NMEPENIK

NIKAPCbKNX 3ACOBIB LLIOJ0 AKUX 3ABEPLLEHO PO3rNAA PEECTPALIAHNX MATEPIANIB NMPO BHECEHHA
3MIH 10 PEECTPALINHUX MATEPIAMIB NMPOTANOM Ali PEECTPALLIAHOIO NOCBIAYEHHA HA NIKAPCbKI
3ACOBW, SIKI SAPEECTPOBAHI KOMMETEHTHUMW OPIrAHAMW CMONYYEHUX LUTATIB AMEPVIKY,
LLIBEALAPCbKOI KOH®EAEPALLI, ANOHI, ABCTPA/II, KAHAAW, NIKAPCbKNX 3ACOBIB, LO 3A

EBPOMENCbLKOIro CO3y

LEHTPANISOBAHOIKO NMPOUEAYPOK SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1. NPUBIAKEH pO34MH NS iHdpysii 100 LICN BepiHr Al LLIBeliyapis BUPOGHMLTBO LLBeliyapis 3miHa B.1l.d.1.d (IB) - 3a peyenmom UA/18357/01/01
mr/mn (10 %), no 25 mn, Hepo3dracoBaHOT NPOAyKL;i, BunyyeHHs TecTy aHTuTINA
50 mn, 100 mn, 200 mn, nepBuHHE NakyBaHHsA 0 Bipycy renatuty A (aHTu-
a6o 400 mny (acenTnyHe HamoBHEHHS), HAV) npu KOHTPOi SAKOCTi
thnakoHax, no 1 KOHTPO/1b SAKOCTi, BUMYCK Cepil: roTOBOrO NikapCbKoro
chnakoHy B KapTOHHiiA LICN Bepinr AT, LBeiiuapis 3acoby, Ta Npu NpoBeAeHHI
Kopobui nepBrHHE NaKyBaHHs AocnigpkeHb 3 CTabislbHOCTI,
(MapkyBaHHs), BTOPUHHE a TakKoX BUyHYEeHHs
nakyBaHHs: BiNOBiAHOT TECT-CUCTEMMN
LIC/1 BepiHr AT, LLBeiiuapis (SOP BRN-MET-
000133813).
3 [aHOoK0 3MiHOK BHOCHATbLCS
TaKoX pepakuiliHi npaBkn 40
po3ainy peectpauiiiHoro
nocbe 3.2.A.1 Facilities and
Equipment, 3 meTol0 ioro
ONTMMI3aLil Ta NoKpaLLeHHs
yuTabenbHoCTi
2. PUKCATOH KOHLeHTpaT Ans CaHpos 'mbX ABcTpis BMPOOHUK, WO BiANOBIAAE 3a AscTpisi/ Change(s) in the Summary 3a peyenmom UA/17421/01/01
pO34uHy A8 iHgysili, 10 BMNYCK cepil: CnoseHis/ of Product Characteristics,
mr/mn; no 10 mn (100 CaHpo3 'm6X - bisHec HimeuunHa/ Labelling or Package Leaflet
mr) a6o no 50 mn (500 nigpo34in TeXHoNoriYHa Lseinuapia | of a generic/hybrid/biosimilar

Mr) y dpnakoHi; no 2 abo
3 dhnakoHn no 10 mn B
KapTOHHI kopobui; no 1
abo 2 dhnakoHu no 50
M/ B KAPTOHHIiA Kopobui

po3pobka Ta BUPOBHULITBO
6i0N0rYHMX NiKaPCbKNX
3aco6is LWadTeHay (BTAM
AnC), AscTpis;
BVMPOGHMLTBO
Hepo3chacoBaHOT NPoAyKLii,
nepBUHHE Ta BTOPUHHE
nakyBaHHS, TECTYBaHHS,
[03BiN Ha BUNYCK Cepiii:
ek ®apmaueBTnyHa
KomnaHis g.4., CnoseHis;
TeCcTyBaHHS:
Jlek ®apmaueBTuyHa

medicinal products following
assessment of the same
change for the reference
product-

C.l.2.a) IB - To update
sections 4.8, 5.1 and 5.2 of
the SmPC following safety

changes for the parent
product Mabthera adopted

during procedure 11-169.

C.l.2.a) IB - To update
sections 1, 2, 4.1, 4.2, 4.4,

4.8,5.1,5.2, 6.5, 8 of the




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocBi04YeHHs1
KoMnaHis g.4., CnoseHis; SmPC following adoption of
€spocpiHc PACT 'm6X, extension of indication to
HimeyuunHa; include the induction of
Hosaprtic ®apma Al’, remission in paediatric
LBeliuapis

3MiHU Woa0 6e3nekn: 3MiHN
y IHCTPYKUiT AN MeguyHoro

3acTocyBaHHs», «Cnocio
3aCTOCYBaHHSA Ta 03U,

patient (aged ?2 to <18
years old) with severe,
active granulomatosis with
polyangiitis (GPA)
(Wegener’s) and
microscopic polyangiitis
(MPA) for parent product
Mabthera during procedure
11-162. The PL was updated
accordingly.
C.1.2.a) IB - To update
sections 4.1, 4.2, 4.4, 4.8,
5.1 and 5.2 of the SmPC
following adoption of
extension of indication to
include treatment of
paediatric patients (aged ?6
months to <18 years old)
with previously untreated
advanced stage diffuse large
B-cell ymphoma (DLBCL),
Burkitt lymphoma
(BL)/Burkitt leukaemia
(mature B-cell acute
leukaemia) (BAL) or Burkitt-
like lymphoma (BLL) in
combination with
chemotherapy for parent
product MabThera during
procedure 11-168.
The Package leaflet is
updated accordingly.

3acTOCyBaHHS y posginax

«®apMakoorivHi
BNaCTUBOCTI»,
«[loKaszaHHs»,
«Oco6mBOCTI

«[06iYHi peakLii»




