MIHICTEPCTBO OXOPOHU 3[10POB’Al YKPAIHU
HAKA3

KuiB

23 cepnHsa 2022 poKy N2 1511

IIpo BHeceHHAA 3MiH /0 PpeecTpPaljiiHMX MarTepiajiB JIKapCbKHX 3aco0iB, fAKi
3apeecTpoBaHi KoMmmneTeHTHMMH opraHamu [IIBeiinapcbkoi  Kondeaepariii,
ABcTpasii Ta €Bponeiicbkoro Coro3y

BignoBigHo pmo crarti 9 3akoHy Ykpainu «[Ipo JjikapceKi 3acobu»,
nyHkTiB 7 Ilopsiaky nep»kaBHOi peecTpauii (mepepeecTpalii) JikapcbKux 3acobiB,
3aTBep/KeHOro MocTaHoBor KabineTy MiHicTpiB Ykpainu Bif 26 TpaBHs 2005 poky
Ne 376, abzaily aBafALATb CbOMOTO THAMYHKTY 12 mnyHKTY 4 Ilo/io)KeHHsSI TIpoO
MiHicTepcTBO OXOpPOHH 37I0pOB’Sl YKpaiHH, 3aTBep/pKeHOro IoCcTaHOBOHO KabiHeTy
MinicTpiB Ykpainu Big 25 6epe3ns 2015 poky Ne 267 (B pefakiiii mocraHoBu KabiHeTy
MinictpiB Ykpainu Big 24 ciuna 2020 poky Ne 90), nynkry 12 posainy III Tlopsigky
PO3TJISiAy peecTpariiiHuX MaTepiasiiB Ha JIiKapChKi 3aC00M, 1110 MOJAI0THCS Ha JIeprKaBHY
peecTpaliito (rmepepeecTpallifo), Ta MaTepia/iiB TIPO BHECEHHS 3MiH [0 peeCcTpaLiiiHUX
MarepiasiB IPOTAroM [ii peecTpaliiHOro TIOCBiZlUeHHsS Ha JKapchKi 3aco0M, sKi
3apeecTpoBaHi  KomIileTeHTHMMM  opraHamu  Crionyuenux  IllrtatiB ~ Amepuky,
[IBetiniapcekoi Kondenepauii, Anowii, ABctpanii, Kanazau, mikapcbkux 3acobis, 1110 3a
L[eHTpa/1i30BaHOI0 TpoLelyporo 3apeeCcTpoBaHi KOMIIETeHTHUM OpraHom
€Bporneiickkoro Coro3y, 3aTBep[)KeHOro Haka3oM MiHicTepcTBa OXOPOHM 3/]0pOB's
Ykpaiuu Big 17 muctronaza 2016 poky Ne 1245, 3apeectpoBaHoro B MiHicTepcTBi
roctuljii Ykpainu 14 rpyaas 2016 poky 3a Ne 1619/29749, Ha miacTaBl CKIafeHUX
[ep>kaBHUAM TTiANPUEMCTBOM «/]ep>KaBHUU eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU
3[0pOB’l YKpaiHW» BUCHOBKIB TPO pe3yJ/bTaTu PO3IJ/IAAY MaTepiaiiB IpO BHECEHHS
3MiH [0 PpeecTpaliiHuX MartepiajiB JTiKapchbKux 3acobiB, sKi 3apeecTpoBaHi
KoMmneTeHTHUM opraHoM IIIBeiijapcbkoi KoHdenepatiii, ABcTpasii Ta €BporieiicbKoro
Coro3y,

HAKA3YIO:

1. BHecTM 3MiHM [0 peecTpauiMmHMX MaTtepianiB Ta J[lep)XXaBHOro PeecTpy
NikapcbKmx 3acobiB YKpaiHM Ha NikapcbKi 3aco0bu 3rigHO 3 404aTKOM.

2. KOHTpO/b 32 BUKOHAHHSM LibOrO HaKa3sy MOKAACTU Ha MepLIoro 3acTyrnHUKa
MiHictpa Komapiay O.0.

MiHicTp BikTop JIALLKO



NMEPENIK

Jopatok

[0 Hakasy MiHicTepcTBa OXOpPOHM 340pOB’s
YkpaiHu «[lpo  AepkaBHy peecTpauito Ta
BHECEHHS 3MiH [0 peecTpauilHMX MaTtepianis
NiKapCcbKnx 3acobis, aKi 3apeECTpoBaHi
KOMMETEHTHNUMWU  OpraHaMu
KoHdepnepauii, Asctpanii
Cotozy»

Big 23 cepnHga 2022 poky N2 1511

LLIBerapcbKoi
Ta €BpONeNCcbLKOro

NIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIOTOMNYHUX NPENAPATIB), LLOAO AKX BY/I BHECEHI 3MIHUA
40O PEECTPALINHNX MATEPIANIB, AKI BHOCATBLCA A0 AEPXXABHOI'O PEECTPY NNIKAPCbKUX 3ACOBIB

