MEPENIK

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

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

OPFAHAMU CMOJTYYEHUX LUTATIB AMEPUKW, LUBENLLAPCbKOI KOH®EAEPALLI, AMOHII, ABCTPANII, KAHAAN, NIKAPCLKNX 3ACOEIB, L0
3A LUEHTPA/I30OBAHOIO NMPOLEAYPOKO 3APEECTPOBAHI KOMMETEHTHMM OPFAHOM EBPOMNEVNCBHLKOIO COKO3Y

Ne Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyedypa BionycKky peecmpayjiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
1. BAPIFATE®® Kancysm m'siki no 100 BepiHrep HimeuunHa BUPOGHMK, L0 BiANoBigae 3a BUNycK HimeyunHa B.l.b.1.b, IA Change in the 3a UA/16651/01/01
Mr; Mo 10 kancyn m'sknx IHrenbxanm cepit: specification parameters peyenmom
B &J/1IOMiHIEBOMY IHTEepHeLWHN BepiHrep IHrenbxaiim ®apma Mv6X i and/or limits of an AS,
6nictepi, no 6 a6o 12 6X Ko. KI, HimeuunHa; BUpO6HMLTBO, starting material/

6nicTepiB y KapTOHHIi
Kopoo6Ui

yrnakoBKa Ta KOHTPO/Ib AKOCTI Kancyn
in bulk (Hepo3chacoBaHoT NpoayKLii
nikapcbKoro 3acoby):
KataneHT HimeuyunHa E6epbax
mM6X, HimeuwunHa,;
nepsuHHe (6nictepn) Ta BTOPUHHE
nakyBaHHs (KOpObKu), MapKyBaHHS

(NepBMHHOTO Ta BTOPMHHOTO

nakyBaHHs) Ta KOHTPO/Ib SKOCTI
nikapcbKoro 3acoby:
BepiHrep IHrenbxaiim ®apma Mv6X i
Ko. KI, HimeyunHa; anbTepHaTuBHI
OiNbHWLI ANSt BTOPMHHOIO MaKyBaHHSA
Ta MapKyBaHHS:
dapm/lor dapma JlogxicTik FTM6X,
HimeuunHa;

LteremaHH JIbOHd)EpPNaKyHreH yHa
NoricTiwep Cepsic e. K., HimeuyunHa;
anbTepHaTuBHI naboparopii gns
NnpoBeAeHHS KOHTPOJIIO AKOCTI (3a
BUK/HOYEHHSIM MiKPOGiONorivyHOT
4yncToTH):

A eHp Em LUTabTect MM6X
(NNabopaTopist KOHTPOSO AKOCTI Ta
TEeCTyBaHHS CTabi/IbHOCTI),
HimeuuunHa,;

HysicaH MM6X, HimeuunHa;
anbTepHaTuBHI naboparopii gns
NPOBEefEHHS KOHTPOJIIO AKOCTI 3a
NOKa3HNKOM MiKpo6ionoriyHa
yucToTa:

CI'C IncTuTyT ®peseHiyc MM6X,
HimeuunHa;

Na6op /IC CE eHg Ko. KT,
HimeuunHa

intermediate /reagent -
Tightening of specification
limits — To tighten the limit
for Total Carbon in the
specification for a raw
material water from <= 0.5
ppm to < 0.50 ppm (M/v).
In addition, the marketing
autorisation holder took
the opportunity to change
the terminology of the
name from "Demineralized
Water" to "Purified Water".
B.l.a.2.a, IA Changes in
the manufacturing process
of the AS - Minor change
in the manufacturing
process of the AS — Minor
change in the
manufacturing process for
the drug substance
intermediate Step 3 (=
step BIBF 1120 Anilin) to
introduce an optional
heating step prior to the
dilution with 2-propanol to
ensure phase separation.
A.4,1A Administrative
change - Change in the
name and/or address of a
manufacturer or an ASMF
holder; or a supplier of the
AS, starting material,
reagent or intermediate
used in the manufacture of
the AS or manufacturer of




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

a novel excipient — To
change the name of the
manufacturer of the
starting materials
trimethylorthobenzoat and
N-methylpiperazin, from
AMI ORGANICS PVT.
LTD., 440/5,6 Road No.
82/A, Surat — 394 230,
India, to AMI ORGANICS
LTD. The address remains
unchanged.
B.l.c.z, IA Container
closure system of the AS -
Other variation — To add
an alternative suitable
closing system as a
secondary packing
component of the active
substance nintedanib
esilate.
B.l.a.2.a, IA Changes in
the manufacturing process
of the AS - Minor change
in the manufacturing
process of the AS - Minor
changes in the
manufacturing process of
the active substance
nonleading isolate to
introduce a few change
due to the adaptation of
the equipment at
Bidachem site. In
particular, to introduce
nitrogen as an alternate
process gas for miling; to
introduce an alternate
measuring of the flow at
the mill outlet; to update
the minimum and
maximum degree of filling
for the blender equipment
after miling; to reduce the
rinsing amount of 2-
propanol during step 3
from approx. 3.02 — 3.69
kg-eq to aprox. 2.36 —
3.69 kg-eq; to introduce




