MEPENIK

NIKAPCbKNX 3ACOBIB LLLOAO AKNX 3ABEPLUEHO PO3I/A4 PEECTPALIAHNX MATEPIANIB MPO BHECEHHSA 3MIH AO PEECTPALINHNX

MATEPIANIB NMPOTArOM Ali PEECTPALIAHOIO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBW, AKI SAPEECTPOBAHI KOMMNETEHTHUMM

OPFAHAMMW CMO/TYYEHMX LUTATIB AMEPVIKM, LUBEVLAPCBKOI KOH®EAEPALY, AMOHIT, ABCTPASI, KAHAAW, NIKAPCbKMX 3ACOBIB, LLIO
3A LIEHTPA/I3OBAHOIO MPOLEAYPOIO 3APEECTPOBAHI KOMMETEHTH/M OPFAHOM EBPONENCHKOrO COKO3Y

Ne Hassa dopma sunycky 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, BionycKy peecmpayjiliHo2o
3acoby ynakoskKa) nocsi04YeHHs1
1. KICKANI TabneTku, BKPUTI HosapTtic ®apma Lseiiapis BMPOBHULTBO: Cinranyp/ B.Il.b.1.b type IAin - Replacement or 3a UA/18157/01/01
NAiBKOBOK 060/I0HKOHO, Al Hosapric CiHranyp HimeuuunHa/ addition of a manufacturing site for the FP peyernmom
no 200 mr, no 21 dapmacbloTikan LLiBefiuapis - Primary packaging site:

Tabnetuyi y 6nictepi, no
3 6nicTepn y KapTOHHIl
Kopo6ui; no 21 TabneTui
y 6nicTepi, no 3
6nicTepy y KapTOHHIl
Kopo6Li, N0 3 KOPO6KM y
KapTOHHilA Kopoo6Li

MeHblohekuepiHr Mre.
Ntp., CiHranyp;
4aCTKOBWI KOHTPO/1b
AKOCTi, NEPBUHHE Ta
BTOPWHHE MaKyBaHHS:
HoBapTic ®apma
MpogakwH M6éX,
HimeuunHa,;
4aCTKOBWI KOHTPO/1b
AKOCTI, NEPBUHHE Ta
BTOPWHHE MaKyBaHHS:
HoBapTic ®apma LUTeiH
Ar, WBeiiuapis;
4acTKOBUIA KOHTPOSIb:
dapmaHanituka CA,
LBeiiLapis;
BUMYCK Cepii:
HoBapTic ®apma N'M6X,
HimeuunHa

Addition of Novartis Pharma Stein AG,
Schaffhauserstrasse 4332 Stein
Switzerland Switzerland, as an alternative
site responsible primary packaging site for
the Kisqgali 200 mg film-coated tablets.
B.ll.b.1.a type |Ain - Replacement or
addition of a manufacturing site for the FP
- Secondary packaging site:
Addition of Novartis Pharma Stein AG,
Schaffhauserstrasse 4332 Stein
Switzerland Switzerland, as an alternative
site responsible secondary packaging site
for the Kisqali 200 mg film-coated tablets.
B.ll.e.2.z type IB - Change in the
specification parameters and/or limits of
the immediate packaging of the finished
product - Other variation: Change in the
specification parameters of the immediate
packaging component PCTFE/PVC foil, for
the test Layer thickness' and consequently
‘Total thickness'.

B.ll.e.2.z type IB - Change in the
specification parameters and/or limits of
the immediate packaging of the finished
product - Other variation: Change in the
specification parameters of the immediate
packaging component PCTFE/PVC foil, for
the test Appearance'.

B.ll.e.2.z type IB - Change in the
specification parameters and/or limits of
the immediate packaging of the finished
product - Other variation: Change in the
specification parameters of the immediate
packaging component PCTFE/PVC foil, for
the test Identity'.

B.ll.e.2.b type IA - Change in the
specification parameters and/or limits of
the immediate packaging of the finished
product - Other variation: Addition of a new




Ne HasBsa ®opma sunycky 3asBHUK KpaiHna Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | nikapcbkoz2o (nikapcbka chopma, Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYeHHs

specification parameter (PCTFE-film) to
the specification of the immediate
packaging component PCTFE/PVC fall,
with its corresponding test method for the
test IR spectrum'.

B.ll.e.3.c type IA - Change in test
procedure for the immediate packaging of
the finished product - Deletion of a test
procedure if an alternative test procedure
is already authorised: Deletion of the test
procedure 'Total grammage' for the
immediate packaging component
PCTFE/PVC film as the alternative test
procedure 'Total foil thickness' is already
authorized.

B.ll.e.2.z type IB - Change in the
specification parameters and/or limits of
the immediate packaging of the finished
product - Other variation: Change in the
specification parameters of the immediate
packaging component aluminium foil, for
the test Cleanliness'.

B.ll.e.2.a type IA - Change in the
specification parameters and/or limits of
the immediate packaging of the finished
product - Tightening of specification limits:
Tightening of specification applied for the
test ' Total foil thickness'.
B.Il.e.3.c type IA - Change in test
procedure for the immediate packaging of
the finished product - Deletion of a test
procedure if an alternative test procedure
is already authorised: Deletion of the test
procedure 'Total grammage' for the
immediate packaging component
aluminium film as the alternative test
procedure 'Total foil thickness' is already
authorized.

Furthermore MAH took the opportunity
include editorial changes in section 3.2.P.7
and to provide additional data as follows:
Additional 12 months stability data have
been obtained for batch SD0003/860591
supporting the bulk holding time study and
is included in Section 3.2.P.3.4.
Compliance declarations issued by the
proposed packaging site for the primary
packaging component PCTFE/PVC and
aluminium foils, confirming the packaging
components are aligned with the




Ne Hassa ®opma sunycky 3asBHUK KpaiHna Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbKo2o (nikapcbka chopma, Bionycky peecmpayitiHo2o
3acoby yrnakoska) nocsioYeHHs

appropriate pharmacopeial requirements
or legislation of the Union on plastic
material and objects in contact with
foodstuffs, are provided as supplemental
information on the packaging component
are included in Section 3.2.P.7.
Additional supportive stability data have
been obtained on the completed
registration stability studies and
commitment stability studies. The
corresponding stability summary and data
reports are provided along with this
submission in sections 3.2.P.8.1 and
3.2.P,8.