YKPAIHU, AKI 3BAPEECTPOBAHI KOMMNETEHTHUMUN OPrAHAMUW CMNOJTYYEHUX LUTATIB AMEPUKW,

LWIBENLAPCLKOI KOHOEAEPALLT, INOHIi, ABCTPASII, KAHAAW, NIKAPCBbKMX 3ACOBIB, LLO 3A
LEEHTPAMNI30BAHOIO NPOLIEAYPOIO 3APEECTPOBAHI KOMMETEHTHNM OPFAHOM EBPOMENCHLKOrO

COKO3Y

6nictepi, no 6 abo
12 6nicTepiB y
KapTOHHI/ KopoobLi

nikapcbKoro 3acoby):

KataneHT HimeuunHa E6epbax Mm6X, HimeuunHa;
nepBuHHe (6nicTepn) Ta BTOPUHHE NaKyBaHHS
(kopo6kK), MapKyBaHHs (MePBUHHOrO Ta BTOPUHHOIO
nakyBaHHs1) Ta KOHTPO/Ib SIKOCTi JTIKApCbKOro 3acoby:
Bepinrep IHrenbxainm ®apma MNmbX i Ko. K,
HimeuuunHa; anbTepHaTUBHI AibHULI ANA
BTOPWHHOTO MakyBaHHs Ta MapKyBaHHS:
dapm/lor dapma NomxicTik MNMOX, HimeuunHa;
LLteremaHH JIbOHbepnakyHreH yHA JloricTiwep
Cepsic e. K., HimeuunHa;
anbTepHaTUBHI NabopaTopii 415 NpoBeAEeHHS
KOHTPOJIO SIKOCTI (3@ BUK/TIKOYEHHAIM MiKPOBIONOorivyHoi
YNUCTOTH):

A eHp Ewm WTabTecTt M'M6X (JlabopaTtopis KOHTPOO
AKOCTi Ta TeCTyBaHHA CTabiNibHOCTI), HiMeuunHa;
HysicaH TM6X, HiMeuyrHa; anbTepHaTUBHI

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

Ne Hassa dopma surnycky 3asasHuUK Kpaina Bupo6HuUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 | (nikapcbka ¢hopma, Bionycky |peecmpayitiHo2
3acoby ynakoska) 0 NoCBI04YEeHHs
1. BAPFATE®® | kancynm M ski no BepiHrep | HimeuwunHa BMPOGHUK, LLO BifMNOBigae 3a BUNYyCK cepii: HimeuunHa B.l.b.1.b, IA Change in the 3a UA/16651/01/01
100 wmr; no 10 IHrenbxaim BepiHrep IHrenbxainm ®apma MNv6X i Ko. KI, specification parameters and/or limits | peyenmom
Kancysn m'skux B IHTepHeLwwHn HimeuunHa; BMpOBHMLTBO, YNakoBKa Ta KOHTPO/b of an AS, starting material/
aloMiHiEBOMY 6X skocTi kancyn in bulk (Hepo3sdacoBaHoi Npoaykuii intermediate /reagent - Tightening of
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Ne Hassa Popma surnycky 3asasHuUKk KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NliKapcbKoz20 | (nikapcbka ghopma, Bionycky |peecmpayiliHo2
3acoby ynakoska) 0 MoCBIO4YEeHHs

na6opartopil 415 NpoBeAEHHS KOHTPO/IIO SKOCTI 3a
MoKasHWKOM MikpobiosioriyHa uncToTa:
CI'C InctutyT ®peseHiyc M'M6X, HimeuunHa;
Nab6op NIC CE eHpg Ko. KI, HimeyunHa

dilution with 2-propanol to ensure
phase separation.

A.4,IA 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 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
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Ne
n/n

Ha3ssa
JNliKapcbKo20
3acoby

®Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 MoCBIO4YEHHS

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 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®®

Kancysm M siki no

BepiHrep

HimeuunHa

BMPOGHMUK, LU0 BifMNoBigae 3a BUNYyCK cepil:

HimeuunHa

B.l.b.1.b, IA Change in the

3a

UA/16651/01/02




Ne Hassa Popma surnycky 3asasHuUKk KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NliKapcbKoz20 | (nikapcbka ghopma, Bionycky |peecmpayiliHo2
3acoby ynakoska) 0 MoCBIO4YEeHHs
150 mr; no 10 IHrenbxanm BepiHrep IHrenbxainm ®apma Mi6X i Ko. KI, specification parameters and/or limits | peyenmom
Kancyn m'skux B IHTEpHeLWHN HimeuyunHa; BUpOOHMLTBO, YNakoBKka Ta KOHTPO/b of an AS, starting material/
IOMIHIEBOMY 6X sAKocTi kancyn in bulk (Hepo3chacoBaHoi NpoayKLii intermediate /reagent - Tightening of

6nictepi, no 6
6nicTepiB y
KapTOHHIA KopooLi

nikapcbKoro 3acoby):