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

tumble drier with a surface
made of stainless steel
instead of a tuble drier
with a glass lined surface;
to introduce a filter drier
with a glass lined surface
in addition to filter driers
with a surface made
stainless steel or
hastelloy; to delete sieves
from the equipment list. In
addition, the marketing
autorisation holder has
taken the opportunity to
update the product name
from nintedanib
ethanesulfonate to
nintedanib esilate, as
nintedanib esilate is the
established INN active
substance substance
name.

B.l.a.1.a, IAin Change in
the manufacturer of the
AS or of a starting
material/reagent/
intermediate for AS - The
proposed manufacturer is
part of the same
pharmaceutical group as
the currently approved
manufacturer — To add
Bidachem S.p.A., S.S. 11
(Panada Superiore), 8,
24040 Fornovo San
Giovanni (BG), Italy, as an
alternative site responsible
for manufacturing, quality
control testing and packing
of the active substance
Nintedanib esilate.
B.l.a.1.a, IAin Change in
the manufacturer of the
AS or of a starting
material/reagent/
intermediate for AS - The
proposed manufacturer is
part of the same
pharmaceutical group as




Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHuUK

KpaiHa

Bupo6Huk

Kpaina

Peecmpayitina
npoyeoypa

Ymosu
BiOnycKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

the currently approved
manufacturer - To add
Bidachem S.p.A., S.S. 11
(Panada Superiore), 8,
24040 Fornovo San
Giovanni (BG), Italy, as an
alternative site responsible
for manufacturing, quality
control testing and packing
of the active substance
Nintedanib esilate.
B.l.a.1.a, IAin Change in
the manufacturer of the
AS or of a starting
material/reagent/
intermediate for AS - The
proposed manufacturer is
part of the same
pharmaceutical group as
the currently approved
manufacturer - To add
Bidachem S.p.A., S.S. 11
(Panada Superiore), 8,
24040 Fornovo San
Giovanni (BG), Italy, as an
alternative site responsible
for manufacturing, quality
control testing and packing
of the active substance
Nintedanib esilate.

BAPIATE®®

Kancysm m'siki no 150
Mr; o 10 Kancyn m'saknx
B a/IlOMiHiEBOMY
6nictepi, no 6 6nicTepis
Y KapTOHHii Kopobuj

BepiHrep
IHrenbxaim
IHTepHeLwHN

rM6X

HimeuunHa

BUPOGHMK, L0 BignoBigae 3a BUNycK
cepii:

BepiHrep IHrenbxaiim ®apma Mv6X i
Ko. KI', HimeuyunHa; BUpOGHMLTBO,
yrnakoBKa Ta KOHTPOJ/Ib AKOCTI Kancyn
in bulk (Hepo3dacoBaHoi npoayKu;i
nikapcbKoro 3acoby):
KataneHTt HimeyunHa E6epbax
mM6X, HimeuunHa,;
nepBuHHe (6nicTepu) Ta BTOPUHHE
nakyBaHHs (KOPOOKM), MapKyBaHHS
(NepByHHOrO Ta BTOPUHHOTO
nakyBaHHs) Ta KOHTPO/Ib AKOCTI
nikapcbKoro 3acoby:
BepiHrep IHrenbxaiim ®apma Mv6X i
Ko. KI, HimeyunHa; anbTepHaTUBHI
OiNbHWLI ANSi BTOPMHHOIO MakyBaHHSA
Ta MapKyBaHHS:

Papm/lor Papma JloaxicTik F'M6X,

HimeuyunHa

B.l.b.1.b, IA Change in the
specification parameters
and/or limits of an AS,
starting material/
intermediate /reagent -
Tightening of specification
limits — To tighten the limit
for Total Carbon in the
specification for a raw
material water from <= 0.5
ppm to < 0.50 ppm (M/v).
In addition, the marketing
autorisation holder took
the opportunity to change
the terminology of the
name from "Demineralized
Water" to "Purified Water".
B.l.a.2.a, IA Changes in
the manufacturing process

3a
peyenmom

UA/16651/01/02




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
HimeyunHa,; of the AS - Minor change

LLTeremaHH fIboOHeprnakyHreH yHa
NoricTiwep Cepsic e. K., HimeuyunHa,;
anbTepHaTuBHI naboparopii gns
NPOBeEHHS KOHTPOIO AKOCTI (3a
BUK/TFOYEHHSIM MiKPOGiOI0rivyHOT
YNUCTOTK):

