NEPENIK

Jonarox
no Hakazy MIiHICTepCTBA OXOPOHH 37I0POB’S

Vkpainn «[Ipo nepkaBHy peecTpamiro Ta
BHECEHHS 3MiH JI0 PpEeECTpalliifHuX MaTepialiB
JMiKapchKUX ~ 3aco0iB,  SKi  3apeecTpoBaHi
KOMIIETEHTHUMH ~ OpraHamu [Belinapcpkoi
Kongenepanii, Ascrpamii Ta €Bponelcbkoro
Corozy»

Big 23 cepmus 2022 poky Ne 1511

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJOIN4YHUX NMPENAPATIB), LLOAO AKUX BYJIU BHECEHI 3MIHU

LUBEMLIAPCbHKOI KOH®EOEPALII, AMOHII, ABCTPANII, KAHAOWN, NNIKAPCbKUX 3ACOBIB, LLO 3A

0O PEECTPALIUHMNX MATEPIANIB, AAKI BHOCATbLCSA OO0 OEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB
YKPAIHU, SIKI BAPEECTPOBAHI KOMMNETEHTHUMU OPFAHAMU CMONMYYEHUX LUTATIB AMEPUKWU,

LIEHTPAIII3OBAHOIO NPOLEAQYPOIO 3APEECTPOBAHI KOMMNETEHTHUM OPFAHOM E€EBPOMENCHLKOIO

COoIo3y

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpayitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, eidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
1. BAPFATE®® | kancynu m'siki no BepiHrep | HimewuunHa BUPOGHMK, LLO BignoBigae 3a BUNyck cepii: HimeuyunHa B.l.b.1.b, IA Change in the 3a UA/16651/01/01
100 mr; no 10 IHrenbxanm BepiHrep IHrenbxanm ®apma MbX i Ko. KT, specification parameters and/or limits | peyenmom
Kancyn M'sakux B IHTEpHeLLHN HimeyumHa; BUpoOHULTBO, ynakoBka Ta KOHTPOmb of an AS, starting material/
antoMiHieBomy m6X sikocTi kancyn in bulk (Hepo3dacoBaHoi Npoaykuii intermediate /reagent - Tightening of

GnicTepi, no 6 abo
12 GnicTepiB y
KapTOHHiI kopobui

nikapcbkoro 3acoby):

KataneHTt HimeuyunHa E6epbax Mv6X, HimeuunHa;
nepBuHHe (briicTepun) Ta BTOPUHHE NaKyBaHHS
(kopobku), MapKyBaHHs (MEPBUHHOTO Ta BTOPUHHOTO
nakyBaHHs1) Ta KOHTPOIb AKOCTi NiKapCbKoro 3acoby:
BepiHrep IHrenbxanm ®apma MvbX i Ko. KT,
HimewuunHa; anbTepHaTUBHI AiNbHULI ANs
BTOPWHHOIO NaKyBaHHS Ta MapKyBaHHS:
dapmllor dapma NogxicTik FTMBOX, HimevunHa;
LUteremanH JlboHdepnakyHreH yHA JloricTilep
Cepgic e. K., HimeuunHa;
anbTepHaTuBHI nabopaTtopii Ans NpoBeaeHHs
KOHTPOIMIO SIKOCTI (32 BUKIIOYEHHSIM MikpobionoriyHoi
YnCTOTH):

A eHp Em Wtabrect MTM6X (NabopaTopist KOHTponto
SIKOCTi Ta TeCTyBaHHs cTabinbHocTi), HimevunHa;
Hysican T'M6X, HimeuunHa; anbTepHaTuBHiI
nabopartopii 4nsi NpOBEAEHHS KOHTPOIO SKOCTi 3a
noka3HUKOM MikpobionoriyHa uncroTa:

CI'C IHctutyT Ppeseniyc MM6X, HimeuumnHa;
Jla6op JIC CE eHg Ko. KI, HimeuunHa

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
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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 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 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
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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 of the active substance
Nintedanib esilate.

BAPIFATE®® | kancynu M siki no BepiHrep | HimewunHa BMPOGHMK, LLIO BiAMNOBiAae 3a BUNYyCK cepii: HimeyumHa B.l.b.1.b, IA Change in the 3a UA/16651/01/02
150 mr; no 10 IHrenbxanm BepiHrep IHrenbxanm ®apma MNmb6X i Ko. KT, specification parameters and/or limits | peyenmom
Kancyn M'skux B IHTepHeLLHN HimeuyumHa; BUpoOHULITBO, yNakoBKka Ta KOHTPOb of an AS, starting material/
antoMiHieBomy m6X

Gnictepi, no 6
GnicTepiB y
KapTOHHiI kopobui

sikocTi kancyn in bulk (Hepo3dacoBaHoi Npoaykuii
nikapcbKkoro 3acoby):

KataneHTt HimeuunHa E6epbax M'm6X, HimeuunHa;
nepBuHHe (briicTepu) Ta BTOPUHHE NakyBaHHsI
(kopobkKM), MapKyBaHHS! (MEPBMHHOTO Ta BTOPUHHOTO
nakyBaHHS1) Ta KOHTPOMb AKOCTi Nnikapcbkoro 3acoby:
BepiHrep IHrenbxanm ®apma MvbX i Ko. KT,
HimeyuunHa; anbTepHaTUBHI AinbHULI Ans
BTOPVHHOIO NakyBaHHS Ta MapKyBaHHS:
dapmllor dapma NogxicTik FMBX, HimeuunHa;
LLTeremaHH JIboHdepnakyHreH yHA JloricTiwep
Cepsic e. K., HimeuuunHa;
anbTepHaTuBHI nabopaTtopii Ans NpoBeaeHHs
KOHTPOIMIO SIKOCTi (32 BUKITHOYEHHAM MikpobionoriyHoi
4nCTOTH):

A eHp Em Wtabrect MTM6X (NabopaTopist KOHTponto
SIKOCTi Ta TeCTyBaHHsi CTabinbHOCTI), HiMmeuunHa;
HysicaHn TM6X, HiMeuunHa; anbTepHaTUBHi
nabopartopii 4nsi NpOBEAEHHS KOHTPOIO SKOCTi 3a
noka3HUKoM MikpobionoriyHa uncrora:

CIC IHctutyT Ppeseniyc M6X, HiMeuuunHa;
Jla6op JIC CE eHng Ko. KI', HimevunHa

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




[IponoBxkeHHs n01aTKa

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 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 part of
the same pharmaceutical group as the
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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 of the active substance
Nintedanib esilate.

