NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
3acoby YnakoBsKa) NocBi0YeHHs1
1. OHKACINAP® NOpOLLIOK A5 po3unHy | Jle Nlabopatyap PpaHLis BUNPOO6YBaHHA CTabiNbHOCTI CLUA/ ®paHuis/ | Type IB (C.1.3.2): Change(s) in 3a UA/18776/01/01
ONS iH'eKUiA/iHdy3iNA, Ceps'e (BUNPOBYBaHHA Ha MPOHVUKHEHHS HimeuunHa the SPC, Labelling or PL peyenmom

750 MO/mn; no 3750
MO y dnakoHi; no 1
(h1akoHy B KOpo6Lii 3
KapTOHY 3
MapKyBaHHAM
YKpPaiHCLKOH MOBOIO;
no 3750 MO y
h1akoHi 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO; MO
1 chonakoHy B
cTaHgapTHoO-
€KCMOPTHI ynakosLi 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO,
AKa MICTUTLCA B
KOpPOO6Lii 3 KapTOHY 3
MapKyBaHHAM
YKPaiHCLKOK MOBOIO;
no 3750 MOy
h1akoHi 3
MapKyBaHHAM
iHO3EMHOI0 MOBOIO; N0
1 chnakoHy B KOpOO6Li 3
KapTOHy 3
MapKyBaHHAM
{HO3eMHOI0 MOBOIO 3i
CTiKEpOM YKPaiHCbKOI
MOBOI0O

6apBHVKa): ABicTa Papma
ContowHc, IHK., CLUA;
MapkyBaHHs1, BTOPVUHHE
nakysaHHs:[lepe JIoXiCTiK, PpaHLiis;
BUNPO6YBaHHSA CcTabiNbHOCTI,
KOHTPO/b AKOCTI Nif, Yyac BUMYCKY
NPOAYKTY, MapKyBaHHsi Ta BTOPUHHE
nakyBaHHs:Ekcenig, IHK., CLUA,
KOHTPO/b AKOCTI Mif, Yac BUMYCKY
NPOAYKTY 3a NOKa3HVKOM
CTEPUNbHICTb, MEXaHi4Hi BK/IIOYEHHS
(HeBuaMMI yacTku), 6bakTepianbHi
eHgoTokcmHu:/labop JIC CE & Ko.
KI', HimeuunHa; MapkyBaHHs,
BTOPVHHE NakKyBaHHSA, BUMYCK cepii
rOTOBOrO /liKapCbKOro 3acoby:
Nabopatopii Ceps'e IHgacTpi,
®paHLisa; BUPOBHMLTBO, KOHTPOSb
AKOCTI Nif, Yac BMMYCKy NPOAYKTY 3a
MOKa3HWKOM BMICT BOAM:
NiocpinizeliwH Cepsices ot H'to
IHrnexg, IHk., CLUA; KOHTPOb SIKOCTi
nif Yac BUMYCKY NPOAYyKTY 3a
NOKa3HUKOM Yac BiJHOB/IEHHS,
npo30picTb, 30BHiLLHINA BUrNSA, pH,
OOMILLKKM, BU3HaYeHHA TNBS,
KOHUeHTpaLis 6inka, cuna
Aii/aKkTuBHICTb, cneundivyHa(nMToma)
aKTUBHICTb, OHOPIAHICTb 030BaHMX
OfMHULIb, BMICT BO/IOTU, YUCTOTA,
ineHTnuHicTb:Ellulabn’'toBain dapma
Cepsice3 'M6X, HimeuunHa;

intended to implement the
outcome of a procedure
concerning PSUR or PASS or
the outcome of the
assessment done under A
45/46 - Other variation -
Update of sections 4.4 and 4.8
of the SmPC in order to add
‘Antithrombin Il decreased' to
the list of adverse drug
reactions with frequency 'Very
common' and to update the
frequency of 'Neutrophil count
decreased' from ‘Not known' to
‘Very common’, following the
outcome of the PAM
procedure P46/008. The
Package Leaflet is updated
accordingly. IHCTpykuia ans
MeAMYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby B YkpaiHi
OHOBJ/IIETLCA B po3dinax
«OCc06MMBOCTI 3aCTOCYBAHHSA»
Ta «[Mo6iuHI peakw,i»
iHcbopmawieto wono
aHTUTPOMOGIHY Il. A Takox, B
po3aini «Mo6iuHi peakwii»
3MIHIOETHCA YacToTa NobivHol
peakuii 3HWKEHHS KiNbKOCTI
HelnTpogiNiB Ta OHOB/OETHLCS
iHhopmaLis WoA0 KIIHIYHMX
LoCniAXKeHb.
BBefEHHSA 3MiH NpOTArom 6-Tn




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
yrnakoBkKa)