KaTtaneHT HimeuunHa E6epbax Mv6X, HimeuuunHa;
nepsuHHe (bnictepn) Ta BTOPYHHE NaKyBaHHS
(kopobKM), MapkyBaHHsi (MEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHS1) Ta KOHTPO/Ib SKOCTI JliKapCbKoro 3acoby:
BepiHrep IHrenbxaim ®apma M6X i Ko. KI,
HimeuunHa; anbTepHaTWBHI AiNbHWLI 418
BTOPWHHOTO MakKyBaHHS Ta MapKyBaHHS:
dapwm/lor dapma JlogxicTik TM6X, HimeuunHa;
LLTeremaHH SlboHdepnakyHreH yHa JloricTilep
Cepsic e. K., HimeuunHa;
anbTepHaTUBHI NabopaTopii 4719 NPoBeAEHHS
KOHTPOSIO SIKOCTi (32 BUK/IKOYEHHSIM MiKPOGiO0rivHOT
YUCTOTW):

A eHp Em WTabTect M'M6X (JlabopaTopisi KOHTPOIO
SIKOCTi Ta TeCTyBaHHA CTabiNIbHOCTI), HimeuunHa;
HyBicaH MM6X, HiMeyunHa; anbTepHaTuBHI
na6opartopii 4ns NpoBeAEeHHS KOHTPOJIIO SKOCTI 3a
MoKasHWKOM MiKpobiosioriyHa uncToTa:

CI'C IHcTuTyT dpeseHiyc MM6X, HimeuumnHa;
Na6op NIC CE eHpg Ko. KI, HimeyunHa

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,IA 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 the
active substance nonleading isolate to
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Ne Hassa Popma surnycky 3asasHuUKk KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NliKapcbKoz20 | (nikapcbka ghopma, Bionycky |peecmpayiliHo2
3acoby ynakoska) 0 MoCBIO4YEeHHs

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
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
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BKPUTWX M/1IBKOBOIO
060/10HKOI Y
6nicTepi, no 2 abo 7
6nictepiB y
KapTOHHI/ Kopoo6Li

TeCTyBaHHS:
Cantotac ®apma 'm6X, HimeuunHa;
nepBuHHE Ta BTOPVHHE NakKyBaHHS, TECTYBaHHS,
[03BiN Ha BUNYyCK cepii:
ek dapmauesTyHa koMnanisa 4.4., CnoseHis;
nepBuMHHE Ta BTOPUHHE NMakyBaHHS, 403BiN Ha
BUMYCK Cepii:
ek dapmavesTUyHa koMnaHisa 4.4., CnoseHis;
BMPOGHULITBO HEpO3hacoBaHOro NPOAYKTY,
nepBMHHE Ta BTOPVHHE NakyBaHHSA, TECTYBaHHS:
I'eHBeoH Inak CaHaii Be TikapeT A.C., TypeuunHa;
TEeCTYBaHHS:

martepiany/npomikHOro
NpoAayKTy/peareHTy, BUKOPUCTaHNUX
npv BUPOBHULTBI Ajt040T peyoBUHN
h) nopaBaHHa abo 3amiHa (3a
BUHATKOM 6i0n0riyHnx abo
iIMYHONOrYHNX PEYOBUH) NapameTpa
cneuudikaLii, BKIHOYHO 3 BifNOBIAHO
METOAMKOI aHani3y, Sk Hacnigok
npo6nemu 3 6e3nekor abo AKICTIO -
Addition of specification parameter
LADX.
3MiHu sikocTi: Type 1B, B.l.b.1 - 3miHa

Ne Hassa ®dopma sunycKy 3asasHUK KpaiHa Bupo6HUK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 | (n1ikapcbka ¢ghopma, BionycKy |peecmpayitliHo2
3acoby ynakoska) 0 NoCBIOYEHHS
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.
3. BISKbIO po34MH ANs iH'ekuin, | HoeapTtic |LUBeiuapis BMNYCK Cepii: Benbrisi/ C.1.6.a, Il. Change(s) to therapeutic 3a UA/18277/01/01
120 mr/mn; no 1 OBepci3 AnkoH-Kyspbop, Benbris; LLiBeiiuapis indication(s) - Addition of a new peyenmom
donakoHy B IHBECTMEHT BUPOBHMLTBO CTEPUIBHOIO NiKapCcbKoro 3acoby - therapeutic indication or modification
KOMMN/IEKTi 3 FO/IKO0 c Al rOTYETbCA acenTUYHO; NEPBUHHE NaKyBaHHS; of an approved one
QiNnbTPyBaNbHOKW B KOHTPOJIb SIKOCTi - XiMIYHWIA/I3NYHWIA, KOHTPOTb Extension of indication to include
KOpOG6Lii 3 KapTOHY AKOCTI - MiKpO6ioNOriYHUiA - He CTEPUNLHICTb; treatment of visual impairment due to
KOHTPO/Ib SIKOCTi - MiKPOGIO/IOMNYHWUIA - CTEPUIIBbHICTb; DME for Beovu; as a consequence,
BTOPWHHE NaKyBaHHS: sections 4.1, 4.4, 4.8, and 5.1 of the
HoBaprTic ®apma LTeiH AT, LBeliyapis; SmPC are updated. The Package
KOHTPO/b SKOCTi - BioNorivHMi Leaflet is updated in accordance.
HoBaprTic ®apma Ar, LLBeiiuapis Version 4.0 of the RMP has also been
submitted. BBegeHHA 3MiH NpPOTArom
6-TN MiCALIB Nic/1a 3aTBEPAKEHHS.
4, NO3APTAH TabneTku, BKPUTI CaHpo3 CnoseHisa BMPOBHULUTBO HEPO3(hacoBaHOro NPoAyKTY: TypeyuunHa/ 3MmiHu sikocTi: Type 1B, B.l.b.1 - 3miHa 3a UA/18672/01/02
CAHAO3® NiBKOBOIO dapmacboT Cangos N'pyn Carnuk YpyHnepi Inaknapi CaH. Be Tik. | HimeuunHa/ y napameTpis cneuudikauii Ta/abo peyenmom
LOSARTAN o60s10HKot0, No 100 ikan3 a.4. A.C., TypeuumHa; BUpOOHNLTBO HEPO3thacoBaHOro CnoseHis/ rpaHNYHNX 3Ha4YeHb cneumdikaii
SANDOZ® Mr, No 14 TabneTok, NPOAYKTY, NepPBUHHE Ta BTOPUHHE MakyBaHHA, PymyHis 4ito4oi pevoBUHM abo BUXIQHOIO
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Ne
n/n