BI3KbIO po3uunH ang iH'ekuin, | Hoeaptic |LlUBeiuapis BUNYCK Cepit: Benebrisi/ C.1.6.a, Il. Change(s) to therapeutic 3a UA/18277/01/01
120 mr/mn; no 1 Osepcis AnkoH-Kyspbop, benbris; LLisenuapis indication(s) - Addition of a new peuernmom
dnakoHy B IHBECTMEHT BMPOGHMULTBO CTEPUITBHOIO fikapcbkoro 3acoby - therapeutic indication or modification
KOMMIEKTi 3 FOfKoH0 c Al roTyeTbCS aCeNTUYHO; NEePBUHHE MaKyBaHHS; of an approved one
inbTpyBansHO B KOHTPOIb SKOCTi - XiMiYHWIA/Di3NYHWI, KOHTPOIb Extension of indication to include
KopoO6Li 3 KapTOHY SIKOCTi - MIKPOBIONOriYHWI - HE CTEPUIBHICTD; treatment of visual impairment due to
KOHTPOMb SIKOCTi - MiKpOBIONOriYHWIA - CTEPUIBHICTD; DME for Beovu; as a consequence,
BTOPWHHE NaKyBaHHS: sections 4.1, 4.4, 4.8, and 5.1 of the
Hogaprtic ®apma LWTenH Al, LUsenuapis; SmPC are updated. The Package
KOHTPOrb SIKOCTi - GionoriyHni Leaflet is updated in accordance.
Hosaptic ®apma Al LLiseruapis Version 4.0 of the RMP has also been
submitted. BBegeHHs 3MiH npoTsirom
6-TW MicAUiB Nicnsa 3aTBEPAXKEHHS.
NNO3APTAH TabneTkn, BKpUTI CaHpos CnoBeHis BMPOGHMLITBO HEpPO3chacoBaHOro NPOAYKTY: Typeuumnna/ 3MiHn skocTi: Type 1B, B.l1.b.1 - 3mina 3a UA/18672/01/02
CAHOO3® NniBKOBOO dapmacbloT CaHpo3 Npyn Carnvk YpyHnepi Inaknapi CaH. Be Tik. | HimevuunHa/ y napameTpiB cneuudikauii Ta/abo peuenmom
LOSARTAN o6ornoHkoto, no 100 ikans g.a. A.C., TypeyunHa; BUpPOOHULITBO HEPO3(hacOBAHOIO CnoBeHis/ rPaHUYHNX 3HaYEHb crieundikauii
SANDOZ® Mr, no 14 TabneTok, NPOAYKTY, NEpBUHHE Ta BTOPUHHE NaKyBaHHS, PymyHis LitoY0i peqoBuHM abo BMXIAHOTO

BKPUTMX MNIBKOBOKO
060onoHKow y
Gnictepi, no 2 abo 7
GnicTepi y
KapTOHHII kopobui

TeCTyBaHHS:

Cantotac Papma 'M6X, HimeuwunHa;
NnepBUHHE Ta BTOPUHHE NaKyBaHHS, TECTYBaHHS,
[003Bin Ha BUNYyCK cepii:

Jlek ®apmaueBTUYHa komnaHia a.4., CnoseHis;

marepiany/npoMixxHoro
NPoAYKTy/peareHTy, BUKOPUCTaHUX
npuv BUPOBOHWLTBI it04Oi pe4OBUHM
h) nogaBaHHsi abo 3amiHa (3a
BMHSITKOM GionoriyHux abo




6

[IponoBxkeHHs n01aTKa

nepBUHHE Ta BTOPUHHE NaKyBaHHs, A03BiN Ha
BUNYCK cepii:

Jlex ®apmaueBTMYHa kKOMMaHiA 4.4., CnoseHis;
BMPOGHMLTBO HEpPO3chacoBaHOro NPOAYKTY,
nepBUHHE Ta BTOPUHHE NaKyBaHHS, TECTYBaHHS:
IeHBeoH Inak Canaw Be TikapeT A.C., TypeuumnHa;
TECTYBaHHs:

C.K. CaHpos C.P.J1., PymyHis

iMyHOMNOrYHNX PEYOBMH) NapameTpa
cneumdikaLii, BKMOYHO 3 BiANOBIAHOW
METOAMKOI aHaniay, sik Hacnigok
npobnemu 3 6esnekoto abo AKIiCTIO -
Addition of specification parameter
LADX.
3miHun sikocTi: Type IB, B.1.b.1 - 3miHa
y napameTpiB cneumdikauii Ta/abo
rPaHUYHNX 3HaYeHb cneundikauii
nito4oi pevyoBmHM abo BMXigHOro
maTepiany/npomixkHOro
npoayKTy/peareHTy, BUKOPUCTaHMX
npv BUPOBHULITBI 4it040T peYOBUHU
h) nonaBaHHsA abo 3amiHa (3a
BUHSITKOM GionoriyHux abo
iMyHOMOriYHMX PEYOBUH) NapameTpa
cneumaikaLii, BKMOYHO 3 BiANOBIAHOK
METOAMKOI aHaniay, sik Hacnigok
npo6nemu 3 6esnekoto abo AKIiCTIO -
Addition of specification parameter
MB-X.
3minn 3 skocTi: Type 1B, B.11I.1 -
MopaHHs HoBoro abo OHOBMNEHOTO
cepTudikaTy BignosigHocTi abo
BUNYyYEHHA cepTudikaTta
€Bponecbkoi hapmakonei ans
Lit0Y0i pevyoBMHU/ANSA BUXIgHOT
PEYOBUHW, peareHTy, NPOMIXXHOro
NpoayKTy, L0 BUKOPUCTOBYETHLCS Y
BUpPOOHMLTBI Adl/abo ons 4ONOMIXKHT
pPEYOBUHU
a) Ceptudpikat BignosigHocTi
€Bponencbkoi hapmakonei 3rigHo 3
BigNoBigHO MOHOorpadieto
€Bponelicbkoi hapmakonei
2. OHoBREHWI cepTudikaT Bif BXe
3aTBEpOKEHOro BUpobHuka - CEP
update for APl manufacturer Tianyu
Pharmaceutical Co., Ltd - from R1-
CEP 2009-227-Rev04 to R1-CEP
2009-227-Rev05.

NNO3APTAH TabneTkn, BKpUTI CaHpo3s CnoBeHis BMPOGHMLITBO HEpPO3hacoBaHOro NPOAYKTY: Typeuumnna/ 3MiHn skocTi: Type 1B, B.1.b.1 - 3mina 3a UA/18672/01/01
CAHOO3® NniBKOBOO dapmacbloT CaHpo3 Npyn Carnvk YpyHnepi Inaknapi CaH. Be Tik. | HimevunHa/ y napameTpiB cneuudikauii Ta/abo peuenmom

LOSARTAN obonoHkoto, no 50 ikan3 o.4a. A.C., Type4umHa; BUpOOHULTBO HEpPO3(hacoBaHOro CnoseHis/ rPaHUYHNX 3Ha4YeHb crneundikauii

SANDOZ® Mr, no 14 TabneTok, NPOAYKTY, NEpBUHHE Ta BTOPUHHE NaKyBaHHS, PymyHis LitoY0i peqoBuHM abo BMXIAHOTO

BKPWUTMX MNIBKOBOO
o6onoHKow y
6nictepi, no 2 abo 7
GnicTepi y
KapTOHHiI kopobuyi

TECTYBaHHs:

Cantotac Papma 'M6X, HimeuyunHa;
NepBUHHE Ta BTOPMHHE NaKyBaHHS, TECTYBaHHS,
[003Bin Ha BUNYyCK cepii:

Jlek ®apmaueBTUYHa koMMaHia 4.4., CroseHis;
NepBMHHE Ta BTOPUHHE NakyBaHHS, A03BiN Ha
BUNYCK cepii:

Jlek ®apmaneBTMYHa KOMNaHist A.4. , CroBeHis;
BUPOBHMUTBO HEPO3haCOBaHOrO NPOAYKTY,
nepBUHHE Ta BTOPUHHE MaKyBaHHS, TECTYBaHHS:
'eHBeoH Inak CaHaii Be TikapeT A.C., TypeuuuHa;

marepiany/npoMixxHoro
npoaykTy/peareHTy, BUKOPUCTaHMX
npu BUPOBOHMLTBI fil040i pe4OBUHM
h) nogaBaHHsi abo 3amiHa (3a
BUHSITKOM GionoriyHux abo
iMyHOMNOrYHNX PEYOBUMH) NapameTpa
cneundikaLii, BKIMOYHO 3 BiAMNOBIAHO
METOAMKOI aHaniay, ik Hacnigok
npobremu 3 6esnekoto abo AKICTHO -
Addition of specification parameter
LADX.
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TECTYBaHHS:
C.K. CaHpos C.P.J1., PymyHis

3miHun sikocTi: Type IB, B.l.b.1 - 3miHa
y napameTpiB cneumdikauii Ta/abo
rPaHUYHNX 3HaYeHb cneundikauii
nito4oi pevyoBmHM abo BMXigHOroO
maTepiany/npomixxHOro
npoayKTy/peareHTy, BUKOPUCTaHMX
npv BUPOBHULITBI 4it040T pe4YOBUHM
h) nonaBaHHsA abo 3amiHa (3a
BUHSITKOM GionoriyHnx abo
iMyHOMOriYHMX peYoBUH) NapameTpa
cneumdikaLii, BKMOYHO 3 BiAMNOBIAHO
METOAMKOI aHaniay, sik Hacnigok
npobnemu 3 6esnekoto abo AKICTIO -
Addition of specification parameter
MB-X.
3minn 3 skocTi: Type 1B, B.11I.1 -
MopaHHsa HoBoro abo OHOBMNEHOIO
cepTtudikaTy BignosigHocTi abo
BUNYyYEHHA cepTudikaTa
€Bponevicbkoi hapmakonei ans
Lit0Y0i pevyoBMHU/ANS BUXIgHOT
PEYOBUHW, peareHTy, NPOMIXXHOro
NpoAyKTy, L0 BUKOPUCTOBYETHLCS Y
BUPOOHMLTBI ADl/abo ons 4ONOMIKHT
pPEYOBUHU
a) CepTudikaT BignosigHoCTi
€Bponencbkoi dhapmakonei 3rigHo 3
BiANOBIOHO MOHOrpadieto
€Bponelicbkoi hapmakonei
2. OHoBREHWI cepTudikaT Bif BXe
3aTBepKEHOro BupobHuka - CEP
update for APl manufacturer Tianyu
Pharmaceutical Co., Ltd - from R1-
CEP 2009-227-Rev04 to R1-CEP
2009-227-Rev05.