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

MiCALIB MiCNSA 3aTBEPIKEHHS.
Type 1l (C.1.4): Change(s) in
the SPC, Labelling or PL due
to new quality, preclinical,
clinical or pharmacovigilance
data - Update of sections 4.4
and 4.8 of the SmPC in order
to add 'Hepatic veno-
occlusive disease (VOD)' as a
warning and new safety risk
with 'not known' frequency,
following an internal signal
evaluation. The Package
Leaflet is updated accordingly.
IHCTPYKUiA ANS MeanyHOro
3aCTOCYBaHHS NMikapCbKOro
3acoby B YkpaiHi
OHOBJIIETLCA B po3fdinax
«OCc06MBOCTi 3aCTOCYBaHHS»
Ta «[Mo6iYHI peakLii» HOBOIO
iHbopmawieto wono
BEHOOK/1103iHOT XBOPO6U
neyviHkn. BeegeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS.

DEBYKCOCTA
T KPKA

TabneTku, BKPUTI
NniBKOBOO

060/10HKot0, no 80 Mr,

no 14 tabneTtok y
6nicTepi; no 2
6nicTepn Y KapTOHHIN
Kopoo6Li

KPKA, a.4.,
HoBo mecTto

CnoBeHis

KOHTPO/Ib cepil (Pi3nyHi Ta XiMiyHi
MeTOoAMN KOHTPOSI0): Kemilicbki
iHCTMTYT, LleHTp 3a Banigaujicke
TexHonorie iH aHaniTiko (LIBTA),
CnoBeHis; KOHTPOsb cepil (hi3nyHi
Ta XiMiYHi METOAUN KOHTPOJIHO):
Keminab g.0.0., CroBeHis;
BVMPOGHMLTBO, NEPBMHHE Ta
BTOPWHHE MakKyBaHHS, KOHTPO/b
cepii (i3nyHi Ta Ximi4Hi MmeTogm
KOHTPOJ110, KOHTPO/b
MiKpOGIONOriYHOI YncToTH cepii),
Bunyck cepii: KPKA, a.4., Hoso
MecTo, CNOBEHISA; KOHTPO/b cepii
(chiznuHi Ta ximiuHi meToAN
KoHTponto): KPKA, a.4., HoBo mecTo,
CnoBeHis; KOHTPosb cepii (i3nyHi
Ta XiMiYHi METOAU KOHTPOJIIO):
HN30X (HauioHansHi naboparopist

CnoBeHis

Besneka, Ib

3a
peyerimom

UA/18195/01/01




HanoBHEHOMY LUMPUL;
no 1 a6o 2
nonepesHLO
HanoBHEHVX LINpULIB
y bnictepax y
KapTOHHI Kopo6Lyi

KoHTposb cepii (6ionoriuHunin):
HoBapTic ®apma Al LLBeiiuapis

KoHTposb cepii (6ionorivHui):
HosapTic ®apmacbloTikan
MaHydhaktypuHr JI/1C, CroBeHist

BWMYCK Cepii:

CaHpo3 'M6X — BupobHuya
AinbHUUA AcenTuyHi Jlikapcbki
3aco6u LWadteHay (AcenTuyHi

N3LW), AscTpis

KOHTPOAb cepii (XiMiYHWiA/hiznyuHNif):
€spodpiHc PACT 'm6X, HimeuunHa

KOHTPO/Ib cepii (MiKpo6ioorivyHmi -

finished product, including
quality control sites (excluding
manufacturer for batch
release):

To change the name of the
site responsible for quality
control testing of the finished
product from Lek
Pharmacueticals d.d.,
Kolodvorska Cesta 27,
Menges, Osrednjeslovenska
1234 Slovenia to Novartis
Pharmaceutical Manufacturing
LLC. The address remains
unchanged.
B.Il.b.2.c.1, IAHN - Change to
importer, batch release

Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
3a 34paB'e, OKOJIE iH XpaHo),
CnoseHis
3. ®DEBYKCOCTA TabneTku, BKpUTI KPKA, a.4., CnoBeHis KOHTPO/Ib cepii (i3nyHi Ta XimiuHi CnoBeHis Besneka, 16 3a UA/18195/01/02
T KPKA NNiBKOBOIO HoBo mecTo MeTOAMN KOHTPOI0): Kemilichbki peuyenmom
060/10HKO10, Mo 120 iHCTMTYT, LleHTp 3a Banigaujiicke
Mr; no 14 Tabnetok y TexHosorie iH aHanitiko (LIBTA),
6nictepi; no 2 CnoBeHist; KOHTpOsb cepil (hisnyHi
6nicTepy y KapTOHHIl Ta XiMi4Hi METOAUN KOHTPOI0):
KopoobLi Keminab 4.0.0., CrnoseHis;
BMPOOHMLITBO, NEPBUHHE Ta
BTOPWHHE MaKyBaHHS, KOHTPO/b
cepii (i3nyHi Ta XiMiuHi MmeToan
KOHTPO/0, KOHTPO/b
MiKpOGioNOoriYHOI YncToTYH Ccepii),
Bunyck cepii: KPKA, a.4., Hoso
mecTo, CNOBEHIs; KOHTPO/b cepii
(hianuHi Ta XimiuHi meToan
KoHTponto): KPKA, a.4., HoBo mecTo,
CnoBeHis; KOHTPOsb cepil (hiznyHi
Ta XimMi4Hi METOAUN KOHTPOSI):
HN30X (HauioHanbHi nabopaTtopis
3a 3/paB'e, OKOJIE iH XpaHo),
CnoseHis
4, XAWPIMOS3 40 PO3YMH NS iH'EKLNA, CaHpo3 F'm6X ABCTpist KOHTPO/b (XiMIYHWIA/Chi3NYHNIA): Lseiiuapis/ A.5.b., IA - Administrative 3a UA/17973/01/01
40 mr/0,8 mn; no 0,8 HoBaprTic ®apwma LTaiiH AT, CnoseHis/ change - Change in the name | peuyenmom
M1y nonepegHsL0 LLiBeiiuapis ABcTpisi/ and/or address of a
HimeuunHa manufacturer/importer of the




