INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



' To3u nekapcTBEH MPOAYKT MOJUICKH Ha JIOMIBIHUTEIHO HabmroaeHue. ToBa e mo3Boiu Obp30TO
yCTaHOBSIBaHE HA HOBAa MH(POPMAIIUs OTHOCHO Oe30macHoCTTa. OT MEMIIMHCKUTE CIICIIUAIICTH Ce
M3UCKBA J1a ChOOIABAT BCSAKA MIOA03UpaHa HEXXENaHa peakys. 3a HaunHa Ha ChoOIIaBaHe Ha
HEXEJIAaHU PEaKLUU BHXKTE TouKa 4.8.

1. HUME HA JIEKAPCTBEHUA ITPOAYKT
Lazcluze 80 mg ¢punmupanu TadbieTKu
Lazcluze 240 mg ¢punMupanu TabneTku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Lazcluze 80 mg ¢unmupanu TabiIeTKH

Bcesika punmupana Tabnerka crabpika 80 mg nazeptunu6 (lazertinib) (kaTo Me3nunaT MOHOXHPAT)

Lazcluze 240 mg duimupanu TabIETKH

Besixa punmmupana Tabierka cpabpika 240 mg mazeptuanO (lazertinib) (kato Me3mmaT MOHOXHUIPAT)

3a IIBJIHKUS CIIMCHK Ha IIOMOIIHHUTEC BCIICCTBA BHXKTEC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
Ounmupana Tabierka

Lazcluze 80 mg dwimMupanu TabJIeTKH

JKbnra oBanHa TabseTka ¢ pa3Mep 14 mm ¢ BabpOHaATO penedHo o3HaueHue ,,LZ oT enqHaTa cTpaHa u
,80% OT mpyrarta cTpaHa.

Lazcluze 240 mg duimupanu TabIETKH

YepBeHUKaBO-BHOJIETOBA OBajiHA TabyneTka ¢ pasmep 20 mm ¢ BITEOHATO penedHo o3Havenue ,,LZ*
OT eJlHaTa CTpaHa u ,,240“ ot gpyrara crpaHa.

4. KJIMHWUYHU JAHHU

4.1 TepaneBTHYHU MOKA3AHUS

Lazcluze B koMOuHaIms ¢ aMuBaHTaMal € IMOoKa3aH 3a IIbpPBa JIMHUS Ha JICYeHUE Ha Bb3PacTHU
MAI[MCHTH C aBaHCUpaJl HeapeOHOKIeThueH pak Ha Oeust qpoo (HAPB/I) ¢ nenerus B ex30H 19 nnu
cyocturymus L858R B ex3on 21 Ha EGFR.

4.2 I[osnpomca W HAYUMH HA NPUJIOKECHUE

Jleuenneto ¢ Lazcluze TpsiOBa na ce 3amoyHe OT JIeKap ¢ ONUT B yrnorpedara Ha IPOTUBOPAKOBU
JIEKapCTBEHU IIPOLYKTH.

[Ipenu 3amouBane Ha geueHueTo ¢ Lazcluze Tps6Ba na 6bae ycranosen monoxureneH EGFR
MYTaIllMOHEH CTaTyC B TYMOPHA THhKaH WM IJIa3Ma, KaTo Ce M3MO0I3Ba BAIUIUPAH METOA. AKO HE ce
OTKpHE MyTallus B TUIa3MeHa poba, TpsiOBa Ja ce u3cie/[Ba TYMOPHA ThKaH P HAJTMYUE Ha



AOCTAaThbYHO KOJIMYICCTBO U KAYCCTBO HA ThbKAHTA MMOPAaaAX Bb3MOXKHOCT 34 (baJ'IH_II/IBO OTpHULIATCIHU
PE3YJTAaTH IPU U3CJICABAHC HA IJIa3Ma.

Jlo3upoBka

[Ipenopruntennara no3za Lazcluze e 240 mg BeqHBK JHEBHO B KOMOMHAIIAS C aMHBaHTaMao.
IIpenopruBa ce Lazcluze na ce mpunara BuHaru mpeau aMuBaHTamab, KOTaTo ce ImpuiaraT B €IUH U
CHINU JieH. Brkte Touka 4.2 OT KpaTkaTa XapaKTepUCTHKa Ha aMHUBaHTaMal 3a HH(pOpMaIys OTHOCHO

NPENOPHYATENHOTO JJO3UPAHE Ha aMUBaHTaMal.

Benosznu mpomboembonruunu cvbumust (BTC) npu eonospemenna ynompeba ¢ amueanmamad

[Ipu 3ano4Bane Ha edeHneTo TPsiOBa 1a ce mpuiiarat npo(UIaKTUIHO AHTUKOAryJIaHTH 32
npeaoTBpaTsIBaHe Ha BeHO3HU TpoMOoemOonmyunu cpoutus (BTC) npu nanuenTty, nonydaBamm
Lazcluze B xomOuHanus ¢ amuBanTaMad. B ch0TBETCTBHE ¢ KIMHUYHUTE yKa3aHUs, TALIUCHTUTE
TpsiOBa Jia mosTy4yaBat NpoQHIaKTHIHA 1032 IEPOpaieH aHTUKOATYJIaHT C IUPEKTHO JACHCTBHE
(DOAC) unu nuckomonexyieH xenapu (HMX). He ce npenoppuBa ynotpedara Ha aHTarTOHUCTH Ha
BuTamuH K.

Peaxyuu na kosxcama u Hokmume

[TanmenTure TpsA6Ba 1a ce MHCTPYKTUPAT Ja OTpaHUYAT U3JIaraHeTO Ha CIBHIIE MO0 BpEME Ha U B
NpOIBIDKCHUE Ha 2 Mecela cie]] KomOnHupaHara tepamnus ¢ Lazcluze, a 3a cyxuTe y4acTbiu ce
IpenopbyBa OMEKOTSIBALI KpeM 0e3 ajaKoxoJ. 3a JOMbIHUTETHA HHPOPMAIUsl OTHOCHO
npoQHIaKTUKATa Ha peaKK OT CTPaHa Ha KOXKaTa M HOKTHUTE BIKTE Touka 4.4.

HDO@”bJZJfCumeJZHOCWl Ha jleyernuemo

JledenueTo TpsiOBa 1a MPOABIDKHU J0 IPOTPeCcHs Ha 3a00JISIBAHETO MJIH HEITPUEMJIUBA TOKCUIHOCT.

[Iponycuama 0o3sa

Axo mranupana no3a Lazcluze ce nporrycHe, TS MOXKe Jia ce IPUJIOKHK B paMKHTe Ha 12 yaca. AKko ca
M3MHUHAJIM MoBeYe OT 12 yaca 0T MOMEHTA, B KOMTO € TpsiOBajo na Obae naaeHa no3ara, mpomycHaTaTa
J103a He TpsIOBa Aa ce mpuiiara, a cieJBallaTa 103a Tps0Ba 1a ce IPUIOKH criopes oOnyaiiHaTa cxema
Ha IpUJIarate.

Hsmenenus na 0ozama

IIpenoprunTeHUTEe HAMAJICHHS Ha 103aTa Opay HeXKEJIaH! PEeaKIuy ca npeacTaBeHu B Tabmura 1.

Tabsmna 1:  IlpenopbuuTenHH HaMaJIeHUs Ha fo3aTa Ha Lazcluze npu HeskeJlaHU peaknMu

HamaJjienune Ha no3ara IIpenopbunTesHA 1032
Hauanua noza 240 mg BeTHBK THEBHO
1-Bo HaMaJIeHHE Ha Jo3aTa 160 mg BeTHBK THEBHO
2-po HaMaJICHUE Ha Jo3aTa 80 mg BeJHBX THEBHO
3-To HamMaJIeHUe Ha J03aTa [peycranosere Lazcluze

W3menenusra Ha A03aTa Mpu OIpeaACJICHNU HCIKCIIaHU PCAaKIIUU Ca IPCACTAaBCHU B Ta6J'II/II_Ia 2.

3a nH(popMalusl OTHOCHO U3MEHEHHUATA Ha JI03aTa Ha aMHBaHTaMa0 HalpaBeTe ClpaBKa ¢ Touka 4.2 oT
KpaTKaTa XapaKTepPUCTHKa Ha aMUBaHTaMa0.



Taboauma 2:

He/KeJIAHH peaknuu™

IpenopbunTeHu H3MeHeHUus Ha 1o3aTa Ha Lazcluze u amuBanTamad npu

Hexesana peakuusi

TexecT

HN3MeHeHuns Ha 103aTa

HuTepcTuunaina Besika crenen e Cnpere Lazcluze u amuBanTamao,
OesionpoOHa 0oJiecT ako ce nono3upa MBbb/maeBMoHUT.
(Ubb)/maEeBMOHAT e [IpeycTaHoBeTE OKOHYATEIIHO
Lazcluze u amuBanTaMa0, ako ce
notbpau bb/mHeBMOHHT.
BeHno3nun Cp0OuTHs ¢ KIMHUYHA e Cnpere Lazcluze n amuBanTama0,

Tpomboemoboanunu (BTC)

cr0uTHSA (BXK. TOUKa 4.4)

HECTaOHMITHOCT
(HampuMep TuxaTenHa
HEIOCTAThYHOCT WIIN
Chbp/ieyHa AUCHYHKIIHS)

JIOKAaTO TMAIMEHTHT CE CTa0MIIN3Upa
knmuHugHO. Clies ToBa MpUEMBT Ha
JIBaTa JEKAPCTBECHU NPOAYKTA MOXKE
Jla ce Bb30OHOBH ChC ChIATa 4034a.

Peunnus na BTC
BBIIPEKH
TEpPaneBTUYHOTO HUBO
Ha aHTUKOATyJIaHTH

[IpeycTanoBeTe OKOHYATEITHO
amuBaHTamal. JleueHneTo Moxe aa
npoabiku ¢ Lazcluze cbe chiiara
J103a.

Peakuum Ha xoxkaTa u
HOKTHTE (BX. TOuKa 4.4)

Cremen 1

TpsiOBa 1a ce 3amoyHe Mo IbPIKAIIO
JeYeHUE.
OueHere OTHOBO ciIef 2 CeAMHUIIH.

Crernen 2

Tps6Ba Ja ce 3amouHe MOIAbPIKAIIO
JICUCHUE.

AKko HsAMa Moo0peHue cies

2 ceaMUIIHA, HaMaJleTe 1o3aTa Ha
aMHUBaHTaMab U TPOIBIKETE C
Lazcluze.

IpeorieHsBaliTe HA BCEKU

2 ceIMHUIIM, aKO HAMa I0100peHue,
Hamasere no3ara Ha Lazcluze no
BBH3CTAHOBSIBaHE JI0 cTerneH < |
(Tabmuma 1).

Cremnen 3

TpsbBa 1a ce 3an09HE MOTBPIKAIIO
JICUEHHUE.

Crnpete Lazcluze u amuBanTamao.
Crnen BB3CTaHOBSIBAHE 10 CTEMEH < 2
BB300HOBETE NMpHEeMa Ha JIBaTa
JICKapPCTBEHHU MPOAYKTa ChC ChIllaTa
J103a WK 0OMHUCIIETe HaMalIsIBaHe Ha
J103aTa, KaTo MbPBO HAMAIUTE J103aTa
Ha aMHUBaHTaMaO.

AKo HsMa o00peHue ciex

2 CeIMHUIIH, TPEYCTaHOBETE
oxoHyateaHo u Lazcluze, u
aMuBaHTaMa0.

Crenen 4
(BKITFOUUTEITHO TEKKU
Oyi03HHU, OYJIO3HU WITH
eKCHOTMATUBHH KOKHHU
3a00JsBaHus, HAIIPIMEP
TOKCHUYHA eruiepMaiHa
HEKpOJIn3a)

[IpeycraHoBeTE OKOHYATEIIHO
amuBaHTamab u crpere Lazcluze.
Cmpere Lazcluze no Bp3cTaHOBsIBaHE
JI0 cTereH < 2 WM U3XOTHOTO HHBO.
Crnen Bb3CTaHOBSIBaHE JI0 CTETeH < 2
BB300HOBeTe npuema Ha Lazcluze
ChC ChIIaTa 103a.




XenaToToOKCHYHOCT

Crenen 3-4

Crpete Lazcluze u amuBanTamao.
Cren Bb3cTaHOBsIBaHE OO cTeneH < 1
BBH300HOBETE NMPHEMa Ha JBaTa
JIEKapCTBEHU MPOAYKTA ChC ChIaTa
J103a WK 00OMHUCIIETe HaMaIsIBaHE Ha
Jt03aTa, KaTo IMbPBO HAMAJIUTE J03aTa
Ha aMHUBaHTaMaO.

IlapecTte3nn

Crenen 3-4

TpsiOBa 1a ce 3am04YHe MOAIBPKAIIO
JICYCHUE.

Crpete Lazcluze 1o Bp3cTaHOBsIBaHE
J10 creneH < 1 Wik U3X0IHOTO HUBO.
Bw3obHoBete nprema Ha Lazcluze
ChC CHINATA 1032 WIH OOMHUCIIETe
HaMaJIsBaHEe Ha J103aTa.

[TomucneTe 3a OKOHUATEITHO
MPEeyCTaHOBsABaHE HA ynoTpedara Ha
Lazcluze u amuBanTaMa0, ako He
HACTHITH BH3CTAHOBSBAHE B PAMKHTE
Ha 4 ceIMUIIH.

JAuapus

Cremnen 3

TpsbBa 1a ce 3an04YHE MOTBPIKAIIO
JICUEHHUE.

Crpete Lazcluze u amuBanTamao.
Crnen Bp3CTaHOBSIBaHE 10 creneH < 1
BB300HOBETE MMpHEMa Ha JIBaTa
JICKapPCTBEHHU POAYKTa ChC ChIllaTa
J103a WK 0OMUCIIETe HaMalIsIBaHe Ha
J103ara, KaTo MbPBO HAMAIUTE J103aTa
Ha aMHUBaHTaMaO.

Crernen 4

TpsbBa 1a ce 3an0YHE MOTBPIKAIIO
JICUECHUE.

Cmpete Lazcluze u amuBanTamao.
Cren Bb3cTaHOBsIBaHE OO cTeneH < 1
HaMaJeTe 103aTa, KaTo MbPBO
HaMaJIMTe J03aTa Ha aMUBaHTaMao.

Cromarur

Crenen 3-4

Cmpere Lazcluze n amuBanTama0.
Ciie; Bb3CTaHOBSIBAHE 10 CTEIEH < 2
BBH300HOBETE NMpUEMa Ha JIBaTa
JIEKapCTBEHH MPOIYKTa ChC ChINATa
II03a WIK 0OMHUCIIETEe HaMalIsIBaHE Ha
J103aTa, KaTo MbPBO HAMAJIHMTE J103aTa
Ha aMHUBaHTaMaO.




JApyru Hexenanu peakuun | Crenen 3-4 e Cnperte Lazcluze n amuBantamad 110
OT3By4YaBaHE Ha HEXellaHaTa
peaxnus Ao crened < 1 uwim 1o
U3XO/IHOTO HUBO.

e Bp300HOBETE NIpueMa Ha EAUHUS WIH
Y Ha JIBaTa JICKApCTBEHH MPOJIYKTa,
KaTo 3a MpeANoYUTaHe € IbPBO /2
BB300HOBUTE Nprema Ha Lazcluze ¢
HaMmaJIeHa J103a, OCBEH aKo MMa
OCHOBATEJIHU CbMHEHUS, e
HE)KeJaHaTa PEeakiys € CBbp3aHa ¢
Lazcluze.

e Jlomucrere 3a OKOHYATEIHO
npeycTaHOBsSBaHE Ha ynoTpedaTa Ha
Lazcluze u amuBanTaMa0, ako He
HACTBIIM BH3CTAHOBSIBAHE B PAMKHTE
Ha 4 ceIMUIIN.

*  BwkTe Touka 4.2 OT KpaTKaTa XapaKTepHCTHKa HAa MPOIYKTa Ha aMUBaHTaMal 3a HHGOPMALUS 32 IPEIOPHUUTEITHOTO
JI03MpaHe HAa aMUBaHTaMao.

CHeLII/IaJ'IHI/I nonyJialnnun

Cmapuecxa 8b3pacm

He e HeoOxomuma kopekius Ha qo3ara (Bxk. Touku 4.8, 5.1 u 5.2).

E’b6p€'lH0 V6D€9fcaaHe

BB3 ocHOBa Ha monynanmoneH GapmakokuHeTnueH (PK) aHanu3 He ce Hallara KOpurupaHe Ha J03ara
IIPH MAIUSHTH C JIeKa, YMEPEeHA WK TeXKa CTENeH Ha ObOpeYHO yBpekaaHe. JJaHHUTE PU
MIAIIMEHTUTE C TEXKa CTeNeH Ha ObOpeuHo yBpexknaHe ca orpanndern. OK Ha mazepTuHHO npn
MAIMEeHTH C TePMUHAITHA OBOpedHa HEIOCTATHYHOCT € Hen3BecTHa. HeoOXoaMMo € oBHIIIEHO
BHHUMAaHWE MPHU NAITUEHTH ¢ TCPMUHATHA OBOpeYHa HETOCTATHUYHOCT (BXK. TOUKa 5.2).

YepnoopobHo vepesrcoane

He e HeoOxoa1uMa KOpeKIMs Ha J103aTa Py NMAlMeHTH ¢ JIeKa WIK yMepeHa CTEIeH Ha YepHOAPOOHO
yBpexaane. @K Ha nazepTuHUO NpH NALMEHTH C TEXKa CTETIEH Ha YEPHOAPOOHO yBpEeXKIaHE €
Hen3BecTHa. HeoOX0qMMo € MOBUIIEHO BHUMAHHUE MIPH NAlMEHTH C TEXKa CTENEeH Ha Y4epHOPOOHO
yBpexkaaHe (Bx. Touka 5.2).