OHKACINAP®

NOPOLLIOK ANA
PO34MHyY Ans
iH'exuin/iHdy3in, 750
MO/mn; no 3750 MO
y cnakoHi; no 1
dnakoHy B kopobui
3 KapToHy 3
MapKyBaHHAM
YKPaiHCbKOI MOBOIO;
no 3750 MO y
rakoHi 3
MapKyBaHHAM
iHO3eMHO MOBOID;
no 1 dnakoHy B
cTaHaapTHO-
€KCMOPTHI ynakoBLji
3 MapKyBaHHSM
iHO3eMHO0 MOBOIO,
sika MiCTUTbCSH B
KopoOLi 3 KapTOHY 3
MapKyBaHHAM

Jle
NabopaTyap
Ceps'e

PdpaHLuis

BMNpobyBaHHsA cTabinbHOCTi (BUNPODbyBaHHS Ha
NPOHUKHEHHS1 6apBHYKa):

ABicta ®apma ContowwHc, IHk., CLUA;
KoHTponb SKOCTi Mig Yac BUNycKy NpoaykTy 3a
NMOKa3HWKOM Yac BifHOBMNEHHS, MPO30PICTb,
30BHILLHIV BUrnag, pH, gomiwku, BusHadyeHHs TNBS,
KOHLeHTpaLisi 6inka, cuna aii/akTMBHICTb,
cneuudiyHa(nMTomMa) akTUBHICTb, OAHOPIAHICTb
[030BaHNX OAMHWL, BMICT BONOIY, YNCTOTA,
iNEHTUYHICTb:

Eny[abn’toBai ®apma Cepgice3 TM6X, HimeuuunHa;
BUNpobyBaHHs cTabinbHOCTI, KOHTPONb SKOCTI Mg
Yyac BUNYCKY NPOAYKTY, MapKyBaHHS Ta BTOPUHHE
nakyBaHHs:

Exkcenip, IHk., CLUA;

KOHTPOMb SKOCTi Nif, Yac BMMYCKy NPOAYyKTY 3a
MOKa3HUKOM CTEPUIbHICTb, MEXaHiYHi BKIIOYEHHS
(HeBuamMmI yacTku), 6akTepianbHi eHOOTOKCUHU:
JTabop J1C CE & Ko. KI', HimeuuuHa;
MapkyBaHHS1, BTOPUHHE NMaKyBaHHS, BUNYCK cepii
roToBOro fnikapcbkoro 3acoby: Jllabopatopii Ceps'e

CLWA/
Himeuuunna/
®paHuia

C.1.4, Il - Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data. Update of
sections 4.4, 4.5 and 4.8, of the SmPC
in order to add a new warning on the
risk of osteonecrosis and to include it
as an adverse drug reaction
associated with pegaspargase use
with an unknown frequency, following
review of all available non-clinical,
epidemiological and clinical data. The
Package Leaflet is updated
accordingly. In addition, the MAH took
the opportunity to bring the Pl in line
with the latest QRD template version
10.2. BBeAeHHs 3MiH NpoTArom 6-tu
MicsLiB Nicnsi 3aTBEpPOXKEHHS.

3a
peuerimom

UA/18776/01/01
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YKPaiHCbKOIO MOBOI;
no 3750 MO y
dnakoHi 3
MapKyBaHHSIM
iHO3eMHO MOBOID;
no 1 cnakoHy B
KopobLji 3 KapTOHY 3

IHaacTpi, PpaHuis;

BMPOGHMLTBO, KOHTPOIb SKOCTI Mif, Yac BUMYCKY
NPOAYKTY 32 NOKa3HWKOM BMICT Bogu: JlioginizenH
Cepsices o H'to IHrneHa, IHk., CLUA;
MapkyBaHHS,, BTOPUHHE NaKyBaHHS:

Oepe JloxicTik, DpaHuis

MapKyBaHHAM
iHO3eMHO0 MOBOIO 3i
CTikepom
YKPaiHCbKOK MOBOK

NMAPCABIB™ PO34MH ANS iH'eKLN, Avpxen  HigepnaHau MapKyBaHHs1, BTOPUHHE NaKyBaHHS, BUMYCK cepii: Hinepnanau proposed changes to the registration 3a UA/17068/01/01
5 mr/mn; no 0,5 mn €Bpona AmpxeH €spona b.B., HigepnaHan; KOHTpornb sKoCTi / dossier related to "NL"-prefix deletion | peuenmom
(2,5 mr) y conakowi, B.B. npu BunNycky: AMmxkeH TekHonomxi (AneneHa) IpnaHais/ from the Applicant address.
no 6 gnakoHiB y AHnimiTen KomnaHi, Ipnangis; BupobH1UTBO, CLLA
KapTOHHi KOpoOLyi; NepBUHHE MakyBaHHSA, KOHTPOSb AKOCTi Ta
no 1 mn(5wmr)y BUNpobyBaHHs cTabinbHOCTI:
dnakoHi, no 6 MateoHn Manydexkuypinr Cepsice3 En.En.Ci., CLUA;
dnakoHiB y BMPOOHWLITBO, NEPBMHHE NaKyBaHHSA, KOHTPOMb
KapTOHHIN kopobuyj; AKOCTi Ta BUNpobyBaHHsA cTabinbHOCTI:
no 2 mn (10 mr) y AmvpxeHn Manydexuypinr Jta, CLUA
cnakoHi, no 6
dnakoHiB y
KapTOHHIN kopobui