A eHp Em WtabTect MM6X
(TabopaTopist KOHTPOSIKO AKOCTI Ta
TeCTyBaHHS CTabifIbHOCTi),
HimeyunHa,;

HysicaH TM6X, HimeuunHa;
anbTepHaTuBHI naboparopii gns
NpoBeLeHHS KOHTPOJIO AKOCTi 3a
NOKa3HNKOM MiKpO6ionoriyHa
yucToTa:

CIC IHcTuTyT ®peseHiyc MNM6X,
HimeuunHa;

Na6op NNC CE eHg Ko. KT,
HimeuunHa

in the manufacturing
process of the AS — Minor
change in the
manufacturing process for
the drug substance
intermediate Step 3 (=
step BIBF 1120 Anilin) to
introduce an optional
heating step prior to the
dilution with 2-propanol to
ensure phase separation.
A.4,1A Administrative
change - Change in the
name and/or address of a
manufacturer or an ASMF
holder; or a 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
manufacturer of the
starting materials
trimethylorthobenzoat and
N-methylpiperazin, from
AMI ORGANICS PVT.
LTD., 440/5,6 Road No.
82/A, Surat — 394 230,
India, to AMI ORGANICS
LTD. The address remains
unchanged.
B.l.c.z, IA Container
closure system of the AS -
Other variation — To add
an alternative suitable
closing system as a
secondary packing
component of the active
substance nintedanib
esilate.

B.l.a.2.a, IA Changes in
the manufacturing process
of the AS - Minor change
in the manufacturing
process of the AS - Minor
changes in the
manufacturing process of




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

the active substance
nonleading isolate to
introduce a few change
due to the adaptation of
the equipment at
Bidachem site. In
particular, to introduce
nitrogen as an alternate
process gas for miling; to
introduce an alternate
measuring of the flow at
the mill outlet; to update
the minimum and
maximum degree of filling
for the blender equipment
after miling; to reduce the
rinsing amount of 2-
propanol during step 3
from approx. 3.02 — 3.69
kg-eq to aprox. 2.36 —
3.69 kg-eq; to introduce
tumble drier with a surface
made of stainless steel
instead of a tuble drier
with a glass lined surface;
to introduce a filter drier
with a glass lined surface
in addition to filter driers
with a surface made
stainless steel or
hastelloy; to delete sieves
from the equipment list. In
addition, the marketing
autorisation holder has
taken the opportunity to
update the product name
from nintedanib
ethanesulfonate to
nintedanib esilate, as
nintedanib esilate is the
established INN active
substance substance
name.

B.l.a.1.a, IAin Change in
the manufacturer of the
AS or of a starting
material/reagent/
intermediate for AS - The
proposed manufacturer is




Ne

Hassa

dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

part of the same
pharmaceutical group as
the currently approved
manufacturer — To add
Bidachem S.p.A., S.S. 11
(Panada Superiore), 8,
24040 Fornovo San
Giovanni (BG), Italy, as an
alternative site responsible
for manufacturing, quality
control testing and packing
of the active substance
Nintedanib esilate.
B.l.a.1.a, IAin Change in
the manufacturer of the
AS or of a starting
material/reagent/
intermediate for AS - The
proposed manufacturer is
part of the same
pharmaceutical group as
the currently approved
manufacturer - To add
Bidachem S.p.A., S.S. 11
(Panada Superiore), 8,
24040 Fornovo San
Giovanni (BG), Italy, as an
alternative site responsible
for manufacturing, quality
control testing and packing
of the active substance
Nintedanib esilate.
B.l.a.1.a, IAin Change in
the manufacturer of the
AS or of a starting
material/reagent/
intermediate for AS - The
proposed manufacturer is
part of the same
pharmaceutical group as
the currently approved
manufacturer - To add
Bidachem S.p.A., S.S. 11
(Panada Superiore), 8,
24040 Fornovo San
Giovanni (BG), Italy, as an
alternative site responsible
for manufacturing, quality
control testing and packing




iH ekuii no 500 Og.;
MOPOLLIOK y hrlakoHax Ta
pO34MHHYKK (BoAa ANA

iH exuili) no 10 mn a6o
no 20 MmNy dpriakoHax.
Mo 1 chnakoHy 3
MOPOLLKOM Y KOMMNJIEKTi 3
1 donakoHoMm 3
PO34YMHHMKOM Ta 3

ABCTpIS;
Brpo6HMLTBO, KOHTPO/b AKOCTI Ta
BUNPOB6YBaHHSA CTabiNbHOCTI,
nepBrHHe nakyBaHHs 13;
MapKyBaHHA Ta BTOPUHHE
nakyBaHHs /13 Ta po3ynHHMKA:
Takepa MaHycekuypiHr AscTpis Al,
ABCTpIS;

KOHTpOsib SIKOCTi Ta BUNPOBYBaHHS

marepianis:
3MiHa Ha3BM BUPOOHMKA
6e3 3MiHK micuA
BMPOGHMLTBA:
3arBepakeHo:
BakcTep Al / Baxter AG;
Bakctep MaHydekuypiHr
C.n.A. / Baxter
Manufacturing S.p.A.

