl JOMKHEBI OTBEYaTh CJICAYIOUINM YCJIIOBUAM:

° TIAIMUEHTHBI PAHEC MOIyYaJIn TEPAITHIO 110 IIOBOAY MECTHO-PACIIPOCTPAHEHHOTO UJIA

METacTaTHIeCKOro 3a00JIeBaHUs WU
° Y NaMCHTOB PAa3BUJICA pCUUANB 3a00J1¢BaHNs B TEUCHUE WU B npeaciax mecTtu

MECAIICB MOCJIC 3aBCPIICHUA all’I:.IOBaHTHOI‘/’I TCpamnunun.

Baxxknas nagopmanus:

»  Kagcuna (Tpacty3ymMad SMTaH3UH) OTJHYAETCS OT APYTUX MPenapaToB, COAEPIKAIINX
TpacTy3yMa0, Takux Kak l'epuentus (Tpacty3ymad)

»  Kagcuna (tpacty3ymab smtansun) HE siBasiercst p:keHepHKoM nin 6unocumMuasipom [epruentix
(Tpacty3ymad)

»  Ilpemnapar Kancuna (tpacty3ymab smran3uH) HE MoskeT OBITH 3aMeHeH IpyTHMHU IperiapaTaMy,
CoZIepIKaIlIMHU TpacTy3ymad, TakuMu Kak [eprenTuH (Tpactyzyma0))

»  HE nasnauaiite npenapar Kajcnna (Tpacty3ymad SMTaH3UH) B COME€TAHHH C IPYTUMHA
npenaparamu, CoIepKalluMHU TpacTy3yMal, TakuMu Kak lepuentud (TpacTty3ymad) uiu B
COYCTAHHH € XMMHUOTepanueii

*  HE na3nauaiite npenapar Kaacuna (Tpacty3ymal SMTaH3HH) B 103aX Bblle 3.6 Mr/Kr oiuH pa3
B 3 Henenn

»  Ilpu Ha3Ha4YeHHH, TOATOTOBKE K BBEICHNIO U BBEICHNH MaMeHTaM npenapara Kagcnmna B
MEJULIMHCKON JOKYMEHTAIMU ClIeyeT yKa3bIBaTh KaKk TOpropoe Ha3panue «Kagcumnaay, Tak u
noaHoe MHH - Tpacty3yma6 sMTaH3uH
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‘ Pazanuns n CXO0ACTBA MEKIY JICKAPCTBCHHBIM IpemaparaMy KOMIIAaHUH «Pomny»

I'epuentun, I'epuenTuH Aj1s1 NOAKO0KHOI0 BBeaeHuss U Kaacuiaa:

Toprosoe
HaHMEHOBaHHUe

tin

in' SC

HER2-n0/10:kMTeIbHBII

IToka3zanus K PMOK HER2-non0:xkutebHbIH HER2-
NMpUMeHEeHHI0 PMXK noJoxkuTeasHbIii PMK
HER2-n0/10:XHTeIbHBII
PPK
MHH Tpacty3ymad TpacTy3ymab TpacTy3ymad
IMTAH3HH
Jlo3a (oqun pa3 B 3 8 mr/kr HJ - 6 mr/kr (PuKcHpOBaHHAs 1032 3.6 Mr/kr
He/1eJIN) 600 mr
®opma BbIycKa Iopomox PactBop Iopommox
‘ Copnep:xaHune Ha 440 mr 600 mr 100 mr u 160 mr ‘
daakon
50 mu 6 M1 15 1 1 20 Mt _

‘l O0bem ¢uiakoHa

PMX — pax momnounoii xene3sl; HJ — narpyszounas nosa; PP)K — pacrpocTpanenHsIif pak skeTyaka HiIM TacTpod30(arealbHOr0 COSIUHEHHS.

Crietyer y4uTBIBaTh, 9T0 GHOCHMHJISIPBI Ipenapata ['epiienTiH (TpacTy3ymat) i Jpyrue mpenaparsl, CoAepikaliie TpacTy3yMa0, TakKe
MOT'YT OBITh IPEIHA3HAYCHBI ISl BHYTPUBEHHOTO BBEICHHS.
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Kak u30e:kaTh omIM00K: Bpa4yu / 3TAan HA3HAYEHH Ipenapara

Beuny cxoxectn MexIyHapoIHOroO HElaTeHTOBaHHOIO HamMeHoBaHMs mnpenapatoB Kaacmna (Tpactysymad
IMTaH3MH) U I epuenTuH (Tpacty3ymal), MOI'yT BOSHUKHYThH OMIMOKM IPH HAa3HAYECHUHM Nperapara.