[leouampuuna nonviauus

Hsima choTBeTHA ynorpeda Ha Ta3epTHHUO B IeIUATPUYHATA TTOMYJIAIU 32 JICUYCHUE Ha
HeZpeOHOKJIeThUEH pak Ha Oenute qpoOoBe.

HauuH Ha npunoxxkenue

Lazcluze e npennasHadeH 3a mepopajiHo npuioxenue. TadneTkute TpsOBa Ja ce TbATAT LEJH, ChC
i 6e3 xpana. TabneTkute He TPsIOBA 1a ce Pa3TPOIIABaT, Pa3JIENSAT HIIH JTbBYAT.

[Ipu mosiBa Ha MOBpBIIIaHE TIO BCAKO BpeMe ciiel] mpuema Ha Lazcluze cienparara no3a tpsOBa aa ce
MpueMe Ha CIICBAITHUS JICH.



4.3 IIporuBomokaszaHus

CBpBX4YYBCTBUTEITHOCT KbM aKTUBHOTO(HTE) BEIIECTBO(A) UM KbM HAKOE OT IIOMOIIIHUTE BELIECTBA,
n30poeHu B Touka 6.1.

4.4 CroenuajaHu npeaynpesxaeHust U NpeANa3Hil MEPKH IIPH ynoTpeda

HMurepcruimanga 6e1oapo0dHa 60J1€CT/ITHEBMOHUT

Wnrepcrunmanua 6enoapodHa 6onect (MBB) nin Nbb-ogoOHu Hexenanu peakiuuu (Harpumep
THEBMOHHT), BKJIFOUUTEITHO CHOUTHS C JIETAJICH U3XO0J, CE ChOOIIABAT MPH MAIEHTH, JICKYBaHH C
na3epTuHuO 1 amMmuBaHTaMal (Bxk. Touka 4.8). [lanmenture ¢ anamuesa 3a Ubb, bb, npenu3srukana
OT JIEKapCTBa, paJHaliOHEH THEBMOHHUT, KOWTO U3KMCKBA JIEYEHHE C KOPTUKOCTEPOHUIH, HITH C KAKBUTO
U 1a OWJ10 JaHHM 3a KIMHUYHO akTuBHA MBb ca u3KkiIroueHrn oT 0OCHOBHOTO KIIMHHUYHO MPOYYBAHE.

[TaruenTure TpssOBa 1a ce HaOMIOIABAT 32 CHMIITOMH, TIoKa3aTenHu 3a MIbb/maeBMoHUT (Harpumep
3a]yX, KalllIuila, TOBHIIIEHA TeMIIepaTypa). AKO ce MOSIBAT CUMIITOMH, JiedueHueTo ¢ Lazcluze TpsiOBa
Jla ce MPEeKbCHE JI0 M3cieaBaHeTo Ha Te3u cumntomu. [Ipenmonaraemure Ubb i Mbb-noqo6HM
HEe)KeTIaHW PEeakIiy TpsiOBa Jja ce OLCHAT U ITPH HeOOXOJUMOCT J1a CE 3aIl0YHEe TOIXOSAINO JICYCHHUE.
[pu nanmentu ¢ norewpaean MBb i UBB-nono6nu Hexxenanu peakuun geuenneto ¢ Lazcluze
TpsiOBa Aa OBJC OKOHYATEIHO MPEYCTAHOBEHO (BXK. TOUKA 4.2).

Benosuu tpomboembonnunu (BTC) croutus

[Ipu nauuenty, nomyyasamy Lazcluze B komOuHams ¢ amuBanTaMab, ce cboOIIaBaT BEHO3HH
tpoMOoemOomanu (BTC) chbutus, BKIrouBamy 16100ka BeHo3Ha TpoM6bo3a ([IBT) u 6ernoapodHa
embomnus (BE), BKirounTeHo chOUTHS C JieTalleH u3xo/ (Bk. Touka 4.8). B choTBeTCTBHE C
KIMHAYHUTE YKa3aHUs AMEeHTUTE TPSOBA Jia MOMyYaBaT Wik MpopHIaKTHYHA JI03a TIepopajicH
aHTHuKoarynant ¢ qupektHo neiicreue (DOAC) win muckomonekynen xenapud (HMX). He ce
npenopbyBa ynorpedarta Ha aHTArOHUCTH Ha BUTaMuH K.

Tps6Ba na ce HabmoaaBa 3a npu3Hauy 1 cuMmntomu Ha BTC. [Taunentute ¢ BTC tpsioBa na ce
JIEKyBaT ¢ aHTHKOAryJIaHTH, KaKTo € KIMHAYHO Noka3aHo. [Ipu BTC, cBbp3aHu ¢ KIMHUYHA
HeCcTaOMIIHOCT, JIeYeHHETOo TPsiOBa Jja ce MPEYCTaHOBH, AOKATO MALMEHTHT € CTA0MIN3UPA KINHUYIHO.
Cren ToBa JICUCHHETO C JBaTa JIGKAPCTBEHH MPOLYKTa MOXKe Ja ObJie Bb30OHOBEHO ChC ChIlIaTa J03a.

B cnyuait Ha peluauB BBIIPEKHU MOAXOIAIIOTO aHTUKOATYJIAHTHO JICUCHUE aMUBaHTaMab TpsOBa 1a ce
npeycTaHoBu. JleueHneTo Moke a npoasiku ¢ Lazcluze cbe chinata mo3a (BK. Touka 4.2).

Peakmuu Ha KO)KaTa M HOKTUTE

[Ipu nauyeHTy, 1eKyBaHH € 1a3epTUHUO B KOMOMHAIMA ¢ aMUBaHTamMa0, ce HabogaBa 00prB
(BKITIOUUTENHO akHEU(POPMEH IEPMATHT), CbPOEXK U CyX0Ta Ha KoxkaTa (Bk. Touka 4.8). [Tanmenture
TpsiOBa Jla ce MHCTPYKTHPAT J1a OTpaHMYaT U3J1araHeTo Ha CIIBHIIE TI0 BpEeMe Ha B B TIPOIbIDKEHUE Ha
2 mecena cnen komOuHupanaTa Tepanus ¢ Lazcluze. [IpenopbunTenHo € n3Moa3BaHETO HA 3aIUTHO
o0nekio u mupokocnekTbpHd UVA/UVB cipHIE3amMTHI TPOAYKTH. 32 CYXHUTE yUacThIH ce
NpenopbyYBa U3IMOI3BAHETO HA OMEKOTSBAII KpeM 0e3 ChbpikaHue Ha ankoxour. Tpsosa na ce
oOMUCTH TPOPUIAKTHYCH MOXO/ 32 MPEIOTBpaTsBaHe Ha 0OpuBH. ToBa BKIIOUYBA MPOPHUIAKTHIHA
Tepanus ¢ MepopajeH aHTUONOTUK (HalpUMep AOKCHIMKIMH Wi MuHOUMKIMH 100 mg nBa mbTH
JTHEBHO), KaTo ce 3amo4He B JleH 1, 3a mppBUTe 12 CEAMUITN OT JICUSHUETO U CIIe MPUKITIOUYBAHE Ha
nepopaHaTa aHTHOMOTHYHA TePaIus — JIOKAITHO TPUJIOKEHHE Ha aHTUOMOTHYCH JIOCHOH BBPXY
ckanma (HanpuMmep KIuHIaMunuH 1%) npes cieapammre 9 Mecena ot JieueHuero. Tpsadsa aa ce nma
IpeaBHU HEKOMEIOHOTCHEH OBJIaKHHUTEI 32 JIMIE U LSJI0 TsUI0 (C M3KIII0UEHHE Ha CKalla) U pa3TBOP
Ha XJIOPXEKCHIMH 32 M3MUBaHE Ha PBIIETE U Kpakara, KaTo ce 3armouyHe B JleH 1 u ce mpoabimku mpe3
mppBUTE 12 Mecela OT JICYEHHETO.



IIpenopbuBa ce perenTUTe 3a JTOKATHH W/UITH MIEPOPATHA AaHTHOUOTHUIIM U JIOKATHH KOPTHUKOCTSPOUIN
Jla ca Ha Pa3MoJIOKEHNE KbM MOMEHTA Ha MPWJIaraHe Ha HayajHaTa J103a, 3a JIa Ce CBE/Ie 0 MUHUMYM
BCSKO 3a0aBsiHe Ha PEAKTHBHOTO JIEYEHHE, AKO CE MOSBH OOPHB BBIIPEKH MPOGUIAKTHUHOTO JIEYEHHUE.
AKO ce TIOSBAT KOKHU PEaKIMy WU PeaKkini Ha HOKTUTE, TPSAOBa a Ce IpUIarar JIOKaTHH
KOPTHKOCTEPOUIM U JIOKATTHH U/VJTH MEPOPATHU aHTHOUOTHIN. [Ipy peakiuu cTerneH 3 Wid TPYaHO
MOHOCHUMH PEAKIIMU CTETICH 2 TPsAOBa Jia ce Mpujiarat U CUCTEMHU aHTHOUOTHUIIM U TIEPOPATTHU
KOPTHKOCTEPOUIM U JIa ¢€ OOMHCIIM KOHCYITALUS ¢ AepMaToiior. B 3aBHCHMMOCT OT TexecTa, 103aTa
Ha Lazcluze Tps0Ba 1a ce Hamaiy, Ja ce MPEKbCHE MK JICYCHUETO JIa Ce MPEKPaTH OKOHYATEITHO (BK.
Touka 4.2).

Hapymenus Ha ouure

[Ipu manueHTH, TIEKYBaHH C JJa3ePTUHUO B KOMOMHAIIMS C aMHBaHTaMa0, ce Ha0JII01aBaT HapyIICHHSI
Ha OYMTE, BKIFOUNUTEITHO KepaTuT (BX. Touka 4.8). [lariueHTuTe ¢ BIOIIABAIIM C€ OYHUA CUMITTOMH
Tpsi0Ba He3a0aBHO Aa OBIAT HACOUYCHU KHM O(TAIIMOIIOT U J1a IPEyCTaHOBST H3MOI3BAHETO HA
KOHTAKTHH JICIIH IO OLIEHKA Ha CUMIITOMUTE.

Tlomonrau BCIICCTBA

To3su JekapcTBeH MPOAYKT ChABpPXKA Mo-Maiko oT 1 mmol Hatpwii (23 mg) Ha TabieTka, T.e. MOXKe Ja
ce Kaxke, 4e MPaKTHYECKH He ChAbPKa HATPHIL.

4.5 Bs3amMmopeiicTBHE ¢ IPYTH JeKaAPpCTBEHH MPOAYKTH M APYru (popMH Ha B3auMojeiicTBHe

Cunante uaaykropu Ha CYP3A4 Morat 1a HamamsT 1ia3MeHUTe KOHLIEHTPALUH Ha JIa3epTHHUO.
JlazepTHMO MOXe Jja MOBUIIM IUIA3MEHHUTE KOHIEeHTpauuu Ha cyOcTparute Ha CYP3A4 u BCRP.

CpeacrBa, KOMTO MOTaT Aa IPOMEHST IJIa3MEHUTE KOHLIEHTPAlMKY Ha Ha3eDTI/IHI/16

HUnoykmopu na CYP3A4

EnHOBpeMEeHHOTO MPUIIOKEHUE HA HAKOJIKO 103H prudamnuH (cuieH naaykrop Ha CYP3A4)
HamaJsiBa Crax Ha 1a3epTHHUO cbe 72% n AUC ¢ 83% mpu 3apaBu yuacTHuiM. TpsOBa aga ce n30sraa
eTHOBpeMeHHO npuiiokenue Ha Lazcluze cbe cuman unnykropu Ha CYP3A4 (Hanpumep
kapOamasenuH, GeHUTONH, pUPaMITUIHH, XBJIT KaHTapuoH). ENHOBpEeMEHHOTO NpUIIOKEHHE Ha
Lazcluze c ymepenn nagykropu Ha CYP3A4 cpiio Moxe Aa HaMaid IU1a3MEeHUTE KOHIEHTPALUH Ha
Na3epTHHUO U mopaau ToBa ymepenute uaaykropu Ha CYP3A4 (nanpumep 0o3eHTaH, eaBUpEHIl,
MoaguHWIT) TPsOBa J1a ce U3MOJI3BAT C MOBUIIICHO BHUMAHHE.

HUuxubumopu na CYP3A4

EnHoBpeMEeHHOTO MpUIIOKEHHE HA MHOTOKPATHHU 103U UTpaKkoHa3ou (cuiieH naxuoutop Ha CYP3A4)
yBenu4daBa Cuax Ha Ma3epTHHUO 1,19 ety 1 AUC 1,46 mbTH nipu 3apaBu yuacTHULM. He ce u3mnckBa
IBPBOHAYAIIHO KOPUTHPaHEe Ha J03aTa, korato Lazcluze ce nmpunara eqHOBpeMeHHO ¢ MHXHOUTOPH Ha
CYP3A4.

Cpedcmea, noHwcasawu cmomawHama Kuceaunnocm

He ca naGmogaBany KNMMHUYHO 3HAYUMH Pa3/IMKU BbB (PapMaKOKHMHETHKATa Ha JTa3epTUHUO IpU
€HOBPEMEHHO MPUIIOKEHNE ChC CPEICTBA, HAMAJISBAIIN CTOMAIITHATA KUCEIMHHHOCT (HHXUOUTOPH
Ha MpoToHHaTa nomma u H2-perientopun anraronrct). He ce Hamarat KOpekIiuu Ha 103aTa, KOrato
Lazcluze ce uznon3a cbc cpecTBa, HAMAISBAIIN CTOMALIHATA KUCEIUHHOCT.



CDCZ[CTBa, YHMHUTO INJIa3MEHH KOHIICHTPAIIMKY MOraT a CC IIPOMECHAT OT Lazcluze

Cyocmpamu na CYP3A4

EnnoBpemenHOTO MHOTOKpaTHO npuioxxkeHue Ha Lazcluze 160 mg Beaubx qHeBHO yBennuaBa Cuax Ha
mupaazonam (cyoctpar Ha CYP3A4) 1,39 et u AUC 1,47 mbru. JlekapcTBeHUTE MPOTYKTH C TECEH
TEpaneBTUYCH UHACKC, KOuTO ca cyoctparu Ha CYP3 A4 (HanmpuMep HUKIOCIIOPHH, €BEPOIUMYC,
NUMO3UJ, XUHUIIUH, CHPOJIMMYC, TAKPOJIMUMYC), TpsiOBa 1a ce U3MO3BaT C MOBUILIEHO BHUMAHHE, Thi
KaTo JIa3peTHHNO MOKE 12 TIOBUIIY TJIA3MEHHUTE KOHIICHTPALIMH Ha TE3H JICKApCTBEHU POIYKTH.

Cybcmpamu na BCRP

EnnoBpemMeHHOTO MHOTOKpaTHO NpuiioskeHne Ha Lazcluze 160 mg BenHBk JHEBHO yBeanyaBa Cmax HA
posyBactaTtuH (cyoctpat Ha BCRP) 2,24 mptu u AUC 2,02 nbTH. JIekapcTBEHUTE POAYKTH C TECEH
TepaneBTUYCH UHICKC, KOUTO ca cydcTpatn Ha BCRP (nanpumep cynntnnu®), TpsiOBa na ce
M3M0J3BaT C MOBUILECHO BHUMAHKE, ThI KaTo Ja3epTHHUO MOXKe Jja MOBUIIN TUIA3MEHHUTE
KOHIICHTpAIINH Ha TE€3H JIEKapCTBEHU MPOAYKTH.

Cybcmpamu na CYP1A42

Wunykuus Ha CYP1A2 He Moxxe na Obae uskiodeHa. [lopaau ToBa ce mpenopbuBa MOBHIICHO
BHUMaHHE [P €IHOBPEMEHHO NpUIIoKeHHe cbe cyocTpati Ha CYP1A2 (Hanp. TH3aHUAUH).

4.6 @epTUaAUTET, OPEMEHHOCT U KbpMeHe

Kenu ¢ ACTCPOACH HOTGHLII/IaJ'I/ KOHTpanuCnuuA Ipru MbXE U KXCHHU

JKenute ¢ nerepojicH MOTEeHIIMAN TPpsIOBa Ja ce ChbBETBAT Jia U3I0JI3BaT e()eKTUBHA KOHTPALICTILIUS 10
BpEME Ha U 10 3 CEAMUILM CIIE] JICUCHUETO.

ITanmmeHTHTE OT MBXKKH I10JT ¢ TAPTHHOPKH C JCTSPOACH IMMOTEHITHAT TPSIOBA 1a ce ChBETBAT Ja
U3II0I3BaT e(heKTHBHA KOHTpaIlenus (HanmpuMep KOHIOM) U Jia He apsiBaT criepMa 1o BpeMe Ha
JICYCHUETO U 10 3 CEIMUITH CIIeI MOCIIeTHATA J103a JIA3ePTHHHUO.

Bbpemennoct

JluricBaT JaHHU OT ynoTpedaTa Ha JIa3epTUHHUO NPy OpeMEeHHU KeHU. [IpoyuBaHHATa IPY KUBOTHU
MOKAa3BaT PENpPOIyKTHBHA TOKCHYHOCT (HamasieHa eMOpruodeTanHa mpeXuBIEMOCT H TIOHUKEHO
(etamHO TenecHO Terno) (Bx. Touka 5.3). Bp3 ocHOBa Ha MexaHM3Ma My Ha JECTBUE U JAaHHUTE IIPH
JKUBOTHH JIa3ePTUHUO MOXKeE Jla IPUYIHHY YBpexkIaHe Ha deTyca, KoraTo ce mpuiara Ha OpeMeHHa
xeHa. JlazepTuHuO He TpsiOBa 1a ce mpuiara o BpemMe Ha OpeMEHHOCT, OCBEH aKo HE Ce CUMTa, 4e
10J13aTa OT JICYEHUETO 3a )KEeHATa HaIXBbpJIsl OTCHIHMAHUTE PUCKOBE 3a MJIoAa. AKO MallueHTKaTa
3abpeMeHee 10 BpeMe Ha IpreMa Ha TO3H JICKapCTBEH NPOIYKT, T4 TpsiOBa Ja Obae nHpopMupaHa 3a
HOTEHIMAIHUS PUCK 3a IUIOJA.

