IpydeHb 2023 poky

KAACUIA®

mpacmy3ymab eMmaHCUH

OCBITHA IHOPOPMALIA

IHOPOPMALUIA ANA MEANYHNX NPALIBHUKIB

3ACTEPEXEHHA

Pn3vk nepennytaTu nikapcbki 3acobmn KAACHUIA®
(TpacTy3ymab eMTaHCUH) 3 iIHLWMMUW NiKapCbKMMK 3acobamu,
LLIO MICTATb TPacTy3ymab, Hanpurknaz
FEPUENTUH® (TpacTty3ymab) abo Tpacty3symab gepyKcTekaH.

MiX JaHUMU NiKapCbKVIMKM 3aCOBaMU iCHYHOTb BaX/TIMBI BiMiHHOCTI, i
NAyTaHWHA Mij Yac NPU3HAYEeHHSA, MPUrOTYBaHHA Ta BBEAEHHS MOXe
NpuM3BeCcTn Aa Nepeso3yBaHHs, HeLO0CTaTHBLOIO NiKyBaHHSA
Ta/abo PO3BUTKY TOKCUYHUX SBULL,

Meau4Hi NpauiBHUKN NOBUHHI BUKOPUCTOBYBATW AK TOProBy MapkKy
KAACIIA®, Tak i NOBHY MiXXHapOAHY HernateHToBaHy Ha3sy (MHH)
mpacmy3ymab eMmaHCuH Nif Yac NpU3HaYeHHs, NigroToBkn Ta
BBeeHHS nikapcbkoro 3acoby KAACIHIA® navieHTam.
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KAACINA® (TpacTysymab eMTaHCUH):

KAACITA® (TpacTy3ymMab eMTaHCUH) € KOH'HOraToM aHTUTING 3 NliIKapCbK1M 3acOb0M, B AKOMY
aHTUTINO NpejCcTaB/eHe TPacTy3yMaboM - ryMaHi3oBaHUM MOHOK/IOHa/IbHVIM aHTUTINIOM A0
peuenTopiB 2 enigepmansHOro ¢akrtopy pocty moanHu (HER2) knacy 1gG1, 3B'A3aHMM 3
MiIKPOTYBYNApPHUM iHri6iTopom DM1 (NOXiAHVMM MalTaHCVMHY). EMMAHCUH Hanexcumes 00
komnaekcy MCC-DM1.

NMoka3aHHA

PaHHIU pak Mo/a10YHOI 3a/103U (PPM3)

Nikapcbknii 3aci6 KAACITA® Ak MoHOTepanis nokasaHwin Ans aA'toBaHTHOrO NiKyBaHHS
Aopocnux nauieHTis 3 HER2-No3nTMBHUM paHHIM PakoM MOJIOYHOI 3371031 3 OCTaTOYHUM
iHBa3VIBH/M 3axBOPKOBAHHAM i3 JIOKani3aLli€ro B MONOYHIA 3anosi T1a/abo nimbaTnyHMX
BY3/1ax MNiC/iA HEOa toOBaHTHOI Tepanii Ha OCHOBI TakcaHiB Ta HER2-TapreTHoi Tepanii.

MemacmamuYHuUld pak Mo104YHOI 3a103u (MPM3)

Nikapcbknii 3aci6 KAACI/IA® 3actocoBytoTb npu HER2-no3umueHomy HeonepabesnibHOMY
MicyeeonowupeHoMy a6o MemacmamuyHOMY PaKy MO/IOYHOI 3a/7103U SK MOHOTepanito
nicna nonepejHbOi XiMioTepanii, ika BkAtOYana TpacTysymab i nikapcbkuin 3aci6 i3 rpynu
TakcaHiB (okpemMo abo B KOMbiHauii), abo npu peuuavBi 3axBOPHOBaHHA Mig 4ac abo
NPOTAroM 6 MICALIB MiCNsA 3aBepLUeHHs aA'toBaHTHOI Tepanii, ska BKIOYana Tpacty3ymab i
NiKapCbKMin 3acCib i3 rpynn TakcaHiB (okpeMo abo B KOMbGiHaLii).