Ha3ssa
JNliKapcbKo20
3acoby

®Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjitiHo2
0 MoCBIO4YEHHS

C.K. Cangos C.P.J1., PymyHis

y napameTpis cneuudikauii Ta/abo
rPaHNYHMX 3Ha4YeHb creungikaLi
Lito4oi pevoBuHM abo BUXIAHOTO
martepiany/npomiKHOro
npoAayKTy/peareHTy, BUKOPUCTaHUX
npv BUPOBHULTBI Ajt040T PevoBMHN
h) nopaBaHHa abo 3amiHa (3a
BUHATKOM 6ion0riyHnx abo
iMyHONOrYHNX PEYOBUH) NapameTpa
cneuudikaLii, BKHOYHO 3 BifNOBIAHOW
MEeTOAMKOI aHanisy, K Hacnigok
npo6nemu 3 6e3nekoro abo AKICTIO -
Addition of specification parameter
MB-X.
3miHun 3 sikocTi: Type 1B, B.1II.1 -
[MogaHHA HOBOrO ab0 OHOB/IEHOTO
cepTudikaTy BignoBsigHOCTi abo
BUTYYEHHS cepTudikaTa
€Bponelicbkoi thapmakonei ans
Liro40i pevyoBUHW/ANA BUXigHOT
PEYOoBUHM, peareHTy, MPOMIXKHOro
NpoAyKTY, L0 BUKOPUCTOBYETLCH Y
BMPO6HMLTBI Adl/abo ANs AONOMIXHI
PeYOoBWHM
a) CepTudpikat BignoBigHOCTI
€Bponelicbkoi hapmakonel 3rigHo 3
BiANoBigHO MOHOrpadieto
€Bponeiicbkoi hapmakonel
2. OHOBNEeHWii cepTuddikaT Big BXe
3aTBEpXEeHOro BUpo6Huka - CEP
update for APl manufacturer Tianyu
Pharmaceutical Co., Ltd - from R1-
CEP 2009-227-Rev04 to R1-CEP
2009-227-Rev05.

NO3APTAH
CAH/I03®
LOSARTAN
SANDOZ®

TabneTku, BKpUTI
NiBKOBOIO
o060n10HkKot0, Mo 50
Mr, no 14 TabneTok,
BKPUTUX M/1IBKOBOIO
060/I0HKO Y
6nicTepi, no 2 abo 7
6nictepiB y
KapTOHHI KOpooLyi

CaHpo3
dapmacboT
ikans g.4.

CnoBeHisa

BMPOGHULITBO HepO3hacoBaHOr0 NPOAYKTY:
CaHpo3 N'pyn Carnvk YpyHnepi Inaknapi CaH. Be Tik.
A.C., TypeuumHa; BUpOOHWLTBO HEPO3thacoBaHOro
NpoAyKTY, NePBVHHE Ta BTOPVHHE MaKyBaHHS,

TeCTyBaHHA:

Cantotac ®apma M'm6X, HimeuumHa;
NepBUHHE Ta BTOPVHHE NakyBaHHS, TECTYBaHHS,
[03BiN Ha BUNYycK cepii:
ek ®apmaueBTMYHa KOMMaHia A4.4., CnoBeHis;
nepBUHHE Ta BTOPWHHE NakyBaHHS, A03BiN Ha

BUMYCK Cepii:

Jlek ®apmaueBTUYHa KoMnaHis 4.4. , C/oBeHis;
BMPOGHMLITBO HEPO3(haCOBaHOIO NPOAYKTY,