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
of the active substance
Nintedanib esilate.
3. OHKACNAP® MOPOLLIOK AJ151 PO3YMHY Jle Na6opartyap dpaHLis BMNpobyBaHHA cTabinbHOCTI CLUA/ C.1.4, Il - Change(s) in the 3a UA/18776/01/01
ANs iH'eKUii/iHdy3ilA, Ceps'e (BNPOBYBaHHA Ha MPOHUKHEHHSI HimeyunHa/ SPC, Labelling or PL due peyenmom
750 MO/mn; no 3750 6apBHYKa): ®paHuisa to new quality, preclinical,
MO y chnakoHi; no 1 AgicTta ®apma ContowHc, IHk., CLUA; clinical or
dhnakoHy B kOpobui 3 KOHTPO/b SIKOCTI Nig, Yac BUNYCKY pharmacovigilance data.
KapTOHY 3 MapKyBaHHSM NPOAYKTY 3a NOKa3HMKOM Yac Update of sections 4.4, 4.5
YKPaiHCbKOK MOBOH); N0 BiJHOB/IEHHS, MPO30PICTb, 30BHILLHI and 4.8, of the SmPC in
3750 MO y donakoHi 3 BUrNsaa, pH, 4OMILLKW, BUSHAYEHHS order to add a new
MapKyBaHHAM TNBS, koHUeHTpaujia binka, cuna warning on the risk of
iHO3eMHOI MOBOIO; Mo 1 Aji/akTnBHICTb, cneundivHa(nMToMa) osteonecrosis and to
dhnakoHy B CTaHA4ApPTHO- aKTUBHICTb, OAHOPIAHICTb [030BaHUX include it as an adverse
€KCMOPTHIlA ynakoBL,i 3 OAVHWLb, BMICT BOSIOTY, YNCTOTA, drug reaction associated
MapKyBaHHSM iAeHTUYHICTb: with pegaspargase use
iHO3eMHOK MOBOIO, fika Eiiu[abn’toBali ®apma Cepsice3 with an unknown
MICTUTBCS B KOPOGLIi 3 'M6X, HimeyurHa; BunpobyBaHHs frequency, following
KapTOHY 3 MapKyBaHHAM CTabisIbHOCTIi, KOHTPO/Ib SKOCTI Mif, review of all available non-
YKpaiHCbKOK MOBOLO; MO yac BMNycKy NPOAYKTY, MapKyBaHHS clinical, epidemiological
3750 MO y chnakoHi 3 Ta BTOPVHHE MakKyBaHHS: and clinical data. The
MapKyBaHHSM Ekcenig, IHk., CLUA,; Package Leaflet is
iHO3eMHOK MOBOIO; Nno 1 KOHTPO/b AKOCTI Mif, Yyac BUMYCKY updated accordingly. In
dhnakoHy B KOpo6L;i 3 NPOAYKTY 3a MNOKa3HUKOM addition, the MAH took the
KapTOHY 3 MapKyBaHHAM CTEPUSIbHICTb, MEXaHIYHi BK/IHOUYEHHS opportunity to bring the PI
iHO3eMHOK MOBOIO 3i (HeBMAMMI YacTku), 6akTepiasibHi in line with the latest QRD
CTiKEPOM YKpaiHCbKOI0 eHaoTokcuHu: labop /IC CE & Ko. template version 10.2.
MOBOIO K, HimeuuuHa; BBeaeHHs 3MiH NpoTArom
MapKyBaHHs, BTOPUHHE NakKyBaHHS, 6-Tn micAauiB nicns
BWMNYCK Cepii rOTOBOro NikapCbKoro 3aTBepKeHHs.
3acoby: Jlabopatopii Ceps'e
IHOacTpi, ®paHLis;
BMPOGHULITBO, KOHTPO/Ib AKOCTI Nif,
yac BUMYCKY NMPOAYKTY 3a
MOKa3HMKOM BMICT BOAM:
NiodpiniseliwH Cepaices ot H'to
IHrneHg, IHk., CLUA;
MapKyBaHHSs!, BTOPUHHE NakKyBaHHS:
[Jepe JloxicTik, PpaHuis
4, DENBA MOPOLLIOK Ta PO3UYNHHUK Bakctep Al ABcTpis [lo3Bin Ha Bunyck cepii: AscTpisi/ BHECEHHS 3MiH 0 3a UA/16954/01/01
0151 pO34MHY ONs Takena MaHydekuypiHr ABcTpis Arl, HimeyunHa peecTpauiiHnx peyenmom