BAXX/TMBA IH®OPMALIA:

Nikapcbki 3acobun KAACITA® (Tpacty3ymab emTtaHcuH), FTEPLIEENTUH® (Tpacty3ymab) Ta
TpacTy3yMab fepyKcTekaH € PiSHUMM NikapCbKMK 3ac0baMu, A0 CKNajy AKUX BXOAATb
Ri3Hi Aito4i peyoBUHU

Nikapcbkuia 3aci6 KAACIIA® (TpacTy3ymab emTaHcmH) HE € reHepnyHOlO Bepcieto abo
6iociminapom nikapcbkoMy 3acoby NrEPLEENTVH® (Tpacty3ymab)

Nikapcbkuin 3aci6 KAACIIA® (TpacTy3ymab emTaHcMH) HE € B3aEMO3aMiHHUM NiKapCbKOMY
3acoby NEPLUENTNH® (TpacTy3ymab) Ta TpacTy3ymaby AepyKCTekaHy

HE npu3sHayaiaTe nikapcbkuii 3aci6 KAACITTA® (TpacTy3ymab eMTaHCWH) y MOEAHAHHI 3
nikapcbknm 3acobom NEPUENTUH® (TpacTy3ymab), abo 3 Tpacty3ymab fepykcTekaHoM abo 3
XiMioTepaniero

HE npusHavaiiTe nikapcbkuii 3aci6 KAACITTA® (TpacTy3ymab eMTaHCUH) Y. A03aXx, Lo
nepeBULLYIOTH 3,6 MI/KI KOXKHi 3 TUKHI

Mig vac Npu3HaYveHHs, NPUroTyBaHHS Ta BBeAEeHHS nauieHTam nikapcbkunii 3acio KAACIA®
(TpacTy3ymab eMTaHCWH), CNlif BUKOPUCTOBYBATW Ta NiATBEPAKYBATU K TOProBy MapKy
KAACINA®, Tak i noBHY MHH - TpacTy3ymab eMTaHCWH
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ornap nikapcbkux 3aco6is ’EEPLENTUH®, FTEPLENTUH® ana nigwkipHoro
BBegeHHs Ta KAACI/TIA®: BigMiHHOCTI Ta noAi6bHoOCTI

FEPUEMNTNH®

FEPLEENTUH® R KAACINA®
ToproBa TpacTysymab AﬂﬂpniAIYIJKyipHOFO TpacTy3ymab eMTaHCUH
Mapka nioginizam dns KoHyeHmpamy BBefeHHS nopowok /1A KOHYeHmpamy
0151 PO34UHY 0415 iHPy3ili 0151 PO34UHY 04151 iHPy3ili

pO34YUH 014 iH'ekyili

HER2-no3utnBHMin PM3 . .
Moka3aHHSA HER2-1030TMBHM MPLLI HER2-no3untneHuin PM3 HER2-no3untneHuin PM3

MHH TpacTysymab TpacTysyma6b TpacTysymab eMTaHCUH

Ao3a (1 pa3 _ .
Ha 3 TVDKHI) 8 mr/kr HA, - 6 mr/kr ¢dikcoBaHa fo3a 600 mMr 3,6 Mr/kr

gloK:nr,:gbKa MOPOLUOK pO34uH MOPOLLIOK
BmicTt

¢pnakoHa 150 mr 600 mr 100 mr ta 160 mMr
Po3mip

¢nakoHa 15 mn 5 MA 15 mn 1a 20 MA

PM3 - pak MofioYHoI 3an03u; HJl - HaBaHTaxyBanbHa f03a; MPLL - MeTacTaTU4HWIA 3aN103UCTUIA pak LWYHKa abo
ractTpoesodareasnbHOro 3'eHaHHs.