TypeyuunHa/
Himeuuunna/
CnoseHisi/
PymyHis

3miHu skocTi: Type IB, B.l.b.1 - 3miHa
y napameTpis cneuudikaulii Ta/abo
TPaHNYHMX 3HAYEHb creungikawi
[ito4oi peyoBrHK abo BUXIAHOMO
mMaTtepiany/npomikHOro
NpoAyKTy/peareHTy, BUKOPUCTaHNUX
npu BUPOBHULTBI Ajit04O0T PeYOBUHU
h) nopasaHHa abo 3amiHa (3a
BVHATKOM 6i0/10ri4HMX 260
iIMYyHONOrYHNX PEYOBUH) NapameTpa
cneuudikaLii, BKIIOYHO 3 BifNoBiAHO
METOAMKOI aHani3y, sik HacnigoK
npo6aemu 3 6e3neKor abo AKICTHO -

3a
peyenmom

UA/18672/01/01




Ne
n/n

Ha3ssa
JNliKapcbKo20

®Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjitiHo2
0 MoCBIO4YEHHS

3acoby

nepBuHHE Ta BTOPVHHE NakyBaHHS, TECTyBaHHS:
I'eHBeoH Inak CaHaii Be TikapeT A.C., TypeuunHa;
TeCTyBaHHS:
C.K. Cangos C.P.J1., PymyHis

Addition of specification parameter
LADX.
3miHu sikocTi: Type IB, B.l.b.1 - 3miHa
y napameTpis cneuudikauii Ta/abo
rPaHNYHMX 3Ha4YeHb creungikaLi
Lito4oi pevoBUHM abo BUXIAHOTO
mMartepiany/npomikHOro
NpoAayKTy/peareHTy, BUKOPUCTaHUX
npv BUPOBHULTBI Ajt040T PevoBMHN
h) nopaBaHHa abo 3amiHa (3a
BUHATKOM 6ion0riyHnx abo
iIMyHONOrYHNX PEYOBUH) NapameTpa
cneuudikaLii, BKHOYHO 3 BifNOBIAHOW
MEeTOAMKOI aHanisy, K Hacnigok
npo6nemu 3 6e3nekoro abo AKICTIO -
Addition of specification parameter
MB-X.
3miHu 3 sikocTi: Type 1B, B.1II.1 -
[MogaHHA HOBOrO ab0 OHOB/IEHOTO
cepTudikaTy BignoBsigHOCTi abo
BUTYYEHHS cepTudikaTa
€Bponelicbkoi thapmakonei ans
Lito40i pevyoBUHW/ANA BUXigHOT
PEYOoBUHM, peareHTy, MPOMIKHOIo
NpoAyKTY, L0 BUKOPUCTOBYETLCH Y
BMPO6HMLTBI Adl/abo ANst AONOMIXHI
PeYOBWHM
a) CepTudpikat BignoBigHOCTI
€Bponelicbkoi hapmakonel 3rigHo 3
BifNoBigHO MOHOrpadieto
€Bponeiicbkoi hapmakonel
2. OHOBNeHWii cepTudikaT Big BXe
3aTBEpXEeHOro BUpo6Huka - CEP
update for APl manufacturer Tianyu
Pharmaceutical Co., Ltd - from R1-
CEP 2009-227-Rev04 to R1-CEP
2009-227-Rev05.

3a

UA/18776/01/01

OHKACIMAP®

MOPOLLIOK ANsi
pO34uHy ansi
iH'eUii/iHdy3in, 750
MO/mn; no 3750 MO
y thnakoHi; no 1
onakoHy B KOPOOLi
3 KapTOHY 3
MapKyBaHHSIM
YKpaIiHCbKOK

Ne
labopatyap
Ceps'e

MOBO10; no 3750 MO

PpaHuis

BMNPOGYBaHHA CTabisibHOCTI (BUNPOOYyBaHHSA Ha
NMPOHUKHEHHSA 6apBHUKA):

Aicta ®apma ContowHc, IHk., CLUA;
KOHTpO/b AKOCTI Nif, yac BUMYCKY NPOAYKTY 3a
NOKa3HUKOM Yac BiJHOB/IEHHS, NPO30PICTb,
30BHiLWLHIN BUrNS4, pH, gomiwky, Bu3HauyeHHst TNBS,
KOHLLeHTpaLis 6inka, cuna Aji/akTMBHICTb,
cneundivyHa(nMToma) akTUBHICTb, OHOPIAHICTb
[030BaHVX OAMHWLb, BMICT BOMOMM, YACTOTA,
I0EHTNYHICTb:

cuwA/
Himeuunna/
dpaHuis

C.1.4, 1 - 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

peyenmom
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mr, no 1 Tabnetuyiy
6nicTepi, no 1
6nictepy B
KapTOHHIlA Kopo6Li,
no 2 TabneTkm y
6nictepi, no 1, a6o
no 2, a6o no 4
6nictepu B
KapTOHHI KOopoo6Li