CIANIC® TabneTkn, BKpUTI Eni Ninni Hinepnanamn BUPOBHMLTBO rOTOBOI fikapcbkoi hopmu: CLA/ 3MiHu | Tuny - 3MiHKM Wwopo 3a UA/17354/01/01
NniBKOBOIO HepepneHna Tlinni genb Kapi6e Ixk., CLUA; nepBuHHa Ta Icnanis 6e3nekn/edeKTMBHOCTI Ta peuernmom
obornoHkoto, no 20 B.B. BTOPWHHA ynakoBKa, [403BiN Ha BUMYCK cepii: dapmakoHarnsaay. BeegeHHs abo
mr, no 1 Tabnetui y Ninni C.A,, IcnaHis 3MiHW 0 y3aranbHeHWX AaHux npo
6nictepi, no 1 cuctemy chapmakoHarnsagy (BBeaeHHs
6nictepy B y3aranbHeHUX AaHux npo cuctemy
KapTOHHiIl kopobuyj, capmakoHarnsgy, amiHa
no 2 tabnetkn y YMOBHOBa)eHOi ocobu,
6nictepi, no 1, abo BiZNOBIganNbHOI 3a 34iNCHEHHS
no 2, abo no 4 hapmakoHarnsigy; KOHTakTHoi ocobu 3
Gnictepu B dapmakoHarnsay 3asBHUKa Ans
KapTOHHIN kopobLyi 3[iNCHEeHHS dhapmakoHarnsgy B

YKpaiHi, SKLWo BoHa BigMiHHa Bif
YMOBHOBa)KeHOi 0cobu,
BiANOBIgANbHOI 3a 3AiNCHEHHS
hapmakoHarnsagy (Bknoyaym
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MmilLieHHI MacTep-anna cuctemm
hapmakoHarnsigy) - 3MmiHa KOHTaKTHOI
ocobu 3asBHUKa, BiAMNOBIAANbLHOI 3a
dapmakoHarnsag B YkpaiHi. itova
pepakuis: bowko Apocnas
AHppiioBuY. MponoHoBaHa pefakuis:
3o3yns Banepii BacunboBu4. 3miHa
KOHTaKTHMX A@HUX KOHTaKTHOI 0cobu
3asBHMKa, BignoBiganbHoi 3a
chapmakoHarnsg B YKpaiHi.

CONIKBA PO34MH AN iH eKUiN, TOB YkpaiHa CaHogi-AseHTic JonunaHg MbX HimeuuunHa BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/16774/01/01
100 Op./mn+50 "CaHodi- marepianis: 3MiHa CTOCYETbCS peuenmom
Mmkr/mn; Ne3 abo ABeHTiC NpVBEAEHHSA aapecu BUpO6HMKa
Ne5: no 3 mny YkpaiHa" CaHodi-AseHTic [Jounang MvoX,

KapTpuaXi,

HimeyuuHa, y BignosigHictb no GMP




[IponoBxkeHHs n01aTKa

BMOHTOBaHOMY B
0HOPa30BYy LUNPUL-
pyuky; no 3 abo no 5
LLUNPUL-PYYOK B
KapTOHHi KOpoOLyi.
['onku B ynakoBKy He
BKITIOMEHi

cepTugikaTty Ta BUCHOBKY LLLOAO
niaTBepOoKEHHS BigNOBIAHOCTI yMOB
BMPOOHMLTBA MikapCbkux 3acobiB.
BBefeHHs 3MiH NpoTArom 6-Tu Micsiuis
nicnsa 3aTBEpAXEHHS.

10. | COJIIKBA PO34MH ANS iH EKUIN, TOB YkpaiHa CaHogi-ABeHTic Jonunang MoX Himevunna BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/16775/01/01
100 Oa./mMn+33 "CaHodi- marepianis: 3MiHa CTOCYeTbCS peuenmom
Mkr/mn; Ne3 abo ABeHTiC npuBeaeHHs agpecu BUPObHMKa
Ne5: no 3 mny Ykpaina" CaHodi-ABeHTic Jounang M'voX,
KapTpuaxi, HimeyvumHa, y BignosigHictb 4o GMP
BMOHTOBaHOMY B cepTudikaTy Ta BUCHOBKY LLOJAO
O[IHOPa30BY LUNPULI- nigTBEpAKEHHS BiANOBIAHOCTI yMOB
pyuKy; no 3 abo no 5 BMPOGHMLTBA NiKapCbK1x 3acobiB.
LUNPUL-PYYOK B BBegeHHst 3MiH NpoTsirom 6-Tu Micauis
KapTOHHIN KOpoOLyi. nicnsa 3aTBEpAXEHHS.
["onku B ynakoBKy He
BKITIOMEHi
11. | ®EVBA NMOPOLLIOK Ta Bakctep AI' | AscTpis [o3Bin Ha Bunyck cepii: AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/16954/01/01
PO3UYNHHUK AN Takepna Manydek4ypiHr AscTpist A, ABCTpiS; HimeyunHa marepianis: peuernmom

PO34mMHY Ans
iH ekuin no 500 Oga.;
NMOPOLLIOK Y
cnakoHax Ta
PO34MHHUKK (BOAA
ans iH'exuin) no 10
mn abo no 20 mny
dnakoHax. Mo 1
dnakoHy 3
MOPOLLIKOM Y
KOMMNeKTi 3 1
dnakoHom 3
PO34YMHHUKOM Ta 3
NPUCTOCYBaHHAM
ONs po3BeAEHHSs
BAXJECT Il Xan
drioy Ta Habopom
ans seegeHHs (1
OfiHOopa3oBui
wnpw, 1
OfHOpa3oBa rorka,
1 ronka-meTenuk) y
KopobLi

B1poBHMLTBO, KOHTPOSb AKOCTI Ta BUNPOOYBaHHS
cTabinbHOCTI, NepBMHHE NakyBaHHsA [T13;
MapKyBaHHS Ta BTOPWHHE nakyBaHHA 113 Ta
PO3YMHHMKA:

Takepna Manydek4ypiHr AscTpist A, ABCTpiS;
KoHTponb sKocTi Ta BUNpobyBaHHs cTabinbHOCTI
N3 (6akTepianbHi TOKCUHM Ta CTEPUIbHICTb)):
Takepna Manydek4ypiHr AscTpist A, ABCTpiS;
BrpoBHMLTBO Ta KOHTPOMb SAKOCTi PO3YMHHKKA:!
3irdpig XamensH M6X, HimeuunHa