3BepHiITb yBary, Lo TakoX MOXYTb BYTV AOCTYMHUMUW 419 BBEAEHHS LLASXOM BHYTPILLHbOBEHHOT iHPY3ii 3acobu, 6ionogibHi Ao
nikapcbkoro 3acoby NEPLEENTUH® (TpacTy3ymab), Ta iHLWi nikapcbKi 3acobu, A0 cknagy aKux BXOANTb TPACcTy3ymab.
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AK YHUKHYTU NOMWIOK: liKapi/ eTan Nnpu3Ha4YeHHSA

Yepe3 nogibHicTb MHH nikapcbkux 3acobie KAACHTA® (TpacTyaymab emTaHCVH) Ta
FEPUENTUH® (Tpacty3ymab) nig yac npr3HayvyeHHs NikyBaHHA MOXYTb BUHUKATU MOMUJIKW.

ENeKTPOHHI CMCTeMU: NOTEHLiHIi MOXX/IMBOCTI nepennyTaTuy NikapcbKi 3acobu

Medication | Strength Medication | Strength
Trasta Trasty Medication search
Trastuzumab 150 mg Trastuzuma 150 mg Q Trastuzuma
Trastuzumab emiansine 100 mg Trastuzuma 100 g

Trastuzumab emiansing 180 mg Trastuzuma 180 mg

Trastuzumab deruxiecan W mg

YnopsaKyBaHHS Ha3B

h CKOpPOYEHHs1 Ha3BU Ta 06Me)KeHe TeKCToBe noJe
B andaBiTHOMY NopsgKy

TpacTysyma6, TpacTy3yma6 Y BMMNajKy, KOAU CUCTeMa Bigobpaxae nuLle YacTuHy
€MTaHCWH Ta TpacTy3ymab Ha3BW NiKapCbKOro 3acoby B MeHH0, LLIO PO3KPUBAETHLCS,
AepyKcTekaH MOXYTb ab0 TeKCTOBOMY BiKHi (HaNpuKnag TpacTy3ymao,
PO3TalloByBaTVCA OANH 38 OAHNM TpacTyaymMab eMTaHCWH Ta TpacTy3ymab AepyKcTekaH)

BunucyBaHHA peLenTiB:
NOTEeHLiViHi MOXX/INBOCTi NepenayTaTy NiKapcbKi 3acobu

Mig yac BunmncyBaHHA peuenTa (Mpr3HaveHHs) CNij 3aBXAM BKa3yBaTW K Ha3BY N1iKapCbKOro
3acoby - KAACHIA®, Tak i Ha3By Ait040I peYoB/HN - TPACTy3yMab eMTaHCUH.

Npuknapg, HE ckopou4yiTe >XOAHOI Ha3BU

KAACITA® (TpacTty3ymab e)
KAACITA® (TpacTty3ymab)
Tpacty3ymab e

KAACINA® (TpacTy3ymab eMTaHCUH)
Tpacty3ymab emTaHcnH (KAACITA®)
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3axoAu 3 MiHiMi3aLii pyusukiB

