MEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKNX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAMIB NMPO BHECEHHA 3MIH A0 PEECTPALINHUX

MATEPIANIB MPOTAroM Ali PEECTPALIAHOINO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBU, AKI SAPEECTPOBAHI KOMMNETEHTHUMM

OPrAHAMW CMONYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®EAEPALLT, AMOHII, ABCTPANII, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO

3A LEHTPA/II3OBAHOIO NPOLEAYPOK 3APEECTPOBAHI KOMNETEHTHUAM OPIFAHOM EBPOMENCBLKOIrO COK3Y

Ne Hassa dopma sunycky 3asasHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, BiOnycKy peecmpayjiliHo2o
3acoby ynakosKa) nocsio4YeHHs1
1. 3IPABEB KOHUeHTpaT ons Mcpaiizep CWA 36epiraHHa A®I, BUpo6HULTBO, cuwaA/ B.l.b.1.b type IB — Change in 3a UA/18148/01/01
po3unHy Ans iHdysil, 25 Eliu.Ci.Mi. nepBUHHE NakyBaHHS, Ipnangis/ the specification parameters peyenmom
mr/mn, no 100 mr/4 mny KopnopeWLuH TEeCTyBaHHS Npu BUMYCKY, Benbris and/or limits of an AS,
donakoHi; no 1 dpnakoHy BTOPVHHE NakKyBaHHA Ta starting
Y KapTOHHIi1 kopobu, 3 MapKyBaHHs, BUNYCK cepil: material/intermediate/reagen
MapKyBaHHAM dapmauisa i AngxoH KomnaHi t - Tightening of specification
YKpaiHCbKOK MOBOIO; MO NNC, CLWA; limits.
400 mr/16 mMn 'y donlakoHi; TEeCTyBaHHS Npu BUMNYCKY cepil, To change the Appearance
no 1 dpnakony y TeCcTyBaHHSA Mpu SOC/iIKEHHI specification limits for the
KapTOHHI Kopobui 3 cTabinbHOCTI: raw material L-Cystine
MapKyBaHHSM Baet bio®apma [liBixH ot BaeT Dihydrochloride used in
YKpaiHCbKOK MOBOIO; dapmaceyTukanc N1/1C, CLUA, manufacturing process of
no 100 mr/4 mny TeCTyBaHHS Npu BUMNYyCKy cepii, the active substance
chnakoHi; no 1 donakoHy TecTyBaHHS Npu JOCAiMKEHHI bevacizumab from ‘white
Y KapTOHHIi1 kopobu, 3 cTabinbHOCTI: crystalline powder' to ‘white
MapKyBaHHAM Mcpaiizep IpnanHgis to slightly yellow crystalline
iHO3EeMHOK MOBOIO 3 dapmacbioTikans, lpnaHgis; powder'.
HaHeCeHHAM CTVKepy BUMyCK cepii:
YKpaiHCbKOK MOBOIO; MO Mdpaiizep Cepsic KomnaHi
400 mr/16 mMn 'y donlakoHi; BBBA, Benbris
no 1 dpnakony y
KapTOHHI Kopobui 3
MapKyBaHHSM
iHO3eMHOI0 MOBOIO 3
HaHeCeHHAM CTuKepy
YKpPaiHCbKOK MOBOIO
2. MAWNOTAPI NOpOLLOK AN Mcpaiizep CWA BTOPVHHE NakKyBaHHS, CLWA Updates to in-use storage 3a UA/18298/01/01
KOHUEeHTpaTy Ans Eiu.Ci.Mi. MapKyBaHHS, 36epiraHHs1, BUMYCK conditions and the peyenmom
PO34MHy NS iHy3il, KopnopeiwH cepi: description of the material of
4,5 mr, no 4,5 mry dapmauisa i AngkoH KomnaHi construction for infusion
donakoHi, no 1 dpnakoHy NNC, CWA, bags and infusion lines.

Y KapTOHHI Kopobui

BUPOBHWLITBO, NEPBUHHE
nakyBaHHs, TECTyBaHHA Npu
BUNYCKY cepii, TeCTyBaHHS Npu
LOCAigpKEHHI cTabiNbHOCTI,
36epiraHHs:

BaeT dapmacbtoTikan [iBixH ot
Baet XongjHrc JI/1C, CLUA;
TEeCTyBaHHS Ha Li/liCHICTb
YNakoBKM (Npu AOCAIMKEHHI

BBefieHHs1 3MiH NpoTArom 6-
TV MicaLiB nicnsa
3aTBEPKEHHS




KapTi; no 2 6nictep-
KapTu y KOpooLii

BMpOOHUYa AinbHUUA JleHaaBa,
CnoBeHis
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, BUNYCK cepii:

preclinical, clinical or
pharmacovigilance data
Update of sections 4.4 and
4.8 of the SmPC in order to