DJIeKTPOHHbIE CHCTEMbI: BO3MOKHbIE OIINOKH
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CopTHPOBKA Ha3BaHMUIi 10 an)aBUTY CokpalleHHOe Ha3BaHHe H OTPAHMYEHHBIH pa3Mep noust st
BBO/A TEKCTa

Tpacrty3yma0, Tpacty3ymab 1k, Ecnu cucrema oTo0paskaer TOJIBKO YacTh Ha3BaHHs
TpacTy3yMad SMTAaH3HH MOTYT OBITH JIEKapCTBEHHOTO TIPerapaTa B PaCKPHIBAIOLIEMCS] MCHIO WIIH
pa3MeIEHB! OJIMH 33 APYTUM. TEKCTOBOM OKHe (TpacTy3ymab, Tpacty3ymab n/k, Tpacty3ymad
IMTAH3MH)

BoinucbiBaeMble BPYYHVIO PelenThi: BO3MOKHbIE OIIHOKH

I1pu Ha3HAaueHMH IpenapaTa BCerja cieayeT J0KYMEHTHPOBATh ToproBoe HaumeHoBanue («Kaxemniaay)
n MHH («rpacTy3ymad 3MTaH3uH»).

Ipumep He coxpamaiiTe Ha3BaHusI NpenapaTroB

Kancuna (Tpacty3ymal 3MTaH31H) Kancuna (Tpacty3ymab )
Tpacty3ymad sMTaH3UH Kancuna (Tpacty3yma0)
(Kancuina) Tpacrtyzymab 3

Me[zbl MUHUMMU3AINH PUCKA

. CrennaicThl, BHITHCHIBAIOIINE PELENTHI, JOKHBI 03HAKOMHUTBCS C 00LIIeil XapaKTepHUCTUKO
nekapcrBeHHoro npenapara (OXJIIT) Kaacuna.

. I1pu o6cysxIeHNH JIeYCHHS C MALUCHTOM CIICAYeT UCIOIb30BaTh 00a Ha3BaHHs, TOPIOBOC
MeXIyHapoJHOE HeNaTeHTOBaHHOE - KaJcuia u TpacTy3yMal SMTaH3UH.

. DJIEKTPOHHbIE CUCTEMBI:

o YbenuTech B PaBIILHOCTH BBIOOPA JICKAPCTBEHHOTO MperiapaTa, Ipex/e 4eM HakaTb Ha
COOTBETCTBYIOIIYIO KHOIKY
o Yoenutecs, uTo Bbl BBIOpai IpaBUIIBHBIH JICKAPCTBEHHBII MpenapaT B JIEKTPOHHOM
MEHUITMHCKOH KapTe
0 YbenuTecs, YTO IIPHU BRIMHCKE PELENTa BBl yka3anu npenapar Kaxcmna (Tpacty3ymad
SMTaH3HH), @ He APYToi Mpenapar, Colep Kallliii Tpacty3ymal, Kak, Hanpumep, [ epuentus
(Tpacty3ymad)
0 3arpocuTte BO3MOXHOCTb HCIIOIb30BaHM HAUMEHOBAHUI, KOI1a 9TO BO3MOKHO

. BeinucanHble pelenTs:
o Ybeautech, 4TO B OaHKE PELIENTa U 3alUCsAX MalUeHTa ykazaHsl 06a Ha3BaHus: Kancuna u
TpacTy3ymab SMTaH3MH.
o Cokpalarb Ha3BaHHs IPENnapaToB 3arpeiieHo!

. VY6enurech, 4TO B MEUIIMHCKOM TOKYMEHTALH NAalMEeHTa Ha3BaHUE TIperapara yka3saHo

MIPaBUIIBHO.
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Kak n30e:kaTh 0IIHOO0K: QaQMaHeBTbl /3Tan_noaroToBKH

MenuuuHckre paGOTHHKH JOJDKHBI IPOBEPUTH BTOPHUHYIO YIIAKOBKY IIpenapaTa, STHKETKY (akoHa U I{BET KOJIMayKa
(hakoHa, 9TOOBI YOSAUTHCS, YTO TOTOBSIIMICS U IPUMEHSEMBIil IeKapCTBEHHBIN npernapar - Kaacuia (Tpacty3ymad
IMTaH3MH), 2 HE IPYroii Ipenapar, CoAepIKalliii TpacTy3ymal, Kak, Hanpumep, I'eprenTtut (Tpacty3ymad).