Nikap, SKn NpU3HaYaE NikyBaHHS, MOBUHEH O3HAMOMUTUCh 3 iHCTPYKLi€E A5
MeAMYHOro 3aCToCyBaHHS Nikapcbkoro 3acoby KAACI/TA®
BkasyinTe Ha3By KAACITA® Ta Ha3BY Ait040i pe4OBMHYM TpacTy3yMmab eMTaHCUH
nif, Yac 06roBopeHHs JaHOro NiKapCbKOro 3acoby 3 MaLieHTOM
EnekTpoHHi cuctemm:
o [lepea HaTUCKaHHAM nepesipTe, WO BM 06panu NpaBUIbHNM NiKapCbKni 3aci6
o 3aBxan obupaiTe NpaBUIbHNN NiIKapCbKNM 3aCib B @NeKTPOHHIN MeguYHIl
AOKyMeHTauiT
MNepekoHamnTecs, Wo NPU3HaYeHUin NikapCbKnii 3acib € NikapCbKM 3aCO60M
KAACINTA® (TpacTy3yMmab eMTaHCUH), a He iHLWWIA NiKapCbKNiA 3aCi6, WO MiCTUTb
TpacTy3symab, Hanpuknag NEPUENTVH® (Tpacty3symab) abo Tpacty3ymab
JAepyKcTekaH
o [le MOX/I1BO, BUMarainTe 3aCTOCYyBaHHA Ha3BW 6peH/y (TOproBoi MapKm)
BunucyBaHHs peuenTis:
o [lepekoHanTecs, WO B peLenTi Ta B NPUMITKaxX A4 NaLieHTa BKa3aHa K Ha3Ba
KAACIIA®, Tak i Ha3Ba Ait040i pevyOBMHM - TPacTy3yMmab eMTaHCUH
o He BMKOpUCTOBYNTE abpesiaTypy, He CKOPOUyinTe Ta He MPonyckamTe XOAHOT 3
Ha3B
MNepekoHanTecs, WO y MeANYHIl KapTLi (icTopii XxBopo6w) nauieHTa YiTko
3a3HaYeHnn NPaBUNbHNM NiKapCbKNIA 3acib
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AK YHUKHYTY noMunok: ¢apmaueBTU/ eTan NniAroToBKn

MeanuHi NpauiBHVKX MNOBVHHI MNepeBipUTU KApTOHHY YMakoBKY /iKapCbKOro 3acoby,

eTnKeTKy Ha dnakoHi Ta Konip KpUWwkK dnakoHa, Wob nepekoHaTucs, Wo Nikapcbkuii 3acib,
AKWIA FOTYETbCS Ta BUKOUCTOBYETbCH, € Jlikapcbknum 3acobom KAACIIA® (TpacTty3symab
€MTAaHCUH), a He [HWWNM NiKapCbKMM 3acob0M, WO MICTUTb TPacTyaymab (Hanpuknag
FEPLIEEMNTUH®, TpacTy3ymMab abo TpacTy3ymMab gepyKcTekaH).

BigMiHHOCTI Ta NoAi6HOCTI MiX Nnikapcbknmmn 3aco6amu F’EPLLEENTUH®,

FEPLENTUH® ana niawkipHoro BBeaeHHsa Ta KAACIIA®:

FEPLLENTUH® FEPLLENTUH® KALCITA®
TpacTysyma6 TpacTysyma6b
ToproBa 5l NiALKIDHOo TpacTy3ymab eMTaHCUH
mapka nioginizam ons A ALIKIp 3
KOHYyeHmpamy ons BBEAEHHA nOgOLUOK A K(;qu.Hmquny
pO34UHY 048 iHPY3ill PO34UH 0/151 iH'eKyili 17 po3 Uy OnA iny3il
BmicTt 150 mr 600 mr 100 mr 160 mr
I . \ / - ‘ 4 Kandl Kanci
epuenTH FepuenTuH’ apcina® m(tn_!;-m“
306pa>keHHs |pa':w:wyuaﬁ Tpa':w!ymﬁ ey P pereleeagersi
. m TpacTyrymal TpacTysymal
KapTOHHOI - m— ?—| TR TN
et == 100 mr 60w |
ynakoBKMW Ta bt et - - L
Konbopun prsdevie] o
Dlw (u';\I .Ltnau..-u (i) r'l-- ke E o— kT';t
TepuenTuH® Kagcina®
Konbopu pecysad I lFepuentun’ e povay i = =
P EET. o L. pacrytyat ewrascns Thacrysyess ourancen
eTUKeTKY =W “soomrismn et =l P
S [ —— h — T
= = = =
KoBMa4ka 2 < . <
AP TeMHo-
BigMiHHi - / /
nomapaH4yesumn / _ . <
Konbopu YepBOHMi dionetoBun