Kopmene

He e u3BecTHO fanu a3epTUHHO WIM HETOBUTE META0OUTH CE€ €KCKPETUPAT B KbpMaTa HIIH
HOBJIMSBAT 00pa3yBaHETO HA KbpMa. Thil KaTo HE MOXKE J1a Ce M3KITIOYH PUCK 32 KbPMAYeTo,
NAlUCHTKUTE TPIOBA Ja Ce ChBETBAT J]a HE KbPMSIT 110 BPeMe Ha JICYCHUETO U JI0 3 CEJAMHUIIU CIIe]
MOCIIe/THATA J103a JTa3ePTUHUO.

DepTUnuTer

Jluriceat nannu 3a edekra Ha Lazcluze Bppxy deprunurera npu xopa. [IpoyduBaHusTa nmpu >KUBOTHU
MIOKAa3BaT, 4e JIa3peTHHNUO OKa3Ba BIUSIHHUE BbPXY PENPOAYKTUBHUTE OPTaHU NPH KEHCKUTE (HaMaieH



Opoii Ha eCTpATHUTE UKIIK U KBITUTE TENa) U MBXKUTE (JereHepaTUBHU POMEHHU B TECTUCHUTE) U
MOJKeE J1a HApYIIIX KSHCKHS U MBXKKHS pepTriuTeT (BXK. Touka 5.3).

4.7 EdexTu BbpPXy cocOOHOCTTA 32 modupane u padéora ¢ MAIIMHHA

Lazcluze noBnusiBa B MaJika CTereH ciocoOHOCTTa 3a modupaHe u padboTa ¢ MaIluHU. AKO
MAIMEHTUTE MOIy4aT CUMIITOMH, CBbP3aHH C JICUCHHETO (HalpHUMep yMopa), KOUTO 3acsrar
CIOCOOHOCTTA UM J1a Ce KOHIIEHTPUPAT U JIa pearupar, ce MpernopbuBa jJa He moQuparT u J1a He
paboTAT ¢ MaIlIMHU, TOKaTO €)eKTHT OTMHHE.

4.8 Hexenanu JekapcTBeHH peakIUu

O0600menue Ha npoduia Ha 6€30MaCHOCT

Haii-yecture HexxenaHu peakMy OT BCHUKH CTereHH ca oopuB (89%), TokcuuHOCT 3a HOKTUTE (71%),
peakuusi, cBbp3aHa ¢ nH(y3usaTa (amuBaHTamal) (63%), xunoandOymuHeMus (amuBanTamad) (48%),
XEeMaToTOKCHYHOCT (47%), oTok (amuBanTamao) (47%), cromatut (43%), BeHO3HA TPOMOOEMOOIIHS
(37%), mapecresus (34%), ymopa (32%), 3arek (29%), nuapus (29%), cyxora Ha koxara (26%),
HamaireH anetut (24%), cepbex (24%), xunokammemus (21%), npyru HapymeHus Ha ounte (21%) u
ragese (21%).

Haii-gecTute cepro3Hu HeXKENaHN peaKluy BKIIOYBAT BeHO3HA TpoMOoemOomus (11%), mHeBMOHUS
(4,0%), obopus (3,1%), uatepcTunuaina oenoapodbHa 6oaect/maeBMOHHMT (2,9%), COVID-19 (2,4%),
XeMaTOTOKCUYHOCT (2,4%), TeBpaneH u3nus (2,1%), peakuus, cBbp3aHa ¢ HHQY3usTa
(amuBanTama0) (2,1%), nuxarenHa HegocraTbuHOCT (1,4%), ymopa (1,2%), oTok (amuBaHTaMal)
(1,2%), xumoanoymunemus (amuBanTamad) (1,2%) u xumonarpuemus (1,2%).

Haii-yectute HexxenaHu peakiuy, JOBEJHU JI0 MIPEKpaTsIBaHe Ha JICYEHUETO MPU MalUeHTH,
nonyuaBanm Lazcluze B komOuHanms ¢ amuBanTaMa0, ca oopus (6%), peakius, CBbp3aHa ¢
uHQy3usaTa (amuBanTaMab) (4,5%), TokcuaHocT 3a HOKTUTE (3,6%), MHTEpCTUIATHA OeIoApoOHa
0osect/mHeBMOHHMT (2,9%), BeHO3HA TpomOoemOous (2,9%), naesmonus (1,9%) u oTok
(amuBanTamab) (1,7%).

CuchbK Ha HE)KEJIaHUTE PCaKIU B TabIuYeH BUJL

B Tabnmua 3 ca 06001meHn HeKeNaHUTE PEakUy, Bb3HUKHAIN NPH MALUEHTH, TOTy4aBalln
Ja3epTHHUO B KOMOMHAIIUS C aMHBaHTaMal0.

JlanHuTE OTpa3sBaT EKCIO3UIUATA HA Ja3epTUHUO mpu 421 manueHTH, KOUTO TMOoJdydaBaT Ja3epTHHUO
B koMOuHaIus ¢ amuBantamMad B MARIPOSA. Meauanarta Ha €KCITO3UIMATA HA JIA3EPTHHUO €
18,5 mecena (quanazon: 0,2 mo 31,4 mecerna).

Hexenanute peaxiyu, HaOIIOJaBaHH MO BpeMe Ha KIMHHYHUTE MTPOYYBaHUs, ca U30POSHHU ITO-TOTY
0 KaTeropuw 1o yectoTta. Kareropuure mo yectora ca onpeaesieHu KakTo cie/lBa: MHOTO YeCTH
(>1/10), wectu (>1/100 no <1/10), meuectu (>1/1000 no <1/100), peaxu (=>1/10 000 mo <1/1 000),
MmHoro penku (<1/10 000), c Hem3BecTHA YecTOTa (OT HAIMYHAUTE JTAHHU HE MOXKe Ja ObJle HarpaBeHa
orienka). [Ipu Besiko rpynupaHe B 3aBUCHMOCT OT YECTOTaTa HEKEIIAHUTE JICKAPCTBEHU PEaKITHH CE
MU30pOsABAT B HU3XOAI P/l IT0 OTHOIICHHE Ha TAXHATAa CEPUO3HOCT.

Tabamua 3:  He:kesaHu peakuyu NpPH NalMeHTH, MOJYYABAIIM JIa3ePTUHHO B KOMONHALMSA
¢ aMHBaHTamMa0

Cucremo-opraneH Kiac Kareropus Besika Crenen 3-4
Hexenana peakuust 4eCcToTa creneH (%) (%)
Hapyumienuss Ha MeTa001u3Ma U XPaHEHETO
Xunoanbymunemus™® MHoro yectn 48 5
Hamanen ametur 24 1,0
XHUMOKAIIUEMUSI 21 2,1
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XUNoKaaueMus 14 3,1

XunmomarHezueMust Yectn 5 0
Hapyumienusi Ha HepBHATa cUcTEMA

ITapecte3un® MHoro uectu 34 1,7

3amastHOCT® 13 0
Hapyumienusi Ha o4yuTe

Jpyru HapymeHus Ha ounte® MHoro yectn 21 0,5

3puUTeNnHO yBpexKaaHe® Yectn 4,5 0

Kepartur 2,6 0,5

Pacrex Ha Muriure? 1,9 0
CbaoBu HapymieHust

Benosna Tpomboembouns® | MHoro gyectu | 36 | 11
PecniupaTopHu, IpbIHM M MeIHACTHHAJIHN HAPYLIEHUS

WuTepcruimanya oenoapoOHa Yectu 3,1 1,2

0oJiecT/IIHEBMOHUT®
CroMalHo-4YpeBHH HAPYIIEHH

Cromarut® Mmnoro gectu 43 2.4

Huapus 29 2,1

3amex 29 0

T'agene 21 1,2

[ToBpbIane 12 0,5

Kopemna 6oka® 11 0

Xemopouu Yectu 10 0,2
XenaToOMINAPHU HAPYIIEHHUS

XenaTroToOKCUYHOCT | MHoro uectu | 47 | 9
Hapyumienusi Ha KoKaTa ¥ MOJAKOKHATA ThKaH

O6pus® MHoro dectn 89 27

TOKCHYHOCT 3a HOKTHUTE" 71 11

Cyxa xoxa® 26 1,0

Copbex 24 0,5

CuHApoM Ha naJMapHO-IUIaHTapHa Yectn 6 0,2

EPUTPOAM3ECTE3HS

YpTukapus 1,2 0
Hapyumienusi Ha MyCKYJIHO-CKeJIETHATA CHCTEMA U CheIMHUTEIHATA ThKaH

MycKyaHM cla3Mu MHoro yectn 17 0,5

Muanrus 13 0,7
OO0mm HapyuieHusi ¥ e)eKTH HA MACTOTO HA MPHJIOKEHHE

Orok*° MHoro yectu 47 2,9

Ymopa® 32 3,8

[upexcust 12 0
HapansiBanusi, OoTpaBsiHMS U YCJI0KHEHMs, Bb3HHKHAJIN B Pe3YJITAT HA MHTEPBEHLUH

Peakuusi, cBbp3ana ¢ undysusira’ | MHoro gyectu | 63 | 6

a

6

IpyNUpaHA TEPMUHU

IPUIOXKHUMHA CaMO 3a aMuBaHTamao0.

Onucanue Ha U30paHu HEXKEIaHU PEaKLIMU

Benoszna mpomboembonus

Benoszuu tpomboembonuunu (BTC) chOuTHS, BKIFOUYUTETHO IBI00KA BeHO3Ha Tpombo3a (14,5%) u

oemonpobHa emoomnust (BE) (17,3%), ce chobmmaBar nipu 37% OT NarieHTUTE, MOTyJaBaIin

na3epTHHUO B KOMOMHAaLUs ¢ amuBaHTamad. [loBevero ciyuan ca crenen 1 wiu 2, csOuTHs cTeneH 3-
4 pp3uukBat npu 11%, a cmbpt nipu 0,5% OT marpeHTHTe, MOMyYaBally JTa3epTHHUO B KOMOMHAIHS C

amuBaHTama0. 3a HHPOPMAIHsi OTHOCHO MPOPUIAKTHYHOTO TPUIIOKEHUE HA aHTUKOATYJIaHTH U

neuenneto Ha BTC Bmxte Touku 4.2 u 4.4.
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[Ipu manmeHTHTE, MOTyYaBaIy Ia3ePTHHUO B KOMOMHAIIMS C aMHUBaHTaMa0, MeIiaHaTa Ha BPEMETO
no mepBara nosiea Ha BTC e 84 quu. BTC noBexxnar 10 mpekpaTsBaHe Ha BCAKAKBO JICUCHUE TIPH
2,9% oT manueHTuTe.

Humepcmuyuanna benoopoobua 6orecm (UBB)/nueemonum

Kakro u npu npyru nuaxuduropu sHa EGFR, npu ynorpe6ara Ha nazeptuHu6 B KoMOWHANKS C
amMuBaHTaMal ce choOIIaBa 3a MHTepCTUIHATHA OenoapoOHa 6onect winu Mbb-mogo0Hn HexenaHu
peaknuu (HanpuMmep mHeBMOHUT). IBb nnu mHeBMOHUT ce chobmanar mpu 3,1% oT manueHTure,
JICKYBaHHM C JIA3ePTUHUO B KOMOMHAIIMS ¢ aMUBaHTaMa0, BKIFOUUTENHO 0,2% JeTaliHu CilyYau.
[TanmenTn ¢ anamuesa 3a Ubb, nexapcteno nnaynupana Mbb, paguannoHeH MHEBMOHNT, KOWTO
HaJjara JiedeHre ¢ KOPTUKOCTEPOH Y, HITH TTAllMEHTH ¢ KaKBUTO U J1a OWUJI0 JaHHU 33 KJIMHUYHO
aktuBHa MBb ca n3kimoueHn oT KIMHUYHOTO Mpoy4YBaHe (BXK. Touka 4.4).

Peaxyuu na xosrcama u Hokmume

HabmronaBanu ca oOpuB (BKIIOUUTETHO aKHEU(OPMEH AEPMATHT), ChPOEK M CyXOTa Ha KOXKara.
OO6puB ce nosiBsiBa pu 89% OT MaLIMEHTHTE, JIEKYBAaHH C JIA3ePTUHUO B KOMOWHALKS C aMUBaHTamao.
[ToBeueto ciy4vau ca crerner 1 nnm 2, kato npu 27% OT NaEHTUTE Bb3HUKBAT CHOUTHUS CTEIICH 3.
OO0puB, BoJIEI O IPEKpaTsIBaHEe Ha BCAKAKBO JICUCHUE, Bb3HUKBA ITPH 6% OT MaIlMEHTHUTE.
OOVKHOBEHO OOPHBBT CE MOABSIBA MPE3 IBPBUTE 4 CEAMULM OT TepanusaTa, KaTo MeJuaHaTa Ha
BpeMeTo 110 nosiBata My € 14 qau. TOKCHYHOCT 3a HOKTHUTE BH3HUKBA P MAIlUEHTH, JIEKyBaHH C
JIa3peTUHUO B KOMOMHAIMA ¢ aMuBaHTama0. [loBeueTo chOUTHS ca cTeneH 1 uim 2, KaTo TOKCUYHOCT
3a HOKTHUTE cTeneH 3 ce HabmogaBa npu 11% ot manuenTute (BX. Touka 4.4).

Hapywenus na ouume

Hapymenus Ha ounte, BKIIOUYTETHO KepaTuT (2,6%), Bb3HUKBA MPU MAIIUEHTHUTE, JICKYBaHU C
Jla3epTUHUO B KOMOMHAIMSA ¢ aMuBaHTamMa0. J[pyru cro0IaBaHK HeXeJIaH! PEaKIUK BKIIFOUBAT
pacTex Ha MUTJIUTE, 3pUTEIHO YBPEXKIaHE U IPYTH HApyIICHUs Ha ounte. [loBeyeTo chOUTHS ca
creneH 1-2 (Bx. Touka 4.4).

Xenamomokcuunocm

Peakiuu, cBbp3aHu C XeaTOTOKCUYHOCT, BB3HUKBAT NP 47% OT MaleHTuTe, JIeKyBaHH C
na3epTHHUO B KOMOMHAIUS ¢ amuBaHTaMa0. [loBeuero cp0uTHs ca cTerieH 1 u 2, kKato
XEMaTOTOKCUYHOCT CTereH 3 U 4 ce HaOmoaasa npu 9% ot namuenture. [loBeuero crOuTHsS ca
CBBP3aHH C MIOBHUILIABAaHE Ha CEPyMHUTE TpaHcaMuHa3M (36% IMOBHIIICHA alaHWH aMUHOTpaHcdepasa 1
29% moBUIIeHA acTiapTaT aMuHOTpaHcdepasa). [loBeueTo maeHTH ¢ TOBUIICHHE Ha
TpaHCAaMHHA3UTE Ca MOTJIY JIa POBJKAT MPOYUBAHOTO JieueHHe Oe3 Jia TO MPOMEHST, IOKATO MPH
MaJIbK OpOil OT TSX JICYEHHETO € IPEKBCHATO MM J03aTa € HaMaieHa. B KIMHUYHNTE MPOYyYBaHuUs HE
ce HabJIoAaBaT cly4an Ha YepHOAPOOHA HEJOCTATHYHOCT MJIH JICTAIHH CIy4au Ha
XEeMaTOTOKCUYHOCT.

Illapecmesuu

[Mapecte3un ce mosBsBat npu 34% OT MalUEHTUTE, JIEKYBaHH C JIa3ePTUHUO B KOMOHHAIIHS C
amuBaHTama0. [loBeyero crOuTHA ca cTeneH 1 u 2, kaTo mapecTe3usi cTeneH 3 ce Halro1aBa npu
1,7% ot mauuenture. [Ipu moBeUeTO MAMEHTH C TAPECTE3Us TSI OT3BYYaBa MPH MPEKbCBAaHE Ha
HPUJIOKEHUETO WM HaMaJIIBaHE Ha J103aTa.

Cmomamum
CromMaTut Bb3HHUKBA ITpU 43% OT NMAIMEHTHTE, JICKYBaHH C JIA3EPTUHHO B KOMOWHAIINS C

amuBaHTamal. [ToBeyeTo chOUTHA ca cTerieH 1 U 2, KaTo CTOMATHT CTereH 3 ce Habnromasa mpu 2,4%
OT MAIUCHTHUTE.
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QMLZQME

Huapus Bp3HUKBA 11pH 29% OT MAIMEHTHTE, JTIEKYBaHH C JIA3ePTUHHO B KOMOWHAIIMS C aMUBaHTama0.
[loBeuero crOuTHS ca creneH 1 u 2, kaTo Anapus crened 3 ce HabmoAasa npH 2,1% OT maueHTHTe.