Pazauumsi M CX0ACTBA MKV JIEKAPCTBEHHBIM NMpenaparaMu Komnanuu «Poimy

Lepuentuy, I'epuenTHH s MOAKO0KHOr0 BBeIeHuss m Kancuaa:

Toprosoe )
HauMeHOBaHue HEI"CEFItin '}\ HEI'_EEPEII'I sC
C

ojepiKaHue 440 Mr 600 M 100 mMr 160 mr
W3zobpaxenue u
IIB€Ta Ha l mw h—r = Eﬂu—.n uw-_
KapTOHHOt | st0m Tracryaywat et ey | (N —
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IBeTa 3THKETKH

LBeT KoIMauKa

OTanunTe bH

ble IBETa Temmo- . TeMHO-0paHIKeBbIii/
OpamzKeBbIi/ CaeT0-cHHHIi duoseToBbIii
CHHUI

CrentyeT y4uThIBaTh, 4TO OMOCHMUILIPHI Mpenapata ['epuentus (TpacTy3ymab) i Apyrue IpenapaThl, COAepKaIie TPACTy3yMal, TakKe MOIyT
ObITh MpeJHa: 1 17151 BHYTP Oro BBEJICHUS.

[loTeHUMAILHBIE MePbl MUHUMHU3ANA PUCKA:

dapMarieBThl JOJDKHBI 03HAKOMUTBCS ¢ 00IIEel XapaKTepHCTUKON JIekapcTBeHHOro npenapara (OXJIIT)
Kancuia.

VY6enureck, 4To B OOJIBHULE / IEHTPE ACHCTBYIOT M COOMIONAIOTCS IPOTOKOIIBI, TI03BOJISIONIHE
H30eKaTh OIIOOK PH BBEACHUH JICKAPCTBEHHEIX IIPENapaToB.

TIpu 03HAKOMIIEHHH C PelleNTaMy CIeAyeT IMETh B BUY, UTO CYIIECTBYET HECKOIBKO JIeKapCTBEHHBIX
npenaparos ¢ noxoxuM MHH (tpacty3yma0, TpacTy3ymad /K, TpacTy3ymMal SMTaH3HH).

JIBa>k/ipl IPOBEPHTE, YTO HEOOXOAUMBIM JIEKApPCTBEHHBIM IIPENapaToM sBisieTcs HMeHHO Kancuma
(TpacTy3ymab SMTaH3UH), 1 9TO 004 ITUX HA3BAHUS BHECCHBI B OJIAHK PELENTa W/ HCTOPHIO
0O0JIE3HH IMALIUEHTA.

IIpu BO3ZHUKHOBEHUH COMHEHUI IPOKOHCYIBTHPYHUTECH C JIeYallliM BPauOM.

W3yunte MHPOPMALHNIO O PA3INUUAX KAPTOHHBIX KOPOOOK, MAPKUPOBOK M I{BETOB KOJINIAYKOB, YTOOBI
BBIOpATh MPABHIIBHBI Npenapar.

Yoenurech, 4TO y OpraHM3aliy ONTOBON TOPTOBIIH OBLI 3aKa3aH HEOOXOIUMEIIT JIeKapCTBEHHBIH
TIperapar, ¥ 9To B aNTeKy HOCTYIHI HMEHHO OH.

Xpanure npenapat Kancuia (Tpacty3ymad SMTaH3MH) B XOJIOJMIEHHKE, BIAIN OT APYTHX IIPEIaparos,
coiepIKaIux TpacTy3ymad (Hampumep, epnentun, I'epuentus n/k ).
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Kak n30e:xxath ommooK: MEIHIMHCKAA CcecTpa /3Tan BBeJIEHUs Npenapara
IloTeHIUAIBLHBIE MePbl MHHUMU3ANH pucka:

. MezcecTpsl JODKHEI 03HAKOMHTBCS ¢ 00IIel XapaKTepHUCTHKOI JIeKkapcTBeHHOTo npenapara (OXJIIT)
Kancuma. Yoequrecs, 4To B GONBHUIE / EHTPE JISHCTBYIOT U COOIIONAIOTCS IIPOTOKOIEL, TO3BOJISIONINE
n30exKaTh OMMOOK IIPH BBEICHUHN JIEKapCTBEHHBIX IIPEIaparoB.

. VY6enurecs, 4To B OIIaHKE pelenTa WIN B ICTOPUH OO0JIE3HN MAIIeHTa 3a{0KyMEHTHPOBAaHEI TOPTOBOE
nasBanue 1 MHH nekapcTBeHHoro npenapara: Kancuna u Tpacty3ymal SMTaH3MH

. IIpu nomyvennn HHQY3UOHHOTO MaKeTa MPOBEPHTE JaHHbIE HA ATHKETKE. YOeIUTech, 4TO JaHHbIE
COOTBETCTBYIOT JAHHBIM B pELICNITe U HA3HAYCHUAX

. Ilepen undysueit paccMOTPUTE BO3MOXXHOCTD BBIIOJIHEHUS IBOMHOTO KOHTPOJIS!, BBIIOJIHSAEMOTO IBYyMS

MEIUIIMHCKMMU CECTPaMH, YTOObI TapaHTHPOBATh BBEICHHE MPABUIILHOTO MpernapaTa

. IIpu o6cysxeHNY JIeYeH s C MALMEHTOM CIICAyeT UCIIOIb30BaTh 00a Ha3BaHNUsI, TOPTOBOE M MEKyHapOIHOE
HenaTeHToBaHHOe - Kajcuina u TpacTy3ymad SMTaH3UH.