Ninni C.A., IcnaHis

3MiHW [0 y3arasibHEHUX AaHuX npo
cuctemy hapmakoHarniagy (BBefeHHs
y3araJsibHeHuX faHunx npo cuctemy
thapmakoHarnagy, 3miHa
YMOBHOBaXeHOI 0cobw,
BiANOBiAA/ILHOI 32 3iiCHEHHSA
hapmakoHarnagy; KOHTakTHOi ocobu 3
dhapmakoHarnsgy 3assBHuka ans
3[jiCHEHHSI hapmakoHarisay B

Ne Hassa ®opma sunycky 3asasHuK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JNlikapcbKo20 | (n1ikapcbka ¢ghopma, BionycKy |peecmpayitliHo2
3acoby ynakoska) 0 NoCBIOYEHHS
y (hnakoHi 3 Enuflabn’'toBain dapma Cepsice3 'M6X, HimeuumHa; review of all available non-clinical,
MapKyBaHHAM BMMNPO6YBaHHA CTabi/IbHOCTi, KOHTPOb SKOCTI Mif epidemiological and clinical data. The
iHO3eMHO0 MOBOIO; yac BUMYCKy NPOAYKTY, MapKyBaHHS Ta BTOPVHHE Package Leaflet is updated
no 1 donakony B nakyBaHHs: accordingly. In addition, the MAH took
cTaH4apTHO- Ekcenig, IHk., CLUA, the opportunity to bring the Pl in line
€KCMOPTHI ynakoBsL,i KOHTPO/b SKOCTI Nif, Yac BUNYCKY NPOAYKTY 3a with the latest QRD template version
3 MapKyBaHHAM NOKa3HUKOM CTEPUSIBbHICTb, MeXaHiUHi BK/IIOYEHHS 10.2. BBeeHHS 3MiH NpoTArom 6-Tu
iHO3eMHOK MOBOIO, (HeBUAMMI yacTkn), 6akTepianbHi eHA0TOKCUHN: MiCAILiB Micns 3aTBEPKEHHS.
fKa MiCTUTbCA B Na6op NIC CE & Ko. KI', HimeuunHa,;
KOpOO6Lii 3 KAPTOHY 3 MapkyBaHHs, BTOPYHHE nakyBaHHS, BUMYCK cepil
MapKyBaHHAM roTOBOrO slikapcbkoro 3acoby: Slabopatopii Ceps'e
YKpaiHCbKO IHoacTpi, PpaHLis;
MOBOI0; rno 3750 MO BUPOBHMLTBO, KOHTPO/Ib SIKOCTI Nig, Yac BMUMYCKY
y hnakoHi 3 NPOAYKTY 3a NoKa3HUKOM BMICT Boaw: JliodpinizeiH
MapKyBaHHAM Cepsices op H'to IHrneHa, IHk., CLUA;
iHO3EMHOI0 MOBOIO; MapkyBaHHs, BTOPYHHE MakKyBaHHS:
no 1 cpnakoHy B [epe JloxicTik, PpaHLuis
Kopo6Li 3 KapTOHY 3
MapKyBaHHSIM
iHO3EMHOI0 MOBOIO 3i
CTikepom
YKpaiHCbKOH MOBOKO
7. NAPCABIB™ PO34UH A5 iH'EKLLN, AvxeH  [HigepnaHau MapKyBaHHs, BTOPUHHE NakyBaHHS, BUMYCK cepii: HigepnaHamn proposed changes to the registration 3a UA/17068/01/01
5 mr/mn; no 0,5 mn €spona AmvpkeH €spona B.B., HigepnaHaun; KOHTPosb SKOCTI / dossier related to "NL"-prefix deletion | peyenmom
(2,5 wmr) y donakoHi, B.B. npu BUNycky: AMapkeH TekHonogaxi (AieneHa) Ipnangis/ from the Applicant address.
no 6 thnakoHiB y AHnimiTeg Komnai, IpnaHgis; BMpo6HuULTBO, CWA
KapTOHHIiA Kopo6L; nepBUHHE NakyBaHHS, KOHTPO/b AKOCTI Ta
nolmn(wmry BMNPOOYBaHHS CTabiNIbHOCTI:
donakoHi, no 6 MaTeoH MaHydekuypiHr Cepsice3 En.En.Ci., CLUA,
hnakoHiB y BMPOOHULITBO, NEPBUHHE NaKyBaHHSA, KOHTPO/Ib
KapTOHHI KOpoo6L; SIKOCTi Ta BUNPO6YBaHHA CTabi/IbHOCTI:
no 2 mn (10 mr) y AvmxeH MaHydbekdypidr /ita, CLUA
donakoHi, no 6
oNnakoHiB y
KaPTOHHIi KOpoOLyi
8. CIANIC® TabneTku, BKPUTI Eni Ninni - [Higepnangn BMPOGHULITBO rOTOBOT MlikapcbKoi hopmu: CLIA/ 3MiHu | TURY - 3MiHK Woao 3a UA/17354/01/01