Crenuaiiy nonyJaiun

Cmapuecka ev3pacm

Mma orpanndeHy KIMHUYHYU JaHHU OT yroTpe0aTa Ha JT1a3epTUHHO IIpU MAIlMeHTH Ha Bb3pacT 75 Win
noBeue ToAuHU (BK. Touka 5.1). [To-BB3pacTHUTE MaruenTu (> 65 ToUHM) ChOOIIABAT MIOBEYE
HEe)KeJIaHW ChOUTHUS CTETeH 3 WM M0-BUCOKa B CPaBHEHHE C MALMEHTHTE Ha BB3pacT < 65 roguHu
(81% cupsimo 70%). Berpeku 4e decToTaTa Ha MPeKbCBaHE Ha JICYCHUETO U HaMaJIsiBaHEe Ha J103aTa €
CXOJlHa, YECTOTaTa Ha HEXKEIaHUTE ChbOUTHUS, TOBEIH A0 MPEYCTAHOBSIBAHE HA JICYEHUETO, € MI0-BUCOKA
NpY MaLUEHTUTE Ha BB3pacT > 65 TOAMHH B CpaBHEHUE C MAIMEHTHUTE Ha Bb3pacT < 65 roaunu (47%
cripsmo 25%).

C’BO6H_[aBaH€ Ha IMoa03HupaHn HEKCIIaHW PCAKITUN

Ch0o0I11aBaHEeTO Ha MOI03UPAHU HEIKEIIAHU PEaKIIM CIIC]] pa3peliaBaHe 3a ynorpe0da Ha JeKapCTBEHUS
MPOAYKT € BakHO. ToBa M03BOIIsIBA Ja MTPOIBIKHA HAOIIOICHHETO Ha ChOTHOIIICHUETO IT0JI3a/PUCK 32
JICKapCTBEHUS NPOAYKT. OT MEIUIIMHCKUTE CIICIUAIMCTH CE U3MCKBA Jia ChOOIIIaBaT BCAKA
M0JI03UPaHa He)KETaHa PeaKius Ype3 HAIMOHAIHA CUCTeMa 3a ChOOIIaBaHe, MOCOYCHA B

IIpunoxenue V.

4.9 Ilpeno3upane
He e m3BecTen cnenmduueH anTUAOT Ipu npego3upane ¢ Lazcluze. B ciyyaii Ha mpego3upane cripere

Lazcluze u npennpueMete 001y HoabpsKaiiy Mepku. [laiiueHTure TpsaOBa 1a ObJaT BHUMATEIIHO
HaOJII0JaBaHM 3a IIPU3HAIM WM CUMIITOMH Ha HEXKEJIAaH! PEaKITUH.

5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 ®apmakoguHAMHYHH CBOJCTBA

dapMakoTepaneBTHYHA IPyIia: aHTUHEOIJIACTHYHH CPEICTBA, MPOTCHHKUHA3HN UHXUOUTOPH,
ATC xom: LO1EBO09.

MexaHus3bM Ha IENCTBUE

Jlazeptnnu6 e HeoOpaTum TuposunkuHazeH naxuouTop (TKU) Ha EGFR. Toii cenextuBHO HHXHOMpa
KaKTO MbpBUYHKTE akTHBHpanm Mytannu Ha EGFR (mzenenus B ex3on 19 u cybcrutyrus LS8R B
ek30H 1), Taka n MmyTtanusTa Ha pesucteHTHOCT EGFR T790M, kato chleBpeMEeHHO UMa MO-MajKa
akTuBHOCT cpemry ausus Tuin EGFR.

dapmakoguHaMU4HU eHEKTH

B®3 ocHOBa Ha aHANMM3UTE HA Bpb3KaTa CKCIIO3UIUA-OTTOBOP IO OTHOIICHHUE HA 0e3011acHOCTTa
napecTe3usiaTa 1 CTOMATUTHT IMOKa3BaT TCHACHIMA Ha HAPpACTBAHC HAa UCCTOTAaTa C YBCINYaBaHC Ha
CKCIIO3HMIMATA Ha Ha3epTI/IHI/I6.

Cuprieyna enekTpodu3noIorus

IMotennmansT 3a yapmxaBane Ha QTc nHTepBana Ha JIa3epTHHUO € OIICHEH Ype3 aHAIIM3 Ha BPb3KaTa
ekcro3unusa-otroBop (E-R), npoBenen ¢ knuamanau qanau ot 243 naruentu ¢ H/APB/I, xouto ca
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noxyuasanu 20, 40, 80, 120, 160, 240 unu 320 mg na3epTHHUO BEAHBX AHEBHO B IIPOYUBaHE
¢aza 1/1I. Aranu3sT Ha E-R He pa3kpuBa KIMHUYHO 3HAYMMa BPB3Ka MEXAY IJIa3MEeHATa
KOHIICHTpaIus Ha J1a3epTHHHUO U npoMsHa Ha QTc uHTEpBana.

Kinanuna edbukacHoCT M 6€3001aCHOCT

MARIPOSA e panmoMu3upano, OTKPUTO, aKTUBHO KOHTPOJIUPAHO, MHOTOIICHTPOBO MPOYYBaHE

(haza 3, onensBamno edrkacHoCcTTa M Oe3omacHOCTTa Ha Lazcluze B komOuHaius ¢ amuBanTamad B
CpaBHEHHE C MOHOTEPAIIUS C O3UMEPTUHHO NPH IIbPBA JUHUSA Ha JCYCHNE HAa MALMEHTHU C JOKAIHO
aBancupain uinu meractarnued H/IPB/] ¢ EGFR myranuu, HenogaBari ce Ha KypaTUBHA T€parusl.
Heo0Oxoaumo e mpoOuTe Ha NalMeHTUTE a UMaT eaHa otT apere yectd EGFR myraruu (nenerus B
ek30H 19 unu cyoctutynus L858R B ex3on 21), ycranoBeHM upe3 JoKaaHO u3ciensane. Ilpodure ot
TyMopHa ThKaH (94%) u/unu ruiazma (6%) Ha BCHYKH NAIUEHTH ca W3CIIeIBAHN JIOKAITHO, 32 Jla ce
onpeaenu EGFR myTanmoHHuAT cTaryc - aenenus B ek30H 19 u/unm cyocturynus L858R B ex3oH 21,
KaTo 1pu 65% OT MaLMeHTUTE € U3IOJI3BaHa moymMepasHa BepwxkHa peakuus (PCR), a mpu 35% -
CEKBEHHUpaHe oT ciesaiio nokonenue (NGS).

O6mo 1 074 maumentu ca panpoMuzupanu (2:2:1) 3a monyyasane Ha Lazcluze B komOnHauus ¢
amMHBaHTamMal, MOHOTEpAITUS ¢ 0O3UMEPTUHHUO 1 MoHOTepamnus ¢ Lazcluze no mporpecus Ha
3a00JISIBAHETO WITM HEMPUEMITUBA TOKCHYHOCT. Lazcluze e npuiaran B o3a 240 mg nepopaiiHo
BEJIHBHXK THEBHO. AMUBaHTaMal € IpujIaraH HHTPaBEeHO3HO B 032 1 050 mg (Tipu manueHTH ¢ Teryio

< 80 kg) nim 1 400 mg (mpu nauuenTty ¢ terio >80 kg) BeaHBX CEAMUYHO B IPOIBIDKEHUE Ha

4 cenMuIy, a e TOBa Ha BCEKH 2 CEIMMIIM, KaTo CE 3alovHe OT ceamuiia 5. O3uMepTHHHO €
npuiiarat B 1o3a 80 mg nepopaiiHo BEIHBK JHEBHO. Pannomu3anusra e crparuduiMpana 1o Tumna
EGFR mytanus (nenenns B ex3oH 19 wimu cyocrutynus L858R B ek3o0n 21), o paca (0T a3uaTCKu WiH
HEea3HaTCKU MPOU3X0M) U M0 aHaAMHE3a 38 MO3bYHH METACTa3H (Z1a U HE).

Uzxoaaute nemorpadcku XapakKTepHCTHKH U XapaKTEPUCTHKHUTE Ha 3a00IIsBaHETO ca OaJlaHCHpaHu B
pameHaTa Ha JeueHue. MeanaHara Ha Bb3pacTTa e 63 ronunu (1uamnas3oH: 25-88 roaunu), kato 45%
OT MAIMEHTHUTE Ca Ha BB3pacT > 65 roaunw, a 11% - > 75 roqunu, 62% ca xxenn, 59% ca azuarnm, a
38% ca ot Osimata paca. M3xoauusar ¢yHkipoHaneH craryc mo Eastern Cooperative Oncology Group
(ECOQG) e 0 (34%) nnu 1 (66%); 69% HuKora He ca mymminy; 41% uMat npeaxoaHd MO3bYHI
Metacta3u 1 90% umar pak B IV ctaguit npu nepBoHavdannaTa quarHosa. Lo ce otnaca no EGFR
MyTalMoHHuUs cTaryc, 60% ca ¢ menenus B ek30H 19, a 40 % - cbe cyocTutyiust L858R B ex3oH 21.

Lazcluze B xomOnHaIws ¢ aMuBaHTaMal MOKa3Ba CTATUCTUYECKU 3HAUNMO TOI00pEHHE Ha
npexussemoctra 0e3 mporpecus (PFS) cnopen onenkara Ha BICR.

B Tabxmua 4, @urypa 1 u urypa 2 ca 006001meHu pesyarature 3a edukacHocT Ha Lazcluze B
KOMOMHAINS ¢ aMUBaHTaMao.

Tabumuna 4 PesyaraTtu 3a epuxkacHoct B MARIPOSA

Lazcluze + amuBanTamat O3umepTUHUO
(N=429) (N=429)
IIpe:xussemoct 6e3 mporpecus (PFS)*
Bpoii crOutus 192 (45%) 252 (59%)
Menanana, meceru (95% CI) 23,7 (19,1; 27.7) 16,6 (14,8; 18.5)
HR (95% CI); p-cToitHOCT | 0,70 (0,58; 0,85); p=0.0002
Ooma npexussiemoct (0OS)
Bpoii crOutus 142 (33%) 177 (41%)
Menanana, mecenu (95% CI) NE (NE, NE) 37,3 (32,5; NE)
HR (95% CI); p-cToiiHOCT | 0,77 (0,61; 0,96); p=0,0185
YecToTa Ha 00ekTHBEH 0TTOBOP (ORR)™*®
ORR % (95% CI) | 80% (76%, 84%) | 77% (72%, 81%)
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IpoabxkuTeanoct Ha otrosopa (DOR)™>*®

Menuana, mecer (95% CI) | 25,8 (20,3; 33,9) | 18,1 (14,8; 20,1)

BICR = 3acnenen HezaBucuM 1enrpaiie nperien; Cl = nosepurenen unrepsai; NE = He Moxe J1a ce OLICHHU.
Pesynrarute 3a PES ca ¢ narta na 3akmouBane Ha nanuute 11 aBryct 2023 r., ¢ menuana Ha npocieassane 22,0 mecena.
Pesynrarute 3a OS, ORR 1 DOR, ca ¢ nara Ha 3akimtouBaHe Ha gannute 13 mait 2024 r., ¢ MeauaHna Ha npocieisiBaHe
31,3 mecena.

& BICR cnopen RECIST v1.1.

0 p-TOiHOCTTA € cpaBHEHA ¢ 2-cTpaHHO HUBO Ha 3HaunMocT 0,00001. Taka ge pesynrarute 3a OS He ca CTaTHCTHYECKH

3HA4YUMHU CHIOPE] MOCICAHNUSA MEKINHEH aHAJIU3.
B®3 ocHOBa Ha MOTBBPACHU PECIIOHACPH.

®@urypa 1: Kpusu na Kaplan-Meier 3a PFS npu HeslekyBanu npeau Toa nanuentu ¢ HAPB/I
no BICR onenka

LAZCLUZE + amuBaHTaHat

O3UMEPTUHHG

MpexueaemocT 6e3 nporpecun

0.2
0.0+
T T T T T T T T T T T T
0 3 6 9 12 15 18 21 24 27 30 33
Meceumn
No. B pUCK
LAZCLUZE +amueaHTaHab 429 391 357 332 29 244 194 106 60 33 8
O3uMepTUHUD 429 404 358 325 266 205 160 90 43 28 10

IIpu Meamana Ha npocnensBane nmpubausutentHo 31 mecema akryanuzupanusaT HR 3a OS e 0,77 (95%
CIL: 0,61, 0,96; p=0,0185). ToBa He € CTATUCTUYECKH 3HAYMMO B CpaBHEHHUE C IBYCTPAHHOTO HUBO Ha
3aagynmocT ot 0,00001.
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®urypa 2: Kpusa nHa OS no Kaplan-Meier npu HesiekyBanu npeau tosa nanuentu ¢ HAPB/I

1.0

0.8 4
. 0.6 LAZCLUZE + amuBaHTaHat
1
s}
2
2 O3UMEPTUHWD
@
2
& 0.4 4
o
c

0.2

0.0

T T T T T T T T T T T T T T T
0o 3 6 9 12 15 18 21 24 27 30 33 36 39 42
Meceun

No. B pUCK
LAZCLUZE + ammBaHTanat 429 404 390 383 375 363 343 327 307 245 173 112 51 15
O3nMepTMHNG 429 416 409 396 373 353 331 310 285 224 145 91 45 13 0

Brrpeuepennnata ORR 1 DOR cnopen BICR ca npenBaputento onpezeneH! KpaitHU TOUKH B
MARIPOSA. B noarpynara naudeHTy ¢ BbTPEUEpeIHH JIe3UH Ha U3XOAHO HUBO KOMOMHANUATa Ha
Lazcluze n amuBanTamab nokassa cxonHa BeTpeuepenHa ORR ¢ konTponure. ChriacHO NIpoTOKOIA
Ha Bcuuku naruenTd B MARIPOSA ca nanpaBenu cepuitau uscnensanus ¢ SIMP Ha Mo3bKa 3a
OLICHKA Ha BBTPEUYEPEIHHUS OTTOBOP U MPOABIDKUTENHOCTTA. Pesynrarute ca 0606menu B Tabnuuna 5.

Tabdauua 5 Borpeuepenna ORR u DOR cnopen onenka Ha BICR npu 1una ¢
BbTpeUYepenHu Je3ul Ha M3X0AHO HHBO

Lazcluze +
aMHUBaHTaMa0 O3umepTHHUOD
(N=180) (N=186)

Ounenka Ha 0TTOBOpPA Ha BbTpeyepeneH TYMOp

Brrpeueperrna ORR T7% 77%

(CR+PR), % (95% CI) (70%, 83%) (71%, 83%)

[Ipnen otroBop 63% 59%
BbTpeuepenna DOR

Memunana, meceru (95% NE (21,4; NE) 24,4 (22,1; 31,2)

CDh

CI = noBepurencu unrepsair; NE = He Moxe 1a ce OLleHH
Pesynrarute 32 ORR 1 DOR ca ¢ nata Ha 3akimrouBaHe Ha qaHHuTe 13 Mait 2024 r., c Menuana Ha npociensasane 31,3
Mecena.

IlenuaTpuyna momyJaanus

EBporeiickaTa areHIus mo JekapcTBaTa 0CBOOOKIaBa OT 33b/DKSHHETO 32 MPEIOCTaBsIHE HA
pe3yaTatuTe ot npoyuBanusTa ¢ Lazcluze BbB BCHUKH NOATPYIH HA MEAUATPUYHATA TOMYIANUS MPH
HeAPEOHOKJICTHYCH paK Ha OeJuTe IpoOoBe.

16



5.2 ®apmMakoKWHETHYHH CBOJCTBa

Crnen eqHOKpaTeH W MHOTOKpaTeH MepopajieH MpHeM BeIHBK JHEBHO MaKCHMallHATa TIa3MeHa
koHIeHTparus (Cmax) ¥ IUTOIITA IO KpUBaTa Iia3Mena konnentparusa-speme (AUC) ce yBeandaBat
NpUOTU3UTETHO MPONOPIMOHATIHO Ha 103aTa B 1030BHUs Anana3oH oT 20 xo 320 mg.

IInmasmMeHa eKCIO3UIUS B CTAITMOHAPHO CHCTOSHUE CE JIOCTUTA Ha JIeH 15 OT IpUI0KEHHUE BETHBK
JTHEBHO U Ce HaO0It01aBa MPUOIU3UTEHO IBYKPATHO KYMYJIMPaHE B CTAIIMOHAPHO CHCTOSHUE TTPU
no3a 240 mg BeAHBK JHEBHO.

[Ina3zmeHara ekCIO3UIMs Ha Ta3epTHHHO € cpaBHUMA, KOraTo Ja3epTUHUO ce Impuiiara B KOMOWHAITHS
¢ aMuBaHTaMal WJIM KaTO MOHOTEpamnusl.

AOGcopOuus

Menaunanara Ha BpeMeTo 3a HocThraHe Ha Cmax TIPU €IMHUYHA 71033 U B CTAIIMOHAPHO CHCTOSTHUE ©
cpaBHUMA U Bapupa oT 2 10 4 Jaca.

Cnen npunarase Ha 240 mg na3epTHHUO ¢ XpaHa ¢ BUCOKO chabpkaHue Ha MazHUHHU (800~1 000 kcal,
ChIIbpyKaHue Ha MasHUHH MpUOIU3UTETHO 50%), Crnax 1 AUC Ha J1a3epTHHUO ca CPaBHUMHU C TE€3H NIPH
YCJIOBHS Ha TJIaJJHO, KOETO Mperoara, 4e Ja3epTuHIO MoXe Ja ce MpreMa CbC WM 0e3 XpaHa.

PasnpeneneHue

JlazepTnHUO ce pasnpenens eKCTeH3UBHO cbe cpeaeH (CV%) npusuieH o0eM Ha pasnpeaeieHne
4264 (43,2%) 1 npu no3a 240 mg. Cpennoto (CV%) cBbp3BaHe Ha Ja3epTHHUO C MIa3MEHUTE
MpoTerHH € npuodau3uTenHo 99,2% (0,13%) npu xopa. JIazepTHHHO MOKa3Ba KOBAJICHTHO CBBP3BaHE C
YOBEIIKH MIPOTEHHH B KPHBTA U TNIa3MaTa Clie/l epopaTHO PUIIOKEHHE U IT0 BpeMe Ha UHKyOanus in
VItro.