3MiHa Ha3Bu BUPOBHMKa 6e3 3MiHK
MicLst BUpOOHMLTBA:
3arBepoKeHo:

Bakctep Al / Baxter AG; bakcTtep
Manydekuypinr C.n.A. / Baxter
Manufacturing S.p.A.
3anponoHoBaHo:

Takepa ManydekuypiHr ABcTpis Al
AscTpisa / Takeda Manufacturing
Austria AG, Austria;

Takepa MaHnydekuypinr ITania C.n.A. /
Takeda Manufacturing Italia S.p.A.
Y 3B’3Ky 3 BULLEHaBEEHO 3MiHO
Ha3BW BUPOOHMKA, OHOBINEHO
iHCTPYKLUilO AN Megu4HOro
3acTOoCyBaHHS, TEKCT MapKyBaHHs O
PeecTpauinHoro nocsig4yeHHs Ta
MeToam KOHTpOo SIKOCTi.
Buny4eHHs1 BUPOGHWYOI AinbHULI
Takeda Manufacturing Austria AG;
Industriestrasse 20, A-1221 Vienna,
Austria, BianosigansHoi 3a 6ionoriyHe
TeCTyBaHHs! (B peecTpaLinHomy
noceigyeHHi bakctep All, ABcTpis
(6ionoriyHe TecTyBaHHs) / Baxter AG,
Industriestrasse 20, 1221 Vienna,
Austria (Testing biological)).
Buny4yeHHs1 BUPOGHWYOT AinbHULI
Takeda Manufacturing Austria AG;
Industrie Strasse 72, A-1221 Vienna,
Austria, BignosiganbHoi 3a
BUPOGHMLTBO rOTOBOIO fiKapcbKoro
3acoby (B peecTpaLiiHomy
noceigyeHHi bakctep All, ABcTpist
(BupobHuuTBO T13) / Baxter AG,




[IponoBxkeHHs n01aTKa

10
Industrie Strasse 72, A-1221 Vienna,
Austria (Manufacturing of dosage

form).
[onaBaHHSA BUPOBHMYOT OinbHUL
Takena Manydek4ypiHr AscTpisa Al
AscTpis (YdepwTpacce 15, 2304 Opt
aH aep OoHay, AecTpist) / Takeda
Manufacturing Austria AG, Austria
(Uferstrasse 15, 2304 Orth an der
Donau, Austria), BignosigansHoi 3a
KOHTPOMb AKOCTi Ta BUNpobyBaHHSA
cTabinbHOCTI rOTOBOIO fikapcbKoro
3acoby 3a nokasHukamu baktepianbHi
TOKCUHM Ta CTepunbHICTb.
YTouHeHHs pyHKLii Ta agpecn
BUPOBHMKIB:
3aTBepoKeHo:
Bakctep Al (IHaycTpiwTpacce 67,
1221 BigeHb, ABcTpis) / Baxter AG
(Industriestrasse 67, 1221 Vienna,
Austria) (Bunyck cepii).
Bakctep Al, ABcTpisi (laHre Anee 24,
1221 BigeHb, ABcTpis) / Baxter AG,
Austria (Lange Allee 24, 1221 Vienna,
Austria)
3irdopig XamenoH Mv6X, HimeyunHa
(Jlanrec ®enbpg 13, 31789 XamenbH,
HimewumHa) / Siegfried Hameln GmbH,
Germany (Langes Feld 13, 31789
Hameln, Germany) (BupobHu1LTBO
PO34YUHHWMKA);
3anponoHoBaHo:
Takepa ManydekuypiHr ABcTpis Al
ABcTpis (IHgycTpiwTpacce 67, 1221
BineHb, ABcTpis) / Takeda
Manufacturing Austria AG, Austria
(Industriestrasse 67, 1221 Vienna,
Austria) (go3Bin Ha Bunyck cepii).
Takepa ManydekuypiHr ABcTpis Al
ABcTpis (JlaHre Annee 24, 1221
BineHb, AscTpis) / Takeda
Manufacuring Austria AG, Austria
(Lange Allee 24, 1221 Vienna, Austria)
3irdpig XamensbH M6X, HimeuunHa
(NaHrec ®enbpg 13, 31789 XamenbH,
HimeuumHa) / Siegfried Hameln GmbH,
Germany (Langes Feld 13, 31789
Hameln, Germany) (BupobHuLTBO Ta
KOHTPOSb SKOCTi PO3YMHHUKA).
TepmiH BBEOEHHS 3MiH - NPOTSArom 6

MicsLiB Micnsi 3aTBEPOKEHHS.
NOPOLLIOK Ta Bakctep AI' | AscTpis [o3ssin Ha BMNyCK cepil: ABcTpis/ BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/16954/01/02
PO3YMHHUK AN Takega MaHydek4vypiHr ABcTpis Al', ABCTpis; HimeuunHa MaTepianis: peuenmom
pO34nHYy AnA Brpo6HMLTBO, KOHTPOMb AKOCTI Ta BUNPOOyBaHHS 3MiHa Ha3BuM BUPOOHWMKa 6e3 3MiHK
iH ekuir no 1000 cTabinbHOCTI, NepBUHHE nakyBaHHs [T13; micus BUpobHMUTBA:
Of.; NOpOLLOK Y MapKyBaHHS Ta BTOPUMHHe nakyBaHHs 113 Ta 3aTBepAXKeHo:
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crakoHax Ta
PO34MHHUKK (BOAA
ans iH'exuin) no 20
My donakoHax; no
1 conakoHy 3
MOPOLLIKOM Y
KOMnnekTi 3 1
¢nakoHoM 3
PO3YMHHUKOM Ta 3
NpUCTOCYBaHHAM
Onsi po3BefeHHs
BAXJECT Il Xan
®dnoy Ta Habopom
ons seegeHHs (1
OfHOpa3oBUi
wnpuuy, 1
ofHOpa3oBa rorka,
1 ronka-meTenuk) y
KopobLUi

