NMEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKUX 3ABEPLUEHO PO3I /A4, PEECTPALINHNX MATEPIANIB NPO BHECEHHSA 3MIH O
PEECTPALIVHNX MATEPIA/IB NMPOTAIOM Ali PEECTPALIMHOIO NOCBIAYEHHSA HA NNIKAPCbKI 3ACOBW, AKI BAPEECTPOBAHI

KOMMNETEHTHAMUN OPITAHAMW_CMONYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne Hassa dopma sunycky 3assHuk KpaiHa Bupo6HuK Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
3acoby ynakoska) NocBi0YeHHs1
1 CIBPABA PO34MH ANA iH'eKwiid, 284 HosaprTic OBepci3 Lseliuapis BMPOGHMLTBO, AscTpisi/ BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a UA/19037/01/01
mr/1,5 mn; no 1,5 mn IHBeCTMeEHTC Al nepBuHHe HimeuunHa/ marepianis: peyernmom
PO34KHY y nonepeaHLo nakyBaHHs, ITania/ 1) B.ll.d.1.e Il - Change in the
HanoBHEHOMY LUNpuLi; no 1 BTOPUHHE Icnanis/ specification parameters and/or limits of
nonepegHbL0 HanoBHEHOMY nakyBaHHs, CnoseHis/ the finished product - Change outside
LUNPWLY B KAPTOHHI Kopobuyi KOHTPO/b AKOCTI LBeliuapis

(4acTkoBwMiA), BUMYCK
cepiii:
Hosapric
dapmacbioTuKan
MaHydakTypiHr
M6X, ABCTpis
BUMYCK Cepii:
CaHpo3 'mbX,
ABcTpist
BUMYCK Cepiii:
HoBapTic ®apma
Mv6X, HimewunHa
BMPOGHMLTBO
CTepuIbHOro
nikapcbKoro 3acoby
- acenTnyHa
nigrotoska
Crepunizauis -
dinbTpauis,
KOHTPO/b AKOCTI
(4acTkoBWUiA),
nepBuHHe
nakyBaHHs):
KopaeH dapma
C.n.A, Nigpo3sgin

the approved specifications limits range -

To change the specifications of the
finished product:

- to change Glide force specification

limits from< 15 Nto < 35N
- to change Break loose Force

specification limits from < 15 Nto <17 N

- to include the Flow initiation force (FIF)

test with the specification limit < 35 N.

BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBepKeHHs.

2) B.1l.d.2.d IB - Change in test
procedure for the finished product -
Other changes to a test procedure

(including replacement or addition) -
Minor changes to the Break loose and
Glide force (BLGF) test procedure for
the finished product to increase in speed
of test from 42 mm/min to 100 mm/min.
BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB

nicns 3aTBepaXEHHS.

3) B.ll.b.2.a IA - Change to importer,
batch release arrangements and quality
control testing of the FP -
Replacement/addition of a site where
batch control/testing takes place - To

UP3, ITtanis remove Corden Pharma S.p.A, Reparto

BTOPVHHE UP3, via G. Galilei 17, Caponago 20867,

nakyBaHHs: Italy as a site responsible for quality
KopgeH dapma control test for Break loose and Glide




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky | peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
C.n.A, Itania

BTOPWHHE
nakyBaHHS:
dapmnor Papma
NopxucTik FTm6X,
HimeuunHa
BTOPVHHE
nakyBaHHS:
[endapm XHHiHT
CAC, ®paHuis
BTOPVHHE
nakyBaHHS:
MikiHr ®apma C.A.,
Icnanis
BTOPWHHE
nakyBaHHS:
IOMNC Xenckep
Itanisa C.P.N., ITania
KOHTPONb SKOCTI
(pi3nKO-XiMiUHWIA):
Yenab C.p.n., Itanis
KOHTPONb SIKOCTI
(vacTkoBwUiA):
HosapTic
dapmacbloTuKan
MaHydakTypiHr
NNC, CnoseHis
KOHTPO/b SKOCTI
(4yacTkoBUiA):
Nek
PapmacbloTrKanc
n0.4a., CnoeeHisa
KOHTPO/b AKOCTI
(4yacTkoBUiA):
HosaprTic
PapmacbioTukan
MaHydakTypiHr
NNC, CnoseHis
KOHTPO/b SKOCTI
(4acTkoBwUiA):
HosaprTic ®apma
LLTeiiH Al TekHikan
OnepeiiwH3 LBeiiy,

LTeliH Ctepaiins,

force (BLGF) of the finished product.
Novartis Pharmaceutical Manufacturing
GmbH, Biochemiestrape 10, 6336
Langkampfen, Austria and Novartis
Pharma Stein AG, Schaffhauserstrasse,
4332 Stein, Switzerland will continue to
perform Break loose and Glide force test
procedures in addition to the new Flow
initiation force test procedure.
In addition, the Applicant is submitting
method validation reports for Bacterial
endotoxin and Sterility tests in Section
3.2.P.5.3 for Novartis Pharmaceutical
Manufacturing LLC (formerly known as
Lek Pharmaceuticals d.d.), Slovenia.
The site was approved as a quality
control site for the tests with
EMEA/H/C/005333/1B/0005/G.
3MiHa oyHKUiT BUpo6HKKa KopaeH
$apma C.n.A, Migposgin UP3, ITanis.
HasBa Ta agpeca nmwarTbes
HEe3MiHHUMMW.
[irova pepakuis
KopaeH ®apma C.n.A, Nigpo3ain UP3,
ITania
Corden Pharma S.p.A, Reparto UP3,
Italy
B1pOGHMLTBO CTEPUIBHOTO JTiIKapPCbKOro
3acoby - acenTuyHa niarotToBka
Crepunisauist - dinbTpawis, KOHTpOsIb
AKOCTi (Chi3nKO-XiMiYHWIA, BiONOTIYHNIA,
MiKpOBIO/IOFiYHWNIA - CTEPUNBHICTD),
nepBUHHE NaKkyBaHHS)
MpornoHoBaHa pegakuis
KopaeH ®apma C.n.A, Nigpo3ain UP3,
ITanisa
Corden Pharma S.p.A, Reparto UP3,
Italy
B1pPO6GHMLTBO CTEPUIBHOTO JiKapCbKOro
3acoby - acenTuyHa nigroToBkKa
Crepunisauis - inbTpayis, KOHTPOsb
AKOCTI (YACTKOBWIA), NepBUHHE
nakyBaHHs)

3MiHV BHeceHo y po3ain 3.2.P.3.1




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky | peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

LLiBefiuapis
KOHTPO/b SIKOCTI
(vacTkoBwUiA):
Hosapric
dapmacbloTuKan
MaHydhakTypiHr
M6X, ABCTpis

Manufacturers Ta METOAU KOHTPO/TO
AKOCTI.
BBefeHHs1 3MiH NpoTArom 6-Tn MicAuiB
nicnsi 3aTBepOKEHHS.