. HE nasnauaiite npenapar Kazacuia (Tpacty3ymal sMTaH3uH) B 1o3ax Ooinee 3.6 MI/KI OfUH pa3 B 3 Hexeln

. OsHakoMbTeCh ¢ HH(pOpManuel o MoauuKanuy 1035l npenapara Kancuia (Tpacty3ymab sMTaH31H) ¢
LENBbI0 M30eKaHMUsI TOKCHYHOCTH

‘ Coo011eHne 0 HeKeIaTeJbHBIX SIBJEHHAX

HBHCHHﬁ, MPEANOJ0KUTCIIBHO CBA3aHHBIX C NPUMCHCHHEM MPpElapaToB KOMIIAaHUU «P onn», B
COOTBCTCTBHH C I.ICI;'ICTB}’IOHII/IM 3aKOHOIATEIILCTBOM, a TAKKE COOIINUTH HAIIPYMYIO B KOMITIAHUIO.

‘ CrieruanucraM 3/paBoOXpaHeHHsT He0OX0AUMO cOoO0IaTh 000 BCEX CIyJasX HEXelaTelbHBIX

PI'TI na IIXB «HamuoHanbHBINH HEHTP 3KCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX
nznenuiiy Komurera MeaumMHCKOTO #  (apMameBTUYECKOro KOHTpodsi MUHHCTEpCTBa
3npaBooxpaneHus Pecnyonnkn Kazaxcran

Pecny6onmka Kazaxcran, . Hyp-Cyunran, 10000, yiu. Mimanosa, 13

e-mail: pdic@dari.kz

na website: www.ndda.kz
‘ menepon: +7 7172 789828

TOO «Pom Kazaxcran»

Pecny6nura Kasaxcrau, Animater, Meneyckuii patios, yi. Jlocteix 210
Teneghon: +7 (727) 321 24 24

Email: kz.safety@roche.com, kz.medinfo@roche.com

B ciryqae BORHUKHOBEHHS BOIIPOCOB, TpocuM obpamatscs B TOO “Pom Kazaxcran™ no anpecy:
Pecniyoimmka Kaszaxcran, 050020, r. Anmarel, Meneyckuid paiioH, yia. Jlyranckoro, 137,
tenepon: +7 727 321 24 24, www.roche-kz.com
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Kaacuaa (Tpacty3zymad SMTaH3UH):
MeIULMHA KbI3METKepJIepiHe
apHaJIraH OiIiMIiKk MaTepuaJl

MeauuuHa KbI3MeTKepJIepiHe apHAJIFaH aKnapar
Maycoim 2021 .

ECKEPTY

Kapncuna npenaparsl (TpacTy3yMa0 SMTaH31H) K9He KYpaMbIHAa TpacTy3ymad 0ap I'epuentun
(TpacTty3ymad) cekijiai 6acka npenaparrapibiH apacbIHIa AypPbIC TAHAAY sKacaMay KayIli KoHiHe

ATajFaH npenaparTapablH apacbkIH/a edyip ailbIpMalIbLILIKTAp 6ap 60JIFAHABIKTAH, 01aPAbI
TaraiibIH/AQY, eHri3yre JalibIHIAY KIHe KOIaHy 0apbIChIHAA AYPbIC TAHAAY KacamMay apThIK
J03aJ1aHyFa, calikecci3 emeyre soHe/HeMece YbITThbUIBIKTBIH JAMYbIHA allapybl MYMKIH

Kaacuna npenaparbin nNanMeHTTepre TaraiibIHaAy, eHri3yre JaiibIHIay KoHe KoJAaHy 0apbIChIHAA
MeIUIHHA KbI3MeTKepJIepi MeTUIUHAIBIK Ky:kaTTamaaa «Kajacniaa» cayiajibik aTaybIMeH KaTap
TPacTy3ymMad IMTAH3UH — OHBIH TOJIBIK XaJIBIKAPAJbIK NaTeHTTeaMeren araybin (XIIA) na
KepceTyi THic
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Kajacuja (Tpacry3ymad YMTaH3MH)
Kancuna (Tpacty3ymald sMTaH3MH) — aHTHIECHE MEH JOPUTIK IPenapaTThlH KOHBIOTAThl, OHBIH