3BepHiITb yBary, WO TakoX MOXYTb 6yTV AOCTYMHUMU A8 BBEAEHHS LLAAXOM BHYTPILLHLOBEHHOI iHPY3ii 3acobu, 6ionogibHi Ao
nikapcbkoro 3acoby MepuenTunH (TpacTyaymab), Ta iHLWI NikapcbKi 3ac06u, A0 CKNagy SKUX BXOAMTbL TPacTy3ymao.
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NoTeHUinHi 3ax0An 3 MiHiIMi3auLii pyu3uKiB:

®PapmMaLeBTV NOBUHHI 03HAMOMUTUCK i3 IHCTPYKLIED ANS MeANYHOIO
3acTocyBaHHs fikapcbkoro 3acoby KAACITA®

MNepekoHaunTecs, WO B NiKapHI/LOCNIAHNLBEKOMY LIeHTPI iICHYHOTb MPOTOKOAWN, LLO
[AO3BONSATb YHUKHYTU NlIKAPCbKMX MOMWJIOK, i WO Li NPOTOKO/IN AOTPUMYHOTLCA

MNpu YNTaHHI peLenTiB ManTe Ha yBasi, O ICHYOTb TPU TUMNK NiKapCbKMX 3ac0biB
i3 nogibHoro MHH (Tpacty3ymab, TpacTy3yMab A NiAWKIPHOro BBEAEHHS,
TpacTy3ymab fepykcTekaH Ta TpacTy3ymab eMTaHCUH)

/Bivi NnepesipTe, WO Npur3HavYeHni nikapcbkunii 3acio € KAACIJTA®, TpacTy3ymab
€MTaHCUH, i Wo 06nABi Ha3BYM BKa3aHi y peuenTi Ta/abo MeanyHin kapTui (ictopil
XBOPO6M) NaujieHTa

Y pasi BUHVUKHEHHS ByAb-AKNX CyMHIBIB MPOKOHCYNbTYATECS 3 NIIKYHOUMM JlikapeM
O3HaoMTeCh i3 Pi3HNMU KONbOPaMU KAPTOHHUX YNaKoBOK, eTUKeTOK Ta

KOBMauykiB AN BUOOPY NpaBUAbHOI KAPTOHHOT YNaKOBKM

MepekoHarTecs, Wo NpaBUIbHNM NikapCbKNI 3acib 3aMOBAEHN y ONTOBOIO
NpoZaBLd, Ta WO B anTeL,i OTPMMaHO NPaBUAbHUIA TiIKapCbKMiA 3acib

Y xonoaunbHUKY 36epirarite nikapcbkunin 3acio KAACITA® (Tpacty3ymab eMTaHCUH)
OKpeMo Bif TpacTy3yMaby AN BHYTPiLLHEOBEHHOMO BBEEHHS Ta N1iIKapCbKOro
3acoby NEPUENTUH® pns nigwkipHOro BBeeHHS
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Ak YHUKHYTV NOMWNOK: MEACECTPVI/ €Tan BBeAEeHHA

MNoTeHUinHi 3ax0oAM 3 MiHiMi3aLii pu3uKiB:

* MeAnyHi cecTpy NOBUHHI O3HANOMUTUC i3 IHCTPYKLIED ANA MeANYHOrOo
3aCTOCYBaHHSA Nnikapcbkoro 3acoby KAACITA®

* [lepekoHaiTecs, WO B NliKapHI/A0CNIAHNLBKOMY LIeHTPI iCHYHTb NPOTOKO/IN, O
J03BONANTb YHUKHYTU NiKapPCbKMX MOMUIIOK, i LLLO Lii MPOTOKOAN AOTPUMYHOTLCA

* [lepeBipTe, WO AK B peLenTi, Tak i B npuMiTkax Ana nauieHta KAACIUIA® Ta
TpacTy3yMmab eMTaHCUH BKa3aHi Ak Npu3HayYeHnii nikapCbkunii 3aci6