MeTtaboau3bsm

JlazepTnHU6 ce MeTabomu3npa MPeIuMHO Ype3 KOHIOTAINSA ¢ TIYTaTHOH, KAKTO €H3UMHO 4pe3
rryTatioH S-tpancdepasa (GST), Taka 1 HeeH3UMHO, a ¢bIo U upe3 CYP3A4. Haii-
pasmpocTpaHeHUTe METabOJIUTH ca MPOJAYKTH Ha KaTaboIM3Ma Ha TIyTaTHOH, KOUTO CE CUUTAT 32
KITMHUYHO HEeaKTUBHU. [[ma3MeHaTa ekcrio3uius Ha na3epTuHuod ce Biuse or GSTM 1-menunpanus
MeTaboJIM3bM, KOETO BOJH JI0 MO-HUCKA €KCIO3UIMS (IT0-MaJIKO OT 2 IIBTH pa3iuKa) MpH MalUeHTH C
non-null GSTM1. He e HeoOxoriMa KopekIus Ha Jo3ata Bb3 ocHoBa HAa GSTMI craryca.

EnumMunupane

Cpenuust (CV%) npuBHIeH KIUPBHHC U TEPMUHATHHUAT TIOIY>KUBOT Ha J1a3epTUHUO npu 1o3a 240 mg
ca cpoTBeTHO 44,5 (29,5%) 1/h n 64,7 (32,8%) yaca.

Ekckpernus
Crnen eqMHMYHA TTepopaliHa 103a paJHoaKTUBHO Oelisg3aH jJa3epTUHUO nmpubnu3uTeaHo 86% ot mpo3ata
ce Bh3CTaHOBsBa BB (pekanunte (< 5% B HenpomeHneHa gopma) u 4% B ypunara (< 0,5% B

HENpoOMeHeHa GopMa).

Ennospemenno npuioxkenne cse cyoctpat Ha OCT1 n UGTI1AL

EnnoBpemMeHHOTO mpuiIokeHHe Ha MHOToKpaTHHU 103U Lazcluze He moBumasa Crmax 1 AUC Ha
metdopmu (cyocrpar va OCT1). Lazcluze e naxubupa OCT]1.

17



B®3 ocHoBa Ha in vitro npoyuBanus Lazcluze moxe na uaxuoupa UGT1AL1. [lopagu nuncara Ha
edeKT BppXy HUBATa HA HHAUPEKTHUS OMIMPYOHH B KIIMHUYHOTO IpOy4BaHe 0obave He ce 04aKBa
KIMHUYHO 3HAYUMO B3auMojencTBue cbe cyoctpatn Ha UGT1AL.

CHeLII/IaJ'IHI/I nonyJialnnnun

Cmapuecxa 8b3pacm

BB3 ocHoBa Ha monynanmoneH K aHanu3 He ce HAOMIOAABAT KIMHUYHO 3HAYUMHU BH3PaCTOBO
00yCIIOBCHH Pa3IiMKK BbB (hapMaKOKMHETHKATA Ha Ja3epTUHHO.

Bvbpeuno yepexcoane

B®3 ocHoBa Ha nmomynarnmonen K ananu3 He ce M3UCKBa KOPUTHPAHE HA 103aTa NP MALUEHTH C
JieKa, yMepeHa WM TeKKa CTEIeH Ha ObOPEevHO yBpexKIaHe C U3YUCIeHa CKOPOCT Ha IIIOMEpYIHa
dunrparust (€GFR) ot 15 1o 89 ml/min. /lanHuTE pH MAIMEHTH C TeXKa CTETeH Ha OhOpedHO
yBpexaane (eGFR ot 15 no 29 ml/min) ca orpanuuenu (n=3), Ho HAMA TaHHU, KOUTO JIa
IpeArnoiarat, 4e Ipy Te3M NalueHTH € Heo0X0IMMO KOpUrUpaHe Ha fo3arta. JIuIcBaT JaHHU pH
NalnyeHTH ¢ TepMuHaiHa 0b0peuna HegoctarbuHOCT (€GFR < 15 ml/min).

Yeprnoopobuo vepescoane

B®3 ocHOBa Ha pe3ynTaTUTe OT KIMHIUYHO (apMaKoIOTHIHO MTPOYYBAHE yMEpeHaTa CTEIeH Ha
yepHOAPoOHO yBpexkaane (kiaac B mo Child Pugh) usima kimuaudno 3HaunM edekt Bbpxy OK Ha
eArHUYHA [103a 1a3epTuHHO. Bb3 ocHoBa Ha nomynanuonen ®OK ananus He € He0OX0IUMO
KOpUTHpaHe Ha 103aTa Npy MaueHTH ¢ jeka (oo omnmupyoun < ULN u AST > ULN unu

ULN < o6 6mmupyoun < 1,5XULN u Besikakpu croiiHocT Ha AST) min ymepena (1,5XULN < o011
onmpy6oun < 3xULN u BeskakBu ctoitHocTH Ha AST) creneH Ha yepHOApoOHO yBpekaane. Jlumncear
JaHHU MPH MAIMEHTH C TEXKa CTENeH Ha YepHOIpoOHO yBpexaane (oo ommnpyoun > 3XULN u
BCSIKakBH cToHOCTH Ha AST).

Teduampuyuna nonviayus

®apMaKOKHHETHKAaTa Ha JIa3epTUHHUO MpY NIeAUaTPUYHH MAIIUeHTH HE € MTPOyYBaHa.

Hpyeu nonyarauuu

He ca HabnroiaBaHu KIIMHAYHO 3HAYMMHU pa3iivku BB @K Ha na3epTHHUO Bb3 OCHOBA Ha I10JIa,
TEJECHOTO TerJo, pacara, ETHHYECKaTa MPUHAICKHOCT, H3XOTHUTE TA00PATOPHHU TIOKA3aTeIH
(KpeaTHHUHOB KIMPBHC, aI0OYMHH, aJaHWH aMHHOTpaHcdepasa, ankaiHa ¢pocdarasa, acmaprar
amuHoTpaHcdepasa), pynkimonanaus ctaryc no ECOG, tuna EGFR Myrtanus, cragus Ha paka npu
IBPBOHAYATHOTO AUATHOCTHUIIMPAHE, IPEIXOHUTE TEPAITUU, MO3bYHUTE METACTA3U M aHAMHe3aTa 3a
TIOTIOHOTYIIICHE.

5.3 IIpeakJMHUYHU JaHHM 32 0€30IACHOCT

OcCHOBHHTE HaXOJKH, HAOIIOJaBaH! TIPU MPOYYBAHHATA 32 TOKCUYHOCT TP MHOTOKPATHO MIpHUJIaraHe
Ha JIa3epTHHUO MPHU TUIBXOBE U Ky4eTa, BKIIOUBAT JIeKa aTpodusl Ha eruTeNa 0 JereHepaTHBHH
€po3uH, Bb3MAJICHNE U HEKPO3a, 3acsraiiy ounte (aTpodus Ha poroBuIaTa), Koxkara (ThbHKa U rpyoa
KOCMEHA IMOKPUBKA, JIereHepalys Ha KOCMEeHUTEe (OJMKYIIH, aJloNelHs, sI3Ba), YepHUS Ipod
(moBUMIIEHN YePHOAPOOHU eH3MMH, XUrepTpodus Ha KyndepoBure KIeTKH 1 XenaTorenyiapHa
HEeKpo3a), Oenute qpoOoBe (anBeonapeH MakpodaruaieH HHPUIATpar, 0enoapoOHO Bh3NaTICHIE U
XHIEpIUIa3us Ha anBeosiapHu kieTk tul II), 0p0penuTe (TyOynHa qunaTtanus, nanuiapHa HeKpo3a,
MO-BUCOKHM HUBA Ha YPEEH a30T, KPEaTHHHUH (CaMo MpU )KEHCKUTE )KUBOTHH), Ha HeopranudeH gochop
Y Ha KaJIWi), CTOMAITHO-YPEBHUS TPAKT (aTpodus Ha XpaHOIPOBO/IA, 3aThISIBAHE/CPACTBAHE HA
BUJINTE B ABAHAAECETONPBHCTHUKA U HEIOHyMa, TeUHU (eKalluK), peNpOayKTUBHATA cucTeMa (TyOyiHa
JiereHepanys Ha TECTUCHTE, XUITOCTIEPMUS], HaMaJIsiBaHe Ha ECTPATHUTE IIUKITU U Ha XKBJITUTE Tela,
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aTpous Ha MaTKaTa M BarnHata). Te3n HaXOAKU ce HAaOIroAaBaT MU )KUBOTHUTE B TPAHUIM HA
excriosunys ot 0,9 1o 3,4 NbTH MO-BHCOKA OT U3YUCIEHATA EKCITO3UIMS NPH MALllUEHTH, Ha KOUTO €
MIpUJIOKEHA MpenopbunTeNnHaTa 1o3a (240 mg), KaTo HAITBJIHO WM YaCTHYHO OT3BY4YaBaT 110 BpeMe Ha
¢as3ure Ha Bp3cTaHOBsBaHE. CBHPIIETO CE CUUTA 3a TAPTETEH OpraH caMo IIPU KydeTara, KaTo e(eKT ce
MIPOsBABA TP HUBA HA €KCIIO3ULUS 7 IBTH NO-BUCOKH OT HMBATa HAa €KCIIO3UIUS, O4aKBaHU NIPH
MIPENOPBUYNTENHATA 1032 32 XOpa.

KaHuepor CHHOCT 1 MYTAarcHHOCT

Jlurcear JaHHU 32 TEHOTOKCUYHOCT Ha JIa3ePTUHHUO NIPH in Vitro OaKTepUaIHU TECTOBE 3a
MYTareHHOCT, in Vitro TeCTOBE 3a XPOMO30MHHU abepallvy U i1 Vivo MUKPOHYKJICAPHH TECTOBE MPH
wIbxoBe. He ca npoBexxnanu AbJITOCPOUYHU MIPOYUBAHUS IIPH )KUBOTHU 32 OLICHKA HA KAHLIEPOTCHHUS
MOTCHITNAJT Ha JIA3ePTHHHO.

PenpoaykTuBHA TOKCHYHOCT

BB3 ocHOBa Ha Mpoy4BaHUA MIPU KUBOTHH JIEYCHUETO C JIA3EPTHHUO MOXKeE JIa HAPYIITH MBXKKUSI U
XKEeHCKUs GepTHiuTeT. B TecTucure Ha IIIbXOBE U KydeTa ca HaOJII0JaBaHu IereHepaTUBHU IPOMEHH,
KOUTO BOJAT JO HAMAJIsIBAaHE HA KOJIMYECTBOTO HA CIIEPMATO30MINUTE B JIyMEHA IIPU Ky4deTara ClIe]
EKCTIO3UITUS Ha JIA3epPTUHHUO B MPOABIDKEHNE Ha | Mecel] Py KIMHWYHO 3HaYMMH HHBA Ha
ekcro3uiys. B siiuHumTe Ha TIBX0BE, H3JI0KEHN Ha J1a3epTHHUO 3a >1 Mecel] P KIMHUYHO
3HaYMMHU HHMBA Ha EKCIO3ULMS, ce HaOIronaBa HaMmalleH Opoii bt Tena. [Ipu mpoyusane 3a
(epTriMTETa M PAHHOTO EMOPHOHAIHO Pa3BUTHE NPH MBKKH U KEHCKH TUIHXOBE JIa3ePTUHHO
MpeIN3BUKBA HaMaJlsiBaHe Ha Opos Ha eCTpaTHUTE LMKIIH, YBEIUYaBaHe Ha TOCTUMILTIAaHTAIIUOHHUTE
3aryOu 1 HaMaJsieH Opoii KHUBU MaJIKi B IOTOMCTBOTO IIPH WJIU MOJI J030BOTO HUBO, KOETO CE
Jno0MmKaBa 10 KIIMHAYHATA EKCIIO3ULIUS TP X0pa IPH MpernopbuuTennaTta 1o3a ot 240 mg.

TOKCHYHOCT 32 pa3BUTHETO ce HAOII0IaBa IMPH MPOYYBaHUS 32 eMOPHOQPETATHOTO Pa3BUTHE MIPH
UTbXO0Be U 3aiiuu. [Ipu rurbxoBe ce HabMI0AaBa HAMAIBaHE HA TEJIECHOTO TErJIO Ha )ETYCHTE BHB
BPBb3Ka C TOKCUYHOCT 3a MaiKaTa IIpU CKCITO3ULMA Ha MaﬁKaTa, HpI/I6JII/I3I/ITe.HHO 4 BT MO-BUCOKA OT
KIIMHAYHATA eKCIO3UIUS 1pu Xopa npu 240 mg. [Tpu 3aiinm ce Habnro1aBa MOBUILICHA YeCTOTA Ha
CpacTBaHE Ha YEPEIHUTE KOCTH Ha (eTycuTe (CpacTBaHE HAa 3MTOMATUYHATA Abrd C MAaKCUIIAPHUS
M3pacThK) P EKCIIO3UIKS Ha MaiKaTa MHOTO O] KIIMHUYHATA eKCIIO3UIMA pH Xopa npu 240 mg.

6. DOAPMAIIEBTUYHHU JAHHU
6.1 Choucbk Ha NOMOIIHHUTE BEIIECTBA

Sapo Ha Tabnerkara

CununmeB TUOKCH]T, XUAPOPOOEH KOJIOUICH
Kpockapmenosza narpuii (E468)
MuxkpokpuctaiHa 1enyio3a (E460 (1))
Manwuton (E421)

Marunesues creapar (E572)

DriIMOBO IOKPUTHE

Lazcluze 80 mg puimupanu mabremxu

Maxkporon nonu(BUHIIOB aIKOX0Md) miprucaneH chroiumep (E1209)
[Momu(Buaunos ankoxon) (E1203)

I'muuiepon monokamnpunokanpart tum I (E471)

TuranoB nuokcun (E171)

Tank (E553b)

XKbnt xenesen okeun (E172)
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Lazcluze 240 mg purimupanu mabaemxu

Maxkporoi nonu(BUHUIOB alKoXo), pucaaeH ceronumMep (E1209)
[Momu(Buaunos ankoxon) (E1203)

I'munepon monokanpunokamnpar tui [ (E471)

TuranoB nuokcun (E171)

Tank (E553b)

UYepaeH xenezern okcun (E172)

Uepen xkenesen okcup (E172)

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha roaHOCT

2 roguHu

6.4 Crhenuananm ycjaoBHs Ha ChbXpaHeHHe

To3u nekapcTBeH NPOAYKT HE U3UCKBA CIICLHUATHH YCIOBUS Ha ChbXPAaHEHHUE.

6.5 Buau chabp:kaHue HA OMAKOBKATA

Lazcluze 80 mg dwimMupanu TabJIeTKH

brucmep

®dosno ot nomuBUHUIXIOpUA-oauxaoporpudiryopoermieH (PVC PCTFE) u anymunneBo ¢poJuo.
. Enna xapToHeHa onakoBKa chaAbpka 56 Gpunmupany TabieTKy (2 ONaKOBKH TUI ,,OPThenn®,
ChABbpKaIy 28 TabJCTKH BCIKA).

bymunxa
Bsuta 6yTunka ot Henpo3padeH nonuetwieH ¢ Bucoka mrbTHocT (HDPE) cbe 3ammrena ot nena
MOJTUTIPOTIIIIEHOBA Karadka, chabpikaria 60 wim 90 Tabnerku. Beska kapToHEHa OMakoOBKa ChIIbpKa

eaHa OyTHIIKa.

Lazcluze 240 mg dbwiMupanu TabJIETKH

brucmep

®onro oT NoAMBUHWIXIOPHL - onuxiaopotpudyopoetuieH (PVC PCTFE) u anymunueso ¢ommo.

. Enna xapToHeHa onakoBka cbabpxka 14 ¢punmupanu Tadnetku (1 omakoBka TUI ,,TIOPTHEHT,
chabpikaiia 14 TadiaeTku).

. Enna xapToHeHa onakoBKa chabpxa 28 GpuiaMupanu Ta0bneTKH (2 OakoBKH TUI ,,OpPThein®,
chabpxKany 14 TabIeTKu BCsIKa).

bymunka

Bsina 6yTuiika OT HeMmpo3padeH nonueTeH ¢ Bucoka mibTHOCT (HDPE) che 3ammTtena ot aena
TOJIMITPOIIMIICHOBA Karayka, chabprkaria 30 hunMupanu tabneTku. Besika kKapToHeHa OIaKoBKa
ChIbpPIKA eHa OyTHIIKA.

He Bcuukn BHUIOBC OITAKOBKHU MOrart aa 6T>,Z[aT IMIyCHATH Ha I1a3apa.
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6.6 CrhenuajaHu nNpeanasHu MepKH NP U3XBbPJIsIHE

Hewnsnon3sanust JICKaApCTBCH NMPOAYKT WM OTHAABYHUTEC MAaTCPUAJTIN OT HETO Tp$I6Ba Ja CC€ U3XBBPJIAT
B CbOTBCTCTBUC C MCCTHUTC U3UCKBaHMU.