KypambiHaa agamubiH 2 Tunti HER2 snunepmaisik ecy pakTOpbIHBIH pelenTopbiHa
yKcaTbuFaH ryMaHn3anusuianran 1gG1 aatuaeneci — (Tpactysymad) sxkoHe DM TyGymia
MIOJIMMEPH3ALMSICHIHBIH TeXeyIIici (MeHTaH31H TyBIHIBICH) Oap, onap Oip-OipiMeH TypaKThI
Tro3¢upiai MCC nunHKepi apKpUIbl Oaiinansickan. IMTan3uH DM1-MCC keuneHi 60JibIn
Ta0bLIAABI.

Koananyra kepcerimaep
Cym 6e3inin epme gamepni iciei (CbeKI)
Kancuna npenaparst HER2-on cyT Ge3iHin epTe KaTepi iciri xoHe cyT Oe3injie xoHe

HeMmece auMda TyHiHAepiHIe HHBA3UBTI KAIIBIK ICiri 6ap epecek malueHTTep i
TaKCcaHJapMeH HEeOoaIbIOBAaHTTHI emeyneH koHe HER2-TaprerTik emaeyneH keitin
aJIbIOBAHTTHI Oip JIopiNik (MOHO) eMJey PEeTiHJIe KOPCETiIreH.

Cym 6e3inin memacmazovix kamepii iciei (ChbuKI)
Kancuna nmpenaparst cyT 6e3inig HER2-0mH, oTa kacayra keJMeiiTiH skepriiikTi-rapanran

HeMece MeTtacTa3abIK Katepi iciri (CBmK]) 6ap, OypbiH TpacTy3yMalIieH xoHe

TaKkcaHJapMeH, OipiHeH KeifiH OipiMeH Hemece OIpIKTIPUIreH eM/Iey allFaH epecek
MAIMeHTTepAl Oip Aopiik (MOHO) eMIey peTiHIe KOPCETIITeH.

*  OYpBIH XXeprijiKTi-TapajFraH HeMece METacTa3/IblK aypyFa KaThICThI eMJIey aJFaH

TIAITUEHTTEP HEMECE
° NMAaOUCHTTCPAC aAbOBAHTTEI EM/ICY asAKTAJIFaHHAH KEeHiH anTel ai 6apLICBIHI[a HEMECEC

LIETiHE aypy/blH KalTalaHybl JaMblFaH 0oJca.

[Manmentrep Keneci mapTrapra colikec OOIybI THIC: ‘

Ma]{bl3}1bl aKnapar:

*  Kagcuna (Tpactyzymab smransuH) [eprentuH (TpacTy3ymad) cekiiui KypaMbIHIa TPAacTy3yMad
Oap 0acka npenaparrapiaH epeKuieJeHesi.

e Kancuna (Tpacty3ymad smran3uH) — [epuenTuHHiH (TpacTy3ymal) q:KeHepHUri Hemece
onocumuisipsl EMEC

*  Kagcuna (Tpacty3ymal sMTaH3MH) Ipenaparsl [epuentus (Tpacty3ymMad) CeKiuIIl KypaMbIHIa
TpacTy3ymab Gap Gacka mpemapartapmer AJIMACTBIPBIIMA MBI

*  Kagcuna (Tpacty3ymal sMTaH3MH) IpenaparsiH [epuentus (Tpacty3ymad) CeKiii KypambIHIa
TpacTy3ymab 6ap O6acka npenaparTapMeH 0ipre Hemece XMMUSJIBIK eMAeyMeH Oipre
TaralibIHAayFa BOﬂMAﬁZ[LI

*  Kagcuna (Tpacty3ymal sMTaH3MH) penaparslH 3 antazaa 0ip peT 3,6 MI/KI 103aCbIHAH achIPbII
TaralibIHAAYFa BO.JIMAT/II[BI

»  Kagcuna mpemaparbin TaraibIHAAY, €HTi3yTe AaibIHAAY KOHE SHT13y Ke3iH/e MEeIUIMHAIIBIK
Kkykarramana «Kagemmay» caynanbik aTaybIMEH KaTtap OHBIH TOJIBIK XaJIbIKapaJIbIK ITaTeHTTEIMETeH
araysl (XITA) — TpacTy3ymad IMTaH3UH Ja KOpPCETiyi THiC
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‘ «Po1» KOMIAHUSICHIHBIH KeJeci I[Q])iJliK NpenaparTapbIHbIH APACHIHAAF bl AHbIPM AN bLILIKTAP MEH