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, BIiOnycKy peecmpayjiliHo2o
3acoby ynakoska) nocsio4YeHHs1
cTabinbHOCTI):
BecT ®apmacktoTikan Cepsicec,
IHk., CLUA
3. MIKPEN Tabnetku no 150 mr; 56 Hosaprtic ®apma LLiBeiiuapis nepBrHHE Ta BTOPUHHE CnoseHis/ C.l1.4 type Il — Change(s) in 3a UA/18778/01/01
Tabnetok; no 14 nakyBaHHs: HimeuunHa/ the SPC, Labelling or PL peyenmom
Tabnetok y 6nictep- Nek ®apmacbloTukanc a.4., LLiBefiuapis due to new quality,
KapTi, no 4 6nicrep- BMpOoOHUYa AinbHuusA JleHpasa, preclinical, clinical or
KapTun y KopobLii CnoBeHis pharmacovigilance data
nepBUHHE Ta BTOPVHHE Update of sections 4.4 and
nakyBaHHs1, BUMNYCK cepii: 4.8 of the SmPC in order to
Nek ®apmacbloTukanc g.4., add hyperglycaemic
CnoBeHis hyperosmolar non-ketotic
BUNYCK cepil: syndrome to the list of
Hosaptic ®apma 'm6X, adverse drug reactions
HimeuyunHa (ADRs) with frequency
BVMPOGHMLTBO, KOHTPOJIb SIKOCTI: "unknown" and to update the
HoBapTic ®apma LUTeiiH AT, warning on hyperglycaemia
LLiBefiuapis and ketoacidosis based on a
YacTKOBWIA KOHTPOSIb SIKOCTI: review of the safety
dapmaHanituka CA, LLBseliyapis database. The Package
leaflet and Annex |l are
updated accordingly. The
RMP version 4.0 is
approved.
C.l1.4 type Il — Change(s) in
the SPC, Labelling or PL
due to new quality,
preclinical, clinical or
pharmacovigilance data
Update of sections 4.2 and
4.8 of the SmPC to modify
the management of
hyperglycaemia, rash and
diarrhoea and add
information about
osteonecrosis of the jaw
based on the pivotal trial
SOLAR-1. The MAH also
took the opportunity to make
minor editorial changes to
the SmPC.
4, MIKPEN Tabnetku no 200 mr; 28 HosapTic ®apma LLiBeiiuapis nepBrHHE Ta BTOPUHHE CnoseHis/ C.lL.4 type Il — Change(s) in 3a UA/18778/01/02
Tabnetok; no 14 nakyBaHHs: HimeuunHa/ the SPC, Labelling or PL peyenmom
Tabnetok y 6nictep- Nek ®apmacbloTukanc a.4., LLiBeiiuapis due to new quality,




Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asasHuUkK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsioYyeHHs

ek ®apmacbloTukasc g.4.,
CnoseHis
BUNYCK cepil:
HoBapTic ®apma MM6X,
HimeyunHa
BUPOBHMLTBO, KOHTPO/Tb SIKOCTI:
HoBaprTic ®apma LUTeiH AT,
LBeliuapis
YacTKOBWIA KOHTPOSIb SIKOCTI:
dapmaHanitnka CA, LBseliyapis

add hyperglycaemic
hyperosmolar non-ketotic
syndrome to the list of
adverse drug reactions
(ADRs) with frequency
"unknown" and to update the
warning on hyperglycaemia
and ketoacidosis based on a
review of the safety
database. The Package
leaflet and Annex Il are
updated accordingly. The
RMP version 4.0 is
approved.

C.l1.4 type Il — Change(s) in
the SPC, Labelling or PL
due to new quality,
preclinical, clinical or
pharmacovigilance data
Update of sections 4.2 and
4.8 of the SmPC to modify
the management of
hyperglycaemia, rash and
diarrhoea and add
information about
osteonecrosis of the jaw
based on the pivotal trial
SOLAR-1. The MAH also
took the opportunity to make
minor editorial changes to
the SmPC.

MNIKPEN

TabneTku, BKpUTI
NMiBKOBOK 06G0/OHKOI0,
no 50 mr ta 200 mr; 56
Tabnetok (28 TabneTok
no 200 mr 1a 28
Tabnetok no 50 mr); no
7 TabneTok 403yBaHHAM
200 mr Ta no 7 TabneTok
[03yBaHHAM 50 mry
6nictep-kapTi, no 4
6nicTep-kapTn y Kopobui

HoBapTic ®apma
Al

LLiBeiuapis

NepBUHHE Ta BTOPUHHE
nakyBaHHS:

Ilex ®apmacboTukanc g.4.,
BMPO6HUYa ainbHuLA JleHaasa,
CnoseHis
nepBUHHE Ta BTOPUHHE
nakyBaHHs, BUNycK cepii:
ek ®apmacbloTukasnc g.4.,
CnoBeHis
BWMNYCK Cepil:
Hosaprtic ®apma 'm6X,
HimeuunHa
BVMPOGHMLTBO, KOHTPO/Ib SKOCTI:
HoBaprTic ®apma LUTeiH AT,
LBeliuapis
4aCTKOBWI KOHTPO/Ib AKOCTI:
dapmaHanitnka CA, LLseliyapis

CnoseHis/
HimeuunHa/
LBeliuapis

C.1.4 type Il - 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 hyperglycaemic
hyperosmolar non-ketotic
syndrome to the list of
adverse drug reactions
(ADRs) with frequency
"unknown" and to update the
warning on hyperglycaemia
and ketoacidosis based on a
review of the safety
database. The Package

3a
peyenmom

UA/18778/01/03




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, BIiOnycKy peecmpayjiliHo2o
3acoby ynakoska) nocsio4YeHHs1
leaflet and Annex Il are

updated accordingly. The
RMP version 4.0 is
approved.

C.1.4 type Il - Change(s) in
the SPC, Labelling or PL
due to new quality,
preclinical, clinical or
pharmacovigilance data
Update of sections 4.2 and
4.8 of the SmPC to modify
the management of
hyperglycaemia, rash and
diarrhoea and add
information about
osteonecrosis of the jaw
based on the pivotal trial
SOLAR-1. The MAH also
took the opportunity to make
minor editorial changes to
the SmPC.