7. IHNPUTEXATEJI HA PASPEHIEHUETO 3A YIHOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/24/1886/001
EU/1/24/1886/002
EU/1/24/1886/003
EU/1/24/1886/004
EU/1/24/1886/005
EU/1/24/1886/006

9. JATA HA TbPBO PA3ZPEINABAHE/TIOJHOBSBAHE HA PASPEIHIEHUETO 3A

YIIOTPEBA

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

[Honpobna nnpopmanus 3a TO3M JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yeOcaiita Ha EBponeiickaTta
areHIys 1o JIeKapcTBaTa https://www.ema.europa.eu.
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HNPUJIOKEHHUE I1

MPOU3BOJUTE.], OTTOBOPEH 3A OCBOBOK/JABAHE HA
MAPTUIN

YCJIOBUA NJIN OTPAHUYEHUSA 3A TOCTABKA U YIIOTPEBA

APYI'U YCJIOBUSA N UBNCKBAHUSA HA PASPEHHIEHUETO 3A
YIHOTPEBA

YCJIOBUA NJIN OTPAHUYEHUS 3A BE3OITACHA U
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITIPOAYKT

22



A. TIPOU3BOJUTEJI, OTTOBOPEH 3A OCBOBOKJIABAHE HA ITAPTU/U

HMe m aapec HA MPOU3BOAMTENS, OTTOBOPEH 3a 0CBOOOIK/IaBaHE HA MAPTHIUTE

Janssen Cilag SpA
Via C. Janssen
Borgo San Michele
Latina 04100
Uranus

b. YCJI0OBHMA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexkapcTBEHUSAT MPOYKT C€ OTITyCKa M0 OTPaHUYEHO JieKapcko npeanucanue (Bx. [punoxenne I:
Kparka xapakrepucTika Ha IpOAyKTa, TouKa 4.2).

B. APYI'N YCJIOBUSA N U3UCKBAHUS HA PASPEIHNIEHUETO 3A YIIOTPEBA
. Ilepuoguynm aKTyaJau3upanm 1okjaaau 3a oezonacuoct (ITAIB)

M3uckpanusTa 3a nojgasane Ha [TAJIb 3a To3u 1eKkapCTBEH MPOAYKT ca MOCOUYEHHU B CITUCHKA C
pedepentnute natu Ha EBponeiickus cpio3 (EURD crnmcebk), npeasuae B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CIIE/IBAIH aKTyIM3aI[|H, TTyOJIMKYBaHH HA €BPOICHCKHS
yeOropTal 3a JeKapcTBa.

[IpurexatensaT Ha pa3perienuero 3a ynorpeda (IIPY) Tps6sa na nogane nbpsus [TA1b 3a To3u
HPOIYKT B CPOK OT 6 Mecela ciIell pa3pelIaBaHeTo 3a ynorpeoa.

.  YCJIOBUA NN OTPAHUYEHUS 3A BE3OITACHA U E@OEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS IPOAYKT

. ILnan 3a ynpasJjienue Ha pucka (ITYP)

[MpurexarensT Ha pa3pemienuero 3a ynorpeda (IIPY) TpsOBa 1a n3BbpIIBa U3UCKBAHHUTE JICHHOCTH U
JEeHCTBUS, CBBP3aHH C IPOCIIEsIBaHE Ha JIEKapcTBeHaTa 0€30MacHOCT, mocoueHH B ogoopenus [1YP,
npezacraBed B Moayn 1.8.2 Ha pa3pelieHneTo 3a ynorpeda, KakTo U BbB BCHUKHU CJICABAIIN 0J00pEHH
akryanusauuu Ha ITYP.

Axrtyammszupad [1YP TpabBa na ce monasa:

o o MckaHe Ha EBporeiickaTta areHIus 1o JeKapcTBara;

o BUHArd, KOraTo ce U3MEHs CHCTEMara 3a yIpaBJIeHHE Ha PHCKa, 0COOCHO B pe3yiTaT Ha
Nojy4aBaHe Ha HOBa HH(POPMAIIUs, KOSITO MOXKE JIa JIOBEJIE 10 3HAYUMU MPOMEHHU B
CHOTHOIIIEHHUETO 110J13a/PHUCK, HIIH CIIe] IOCTUI'aHEe Ha BaKEH eTall (BbB Bpb3Ka C IPOCIIeAsSBaHe
Ha JIeKapCTBeHaTa OE30IacHOCT WM CBEXJAHE Ha PUCKA 10 MUHIUMYM).
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INPUJIOKEHHUE I11

JAHHU BBbPXY OITAKOBKATA U JINCTOBKA

24



A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JIA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHS 3A ONAKOBKA THII ,,lTIOPT®EMJI“ 80 MG

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

Lazcluze 80 mg ¢punmupanu tabiaeTku
Ja3epTHHUO

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceska ¢punmupana tabnetka cpappika 80 mg ga3epTHHUO (KaTo Me3UJIaT MOHOXHUIPAT).

‘ 3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJTHA OITAKOBKA

Ounmupana TadneTka

56 ¢punMupanu Ta0JICTKH

‘ 5. HAYUH HA ITPUJIIOKEHUE U ITBT(UIIA) HA BBBEXJIAHE

IlepopanHo npuiioxeHue

I'piTaiiTe TaOIETKUTE LIETH.

He pastpomagaiite, He pa3ensiiTe U He AbBUETE TAOJIETKATA.
[Ipenu ynoTpeba rpoyerere JINCTOBKATA.

6. CHELOUAJIHO NPEAYIPEXIEHUE, YE JIEKAPCTBEHUSAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT HNOTJVIEJA U TOCEI'A HA IELTA

Ja ce cexpansBa Ha MSCTO, HEJIOCTHITHO 3a JCTa.

‘ 7. APYI'U CHEIUAJIHA HNPEAYIIPEXIEHUSA, AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

9. CIHHELHUAJIHM YCJIOBUSI HA CbXPAHEHUE
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10.

CHELHUAJIHU TPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE IIPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

H?;XBBpIIeTe HCHUBIIOJI3BAHUTE JICKAPCTBA CIIOPEA MECTHUTEC N3UCKBAHUS.

11.

NME N AJIPEC HA ITPUTEXATEJISA HA PASPEIHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1886/001

13.

IHAPTUJAEH HOMEP

ITaptuna:

| 14.

HAUYUH HA OTITYCKAHE

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

HUH®OPMAIINS HA BPAMJIOBA A3BYKA

Lazcluze 80 mg

| 17.

YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3MepeH 0apKoJi C BKIIFOUEH YHUKAJICH UIACHTU(DUKATOD

| 18.

YHUKAJIEH WIEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JIA CbAbPKA IIBPBUYHATA OITAKOBKA

BBHIITHA OITAKOBKA THUII ,,JIOPT®EII“ 80 MG

1. NME HA JJEKAPCTBEHUSA ITPOAYKT

Lazcluze 80 mg ¢punmupanu tabiaeTku
Ja3epTHHUO

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceska ¢punmupana tabnerka cbappika 80 mg na3epTHHUO (KaTo Me3UJIaT MOHOXHUIPAT).

‘ 3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

28 punmupanu TaOICTKH

‘ 5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/IAHE

IlepopanHo npuiioxeHue

I'bnTaiite TabNETKUTE TENH.

He pastpomaBaiite, He pazaendiite U He AbBYETE TabJIETKaTA.
[Ipenu ynotpeda mpoyereTe IMCTOBKATA.

(1) Hatucuete u 3aapmKTe

Z K

(2) U3gppmnaiite

—_—
) es——

B BN

6. CHELOUAJIHO NPEAYIPEXIEHUE, YE JIEKAPCTBEHUSAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT NOTJVIEJA U TOCEI'A HA IELTA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBIIHO 3a [ACLaA.

‘ 7. APYI'U CHEHOUAJIHUA HPEAYIIPEXKXKIEHUS, AKO E HEOBXOJINMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'oneHn no:

9. CIIEHUAJIHM YCJIOBUSI HA CbXPAHEHUE

10. CHEINUWAJHH NPEAITA3SHU MEPKU ITPU NU3XBBPJIISAAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTHIAABYHU MATEPUAJIU OT
TAX, AKO CE U3UCKBAT TAKUBA

I/I3XB’BpJ'ICTe HCUSIIOJI3BAHUTC JICKAPCTBA CIOPE MCCTHUTC U3MCKBAHUA.

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP(A) HA PABPELHIEHHUETO 3A YIIOTPEBA

EU/1/24/1886/001

13. HNAPTHUIAEH HOMEP

ITapTuna:

‘ 14. HAYUH HA OTIIYCKAHE

‘ 15. YKA3AHWUI 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Lazcluze 80 mg

‘ 17. YHUKAJIEH WIEHTUO®UKATOP — IBYU3MEPEH BAPKO/]

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CBABPXKAT MAJIKUTE EAUHUYHU
II'bPBUYHU OITAKOBKH

BBTPEIIIHA OITAKOBKA THII ,,IOPT®ENI* 80 MG

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Lazcluze 80 mg ¢punmupanu tabiaeTku
JIa3epTUHUO

2. NME HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

4. IMAPTUJAEH HOMEP

ITapTuna:

|5.  JIPYTO
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJINCTEPUTE NJIN
JJEHTUTE

BJIUCTEP 80 MG

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Lazcluze 80 mg ¢punmupanu TabiaeTku
J1a3epPTUHUO

2. NME HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

EXP:

4. IMAPTUJAEH HOMEP

Lot:

|5.  JIPYTO
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JAHHU, KOUTO TPABBA JJA CbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHS 3A OMAKOBKA THII ,,lTIOPT®EMJI“ 240 MG

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

Lazcluze 240 mg ¢punMupanu TabneTku
Ja3epTHHUO

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceska ¢punmupana tabnerka cpappika 240 mg nazepTuHUO (KaTo ME3MWIIaT MOHOXUAPAT).

‘ 3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJTHA OITAKOBKA

Ounmupana TadneTka

14 punmupanu TabIeTKH
28 huaMupaHu Ta0NIeTKH

‘ 5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/IAHE

IIepopanno npunoxeHue

I'pirTaiiTe TaOJIETKUTE LIEIIHN.

He pastpomagaiite, He pa3ensiiTe U He AbBUETE TAOJIETKATA.
[Ipenu ynotpeba rpoyerere JIMCTOBKATA.

6. CIHIEHUAJIHO IMIPEAYHPEXIEHUE, UE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBbXPAHSABA HA MSCTO JAJIEYE OT IOTJIEJA U TOCEI'A HA TELITA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBIIHO 3a [ACLaA.

‘ 7. APYI'U CHEIIUAJIHU NPEAYIIPEXIEHUSA, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

9. CIIEHUAJIHM YCJIOBUS HA CbXPAHEHUE
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10.

CHELHUAJIHA ITPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE IIPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

H?;XBBpIIeTe HCHUBIIOJI3BAHUTE JICKAPCTBA CIIOPEA MECTHUTEC N3UCKBAHUS.

11.

NME N AJIPEC HA ITPUTEXATEJISA HA PASPEIHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1886/004 (14 dunmupanu Ta0IeTKH)
EU/1/24/1886/005 (28 duimMupany TaOICTKH)

13.

IMAPTUJEH HOMEP

ITaptuna:

| 14.

HAYMH HA OTITYCKAHE

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

HH®OPMAIINA HA BPAJIOBA A3BYKA

Lazcluze 240 mg

|17

YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKo ¢ BKJIIOYECH YHUKAIEH HACHTU(HUKATOP.

| 18.

YHUKAJIEH WIEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPABBA JJA CbABPKA IBPBUYHATA OITAKOBKA

BBHIITHA OITAKOBKA THII ,,TIOPT®EJI“ 240 MG

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

Lazcluze 240 mg ¢punMupanu TabneTku
Ja3epTHHUO

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceska ¢punmupana tabnerka cpappika 240 mg nazepTuHUO (KaTo ME3WJIaT MOHOXUPAT).

|3. COUCBHK HA HOMOIIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJTHA OITAKOBKA

14 punmupanu TabICTKH
28 ¢punmupanu TablIeTKU

‘ 5. HAYUH HA ITPUJIIOKEHUE U ITBT(UIIA) HA BBBEXJIAHE

Ilepopanno mpunoxxeHue

I'pirTaiite TabJIETKUTE LIEIIN.

He pastpomaBaiite, He pazaendiite U He AbBYETE TabJIETKaTA.
[Ipenu ynorpeba npoyereTe IMCTOBKATA.

(1) Hatucuere u 3apbxTe

2

(2) Uzgppmaiite

—_—
Y es———

B BN

6. CHELOUAJIHO NPEAYIPEXIEHUE, YE JJEKAPCTBEHUSAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT HNOTJVIEJA U TOCEI'A HA IELTA

Ja ce cpxpaHsaBa Ha MSCTO, HEJIOCTHITHO 32 JCTIa.

‘ 7. APYI'U CHEIUAJIHUA HNPEAYIIPEXIEHUSA, AKO E HEOBXOJINMO
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‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

9. CIHHEHUAJIHM YCJIOBUSI HA CbXPAHEHUE

10. CHELOUAJIHU NPEAITAZHUA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

H?;XBBpIIeTe HCEHUBIIOJI3BAHUTE JICKAPCTBA CIIOPEA MECTHUTC N3UCKBAHUSA.

11. HUME U AJPEC HA ITIPUTEKATEJIA HA PASPEIIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP(A) HA PABPEHIEHHUETO 3A YIIOTPEBA

EU/1/24/1886/004 (14 ¢punmupanu TaOIeTKH)
EU/1/24/1886/005 (28 duimMupanu TaOICTKH)

13. HNAPTHUIEH HOMEP

ITapTupa:

‘ 14. HAYUH HA OTITYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Lazcluze 240 mg

17. YHUKAJIEH WIEHTU®UKATOP — IBYU3MEPEH BAPKO/]
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18. YHUKAJIEH WIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKAT MAJIKUTE EAUHUYHU
II'bPBUYHU OITAKOBKH

BBbTPEIIHA OITAKOBKA THUII ,,IOPT®EMI* 240 MG

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Lazcluze 240 mg ¢punMupanu TabneTku
JIa3epTUHUO

2. NME HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

4. IMAPTUJAEH HOMEP

ITapTuna:

|5.  JIPYTO
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJINCTEPUTE NJIN
JJEHTUTE

BJIUCTEP 240 MG

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

Lazcluze 240 mg ¢punMupanu TabneTKu
J1a3epPTUHUO

2. NME HA IIPUTEXKXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

EXP:

4. IMAPTUJAEH HOMEP

Lot:

|5.  JIPYTO
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JAHHU, KOUTO TPABBA JIA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BYTHJIKA 80 MG

1. NME HA JJEKAPCTBEHUSA ITPOAYKT

Lazcluze 80 mg ¢punmupanu tabiaeTku
Ja3epTHHUO

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceska ¢punimupana tabnerka cpappika 80 mg ga3epTHHUO (KaTo Me3UJIaT MOHOXHUIPAT).

‘ 3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

Ounmupana Tadnerka

60 dhunmupanu TabJETKH
90 dhunvupaHu TaOJIECTKH

‘ 5. HAYMH HA ITPUJIOKEHUE U TbT(MIIA) HA BBBEXK/IAHE

IlepopanHo npusioxeHue

I'baTaiiTe TaOIETKUTE LIETH.

He pastpomagaiite, He pa3ensiiTe U He AbBUETE TAOJIETKATA.
[Ipenu ynoTtpeba npoyerere JIMCTOBKATA.

6. CIHIEHUAJIHO IMIPEAYHPEXIEHUE, UE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBbXPAHSABA HA MSICTO JAJIEYE OT NOTJIEJA U TOCEI'A HA TELITA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBIIHO 3a [ACLaA.

‘ 7. APYI'U CHEIIUAJIHU NPEAYIIPEXIEHUSA, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

9. CIIEHUAJIHM YCJIOBUS HA CbXPAHEHUE
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10.

CHELHUAJIHU TPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE IIPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

I/ISXBT)pJIeTe HCU3IIOJI3BAHUTE JICKAPCTBA CIOPE] MCCTHUTC N3MCKBaHM.

11.

NME N AJIPEC HA ITPUTEXATEJISA HA PASPEIHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1886/002 (60 dunmupanu Ta0IeTKH)
EU/1/24/1886/003 (90 duimMupanu TaOICTKH)

13.

IMAPTUJEH HOMEP

ITaptuna:

| 14.

HAYMH HA OTITYCKAHE

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

HH®OPMAIINA HA BPAJIOBA A3BYKA

Lazcluze 80 mg

|17

YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JBynsmepeH 0apKoa ¢ BKJIIOYEH YHUKAIEH HACHTU(HUKATOP.

| 18.

YHUKAJIEH WIEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JIA CBbABPKA BTOPUYHATA OITAKOBKA

ETUKET HA BYTUJIKA 80 MG

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

Lazcluze 80 mg ¢punmupanu tabiaeTku
Ja3epTHHUO

2. OBSBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bceska Tabnerka cpabpixka 80 mg na3epTHHUO (KaTO ME3UIaT MOHOXHIPAT).

‘ 3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJTHA OITAKOBKA

60 TabneTkn
90 TabneTkn

5. HAYUH HA ITPUJIOKEHUE U II'BT(UILIA) HA BbBEXJIAHE

Ilepopanno mpunoxxeHue

I'piTaiiTe TaOIETKUTE LIETH.

He pastpomaBaiite, He pazaendiite U He AbBYETE TabJIETKaTA.
[Ipenu ynorpeba npoyereTe IMCTOBKATA.

6. CHELOUAJIHO NPEAYIPEXIEHUE, YE JIEKAPCTBEHUSAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT INOTJVIEJA U TOCEI'A HA IELTA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBIIHO 3a [ACLaA.

‘ 7. APYI'U CHEHUAJIHUA HPEAYIIPEXKXJIEHUS, AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

9. CIHHEHUAJIHM YCJIOBUSI HA CbXPAHEHUE

Y|



10.

CHELHUAJIHA ITPEJAITIAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE IIPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

H?;XBT)pIIeTe criop€a MECTHUTEC U3UCKBAaHUA.

11.

NME N AJIPEC HA ITPUTEXATEJISA HA PASPEIHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

12.

HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/24/1886/002 (60 dunmupanu Ta0IeTKH)
EU/1/24/1886/003 (90 duimMupanu TaOICTKH)

13.

IMAPTUJEH HOMEP

ITaptuna:

| 14.

HAYYH HA OTITYCKAHE

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

HH®OPMAIIUA HA BPAJIOBA A3BYKA

| 17.