YKCACTBIKTAp

T'epuenTuH, Tepi acTLLIBIK eHri3yre apuajaran I'epuentus sxoue Kaacuia:

CaynaiabIk aTaybl

Hesgeptin

}\tin' SC

¥ jKadcyta

HER2-ox CBKI

KOH}I&]:[yfﬁ HERZ'OH CBKI HER2-0x CEKI HERZ-OH CBKI
KepceTiMaep

XaabIKapaiabiK Tpacty3ymab Tpacty3ymad TpacTy3symad
naTeHTTeJIMereH IMTAH3HH
araysl (XITA)

Ho3acel (3 anTaga 8 mr/kr HJI - 6 Mr/kr BexiTtinren n1o3acel 3,6 Mr/kr
oip pet) 600 mr

HbiFapbuty Typi ¥YHTak Epitinni YHTaK
KyTbichiHa MeJIIepi 440 mr 600 mMr 100 mr xoHe 160 mMr
KyTbICBIHBIH Ke1eMi 50 mut 6 M1 15 mut sxome 20 mux

o @& oo

CBKI — cyr 6e3inin Karepi iciri; X/ — xykTeme n03a;
ATKI — acka3aHHbIH HeMece racTpod3odareaiibIK KaJlFaHbICTBIH TapaJiFaH KaTepi iciri.

TeprienTnH npenapaThiHbIH (TpacTy3yMad) OMOCHMUIIAPIAPBIH XK OHE KyPaMblH/a TpacTy3ymab 6ap Gacka npenapaTrap/ibl 1a KOKTaMbIp
ApKBUIBI CHIi3yre 60JIaThIHIBIFBIH €CKEPY KaikKeT.
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‘ KaJaiiia Kartejepre :KoJ1 0epMeyre 60/1abl: AdpirepJiep / npenaparThl TaFalbIHIAY Ke3eHi

Kaacnna (tpactysymad 3mrTaH3mH) >xoHe [epuentuH (TpacTy3ymal) mpenapaTTapbIHBIH —XalbIKapasblk
MIATEHTTEIIMETeH aTaybIHbIH YKCACTBIFbIHA Cali IPENapaTThl TaralbIHAAYyJa KaTenep naina 60mysl MyYMKiH.
DJIeKTPOHABIK Kyiiesep: 001ybl MYMKIH KaTeJep
[rerr— Nhragi [Fe— [T
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IATay/1ap/Ibl 31in0M GolibIHIIA KpIcKapTbLIFaH aTaybl k9He MITIH/li eHri3yre apHaaraH
cypbInTay YSAIIBIKTBIH INeKTeY i emeMi
Tpacry3ymao, 1/a Erep xyiie ambu1aThIH MO3ip/ie HEeMece MOTIHIIK Tepe3ese Aopiiik
TpacTy3yma0TpacTy3ymMad IMTaH3MH | IPENapaTThIH aTaybIHBIH O6JIiriH FaHa OeiiHenece (Tpacty3ymab, T/a
GipiHeH coH Gipi OpHAIACTBIPBLTYBI TpacTy3ymal, TpacTy3yMad SMTaH3HH)
MYMKIH. ‘

EOJ’IMQH JKa3bLIATBIH pelenTijiep: 60Jybl MyMKiH KareJjiep

TIpenapaTTel TaraiibiHaay Ke3inje opkaian «Kajacunay caynajblK aTayblH KIHE «TPacTy3yMad IMTaH3UH» —
XITA KyxaTTay Kaxer.

Mbeican IMpenaparrapabIH aTayJapblH KbICKAPTHAHBI3AAD
Kancuna (Tpacty3ymal 3MTaH3MH) Kancuna (Tpacty3ymab 3)
TpacTy3ymMab SMTaH3UH Kancuna (Tpacty3ymab)
(Kagcuna) Tpactyzymab 3