N1iBKOBOIO Henepneng Ninni genb Kapi6e IHk., CLWWA; nepBuHHa Ta Icnanis 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKO10, M0 20 b.B. BTOPWHHA YNakoBKa, [03Bi/1 Ha BUMYCK cepii: thapmakoHarnsgy. BeefeHHs abo
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Ne Hassa Popma surnycky 3asasHuUKk KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NliKapcbKoz20 | (nikapcbka ghopma, Bionycky |peecmpayiliHo2
3acoby ynakoska) 0 MoCBIO4YEeHHs
YkpaiHi, AKL0 BOHa BiAMIHHA Bif
YyMOBHOBaXeHOT 0cobw,
BiANOBiAANbHOI 32 3iliCHEHHS
thapmakoHarnagy (Bkiovarun
KOHTaKTHI flaHi) Ta/abo 3MiHn y
PO3MiLLeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3miHa KOHTakTHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a
hapmakoHarnsag B YkpaiHi. [irova
pepakuis: boiko Apocnas
AHppilioBuy. MponoHoBaHa pefakuis:
303ynsa Banepiii Bacunbosuy. 3MiHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u
3a8BHMKa, BiANOBIfaNLHOT 3a
dhapmakoHarnag B YKpaii.
9. COJlIKBA PO3YMH OS5 iH EKU,iA, TOB Ykpaina CaHochi-ABeHTic [loinunaHg MmeX HimeuunHa BHECEHHS 3MiH 40 peecTpaliiHnX 3a UA/16774/01/01
100 Og./mn+50 "CaHodi- MaTepianis: 3MiHa CTOCYETbCA peyenmom
MKr/m; Ne3 a6o ABeHTIC npuBeLEeHHA afpecu BUPOOHMKa
Ne5: no 3 mny YkpaiHa" CaHochi-ABeHTic [oinunaHg MmoX,
KapTpuaxi, HimeuuuHa, y BignosigHicTb 1o GMP
BMOHTOBAHOMY B cepTudikaTy Ta BUCHOBKY LLOA0
04HOPa30BY LUNPULL- nigTBEPAKEHHS BiANOBIAHOCTI yMOB
pyuKy; no 3 abo no 5 BMPOGHMLITBA NiKapCbKUX 3aCc006iB.
LLNPUL-PYYOK B BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB
KapTOHHI KOpOoO6Lii. nicna 3aTBEPAKEHHS.
['oNkn B ynakoBky He
BK/IHOYEHI
10. COJIIKBA PO34MH ANA iH EKUi, TOB YkpaiHa CaHodpi-ABeHTic [oiunaHg M6 X HimeuunHa BHECEHHS 3MiH [0 peecTpavyinHmx 3a UA/16775/01/01
100 Opg./mn+33 "CaHodi- MaTepianis: 3MiHa CTOCY€ETbCSA peyenmom
MKr/m; Ne3 a6o ABEHTIC npuBeLEHHA afpecu BUPO6HMKa
Ne5: no 3 mny YkpaiHa" CaHodpi-ABeHTic [oiunaHg M'véX,
KapTpuoxi, HimeuuuHa, y BignosigHicTb 1o GMP
BMOHTOBaHOMY B cepTugikaTy Ta BUCHOBKY U040
0HOPA30BY LUNPUL- niATBEpKEHHS BiANOBIAHOCTI YMOB
pyuky; no 3 abo no 5 BMPOGHULITBA NiKapCbKUX 3aC006iB.
LLINPUL-PYYOK B BBefieHHs1 3MiH NpoTArom 6-Tn MicALiB
KapTOHHIi Kopo6Li. nicns 3aTBepOKeHHs.
['oNkn B ynakoBky He
BK/IHOYEHI
11. DPENBA MOPOLLIOK Ta Bakctep AI' | ABscTpis [lo3Bin Ha Bumnyck cepii: AscTpisi/ BHECEHHS 3MiH [0 peecTpavyinHmx 3a UA/16954/01/01
PO3YMHHUK ANs Takefa MaHnydekuypiHr ABcTpis All, ABCTpisi; HimeyunHa MaTepianis: peyenmom
PO3UunHY 418 BUPOGHMLTBO, KOHTPO/Ib SIKOCTI Ta BUNPOOYBaHHS 3MiHa Ha3BW BUPOBHMKA 6€3 3MiHN
iH ekt no 500 Og,; cTabiNbHOCTI, NepBUHHE NakyBaHHs [N13; MicLA BUPOGHMLTBA:
NOPOLLOK Y MapKyBaHHS Ta BTOPUHHE nakyBaHHA 13 Ta 3arBepaKeHo:

onakoHax Ta
PO34MHHVK (BOAA
[Ans iH ekuiin) no 10

PO3YMHHMKA:
Takepa MaHydbekuypiHr ABcTpist Al, ABCTpis;
KOHTPO/Ib SIKOCTi Ta BUNPOBYBaHHA CTabisIbHOCTi