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1

CTepUsIbHI MOKa3HUKY,
MiKpOBIOMOriYHUIA - HECTEPUNLHI
MOKa3HUKN):

HosapTic ®apmacbloTikan
MaHydhakTypiHr TM6X, ABCTpis

KOHTpO/b cepii (6ionorivyHnii):
CI'C AHanituke LBeiiuapis Al
LLiseiuapis
MOBHWIA LMK BUPOOHMLTBA:
HosapTic ®apmacbioTikan
MaHydakTypiHr TM6X, ABCTpis

arrangements and quality
control testing of the FP -
Replacement or addition of a
manufacturer responsible for
importation and/or batch
release - Not including batch
control/testing:

To add Novartis
Pharmaceutical Manufacturing
GmbH, Biochemiestrasse 10,

Unterlangkampfen,
Langkampfen, Tirol 6336
Austria as an alternative site
responsible for batch release
(not including batch
control/testing) of the finished
product.

BBefieHHs 3MiH NpoTArom 6-Tu
MicALiB Micnsa 3aTBepKEHHS.
A.4., IA — Administrative
change - Change in the name
and/or address of a
manufacturer or an ASMF
holder or supplier of the AS,
starting material, reagent or
intermediate used in the
manufacture of the AS or
manufacturer of a novel
excipient:

To change the name of the
site responsible for
manufacturing and quality
control testing of the active
substance and storage of the
Master Cell bank and/ or
Working Cell bank from
Sandoz GmbH,
Biochemiestrasse 10,
Unterlangkampfen,
Langkampfen, Tirol 6336
Austria, to Novartis
Pharmaceutical Manufacturing
GmbH. The address remains
unchanged.




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
A.4., |1A — Administrative
change - Change in the name

and/or address of a
manufacturer or an ASMF
holder or supplier of the AS,
starting material, reagent or

intermediate used in the
manufacture of the AS or
manufacturer of a novel
excipient:
To change the name of the
site responsible for quality
control testing of the active
substance and storage of the
Master Cell bank and/ or
Working Cell bank from
Sandoz GmbH,
Biochemiestrasse 10, Kundl,
Tirol 6250 Austria, to Novartis
Pharmaceutical Manufacturing
GmbH. The address remains
unchanged.

A.4., IA — Administrative
change - Change in the name

and/or address of a
manufacturer or an ASMF
holder or supplier of the AS,
starting material, reagent or
intermediate used in the
manufacture of the AS or
manufacturer of a novel
excipient:

To change the name of the
site responsible for quality
control testing of the active
substance, preparation of
Working Cell bank and storage
of the Master Cell bank and/ or
Working Cell bank from Lek
Pharmacueticals d.d.,
Kolodvorska Cesta 27,
Menges, Osrednjeslovenska
1234 Slovenia to

Novartis Pharmaceutical




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1
Manufacturing LLC. The

address remains unchanged.
A.5.b., IA - Administrative

change - Change in the name

and/or address of a

manufacturer/importer of the
finished product, including

quality control sites (excluding

manufacturer for batch
release):

To change the name of the
site responsible for
manufacturing, primary and
secondary packing packaging,
quality control testing of the
finished product from Sandoz
GmbH, Biochemiestrasse 10,
Unterlangkampfen,
Langkampfen, Tirol 6336
Austria, to Novartis
Pharmaceutical Manufacturing
GmbH. The address remains
unchanged.

A.5.b., IA - Administrative
change - Change in the name
and/or address of a
manufacturer/importer of the
finished product, including
quality control sites (excluding
manufacturer for batch
release):

To change the name of the
site responsible for quality
control testing of the finished
product from Sandoz GmbH,
Biochemiestrasse 10, Kundl,
Tirol 6250 Austria, to Novartis
Pharmaceutical Manufacturing
GmbH. The address remains
unchanged.




