NMEPENIK

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

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

KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

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

Ne Hassa dopma sunycky 3asnsHuK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionyckKy peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
1. BAPIFATE®® Kancysm m siki no 100 mr; no Bepixrep Himeuunna BUPOGHWK, LLIO HimeuunHa B.ll.c.3.z, IA - Change in source of an 3a UA/16651/01/01
10 kancyn M'sikux B IHrenbxanm BignoBigae 3a BMNycK excipient or reagent with TSE risk- Other peyenmom
a/lloMiHieBOMY 61icTepi, Mo 6 | IHTepHeLwwHN cepit: variation:
abo 12 6nicTtepiB y 6X BepiHrep IHrenbxaim Change in the source countries of animal

KapTOHHI KOpooLj

dapma N'vbX i Ko. KT,
HimeuuunHa;
BVMPOGHMLTBO, yrakoBka
Ta KOHTPO/Ib AKOCTI
Kancyn in bulk
(Hepo3sdpacoBaHoi
npoAayKuii nikapcbKoro
3acoby):
KataneHT HimeuunHa
E6epbax Mv6X,
HimeuuunHa;
nepseuHHe (6nictepun) Ta
BTOPUHHE MaKyBaHHS
(kopo6kM), MapKyBaHHs
(nepsBuHHOrO Ta
BTOPUHHOIO NakyBaHHS)
Ta KOHTPO/Ib AKOCTI
nikapcbKoro 3acoby:
BepiHrep IHrenbxaiim
dapma 'v6X i Ko. KT,
HimeuumnHa;
a/lbTepHaTVBHI AiNbHALI
NS BTOPMHHOIO
nakyBaHHs Ta
MapKyBaHHS:
dapm/lor dapma
NopxicTik TM6X,
HimeyuunHa;
LiteremaHH
JlboHhepnakyHreH yHz,
NoricTiwep Cepsic e. K.,
HimeuuunHa;
anbTepHaTUBHI
na6oparopii gns
NPOBELEHHS KOHTPO/HO
AKOCTI (38 BUKNIOYEHHAM

materials used in the production of the
excipient gelatin by addition of Croatia,
Finland, and Lithuania and deletion of the
Czech Republic. The change does not
present any risk of TSE contamination.
B.ll.c.z, IB - Change in control of
excipients in the Finished Product - Other
variation:

To add Gelita AG, Friedrich-Wilhelm-Str.
155, 32423 Minden, Germany as an
alternative manufacturing site for gelatin
200 bloom used as an excipient in the
finished product nintedanib capsules.
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 update the address of the site
responsible for the manufacture of
excipient gelatin 200 bloom from Gelita
AG, P.O. Box 12 53, 69402 Eberbach,
Germany to Gelita AG, Gammelsbacher
Str. 2, 69412 Eberbach, Germany. There
is no change in the location of the site.
In addition, the MAH has taken the
opportunity to introduce editorial changes
as listed in the present/proposed table of
the respective summary document.




Ne
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JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)
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Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
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MikpobionoriyHol
YACTOTW):
A eHp Em WTabTect
v6X (JlabopaTopis
KOHTPO/IO AKOCTi Ta
TECTyBaHHS
cTabinbHoCTI),
HimeuyuunHa,;
HysicaH MM6X,
HimeyvunHa;
anbTepHaTUBHI
nab6oparopii gns
npoBefAeHHs KOHTPO/0
AKOCTi 38 NOKa3HWMKOM
MiKpob6iosnoriyHa
yucrora:

CI'C IHcTuTyT ®peseHiyc
'm6X, HimeuunHa;
Na6op NNIC CE eHp Ko.
K, HimeyuunHa

BAPIATE®®

Kancynm m ki no 150 mr; no

10 kancyn M'akux B

asltomiHieBoMy 6nictepi, no 6

6nicTepiB y KAPTOHHIM
Kopoo6Ui

Bepinrep
IHrenbxanm
IHTEpHeLHN

6X

HimeyunHa

BMPOGHWK, LLIO
Bignosigae 3a BMMYycK
cepil:
BepiHrep IHrenbxainm
®apma 'v6X i Ko. KT,
HimeyuunHa,;
BVMPOGHMLTBO, yrnakoBka
Ta KOHTPO/Ib AKOCTI
Kancyn in bulk
(Hepo3dhacoBaHoi
nNpoAayKuii nikapcbkoro
3acoby):
KataneHT HimeuunHa
E6epb6ax Mm6X,
HimeyuunHa,;
nepBuHHe (6nictepu) Ta
BTOPWHHE MakKyBaHHSA
(kopo6KM), MapKyBaHHs
(nepBuHHOrO Ta
BTOPVHHOTO NakKyBaHHS)
Ta KOHTPO/Ib AKOCTI
nikapcbkoro 3acoby:
BepiHrep IHrenbxaim
$apma Mvb6X i Ko. KT,
HimeuuunHa;
albTepHaTUBHI AiNbHUL
[N BTOPUHHOTO
nakyBaHHs Ta
MapKyBaHHS:
Papm/lor Papma

HimeuunHa

B.Il.c.3.z, IA - Change in source of an
excipient or reagent with TSE risk- Other
variation:

Change in the source countries of animal
materials used in the production of the
excipient gelatin by addition of Croatia,
Finland, and Lithuania and deletion of the
Czech Republic. The change does not
present any risk of TSE contamination.
B.ll.c.z, IB - Change in control of
excipients in the Finished Product - Other
variation:

To add Gelita AG, Friedrich-Wilhelm-Str.
155, 32423 Minden, Germany as an
alternative manufacturing site for gelatin
200 bloom used as an excipient in the
finished product nintedanib capsules.
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 update the address of the site
responsible for the manufacture of
excipient gelatin 200 bloom from Gelita
AG, P.O. Box 12 53, 69402 Eberbach,
Germany to Gelita AG, Gammelsbacher
Str. 2, 69412 Eberbach, Germany. There

3a
peyerimom
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Ne Hassa ®opma surnycKy 3asaBHUK KpaiHna Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYeHHs

NopxicTik Tm6X,
HimeuuunHa;
LLiteremaHH

JlboHbepnakyHreH yHg,
NoricTiwep Cepsic e. K.,
HimeyuunHa;
anbTepHaTUBHI
na6oparopii Ans
NpoBELEHHS KOHTPO/HO
SAKOCTi (32 BUK/TIOUYEHHSAM

Mikpob6ionoriyHoi

4YNUCTOTH):
A eHp Em LUTabTecT
'M6X (Jlabopatopis
KOHTPOJO AKOCTi Ta
TecTyBaHHSA
CTabinbHOCTI),
HimeyumnHa;
HygicaH Mm6X,
HimeuuunHa;
a/bTepHaTVBHI
nab6oparopii gns
npoBeAeHHs1 KOHTPOI0
AKOCTI 38 NOKa3HUKOM

Mikpob6iosoriyHa

yucrora:

CIC InctutyT ®peseHiyc
M6X, HimeuunHa;
Na6op /1C CE eHf Ko.
KI, HimeuunHa

is no change in the location of the site.
In addition, the MAH has taken the
opportunity to introduce editorial changes
as listed in the present/proposed table of
the respective summary document.