YHUKAJIEH TIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

| 18.

YHUKAJIEH WIEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JIA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA 3A BYTUJIKA 240 MG

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

Lazcluze 240 mg ¢punMupanu TabneTku
Ja3epTHHUO

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceska ¢punmupana tabnerka cpappika 240 mg nazepTuHUO (KaTo ME3WJIaT MOHOXUAPAT).

‘ 3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJTHA OITAKOBKA

Ounmupana TadneTka

30 ¢punmupanu TabIETKH

‘ 5. HAYUH HA ITPUJIIOKEHUE U ITBT(UIIA) HA BBBEXJIAHE

IlepopanHo npuiioxeHue

I'piTaiiTe TaOIETKUTE LIETH.

He pastpomagaiite, He pa3ensiiTe U He AbBUETE TAOJIETKATA.
[Ipenu ynoTpeba rpoyerere JINCTOBKATA.

6. CHELOUAJIHO NPEAYHPEXIEHUE, YE JIEKAPCTBEHUSAT NIPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT HNOTJVIEJA U TOCEI'A HA IELTA

Ja ce cexpansBa Ha MSCTO, HEJIOCTHITHO 3a JCTa.

‘ 7. APYI'U CHEIUAJIHA HNPEAYIIPEXIEHUSA, AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OJHOCT

T'onen no:

9. CIHHELHUAJIHM YCJIOBUSI HA CbXPAHEHUE
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10.

CHELHUAJIHU TPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE IIPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

H?;XBBpIIeTe HCHUBIIOJI3BAHUTE JICKAPCTBA CIIOPEA MECTHUTEC N3UCKBAHUS.

11.

NME "N AJIPEC HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/24/1886/006

13.

IHAPTUJAEH HOMEP

ITaptuna:

| 14.

HAUYUH HA OTITYCKAHE

| 15.

YKA3AHUA 3A YIIOTPEBA

| 16.

HUH®OPMAIINS HA BPAMJIOBA A3BYKA

Lazcluze 240 mg

| 17.

YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JIByr3MepeH 0apKoJI ¢ BKJIFOYEH YHUKAJICH HACHTH()HUKATOP.

| 18.

YHUKAJIEH WIEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JIA CbABPKA BTOPUYHATA OITAKOBKA

ETUKET HA BYTUJIKA 240 MG

1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

Lazcluze 240 mg ¢punMupanu TabneTku
JIa3epTUHUO

2. OBSABSABAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

Bcsika Tabnerka cbpabpika 240 mg 1azepTHHUO (KaTO ME3UIAT MOHOXHUIPAT).

‘ 3. CIIUCBK HA TIOMOIIIHUTE BELLIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

30 TabneTkn

5. HAYUH HA ITPUJIIOKEHUE U ITBT(UIIA) HA BbBEXJIAHE

Ilepopanno mpunoxxeHue

I'piTaiiTe TaOIETKUTE LIETH.

He pastpomaBaiite, He pazfendiiTe U He AbBYETE TabJIETKaTA.
[Ipenn ynorpeba npoyereTe IMCTOBKATA.

6. CHELOUAJIHO NPEAYIPEXIEHUE, YE JIEKAPCTBEHUSAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT HNOTJVIEJA U TOCEI'A HA IELTA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBHIIHO 3a [ACLaA.

‘ 7. APYI'U CHEHOUAJIHUA HPEAYIIPEXKXKJIEHUS, AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOJHOCT

T'onen no:

9. CIIEHUAJIHHM YCJIOBUSI HA CbXPAHEHUE
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10.

CHELHUAJIHU TPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE IIPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

I/I3XBT)pJIeTe criop€a MECTHUTC U3UCKBAHUA.

11.

NME N AJIPEC HA ITPUTEXATEJISA HA PASPEIHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

12.

HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/24/1886/006

13.

IHAPTUJAEH HOMEP

ITaptuna:

| 14.

HAYYH HA OTITYCKAHE

| 15.

YKA3AHUS 3A YIIOTPEBA

| 16.

HH®OPMAIIUS HA BPAJIOBA A3BYKA

YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/

YHUKAJIEH WIEHTU®UKATOP — JIAHHU 3A YETEHE OT XOPA
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b. IUCTOBKA
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JIncroBka: nH(popMAaLUs 32 MAHEHTA

Lazcluze 80 mg ¢puamupanu TadjieTku
Lazcluze 240 mg ¢puamupanu TadjJeTkn
nazepTHUO (lazertinib)

vTosn JIEKapCTBEH MPOAYKT TOJUICKH Ha JOMIBIHUTEIHO HaOmoieHne. ToBa 1ie 1mo3Bosm 0bp30To
yCTaHOBSIBaHE Ha HOBa MH(OpPMaIIKsA OTHOCHO Oe30macHOCTTa. MoXeTe Ja JaJeTe CBOS MMPUHOC KaTo
CHOOIIINTE BCSAKA HEXKETaHA PEaKIIMs, KOSTO CTE MOJYUYMIIH. 32 HauMHa Ha ChOOIIaBaHEe Ha HEXEJIaHU
peakuu BIKTE Kpasi Ha TouKa 4.

IIpoyeTeTe BHMMATE/IHO LslJIaTa JUCTOBKA, IPeIH Ja 3all0YHETe Ja pHeMaTe TOBa JIEKaApCTBO,
ThH KaTO TS ChABbPKA BaxkHa 32 Bac nndopmanus.

. 3amazere Ta3u JUCTOBKA. MOXe 1a C€ HAIOXKH J1a 51 TPOUYETETE OTHOBO.

. AKO UMate HAKAaKBH JIONMBIHUTEIIHA BBIPOCH, onuTaiTe Bamus iekap, GpapmareBt niu
MEIHLIMHCKA CECTpA.

. ToBa nekapcTBO € npennucano 1uyHo Ha Bac. He ro mpeorcrhnBaiite Ha Apyru xopa. To moxe
Jla UM HaBpeJIY, HE3aBUCHMO Y€ IPU3HALIMTE Ha TAXHOTO 3a00JIsBaHe ca ChIIUTE KaTo Baiute.

. AKO TIOJIyYHTe HAKAKBH HEXKEJIaHU peakilny, yBeaomeTe Bamus iekap, GpapmaieBt nim

MEIUIMHCKA cecTpa. ToBa BKIIIOUBA U BCUUKU Bb3MOXKHU HEXKEIaHU PEaKLMK, HEOIIUCAaHU B
Tas3u JIUCTOBKA. BikTe Touka 4.

KakBo cbabp:ka Ta3u JUCTOBKA

Kakso npencrasnsiBa Lazcluze u 3a kakBo ce u3nomn3sa
Kakso Tps6Ba na 3nHaere, npeau ga npuemere Lazcluze

Kak na mpuemare Lazcluze

Bb3MoxkHN HEXETaHU peakuu

Kak na cpxpansiBate Lazcluze

ChabpkaHye Ha ONIAaKOBKATa M JOMBIIHUTEIHA HHPOPMALIUS

AR S e

1. Kakgpo npeacrasasisa Lazcluze u 3a kakBO ce M3110J13Ba

Lazcluze e nexapcTBo 3a JeueHHe Ha PaK, KOETO ChIbpPKa aKTUBHOTO BELIECTBO Ja3epTHHUO. To
NPUHAUIEXKH KbM IPyIa JIEKapcTBa, HAPEUEHH ,,IPOTCHHKMHA3HA HHXUOUTOPH ™.

Lazcluze ce u3non3Ba 3aeqHO ¢ aMuBaHTamMaO, IPyTro MPOTHBOPAKOBO JIEKAPCTBO, 3a JICYCHHE Ha
BB3PACTHU C BUJI PaKk Ha OenuTe IpoOoBe, HApEUeH ,,HeIpeOHOKIEThYCH pak Ha Oenus npood*. Toii ce
W3I0JI3Ba, KOraTo PakbT € HampeaHal (MajgKo BEPOSTHO € JIa CE M3JICKYBa) U € TIPETHPIISLI ONpeaeICHN
pOMEHH (eeus B ek30H 19 win cyocTuTynus B ek30H 21) B reH, HapeueH ,,EGFR™.

3a aMmuBaHTamMal UMa OT/CIHA JUCTOBKA ¢ MH(OpMaIKs 3a narrenTa. MoJis, IpoYeTeTe s Ipeau 1a
3allOYHETE JICUCHME.

I'emsr EGFR npoussexa nporenH EGFR, koliTo ydacTBa B pacTeka U PEKUBIEMOCTTa Ha
kietkure. Myranuute (mpoMeHute) B reHa EGFR npoMeHsT ¢opMara Ha TO3U MPOTEHH, KOETO MOXKE
Jla TOBEZE A0 PacTeX U pa3IpOCTPAHEHUE HA PAKOBUTE KJIETKH B OpraHu3Ma. AKTHBHOTO BEIIECTBO B
Lazcluze, nazeptunu0, aeiictBa kato 6Jokupa qeGeKTHUS IPOTEHH U MOKE J]a IOMOTHE 3a 3a0aBsiHe
WM CIIMPaHe Ha pacTeXka Ha paka Ha Oenure qpobose. To Moxke ChINO Taka Ja IOMOTHE 3a
HaMaJIIBaHe Ha pa3Mepa Ha Tymopa. JlazepTunub e HacoueH cpeury myTtainuu B nporenHa EGFR, 3a
KOHTO € U3BECTHO, Y€ MPUYUHSBAT PaK, KATO CHIIEBPEMEHHO NMa M0-CJIa00 Bb3IEHCTBUE BHPXY
HopMmanHus EGFR nporenn.
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2. Kakso Tps0Ba 1a 3Haere, npeau ga npuemere Lazcluze

He npuemaiite Lazcluze
o aKo CTe aJepPruuHH KbM JIAa3ePTUHHO UM KbM HAKOS OT OCTAHAJIUTE ChbCTABKH HA TOBA
JIeKapcTBO (M30pOeHH B TOUKa 6).

AXo He cTe curypHH, roBopere ¢ Bamms sekap, GapmaneBT WM MEAUIMHCKA CECTpa, IPeIu 1a
npuemere Lazcluze.

Ipenynpe:xaeHnss u npeanasHu MepKU

T'oBopete ¢ Barmwms ekap, hapMaIieBT WM MEAWIIMHCKA CeCTpa, pean aa npuemere Lazcluze:

° aKo CTe MMAJTK Bh3MaleHue Ha OenuTe ApoboBe (3abo0msIBaHe, HAPEUCHO ,,MHTEPCTUIMATHA
OemonpoOHa 00JIeCT™ MM ,,THEBMOHHUT ).

TpsioBa 12 ka:keTe He3a0aBHO HA Bammus Jiekap, ako UMaTe HAKOM OT CJIEJHUTE CHMIITOMH (32

nose4ye nHGopMauus BUKTe ,,CePUO3HU HEKeJIAHHU PeaKUMUu“ B TOUKA 4):

o [Mpobnemu c kokata. 3a 1a HAMAIHUTE PUCKa OT KOKHH MTPOOJIeMH, Ma3eTe ce OT CIBHIIETO,
HOCETE 3aIIMTHO 00JICKII0, HAaHACANTE CIIbHLE3AIUTHH CPEACTBA, PEIOBHO U3IOI3BANTE
OBJIQAXKHABAIIXU NPOAYKTHU 3a KOXKaTa U HOKTUTE CHU U HM3II0JI3BAKTE IIaMIIOaH IIPOTHUB I'BPXOT,
JIOKaTo mpuemare ToBa JekapctBo. Llle TpsdBa ga npoabipkuTe Ja MpaBUTe TOBA B
NPOIBIDKCHUE HA 2 Mecela cie]] MpeKpaTsBaHe Ha JIedueHHeTo. BamusaT nexap moxe na Bu
Iperopbya Ja 3armovyHeTe J1a IpueMaTe JISKapcTBo(a) 3a IpeoTBpaTsIBaHe Ha KOKHU MPOOJIeMH,
Moxke 1a Bu nexysa c nekapctBo(a) win Ja Bu u3npaTy npu crienuaiycT 1Mo KOKHU 00J1ecTH
(mepMaToIor), aKO MOJYYUTE KOKHH PEAaKLUH 10 BpeMe Ha JICUCHUETO.

o BHezanHo 3aTpyJHEHO QUIaHe, KalUIMIA WM NOBUIIEHA TEMIIepaTypa, KOUTO MOXKe J1a ca
NPU3HAIM Ha Bh3MaJIeHHe Ha Oenute apoboBe. ChCTOSHIETO MOXe Ja ObJe
JKHUBOTO3aCTPAIIaBaIlo, TOPaH KOSTO MEJUIIMHCKUTE CIIEIIUATIICTH IIe BU HaOII01aBar 3a
€BEHTYaJIHH CUMIITOMH.

o Koraro ce nznosnsBa ¢ Apyro aeKkapcTBo, HApeUEHO aMUBaHTaMal, MOXKE Jla Ce TIOSABSIT
YKHUBOTO3aCTpAIIaBAIlY HEeXeJaHu peakuu (opagu o0pa3yBaHe Ha KPbBHU ChbCUPELH BHB
BeHHTe). BammsaT nexap e Bu nane mombIHUTEIHN JIeKapcTBa, KOETO J]a TOMOTHE 3a
NpeaoTBpaTsIBaHE Ha 00pa3yBaHETO HA KPBBHU ChCUPELH 10 BpeMe Ha JICUEHUETO U e Bu
HaOII0/1aBa 3a €BEHTYaIHH CUMIITOMHU.

o [Ipobnemu ¢ ounte. AKO UMaTe MPOOIEMH ChC 3PEHUETO WM OONKa B OYHUTE, HE3a0aBHO ce
CBBPIKETE C Bamus JICKap Wi MECAUIMHCKA CECTpa. AKo M3I10J13BaTe€ KOHTAKTHHU JICIIIU U UMaTe
HSIKAKBU HOBH OYHU CUMIITOMH, CIIPETE YIOTpeOaTa Ha KOHTAKTHUTE JIEIH U He3a0aBHO
yBenoMmete Bamms iexap.

Jlena u roHOIIM
Lazcluze He e npoyuBaH npu nena u oHommy. He naBaiite ToBa JekapcTBO Ha Ae1a WK IOHOIIN Ha
BB3pacT noa 18 roauHu.

Apyru nexapcersa u Lazcluze

TpsbBa na kaxxete Ha Bamms nexap wim hapManeBT, ako MpreMare, HACKOPO CTe IPUEMATH WITH €
BB3MOXKHO J1a IpueMaTe Ipyry jekapcTBa. ToBa ce Haara, 3amoro Lazcluze Moxe J1a moBiusie
JIEHCTBUETO HA HAKOW NIPYTH JiekapcTBa. ChIO Taka HIKOU JAPYTH JEKapCTBA MOTAT Ja MOBIUSAT
nericteuero Ha Lazcluze.

CremHuTe JiekapcTBa MOTaT J]a HaMalsT JeiicTBrero Ha Lazcluze:

o Kap6ama3zenun nin ¢geHUTONH (aHTHCTTMIICTITHYHH JIEKAPCTBA, U3MIOJI3BaHU 34 JICUCHUE Ha
I'bPYOBE WM IPUITATBLIN)

Pudamnun (13mo013BaH 3a JieueHHE Ha TyOepKy103a)

KbaT kaHTapuoH (OMIIKOB MPOJIYKT, U3MOI3BaH 3a JICUCHUE Ha JIeKa JICTPECHS U TPEBOXKHOCT)
bo3enTaH (M3M013BaH 3a JIeYeHUE Ha apTepuaHa XUIIEPTOHHS)

EdaBupenn (u3non3BaH 3a jieueHre U npoduiaktiuka Ha uapekmst ¢ X1UB-1)
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. Mopadunua (M3M0I3BaH NPU HAPYIICHHUS HA ChHA)

Lazcluze moxe na nmoBnusie Ha JSMCTBUETO HA APYTH JISKAPCTBA W/WIIH TTOBUIIN PUCKA OT HEXKEJIaHH
peaxIy Ha Te3H JIEKapCTBa:

o TuzaHuauH (M3II0JI3BaH 32 OTIIyCKaHEe Ha MYCKYJIUTE)

o uxiocnopuH, CHPOJIUMYC HJIU TAKPOJIUMYC (M3MOI3BaHU 32 MMOTHCKaHEe HA UMyHHATa
cucreMa)

o EBeposmmyc (M31013BaH 3a JIeUueHHE Ha TIOJI0KUTENICH 38 XOPMOHAIHHU PEIENTOPH PaK Ha

rbpJara, HeBPOSHIOKPHHHH TYMOPH Ha MaHKpeaca, CTOMAITHOYPEBHUS TPAKT WM OeIIHTe
npobose u OBOPEYHOKIETHUEH KAPIIMHOM)

o Iumo3ua (M3moa3BaH pu HauueHTy ¢ 6oxectra Ha Typer)
o XuHUIMH (M3M0JI3BaH 32 JICUCHUE HA MaJapHsi)
o CynnTunu6 (M3M0J13BaH 3a JCYCHNE Ha CTOMALIHOYPEBEH CTPOMAJICH TYMOp,

OBOpPEYHOKIICTHYCH KapPIIMHOM W HEBPOCHIOKPUHHHU TYMOPH Ha MTaHKpeaca).

ToBa He € IbJIEH CIHUCHK Ha JIEKApCTBaTa. Y BeAoMeTe Balms MeTMIIMHCKY CIENUAINCT 32 BCUYKH
JIeKapCcTBa, KOUTO Npuemare. Bammsar nekap e oochau ¢ Bac Haii-no0poTo 3a Bac neuenue.