Ne

Hassa

dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NPUCTOCYBaHHAM A5 cTabinbHocTi [N3 (6akTepianbHi 3anponoHoBaHo:

po3BefeHHsas BAXJECT
Il Xain oy Ta Ha6opom
0N BBeAEeHHs (1
ofHopasoBuii wnpuu, 1
ofiHopasoBa ronka, 1
ronika-meTenuk) y
Kopoo6Li

TOKCUHW Ta CTEPUSIBHICTD)):
Takeaa MaHydekuypiHr ABcTpist Al,
ABCTpIS;
B1pO6HMLTBO Ta KOHTPO/Ib AKOCTI
PO3UMHHYIKA:
3irdppig XamenbH MNM6X, HimeuunHa

Takega MaHydekuypiHr
ABcTpist Al, ABCTpis /
Takeda Manufacturing

Austria AG, Austria;

Takega MaHydhekuypiHr

ITanisa C.n.A. / Takeda
Manufacturing Italia S.p.A.
Y 3B'A3KY 3
BULLEHABEAEHOK 3MIHOH
Ha3BW BUPOOBHYIKa,
OHOBJIEHO IHCTPYKLUitO ANns
MeJMYHOrO 3aCTOCyBaHHS,
TEKCT MapKyBaHHs A0
PeecTtpauiiHoro
noceigyeHHs Ta MeToam
KOHTPOJIHO SIKOCTI.

BuiyyeHHs BUPOGHMYOT

ginbHuui Takeda
Manufacturing Austria AG;

Industriestrasse 20, A-

1221 Vienna, Austria,
BiANOBiAaIbHOI 3a
6ionoriyHe TecTyBaHHs (B
peecTpauiiiHomy
nocsigyeHHi bakctep AT,
ABCTpIst (6ionoriyHe
TecTyBaHHs1) / Baxter AG,
Industriestrasse 20, 1221

Vienna, Austria (Testing

biological)). BunyyeHHs
BMPOBHNYOI AiNbHUL

Takeda Manufacturing

Austria AG; Industrie
Strasse 72, A-1221
Vienna, Austria,
BiNoBiAa/IbHOT 38

BMPOGHMLITBO rOTOBOIO
nikapcbKoro 3acoby (B

peecTpaujiiiHomy
nocsigyeHHi bakctep AT,

ABCTpIst (BUPOGHNLTBO

'N3) / Baxter AG,

Industrie Strasse 72, A-

1221 Vienna, Austria
(Manufacturing of dosage
form).
[opaBaHHA BUPOGHUYOT
OinbHUUI Takega




Ne

Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

MaHydekuypiHr ABCTpIs
Al', ABCTpist
(Ydhepwpacce 15, 2304
Oprt aH gep OoHay,
ABcTpisi) / Takeda
Manufacturing Austria AG,
Austria (Uferstrasse 15,
2304 Orth an der Donau,
Austria), BianoBiganbHoI
3a KOHTPOJ/1b SIKOCTi Ta
BUNPOOBYBaHHSA
CTabiNIbHOCTi FOTOBOrO
nikapcbKoro 3acoby 3a
nokasH1Kamm
BakTepianibHi TOKCUHM Ta
CTepunbHiCTb.
YTOUHEeHHA yHKLT Ta
agpecy BUPOOHMKIB:
3arBepaKeHo:
Bakctep Al
(IHgycTpiwTpacce 67,
1221 BigeHb, ABcTpis) /
Baxter AG
(Industriestrasse 67, 1221
Vienna, Austria) (Bunyck

cepii).

Bakctep Al', ABCTpist
(NaHre Anee 24, 1221
BigeHb, ABcTpis) / Baxter
AG, Austria (Lange Allee
24,1221 Vienna, Austria)
3irdpig, XamensH M6X,
HimeuumnHa (JlaHrec
®enba 13, 31789
XamenbH, HimeuuunHa) /
Siegfried Hameln GmbH,
Germany (Langes Feld 13,
31789 Hameln, Germany)
(BMPOGHNLTBO
PO3UMHHUKA);
3anponoHoBaHo:
Takega MaHydhekuypiHr
ABcTpiss Al', ABCTpis
(InpycTpiwTpacce 67,
1221 BigeHb, ABcTpis) /
Takeda Manufacturing
Austria AG, Austria
(Industriestrasse 67, 1221
Vienna, Austria) (go3Bin




Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHuUK
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Bupo6Huk

Kpaina

Peecmpayitina
npoyeoypa
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Ha BUMycK cepii).
Takega MaHydekuypiHr
ABcTpist Al', ABCTpisi
(NaHre Annee 24, 1221
BigeHb, ABcTpisi) / Takeda
Manufacuring Austria AG,
Austria (Lange Allee 24,
1221 Vienna, Austria)
3ircopig XamenbH M6X,
HimeuuuHa (laHrec
®enba 13, 31789
XamersnbH, HimeuunHa) /
Siegfried Hameln GmbH,
Germany (Langes Feld 13,
31789 Hameln, Germany)
(BMpPOGHMLTBO Ta
KOHTPO/b SKOCTI
PO3UMHHNMKA).
TepMiH BBEEHHS 3MiH -
npoTArom 6 micsAuis nicns
3aTBEPKEHHS.

DENBA

MOPOLLIOK Ta PO3UYNHHUK
AN pO3UnHY Ans

iH ekuii no 1000 Of,;
MOPOLLIOK Y h/lakoHax Ta
pPO34nHHKK (BOoda AN

iH exuiii) no 20 mn 'y
thnakoHax; no 1
h1akoHy 3 NOPOLLKOM Y
KommnekTi 3 1
dhnakoHoM 3
PO3YMHHMKOM Ta 3
NpVUCTOCYBaHHAM AN1A
po3BefeHHsa BAXJECT
Il Xali ®noy Ta Ha6opom
Ans BBefeHHs (1
ofHopasoBuii wnpuu, 1
ofiHopasoBa roska, 1
rosika-meTenuk) y
KopooLi

Bakctep Al

ABCTpis

[l03Bin Ha BMNycCK cepit:
Takepa MaHycekuypiHr AscTpia Al,
ABCTpIS;
Bypo6HULTBO, KOHTPOSIb AKOCTI Ta
BMNPOGYBaHHA CTabi/IbHOCTI,
nepBrHHe nakyBaHHs 13;
MapKyBaHHS Ta BTOPUHHE
nakysaHHs /13 Ta po34nMHHUKA:
Takepa MaHydekuypiHr ABcTpis AT,
ABCTpIS;

KOoHTposib sikoCTi Ta BUNpo6yBaHHSA
cTabinbHocTi N3 (6akTepianibHi
TOKCVHW Ta CTEPUILHICTD)):
Takepa MaHyekuypiHr AscTpia Al,
ABCTpIS;
BUpPOBHMLTBO Ta KOHTPO/Ib AKOCTI
PO3UYNHHKIKA:
3irdopig XamenbH Mv6X, HimeuunHa

ABcTpisi/
HimeyunHa

BHECEHHSA 3MiH A0
peecTpauiitHnx
marepianis:
3MiHa Ha3BM BUpPOOHUKa
6e3 3miHn micus
BMPOGHMLTBA:
3arBepaKeHo:
BakcTep Al / Baxter AG;
Bakctep MaHydekuypiHr
C.n.A. / Baxter
Manufacturing S.p.A.
3anponoHoBaHo:
Takefa MaHydekuypiHr
AscTpis Al', AscTpist /
Takeda Manufacturing
Austria AG, Austria;
Takega MaHydekuypiHr
ITania C.n.A. / Takeda
Manufacturing Italia S.p.A.
Y 3B’A3Ky 3
BULLEHaBEEHOI 3MIHOK
Ha3BW BUPOGHMKA,
OHOBJIEHO IHCTPYKLi0 ANs
MeAMYHOro 3acTOCYBaHHS,
TEKCT MapKyBaHHSA [0
PeecTpauiiHoro
nocsigyeHHsa Ta Metogn
KOHTPOJIHO AKOCTI.

3a
peyenmom

UA/16954/01/02




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BunyueHHsi BUPO6HUYOI

AinbHULU Takeda
Manufacturing Austria AG;
Industriestrasse 20, A-
1221 Vienna, Austria,
Bi4NOBiAa/IbHOI 32
6ionoriyHe TecTyBaHHs (B
peecTpaujiiiHomy
noceigueHHi bakctep Al
ABcTpis (6ionoriyHe
TecTyBaHHs) / Baxter AG,
Industriestrasse 20, 1221
Vienna, Austria (Testing
biological)). BunyyeHHs
BMPOGHUYOT AiNbHALI
Takeda Manufacturing
Austria AG; Industrie
Strasse 72, A-1221
Vienna, Austria,
BiANOBiAaIbLHOI 3a
BMPOGHMLITBO rOTOBOIO
nikapcbKoro 3acoby (B
peecTpaujiiiHomy
noceigueHHi bakctep Al
ABCTpIst (BUPOBHNLTBO
'N3) / Baxter AG,
Industrie Strasse 72, A-
1221 Vienna, Austria
(Manufacturing of dosage
form).
[opnasaHHs BUPOGHNYOT
AinbHuui Takega
MaHydhekuypiHr ABCTpiIst
ATl', ABCTpist
(Ydhepwtpacce 15, 2304
OpT aH gep OoHay,
ABcTpisi) / Takeda
Manufacturing Austria AG,
Austria (Uferstrasse 15,
2304 Orth an der Donau,
Austria), BignosiganbHoi
3a KOHTPOJ1b SIKOCTI Ta
BMNPO6YBaHHS
CTabifIbHOCTi rOTOBOrO
NiKapcbKoro 3acoby 3a
nokasH1Kamm
BakTepianibHi TOKCUHU Ta
CTepunbHiCTb.