Kayinrepai azaiiTy mapaJjapbl

Penenrinepai xa3arsin MamManaap Kajgcumanopinik npenaparbiHbIH Kallllbl CHIIATTaMachIMEH
(AITKC) TansICcysI THIC.
EMpeyni manueHTHeH Tankbuiay kesinne Kancna xkoHe TpacTy3ymMal SMTaH3HH, CayIaJIbIK JKoHE
XaJIbIKapasIblK MATCHTTEIMETCH €Ki aTayblH 1a Haiifanany KaxKer.
. ONeKTPOHIBIK Kylenep:
o Tuicti OaTeipMaHbl Oacap anpIHAa ASPLTIK NpenapaTThl TaHIAYIbIH JYPHICTHIFbIHA KO3
JKETKI3IHI3
0 DIIeKTPOHABIK MEANIIMHANBIK KapTaja AYPbIC JIOPiNiK HpenapaTThl TAHAAFaHBIHBI3FA KO3
JKETKI31Hi3
o Perenrini sxa3ran ke3ne KypamblHIa TpacTy3ymad 6ap, Mpicanbl, [ epuentus (Tpacty3ymat)
cekinzi 6acka npenapartel eMec, Kajcuia npenaparsiH (TpacTy3ymab SMTaH3HH)
KOPCETKEeHIHI3re KO3 KEeTKI3iHi3
0 MyMKiH OosrFaH Ke3zie aTaynap/sl aiiiaiany MYMKIHAITTH CYpacThIPBIHBI3
. Kasprran perenrinep:
o Penent GnaHKiciH/e skoHe MAUEHTTIH jka3ynapsiHaa Kancwa sxxoHe TpacTy3ymMad SMTaH3UH
— eKi aTay/bIH 1a KOpPCeTUIreHiHe KO3 KeTKi3iHi3.
o IIpenaparrap/plH arayaapbiH KbICKapTyFa GoMaiiibr!
. TlarmeHTTiH MeIUIMHATBIK KY/KaTTaMaChIH/a IPEHapaTThIH aTaybl IyPHIC KOPCETLIICHIHE KO3
JKETKI3IHI3.
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TeKcepyi Tuic.

Kauaiima Karesepre o 0epmeyre 60J1a/ibl: hapmMaieBTTep / AalibIHAAY Ke3eHi

JlaiibIHaIaThIH XKOHE KOJIJAHBUIATBHIH IQPINiK IpenapaT KypaMbIH/a TpacTy3ymal 6ap, Mbicaisl, ['epuentuH (Tpacty3symad)
cekingi 6acka npenapat emec, Kagenia (Tpacty3yma0 IMTaH3MH) €KCHIIrHE KO3 JKETKi3y YIIiH MEINIHHA
KbI3MeTKepJIepi MperapaTThIH eKiHIII KAaNTaMachlH, KYTHICBIHBIH JKaICHIPMACHIH JKOHE KYThl KalNaKIIaChIHbIH TYCiH

«Pomy koMnaHusiChbIHbIH I'eplenTiH, TePi acThLIBIK €HIi3yre apHaJraH I’ epuenTuH sKoHe

Kajcuia 1apijik npenaparrapblHbIH AP aChIHAAFbI aﬁbl[!Ma]_l_ll)lIll)ll(TaD MCH YKCACTbIKTap:
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‘ TepuenTtuH (Tpacty3ymat) mpenapaTbiHblH OHOCHMUIISPIIAPBIH KOHE KypaMbIH/Ia TpacTy3yMab Gap Gacka npernapaTrapisl aa
KOKTaMbIP apKbIJIbI EH]‘i3y’l‘e GOJ'IHTBIH}Z[HFHH CCKEPY KaxeT.
‘ Kayintepai a3aii TyAbIH 9J1eyeTTi mapaiapbl:

. ®apmanesrrep Kaacuna nopinik npenaparsIHblH xkanmnsl cunartamacsiMet (JIDKC) tansIcysI THIC.

. AypyxaHaJa / opTajabIKTa ASpiTiK npernaparTap/bl €Hri3y Ke3iHe KaTenepre kol OepMeyre MyMKiHIiK
OepeTiH XarTamanap 9peKeT eTyiHe KOHE KaJaralaHyblHa KO3 KEeTKI3iHi3.

. Peuenrinepmen tansickan ke3ae XIIA ykcac (Tpacty3yma0, T/a TpacTy3ymal, TpacTy3ymab SMTaH3UH)
OipHenle mpenapar 6ap eKeHAINH eCKepy KaXeT.

. Kasxerri nopinik npenapar HakTsl Kajgcuna (Tpacty3ymad SMTaH3UH) €KEHiH, )KOHE OCHI €Ki aTaybl 1a
peuenT OaHKiHe XKoHe/HeMece MAlMeHTTIH ChIpKaTHAMAChIHA CHI3UITeHIH €Ki PeT TeKCepiHi3.

. KymoH naiiza GonraH Ke3zie eMaeyIli opirepMeH KeHECiHi3.

. JlypbIC IpemnaparThl TaHAAy YIIiH KapTOH KOpaIllialap/ibiH, TaHOaIaHy/IbIH )KOHE KallaKila
TYCTEpiHiH afbIPMAIIBUIBIKTAPhI TypaJIbl aKIapaTThl OKBII, OLTIHI3.

. Kerepwme cayna yibIMBIHAH K)XKSTTi JOpLIiK IpenapaTka TalChIphIC OepLIreHiH )KoHe JopixaHara
HAKTHI COJI IIPEeTapaT TYCKeHIHe KO3 KEeTKi3iHi3.