PO3YMHHMKA:
Takepa MaHnydek4dypiHr Asctpia Al', ABCTpis;
KoHTponb sikocTi Ta BUNpobyBaHHsi cTabinbHOCTI
N3 (6akTepianbHi TOKCMHM Ta CTEPUIbHICTb)):
Takepa MaHnydek4dypiHr Asctpia Al', ABCTpis;
B1poBHMUTBO Ta KOHTPOSb SKOCTi PO3YMHHYMKA:
3ircopig XamenoH Mv6X, HimeuyunHa

Bakctep Al / Baxter AG; bakcTtep
ManydekuypiHr C.n.A. / Baxter
Manufacturing S.p.A.
3anponoHoBaHo:

Takena Manydek4ypiHr AscTpisa Al
AscTpis / Takeda Manufacturing
Austria AG, Austria;

Takega MaHydek4ypiHr ITanis C.n.A. /
Takeda Manufacturing Italia S.p.A.
Y 3B’3Ky 3 BUMLLEHABEOEHO 3MiHO
Ha3BMW BUPOOHWMKA, OHOBINEHO
iHCTPYKLUilO AN Mean4Horo
3acTOCyBaHHS, TEKCT MapKyBaHHS [0
PeecTtpauiiHoro noceigyeHHa Ta
MeToam KOHTPOMo SKOCTI.
BunyyeHHs BUPOGHMYOI AinbHUL
Takeda Manufacturing Austria AG;
Industriestrasse 20, A-1221 Vienna,
Austria, BianosigansHoi 3a 6ionoriyHe
TecTyBaHHs (B peecTpauiitHomy
noceigyeHHi bakctep AlT, ABcTpis
(6ionoriyHe TecTyBaHHs) / Baxter AG,
Industriestrasse 20, 1221 Vienna,
Austria (Testing biological)).
BunyyeHHs BUPOGHMYOI OinbHUL
Takeda Manufacturing Austria AG;
Industrie Strasse 72, A-1221 Vienna,
Austria, BianosiganbHoi 3a
BUPOGHMLTBO rOTOBOTO fiKapCbKoro
3acoby (B peecTpauiiHomy
nocsigyeHHi bakctep All, ABcTpis
(BupobHuuTBO T13) / Baxter AG,
Industrie Strasse 72, A-1221 Vienna,
Austria (Manufacturing of dosage
form).

[opaBaHHA BUPOBHMYOT OinbHUL
Takega Manydek4ypiHr AscTpis AT,
ABcTpis (YdepwTpacce 15, 2304 Opt
aH aep OoHay, Asctpist) / Takeda
Manufacturing Austria AG, Austria
(Uferstrasse 15, 2304 Orth an der
Donau, Austria), BignosigansHoi 3a
KOHTPOMb SIKOCTi Ta BUNPoByBaHHS
cTabinbHOCTI rOTOBOrO MikapcbKoro
3acoby 3a nokasHukamu bakTepianbHi
TOKCWHM Ta CTepUnbHICTb.
YTOuYHEeHHs1 yHKUIT Ta agpecun
BUPOBHWKIB:
3aTBepoKeHo:

Bakctep Al (IHaycTpiwTpacce 67,
1221 BigeHb, ABcTpiq) / Baxter AG
(Industriestrasse 67, 1221 Vienna,
Austria) (Bunyck cepii).
Bakctep Al', Asctpis (JlaHre Anee 24,
1221 BigeHb, ABcTpis) / Baxter AG,
Austria (Lange Allee 24, 1221 Vienna,




12

[IponoBxkeHHs n01aTKa

Austria)
3ircppig XamenoH Mv6X, HimeyunHa
(JlaHrec ®enbg 13, 31789 XamenbH,
HimewuunHa) / Siegfried Hameln GmbH,
Germany (Langes Feld 13, 31789
Hameln, Germany) (BupobHuLTBO
PO3YMHHUKA);
3anponoHoBaHo:

Takepa ManydekuypiHr AscTpis Al
ABcTpist (IHgycTpiwTpacce 67, 1221
BineHb, ABcTpist) / Takeda
Manufacturing Austria AG, Austria
(Industriestrasse 67, 1221 Vienna,
Austria) (go3Bin Ha BUMyck cepii).
Takepa MaHydekuypiHr AscTpis Al
AscTpis (JlaHre Annee 24, 1221
BineHb, ABcTpist) / Takeda
Manufacuring Austria AG, Austria
(Lange Allee 24, 1221 Vienna, Austria)
3irdopig XamenobH Mv6X, HimeuyunHa
(Jlanrec ®enbpg 13, 31789 XamenbH,
HimeuumnHa) / Siegfried Hameln GmbH,
Germany (Langes Feld 13, 31789
Hameln, Germany) (Bupo6HuLTBO Ta
KOHTPOMb SIKOCTi PO34YMHHUKA).
TepmiH BBEAEHHA 3MiH - NPOTSArom 6
MicsILLiB Micnsi 3aTBEPOXKEHHS.

13.