YTOYHEHHS QOYHKLUIT Ta




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
afpecyt BUPOGHWKIB:
3arBepAKeHo:
Bakctep Al

(IHaycTpiwTpacce 67,
1221 BigeHb, ABcTpist) /
Baxter AG
(Industriestrasse 67, 1221
Vienna, Austria) (Bunyck
cepii).
Bakctep Al', ABCTpist
(Nanre Anee 24, 1221
BigeHb, ABCTpis) / Baxter
AG, Austria (Lange Allee
24,1221 Vienna, Austria)
3irchpig XamenbH M6X,
HimeuuuHa (laHrec
®enba 13, 31789
XamersnbH, HimeuunHa) /
Siegfried Hameln GmbH,
Germany (Langes Feld 13,
31789 Hameln, Germany)
(BUpOGHMLTBO
PO3YMHHNIKA);
3anponoHoBaHo:
Takefa MaHydekuypiHr
AscTpisa Al, ABCTpis
(IHgycTpiwTpacce 67,
1221 BigeHb, ABcTpis) /
Takeda Manufacturing
Austria AG, Austria
(Industriestrasse 67, 1221
Vienna, Austria) (8038in
Ha BUMycK cepii).
Takefa MaHydekuypiHr
AscTpisa Al, ABCTpis
(NlaHre Annee 24, 1221
BigeHb, ABcTpis) / Takeda
Manufacuring Austria AG,
Austria (Lange Allee 24,
1221 Vienna, Austria)
3irdpig, XamensH Mv6X,
HimeuumnHa (JlaHrec
®enba 13, 31789
XamenbH, HimeuuunHa) /
Siegfried Hameln GmbH,
Germany (Langes Feld 13,
31789 Hameln, Germany)
(BUPOGHMLTBO Ta

KOHTPOJ1b SIKOCTi




iH ekuili no 2500 Of.;
MOPOLLIOK Y thnakoHax Ta
pO34MHHYK (BOAA ANA

iH ekuili) no 50 mn 'y
thnakoHax; no 1
chiaKkoHy 3 NOPOLUKOM Yy
KOMMekTi 3 1
dhnakoHoM 3
PO3UYMHHVKOM Ta 3
NpUCTOCYyBaHHAM ANA
po3BefeHHss BAXJECT
Il Xaii ®noy Ta Habopom
015 BBeAEeHHs (1
ofHopasoBwii wnpuu, 1
ofiHopa3oBa ronka, 1
ronika-meTenuk) y
Kopoo6ui

ABCTpIS;
BUpo6HMLTBO, KOHTPOSIb AKOCTI Ta
BMNPOGYBaHHA CTabi/IbHOCTI,
nepBuHHe nakyBaHHA M13;
MapKyBaHHS Ta BTOPUHHE
nakyBaHHs /13 Ta po34nMHHUKA:
Takena MaHydekuypiHr ABcTpis Arl,
ABCTpIS;

KOHTposib sikoCTi Ta BUNpoGyBaHHS
cTabinbHocTi N3 (bakTepianbHi
TOKCUHW Ta CTEPUSIBHICTD)):
Takepa MaHydekuypiHr ABcTpis AT,
ABCTpIS;
B1pO6HMLTBO Ta KOHTPO/Ib AKOCTI
PO3UMHHYIKA:
3ircppig XamenbH MM6X, HimeyunHa