* [licna oTpuMaHHSA iHOY3iMHOro nakeTy 3BipTe eTUKeTKy Ha iHQY3ilMHOMY NakeTi Ha
npeAmeT BiANOBIAHOCTI peLenTy Ta NPUMITKaMm (3anuncam) A1 nawieHTa

* PO3rnsHbTE MOX/INBICTb BUKOPUCTAHHSA CUCTEMW NOABINHOI NepeBipKn ABOMa
MezcecTpamMm nepes novaTkoM iHPys3ii 4na 3abe3neyeHHss BBeeHHs Bi4noBigHOro
NiKapCcbKoro 3acoby y BiANOBIAHIN A03i

e BkasynTe sk Ha3By flikapcbkoro 3acoby KAACIIA®, Tak i Ha3By Ait040i pe4OBUHU
TpacTy3ymab eMTaHCUH Mij Yac 06roBOpPeHHs JaHOro NikapCbkoro 3acoby 3
naLieHTOM

* He 3acTocoByiTe nikapcbkuii 3aci6 KAACI/IA® y go3ax, Wwo nepesuLLyoTb 3,6 Mr/
Kr OAMH pa3 Ha 3 TUKHI

* O3HaromTecs 3 iHGOpMaLLiE NPO KOPUTYBaHHSA 403U NiKapCbKOro 3acoby
KAACIIA® (Tpacty3yMab eMTaHCVH) y pasi pO3BUTKY SABULL, TOKCUYHOCTI
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NOBIAOMIEHHA MPO HEBAXAHI MOBIYHI PEAKLLIT

BignosigHO f0 BUMOr MNopAaKy 34iACHEHHA papMakoHarnaay, 3aTBepaXkeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHoro B MiHicTepcTsi rocTuLii YKpaiHn 29 ciuHa 2007 poky
Ne 773/13340, cnig noBigoMnATM NPO yCi Migo3proBaHi MObGiuHI peakuii Ao
JepxaBHoro ekcneptHoro ueHTpy MO3 YkpalHM 3@ NOCUNAHHAM:
https://aisf.dec.gov.ua

TakoX NpoCMMO NOBIAOMAATY MPO YCi NiJ03PrOBaHI NOBGIYHI peakLii, AIMOBIPHO
NOB'A3aHI i3 3aCcToCyBaHHAM fikapcbkoro 3acoby KAACITA® 3a eneKTpOHHOR
agpecoto ukraine.safety@roche.com abo 3a tenepoHom +38 (044) 298 88 33,
a60 3BepHYBLUNCH A0 0dicy KOMMAHII:

TOB «Pow YkpaiHa», 03150, m. Kuis, Byn. Bennka Bacunbkiscbka 139, 5 nosepx.

o6 oTpuMaTy BinbL geTanbHY iHPopMaLito, byab nacka, 3BepHITbCA 40
cnyx6m megmnyHoi iHpopmauii TOB «Poww YkpaiHax»: e-mail
ukraine.medinfo@roche.com a6o 3a TenedoHom +38 (044) 298 88 33.

AaHni matepian ctBopeHUi koMmnaHieto TOB “Pol YkpaiHa”, € HaBYaibHUM Ta
He PO3MOBCIOAXYETLCA 3 METOK peknamu. [laHnin matepian MiCTUTb AaHi Npo
NiKkapcbki 3acoby Ta NOKa3aHHS He 3apeecTpoBaHi B YKpaiHi A1 MeAn4YHOro
3aCTOCYBaHHS.

IHpopmayito HagedeHO y ckopovyeHoMy 8u2/50I.

Binbl geTanbHa iHGopMauia Wwoao nikapcbkoro 3acoby KAACITA® MiCTUTLCA B
[HCTPYKUIT AN MeAMNYHOro 3aCTOCyBaHHSA, 3 KO MOXHa 03HaMOMUTUCHL 3a
nocmnaHHam: http://www.drlz.com.ua.
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