®DENBA

NOpOLLIOK Ta
PO3YMHHUK AN
PO34MHY Ans

iH ekuin no 2500
Og.; nopoLloK y
dnakoHax Ta
PO34MHHUKK (BOAa
ans iH ekuin) no 50
My donakoHax; no
1 donakoHy 3
MOPOLLIKOM Y
KOMMNeKTi 3 1
dnakoHoM 3
PO34YMHHUKOM Ta 3
NPUCTOCYBaHHAM
Onsi po3BeaeHHs
BAXJECT Il Xan
®dnoy Ta Habopom
ans sBegeHHs (1
OfiHOpa3oBui
wnpw, 1
ofHOpa3oBa rorka,
1 ronka-meTenuk) y
KopobLi

Bakctep Al

ABCTpis

[o3Bin Ha BUNYycK cepii:

Takega MaHydek4vypiHr ABcTpis Al', ABCTpis;
Brpo6HMLTBO, KOHTPOMb AKOCTI Ta BUNPOOYBaHHS
cTabinbHOCTI, NnepBUHHE NakyBaHHs [T13;
MapKyBaHHS Ta BTOPUHHe nakyBaHHs 113 Ta
PO3YMHHMKA:

Takega MaHydek4vypiHr ABcTpis Al', ABCTpis;
KoHTponb sikocTi Ta BUNpobyBaHHs cTabinbHOCTi
N3 (6akTepianbHi TOKCMHW Ta CTEPUIbBHICTD)):
Takega MaHydek4vypiHr ABcTpis Al', ABCTpis;
B1poBHMLTBO Ta KOHTPOSb AKOCTi PO3YMHHYKA:
3irgpig XamenbH Mvb6X, HimeuunHa

ABcTpisi/
Himeyumna

BHECEHHS 3MiH 4O peecTpauinHuX
MaTepianis:
3MiHa Ha3BuM BUPOOHMKa 6e3 3MiHK
micus BUpobHMLUTBa:
3aTBepaKeHo:

Bakctep Al / Baxter AG; bakcTtep
MaHnydekuypiHr C.n.A. / Baxter
Manufacturing S.p.A.
3anponoHoBaHo:

Takega Manydek4ypiHr AscTpis AT,
ABcTpis / Takeda Manufacturing
Austria AG, Austria;

Takepga MaHydekuypinr ITania C.n.A. /
Takeda Manufacturing Italia S.p.A.
Y 3B’3Ky 3 BUMLLEHABEEHOI 3MiHO
Ha3BW BUPOGHMKA, OHOBNEHO
IHCTPYKLUilO AN Meau4Horo
3acTOCyBaHHS, TEKCT MapKyBaHHSA O
PeecTpauinHoro nocsigvyeHHs Ta
MeToan KOHTPOSIO SKOCTI.
BunyyeHHs BUPOGHWYOT AinbHULI
Takeda Manufacturing Austria AG;
Industriestrasse 20, A-1221 Vienna,
Austria, BignoBiganbHoi 3a GionoriyHe
TeCTyBaHHs1 (B peecTpaLintHomy
noceigyeHHi bakctep All, ABCTpist
(6ionoriuHe TecTyBaHHS) / Baxter AG,
Industriestrasse 20, 1221 Vienna,
Austria (Testing biological)).

3a
peuerimom

UA/16954/01/03
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BunyuyeHHs BUPOGHMYOI AinbHUL
Takeda Manufacturing Austria AG;
Industrie Strasse 72, A-1221 Vienna,
Austria, BianosiganbHoi 3a
BMPOGHMLTBO rOTOBOIO MiKapCbKoro
3acoby (B peecTpaLinHoMy
nocsigyeHHi bakctep Al', ABCTpis
(BMpoGHUUTBO T13) / Baxter AG,
Industrie Strasse 72, A-1221 Vienna,
Austria (Manufacturing of dosage
form).

[opaBaHHsi BUPOBHUYOI AinNbHUL
Takena Manydek4ypiHr AscTpisa Al
ABcTpis (Ydepitpacce 15, 2304 Opt
aH gep Howay, AscTpis) / Takeda
Manufacturing Austria AG, Austria
(Uferstrasse 15, 2304 Orth an der
Donau, Austria), BignosigansHoi 3a
KOHTPOMb SIKOCTi Ta BUNPoByBaHHS
cTabinbHOCTI FOTOBOrO NikapCbKoro
3acoby 3a nokasHukamu bakTtepianbHi
TOKCWHM Ta CTEpUnbHICTb.
YTOYHEHHA (byHKUji Ta agpecun
BUPOBHWKIB:
3aTBepoKeHo:

BakcTtep Al (IHgycTpiwTpacce 67,
1221 BigeHb, ABcTpis) / Baxter AG
(Industriestrasse 67, 1221 Vienna,
Austria) (Bunyck cepii).
Bakctep Al', Asctpis (JlaHre Anee 24,
1221 BigeHb, ABcTpist) / Baxter AG,
Austria (Lange Allee 24, 1221 Vienna,
Austria)
3irdpig XamensH M6X, HimeuunHa
(Naxrec ®enba 13, 31789 XamenbH,
HimeuumHa) / Siegfried Hameln GmbH,
Germany (Langes Feld 13, 31789
Hameln, Germany) (Bupo6HuLTBO
PO3YUHHWMKA);
3anponoHoBaHo:

Takega Manydek4ypiHr AscTpis AT,
AscTpis (IHgycTpiwTpacce 67, 1221
BineHb, ABcTpis) / Takeda
Manufacturing Austria AG, Austria
(Industriestrasse 67, 1221 Vienna,
Austria) (go3Bin Ha Bunyck cepi).
Takega MaHydek4ypiHr AscTpist AT,
ABcTpisa (JlaHre Annee 24, 1221
BineHb, ABcTpis) / Takeda
Manufacuring Austria AG, Austria
(Lange Allee 24, 1221 Vienna, Austria)
3irdpia XamensH MM6X, HimeudnHa
(Nanrec ®enba 13, 31789 XamenbH,
HimeuumHa) / Siegfried Hameln GmbH,
Germany (Langes Feld 13, 31789
Hameln, Germany) (Bupo6HULTBO Ta
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KOHTPOJb SIKOCTi PO3YMHHMKA).
TepMmiH BBEAEHHS 3MiH - NPOTSArom 6
MicsLiB nicnsi 3aTBEPOXKEHHS.

B.o. NeHepanbHOro anpeKkropa
OupekTopaTty hapmMaueBTUYHOro 3abe3nevyeHHs IBan 3SAABOPHUX