marepianis:
3MiHa Ha3BM BUPOOHMKA
6e3 3MiHM micus
BMPOGHMLTBA:
3arBepaKeHo:
Bakctep Al / Baxter AG;
Bakctep MaHydek4ypiHr
C.n.A. / Baxter
Manufacturing S.p.A.
3anponoHoBaHo:
Takega MaHydekuypiHr
AscTpis Al', AcTpist /
Takeda Manufacturing
Austria AG, Austria;
Takega MaHydekuypiHr
ITanis C.n.A. / Takeda
Manufacturing Italia S.p.A.
Y 3B’A3Ky 3
BULLEHaBEEHOI 3MiHOK
Ha3BW BUPOOBHNIKa,
OHOBJIEHO IHCTPYKL0 AN
MeAMYHOro 3acTOCYBaHHS,
TEKCT MapKyBaHHS 10
PeecTpauiiHoro
nocBigyeHHs Ta MeTtoan
KOHTPOJIHO SIKOCTI.
BunyueHHs: BUPO6HUYOI
ginbHuui Takeda
Manufacturing Austria AG;
Industriestrasse 20, A-
1221 Vienna, Austria,
BiANOBIA&IbHOI 3a
6ionoriyHe TecTyBaHHs (B
peecTpaujiiiHomy
nocsigyeHHi bakctep AT,
ABcTpis (6ionoriyHe
TecTyBaHHs1) / Baxter AG,
Industriestrasse 20, 1221
Vienna, Austria (Testing
biological)). BunyyeHHs
BMPOBHNYOI AiNbHUL
Takeda Manufacturing
Austria AG; Industrie

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
PO3UYMHHUKA).
TepMmiH BBEAEHHSA 3MiH -
npoTsirom 6 micsuis nicns
3aTBEPMAKEHHS.
6. DENBA MOPOLLIOK Ta PO3UYNHHUK Bakctep Al AscTpis [lo3Bsin Ha Bunyck cepii: AscTpis/ BHECEHHS 3MiH [0 3a UA/16954/01/03
AN PO3YMHY An1s Takepa MaHydekuypiHr ABcTpis AT, HimeuyunHa peecTpauiiHnx peyenmom




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Strasse 72, A-1221

Vienna, Austria,
Bi4NOBiAa/IbHOI 32
BMPOGHMLITBO FOTOBOrO
nikapcbKoro 3acoby (8
peecTpaujiiHomy
noceigyeHHi bakctep Al
ABCTpIs (BUPOBHULTBO
N3) / Baxter AG,
Industrie Strasse 72, A-
1221 Vienna, Austria
(Manufacturing of dosage
form).
[lopgasaHHsA BUPOGHUYOT
AinbHuUi Takega
MaHydekuypiHr ABCTpIs
Al', ABCTpist
(Ydhepwtpacce 15, 2304
Oprt aH gep OoHay,
ABcTpisi) / Takeda
Manufacturing Austria AG,
Austria (Uferstrasse 15,
2304 Orth an der Donau,
Austria), BignoBiganbHoI
3a KOHTPO/1b SIKOCTi Ta
BUNPO6YBaHHSA
CTabiNIbHOCTi rOTOBOrO
nikapcbKoro 3acoby 3a
nokasHukamu
BakTepiasibHi TOKCUHM Ta
CTepunbHiCTb.
YTOUHEeHHA yHKLT Ta
agpecy BUPOOHMKIB:
3arBepaKeHo:
Bakctep Al
(IHgycTpiwTpacce 67,
1221 BigeHb, ABcTpis) /
Baxter AG
(Industriestrasse 67, 1221
Vienna, Austria) (Bunyck
cepii).
Bakctep Al', ABCTpist
(NaHre Anee 24, 1221
BigeHb, ABcTpis) / Baxter
AG, Austria (Lange Allee
24,1221 Vienna, Austria)
3irdpig, XamensH Mv6X,
HimeuumnHa (JlaHrec

Penba 13, 31789




Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1

XamernbH, HimeuunHa) /
Siegfried Hameln GmbH,
Germany (Langes Feld 13,
31789 Hameln, Germany)
(B1pOGHULTBO
PO3UMHHUKAY);
3anponoHoBaHo:
Takega MaHydekuypiHr
ABcTpist Al', ABCTpist
(IHaycTpiwTpacce 67,
1221 BigeHb, ABcTpist) /
Takeda Manufacturing
Austria AG, Austria
(Industriestrasse 67, 1221
Vienna, Austria) (8o3Bin
Ha BUMycK cepii).
Takega MaHydekuypiHr
ABcTpist Al', ABCTpist
(NaHre Annee 24, 1221
BigeHb, ABcTpisi) / Takeda
Manufacuring Austria AG,
Austria (Lange Allee 24,
1221 Vienna, Austria)
3ircopig XamenbH Mv6X,
HimeuuuHa (laHrec
®enba 13, 31789
XamersnbH, HimeuunHa) /
Siegfried Hameln GmbH,
Germany (Langes Feld 13,
31789 Hameln, Germany)
(BMpOGHMLTBO Ta
KOHTPONb SKOCTI
PO3UMHHNMKA).
TepMmiH BBEEHHS 3MiH -
npoTArom 6 micsuis nicns
3aTBEPMAKEHHS.