Bpemennoct

o IToceBeTBaiite ce ¢ Bamms nexap npeau 1a Bu ce mpuitoku ToBa JIEKapCTBO, aKO CTE
OpeMeHHa, cMsTaTe, 4Ye MOXKe Jla cTe OpeMEeHHa WK IIaHupaTe OpEeMEeHHOCT.

o BB3M0oxHO € TOBa JIeKapcTBO Ja HaBpeOH Ha HepoaeHo Oede. Ako 3abpemMeHeeTe 1o BpeMe Ha

JICUCHUETO, He3a0aBHO yBenoMere Bamms nekap. Bue u Bammst nekap e pemure ganu
TpsiOBa a nmpoabKUTe Aa npuemare Lazcluze.

o Axo Bue moxere na 3abpemeHneere, TpaOBa Ja n3nona3BaTe eeKTUBEH METO 3a Mpea3BaHe
OT 3a0peMeHsIBaHe (KOHTpPALEMIH) [T0 BpeMe Ha JIEUEHHETO U B MPOAbDKEHNE Ha 3 CeIMUITH
CJIe]l IPUKIIIOYBAHETO MY.

o [NarenTHTE OT MBXKKH TIOJ C TTAPTHHLOPKA, KOSITO MOXKE J1a 3a0peMeHee, TpsiOBa j1a U3MoI3Bat
e(eKTHBHA KOHTpALETILIUS, HAIPUMEP MPe3epBaTUB, U Ja HE JapsABaT cliepMa 1o BpeMe Ha
neuyenneto ¢ Lazcluze u B mpoabmkenne Ha 3 ceqMHLIM cliell TPUKIIOYBAHETO MY.

Kbpmene
He xppmere o Bpeme Ha neuenueto ¢ Lazcluze u B nmpoabmkenne Ha 3 CeIMUILIM CIIE CIUPAHETO MY.
ToBa e Taka, 3aI10TO HE € U3BECTHO JIaJIM UMa PUCK 3a Bamero 6ebe.

lodupane u padora ¢ MAalIUHU
Lazcluze noBimsBa B MajKa CTEIEH CIOCOOHOCTTA 32 modupane U padbota ¢ MamMHA. AKO ce
YyBCTBaTe YMOPEHH cliesi npueM Ha Lazcluze, He modupaiite u He paboTeTe ¢ MallIMHU.

Lazcluze coabpaxa HATpUH
ToBa jekapcTBO ChABPIKA MO-MaJIKO 0T 1 mmol Hatpuii (23 mg) Ha TabyeTka, T.e. MOXKe Jia Ce Kaxe,
Yye IPAKTUYECKU HE ChIIbPKA HATPUil.

3. Kaxk na npuemate Lazcluze

Bunaru npuemaiite TOBa JIeKapcTBO TOYHO KakTo Bu e xazan Bammst nekap nim ¢papmaneBT. AKo He
CTE CUTYpHH B HEllo, MmonuTaire Bamus nexap i GpapmarienT.

Koaxo na npuemare

. [Ipenopbunrtennara no3a e 240 mg BCeKkH JCH C aMUBaHTamal.

o AKO NIOIyuYHuTe HAKOU HEXKEJIaH! peaklny, BammsT iekap Moxe fa HaManu fo3ara Ha 160 mg
i 80 mg BCEKH JIEH.

Kak na ro npuemare
o Lazcluze ce mpuema mpe3s ycrara.
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. I'nmeTHETE TabnerkaTa 1suia. He pastpomagaiite, He pa3aessiiTe H He JbBUETE TaOJIETKATA.

o Moxe na mpremare ToBa JISKapCTBO ChC MM Oe3 XpaHa.

. He npuemalite nombIHATENHA 1033, aKO MOBBbpHETE cien npueM Ha Lazcluze. M34dakaiite 1o
cle[BaIarTa IaHupaHa 103a.

AKoO cTe IpHeJIN TOBe4Ye 0T HeoOxoauMaTa no3a Lazcluze
AKo mpueMeTe moBede oT oOnvaifHaTa 103a, cBbpkeTe ¢ Bamus nekap. Moske pucKbT OT HeXKETaH!
peakuuu 1a ce MOBUIIN.

AKo cTe mponycHaJM 1a npueMete Lazcluze

AKO MIpomnycHeTe /1032, IPUEMETe sl BeHara cJieZl KaTo CH CHOMHHTE. AKO 00ade ocTaBaT MO-MajKo OT
12 qgaca no cneasamara Bu no3a, He npuemaiite mponycHaTara fno3a. [Ipuemere cnenpamara
oOuuaiiHa 103a B IUIAHUPAHOTO BpEMeE.

AKko cte cipesu npuema Ha Lazcluze
He cninpaiite npremMa ToBa JIEKapCcTBO, OCBEH ako Bamwmsr nexap He Bu kxaxe.

AKO UMaTe HSIKaKBU JOIBIHUTEIHN BBIIPOCH, CBBP3aHH € yIoTpedaTa Ha TOBA JIEKApCTBO, MONHTAiTe
Bamms nekap, ¢papManeBT WM MEJULIMHCKA CECTpa.
4. Bb3MOKHHU HexkeJIaHU peaknuu

Kakro Bcrnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Ja NPCAU3BHUKA HCXKCIIaHN PCAKINU, BBIIPEKH Y€ HE
BCCKMU I'M I1IOJTy4aBa.

CepuO3HH HexKeJTaHU peakun

CrnenHuTte HEXeNaHU PEeaKUK ce ChoOIaBaT B KIIMHUYHY npoy4Banus ¢ Lazcluze B komOuHams ¢
amuBaHTamab0. Kaxere Bennara Ha Bammus nekap, ako 3a0enexure cieIHUTE CEPHO3HU HEXeTaHn
peaKIuH:

MHoro yecTu (MOe Ja 3acerrar noseue ot 1 Ha 10 gymm):

o [Ipobnemu c koxata - HapuUMep 0OpUB (BKIIIOYUTEIIHO aKHE), CyX0Ta Ha KOXKaTa, ChpOexK,
Oonka u 3auepBsiBane. Kaxere Ha Bammst ekap, ako koskHuTe Bu npobiemu ce Biomar.
o KpbBHE chcupeny BB BeHUTE, 0cOOCHO B OenuTe ApoOoBe MK KpakaTa. CUMIITOMUTE MOXKeE Ja

BKJIFOYBAT OCTpa Ooika B I'bpAUTE, HEAOCTUT HA BB3AYX, YCKOPCHO JUIIIAHE, 0oJika B Kpaka u
MOAYyBaHC HA PBLUCTC WM KpaKata.

Yectu (Moxe nma 3acersat no 1 Ha 10 gymm):

o [Ipu3sHaiy Ha Bbh3MAJICHUE U CPACTBAHUS B OCITUTE IPOOOBE - HAIIPUMEDP BHE3AIMHO 3aTPyIHEHO
JIUIIIaHe, HEJIOCTUT Ha BB3/AyX, KAl WK TIOBUIIICHA TeMIiepaTypa. ToBa Moxe /1a oBee 10
TpaifHO yBpexaaHe. Bammsr jJexap Moke 1a moucka aa crpe nedenueto ¢ Lazcluze, ako
MOJYYHTE Ta3W HEXeJlaHa PeaKIHsl.

o [Ipu3nanu Ha BB3MaNEHNE Ha POrOBHIIaTA (IIpelHaTa YacT Ha OKOTO) - HaIlpUMep 3auepBsiBaHe
Ha 04uTe, O0JIKA B OYMTE, MPOOJIEMHU ChC 3PEHHETO WIIM YyBCTBUTEITHOCT KbM CBETIIMHA.
o [TpoGremu ¢ ounTe — HanmpUMep MPOOIEMH ChC 3PEHUETO U PACTeX HA MUIIIUTE.

Kaxete Bennara Ha Baims nekap, ako 3a0eexuTe CepHO3HUTE HeXETaH! PEaKIiK, H30POSHH T0-
rope.

Jpyru HexkeJlaHU peaKnMu
Kaxere Ha Bamms nekap, ako MOIy4YHTe HAKOM JPYTH HEKETaHH peakyy. Te Moxke Aa BKIIIOYBAT:

MHoro yecTu (Moe Ja 3acerrar noseue ot 1 Ha 10 gymm):

o npo0JIeMu ¢ HOKTUTE
. NPU3HAIM Ha PeaKius KbM UHQY3UsATa HA aMUBaHTaMal
o HHUCKO HUBO Ha NPOTCHUHA aJ'I6yMI/IH B KpbBTa
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YepHOJAPOOHA TOKCHYHOCT

IMoAyBaHEC, IPUYNUHEHO OT HATPYIIBAHC HAa TCYHOCT B TAJIOTO
paHu B ycTaTta

yBpEeXKIaHe Ha HEPBU, KOETO MOXKE JIa IPUYMHHI MpaBydYKaHe, U3TphIIBaHe, 00JIKa UK 3ary0a Ha
ycer 3a 0oJKa

yCellaHe 3a CUIIHA yMopa

JAapus

3arek

HaMaJIeH areTuT

HUCKO HUBO Ha KaJ'H_[I/Iﬁ B KPpBBTa

rajicHe

MYCKYJIHU CIIa3MHU

HUCKO HMBO Ha KaJIui B KpBbBTa

3aMasHOCT

MYCKYJTHH OOJIKH

MOBPBIIAHE

MIOBHUIIIEHA TeMIIeparypa

0o0jKa B cTOMaxa.

Yectu (Moxe nma 3acersat no 1 Ha 10 gymm):

o XEMOPOHTH
o 3adepBsBaHe, 10lyBaHe, OelieHe MM O0JIC3HEHOCT, TIIaBHO 10 JJIAaHUTE WIIH CThIIajaTa
o HHCKO HMBO Ha MarHe3uiui B KpBbBTa
o ChpOsiIL 00pHB (KOIIPUBHA TPECKA).

Cho0maBaHe HA HeJKeJIAHU PeaKINA

AKO TIOJTyYHTE HAKAKBH HEXKEJIaHU JICKAPCTBCHM PEaKIvK, yBeaoMere Barus nekap, hapMaieBT Win
MEAMIIMHCKA cecTpa. TOBa BKIIFOUBA BCHYKH BH3MOYKHH HEOIMCAHU B Ta3H JIUCTOBKA HEXKEIaHH
peakuuu. Mosxere chIIo Aa ChOOIINUTE HEXKETaHN PeaKIUy AUPEKTHO Ype3 HAITMOHAIHATA CHCTEMA 32
choOInaBane, mocouyeHa B [Ipunokenue V. Kato choOIaBare He)KEIaHU PEAKIMK, MOXKETE Ja aeTe
CBOSI PUHOC 3a T0JIyYaBaHe Ha MoBede HH(OPMAIUs OTHOCHO 0€30MaCHOCTTA Ha TOBA JISKAPCTBO.

5. Kak na cexpansiBare Lazcluze
[la ce cbxpaHsABa Ha MCTO, HEJOCTBITHO 32 JIELa.

He usmnomn3paiite TOBa JIEKapCTBO CJIE CPOKa HA TOJHOCT, OTOEIs3aH BbPXY OlaKoBKarta (OJMCTEPHO
(oo, BBTpEITHA OMTAKOBKA THIT ,,lIOPTQEn‘, BRHIIIHA OITAaKOBKA THTI ,,IOpThern’, OyTHiKa u
KapTOHEHa OMaKoBKa) ciexn ,,I 'oxeH 10:“. CpoKbT Ha TOAHOCT OTTOBaps Ha ITOCIETHUS JIEH OT
ITOCOYCHUS Mecell.

ToBa JICKApCTBO HC M3HUCKBA CICIHUAJIHU YCIIOBUA HAa ChbXPAaHCHUC.

He PI3XBT)pJI$[I>'ITe JICKapCTBaTa B KaHa/IM3aluATa UJin B KOHTeﬁHepa 3a JOMAalIHH OTIIaAbIIU.
Ilonuraiite Bamms (l)apMaL[CBT KakK 1a U3XBBPJIATE JICKAPCTBATa, KOUTO BEYC HC U3IIOJI3BATC. Te3n
MCPKH 1II€ CIIOMOIrHAaT 3a OIla3BaHC HAa OKOJIHATa Cpcaa.

6. Chabp:kaHue Ha OIAKOBKATA M JOINBJIHUTETHA HHpoOpManms

Kakso cpabp:xa Lazcluze

o AKTHUBHOTO BEIIIECTBO € JIa3epTUHUO (KaTo Me3ninaT MoHOXupat). Besika punMupana tabnerka
ot 80 mg cpapprka 80 mg nazeptuaub. Beska punmupana tabnerka ot 240 mg cpabpka
240 mg na3epTHHUO.

o [pyrure cbCcTaBKH ca:
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SAnpo Ha Tabnerkara: XunpohoOeH KOIOUIECH CHIUINEB TUOKCHI, KPOCKapMeIo3a HaTpHid
(E468), mukpoxpucranHa memyno3a (E460 (1)), maauron (E421) u maruesues creapat (E572).
Bwxre Touka 2 ,,Lazcluze chabpika HaTpUit“.

DUIMOBO MOKPUTHE: MAKPOTOJI TTOJIM(BUHHUIIOB aJIKOX0J1) TipucaeH chropumep (E1209),
nonuBUHMIOB ankoxoun (E1203), rmumepon moHokanpuiokanpar Tur [ (E471), Turanos
muokcun (E171) u Tanmk (E553b). Besika Tabnetka ot 80 mg chIrbprka ChIIO XKBIT KEJIC3CH
okcun (E172). Besika Tabnerka ot 240 mg TabneTka chabpika ChILO YEPBEH KeJe3eH OKCH/T
(E172) u yepen xenezen oxcun (E172).

Kak n3raexxna Lazcluze n kakBo chABbp:Ka ONaKoBKaTa

Lazcluze 80 mg npencTaBnsBar bJITH, OBATHH (UIMUpaHU TaONETKH ¢ IbJDKUHA 14 mm, ¢
BINIbOHATO penedHo o3HaueHue ,,L.Z“ ot eqnara crpana u ,,80 ot apyrara crpana. Lazcluze 80 mg ce
JIOCTaBsI B KAPTOHEHU OTMAKOBKH 110 56 GuIMupaHu TabIeTKH (JIBE KAPTOHEHH OMTAKOBKH THII

»opTdein® ¢ mo 28 Tabnerku Besika) win OyTHikK ¢ 60 mim 90 TabneTkw.

Lazcluze 240 mg npencrasisiBa YepBEeHUKAaBO-BUOJIETOBA OBaliHa TabjeTka ¢ abp/pkrHa 20 mm, ¢

BIUTLOHATO penedHo o3HavyeHue ,,LZ“ ot eaHara crpaHa u ,,240“ ot apyrata crpana. Lazcluze 240 mg

ce J0CTaBsl B KAPTOHEHHU OMAKOBKHU 10 14 ¢pmiMupanu TabiaeTku (eJHa KapTOHEHA OIMaKOBKa TUII
,»HopThein” ¢ 14 TabneTku), KapTOHEH! ONMAKOBKH 1o 28 ¢uiaMupanu TabieTKH (IBe KapTOHEHH
OTIaKOBKH THUT ,,TopTdein’ ¢ mo 14 TabieTku Besika) i OyTHIKY ¢ 30 TabNeTKH.

He Bcuukn BHUIOBC OITAKOBKHU MOrar aa 6T>,Z[aT IIyCHATH Ha I1a3apa.

IpuTexaTes Ha pa3pelIeHUETO 32 yNoTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpoussoaureJ
Janssen Cilag SpA
Via C. Janssen,
Borgo San Michele
Latina 04100
Uranus

3a nonbJaHUTETHA HHPOPMAIIHS OTHOCHO TOBA JIGKAPCTBO, MOJISL, CBBPIKETE CE C JIOKATHHS
NPEICTaBUTEN Ha IPUTEKATEISI HA Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11
janssen@jacbe.jnj.com

Bbarapus

»oKOHCBHH & JIxoHCchH brarapus” EOO/
Ten.: +359 2 489 94 00
jjsafety@its.jnj.com

Ceska republika

Janssen-Cilag s.r.0.
Tel: +420 227 012 227
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Lietuva

UAB “JOHNSON & JOHNSON”
Tel: +370 5 278 68 88
lt@its.jnj.com

Luxembourg/Luxemburg
Janssen-Cilag NV

Tél/Tel: +32 14 64 94 11
janssen@jacbe.jnj.com

Magyarorszag
Janssen-Cilag Kft.
Tel.: +36 1 884 2858
janssenhu@its.jnj.com



Danmark
Janssen-Cilag A/S
TIf.: +45 4594 8282
jacdk@its.jnj.com

Deutschland

Janssen-Cilag GmbH

Tel: 0800 086 9247 / +49 2137 955 6955
jancil@its.jnj.com

Eesti

UAB "JOHNSON & JOHNSON" Eesti filiaal

Tel: +372 617 7410
ee@its.jnj.com

E))LGoa

Janssen-Cilag ®appokevtiky Movorpdcmnn

A.E.B.E.
TnA: +30 210 80 90 000

Espafia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0 800 25 50 75/+33 1 550040 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

island
Janssen-Cilag AB
c/o Vistor hf.

Simi: +354 535 7000
janssen@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog
Bapvépog Xatinmavayng Atd
TnA: +357 22 207 700
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Malta
AM MANGION LTD
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111
janssen@jacnl.jnj.com

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00
jacno@its.jnj.com

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.
Tel: +386 1 401 18 00
INJ-SI-safety@its.jnj.com

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Tfn: +46 8 626 50 00
jacse@its.jnj.com



Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija
Tel: +371 678 93561

lv@its.jnj.com

JlaTta Ha nocJieAHO npepasriie:kaaHe Ha JUCTOBKATAa
Jpyru n3royHuny Ha nHGpopmanus

ITonpoOHa nH(GOpMaIKs 3a TOBA JICKapCTBO € IpeocTaBeHa Ha yeOcaiita Ha EBpornelickara areHIus
o Jekapcraara: https://www.ema.europa.eu.
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