. Kazncuna (TpacTy3ymad sMTaH3MH) MpenaparbiH TOHA3bITKBILITA, KYPaMbIH/IA TPacTy3yMad Oap Oacka
npenaparrapaaH (Mbicansl, [eprentus, T/a ['eprenTuH) anbic CaKTaHbI3.
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Kanaiima karesepre :k0J1 6epMeyre 601a1bl: MellipOnKe / MpenapaTThl eHri3y Ke3eHi
KayinTepai a3aiTyabIH dJ1€YeTTi I1apajapbl:

. Meiiipoukenep Kancunagopinik npenaparsiasig sxanmsl cunartamacekiMer (JI1DKC) ranbicys! Tuic.
AypyxaHaga / opTaJbIKTa JOpUIIK IIperapaTTapisl eHri3y Kes3iHae Kareaepre kol OepMeyre MyMKiHIIK
OepeTiH XaTTaMaliap 9peKeT eTyiHe KOHE Ka/laFalaHyblHa KO3 )KEeTKi31Hi3.

. Penent GraHKiHIe HeMece MAITHEHTTIH CHIPKaTHAMACBHIH/A TOPLIIK IpenapaTThIH caylalblK aTaybl JKOHE
XITA: Kancuna sxoHe TpacTy3yMad SMTaH3UH Ky)KaTTaJFaHbIHA KO3 KETKI3iHi3

. MH}y3usIIbIK TAKETTi allFaH Ke3/1e JKalChIPMAChIHIAFbl IepeKTep i TeKcepiHi3. Jlepekrepaiy peuentigeri
JKOHE TarailbIHIAyJaFbl JEPEKTEpre COMKECTIrHE KO3 JKEeTKi3iHI3

. IIpenaparThiH 1ypbIC eHri3lTyiHe Kenbiaik Oepy yuIiH HHQY3Us anabHIa eKi MelipOrKe OpbIHAANTHIH
KOcapliaHFaH OakbLIayAbl OPBIHIAY MYMKIHIITiH KAPaCTHIPBIHbI3

. Emzeyni naruenTnen tankpuiay kesinae Kaacuia sxoHe TpacTy3ymMad SMTaH3UH — cayJalibIK KOHE
XaJlbIKapablK MaTeHTTEIMETeH €Ki aTayblH 1a Maiianany Kaxer.

. Kancuna npenaparsin (Tpacty3yma sMTansut) 3 antaza Oip per, 3,6 MI/KT 103aChIHaH aChIpBII
taraiisiaayra BOJIMAW/IbI

. VBITTBUIBIK GoMaysl MakcaThiHa Kajcrna npenapartbIHBIH (TpacTy3yMal S9MTaH3HH)I03aChIH 03TepTy
Typasl

‘ KarbIMcbI3 KepiHicTep Typajabl XxadapJjiama

OpeKkeT eTeTiH 3aHHaMara CoHKec MEHCAaylblK cakTay MamaHzapbl Ooipkanabl  «Pom»
KOMIIAHHUSCBHIHBIH TpernapaTrTapblH KOJJaHyFa OalaHbICThl JKaFBIMCBI3 KepiHiCTepAiH Oapibik
JKaF IaiIapbl Typaisl Xabapiaysl, COHail-aK Tikellel KOMITaHUsFa Xabapiaaybl THIC.

Kasakcran Pecry6nmukace! JleHcaynbIK CakTay MHHHCTPIIrT MeAHIMHANBIK XKOHE (hapMalleBTUKAIBIK
GakpuIay KOMUTETiHIH «J[opilik 3aTTap MEH MEIUIMHAIBIK OyHBIMIAap/bl capanTay YJITTHIK OPTaJIbIFbD)
LDKK PMK

Kazakcran Pecniyonukacs:, 010000, Hyp-Cynras k., ImanoB kemeci, 13

website: www.ndda.kz

menepon: +7 7172 789828

e-mail: pdlc@dari.kz

«Pom Kazaxcran» XKILIC

Kazakcran PecrryOmukacer, AnMarsl K., Meney aynansl, JlocTeik kemeci, 210
Tenegon: +7 (727) 321 24 24

Email: kz.safety@roche.com, kz.medinfo@roche.com

Cypakrap maiina Gonran xarmaiina «Pom Kaszakcran» XKIIC kemeci MekeHxkail OoifbIHIIA
xabapacynsl eTiHeMi3: Kazakcran PecriyOnmukacel, AjMatel K., Meney aynansl, JIyranckuii kermeci,
137, reneon: +7 727 321 24 24, www .roche-kz.com
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