Bakctep Al / Baxter AG; Bakctep
MaHydpekuypinr C.n.A. / Baxter
Manufacturing S.p.A.
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Ne Hassa Popma surnycky 3asasHuUKk KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NliKapcbKoz20 | (nikapcbka ghopma, Bionycky |peecmpayiliHo2
3acoby ynakoska) 0 MoCBIO4YEeHHs

mMn abo no 20 mny
hnakoHax. Mo 1
donakoHy 3
MOPOLLKOM y
KoMMekTi 3 1
donakoHoMm 3
PO3YMHHMKOM Ta 3
NPVCTOCYBaHHAM
NSl po3BeAeHHs
BAXJECT Il Xait
®noy Ta Habopom
0N BBefeHHs (1
0fHOpas3oBuii
wnpuy, 1
0/iHOpa30Ba ronka,
1 ronka-meTenuk) y
Kopoo6Li

N3 (6akTepianbHi TOKCMHW Ta CTEPUNbHICTD)):

Takefa ManydekuypiHr ABCTpis Al', ABCTpist;

BMPO6GHULTBO Ta KOHTPO/Ib SIKOCTi PO3UMHHUKA:

3irdpig XamenbH Mv6X, HimeuunHa

3anponoHoBaHo:

Takefa MaHydekuypiHr ABcTpist AT,
ABcTpist / Takeda Manufacturing
Austria AG, Austria;

Takega MaHydekuypiHr ITanisa C.n.A. /
Takeda Manufacturing ltalia S.p.A.
Y 3B’A3Ky 3 BULLeHaBeAEeHO 3MiHO
Ha3BW BUPOGHMKA, OHOBNEHO
IHCTPYKLiO AN18 MeAMYHOro
3aCTOCYBaHHS, TEKCT MapKyBaHHS A0
PeecTpauiiiHoro noceigyeHHs Ta
MeToau KOHTPO/IO AKOCTI.
BunyyeHHs BUPOGHWYOI finbHUL
Takeda Manufacturing Austria AG;
Industriestrasse 20, A-1221 Vienna,
Austria, BignoBigasibHOI 3a 6ionoriyHe
TecTyBaHHs (B peecTpauiiHomy
noceigueHHi bakctep Al', ABCTpist
(6ionoriyHe TecTyBaHHs) / Baxter AG,
Industriestrasse 20, 1221 Vienna,
Austria (Testing biological)).
BunyyeHHs BUPOGHWYOI finbHUL
Takeda Manufacturing Austria AG;
Industrie Strasse 72, A-1221 Vienna,
Austria, BiANoBigaIbHOI 3a
BMPOGHMLITBO rOTOBOrO /1iKapCbKOro
3acoby (B peecTpauiiHomy
noceigueHHi bakctep Al', ABCTpist
(Bnpo6HMLTBO N13) / Baxter AG,
Industrie Strasse 72, A-1221 Vienna,
Austria (Manufacturing of dosage
form).

[opasaHHA BUPOOHUYOT AiNbHULL
Takepa MaHydekuypiHr ABcTpis Al
ABcTpis (Ypepwtpacce 15, 2304 Opt
aH aep JoHay, AscTpist) / Takeda
Manufacturing Austria AG, Austria
(Uferstrasse 15, 2304 Orth an der
Donau, Austria), BignosiganbHoOI 3a
KOHTPO/Ib SIKOCTi Ta BUNPOBYBaHHSA
CTabiNbHOCTI FOTOBOTO JliKapCbKoro
3acoby 3a nokasHvkamy bakTepiasibHi
TOKCUHU Ta CTEPUNBHICTb.
YTOUHeHHA PyHKLii Ta agpecu
BMPOBHUKIB:
3aTBepkeHo:

BakcTtep Al (IHoycTpiwTpacce 67,
1221 BigeHb, ABcTpis) / Baxter AG
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Ne
n/n

Ha3ssa
JNliKapcbKo20
3acoby

®Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 MoCBIO4YEHHS

(Industriestrasse 67, 1221 Vienna,
Austria) (Bunyck cepii).
BakcTep All, ABcTpisa (JlaHre Anee 24,
1221 BigeHb, ABcTpist) / Baxter AG,
Austria (Lange Allee 24, 1221 Vienna,
Austria)
3irdpig XamenbH Mv6X, HimeuunHa
(NaHrec ®enbpg 13, 31789 XamesbH,
HimeuuunHa) / Siegfried Hameln GmbH,
Germany (Langes Feld 13, 31789
Hameln, Germany) (Bupo6HMLTBO
PO3UYMHHUKA);
3anponoHoBaHo:

Takefa MaHydekuypiHr ABcTpist AT,
ABcTpist (IHgycTpiwTpacce 67, 1221
BigeHb, ABcTpisi) / Takeda
Manufacturing Austria AG, Austria
(Industriestrasse 67, 1221 Vienna,
Austria) (8,03Bin Ha BUNYyCK cepil).
Takefa MaHydekuypiHr ABcTpist AT,
ABcTpisi (JlaHre Annee 24, 1221
BigeHb, ABcTpisi) / Takeda
Manufacuring Austria AG, Austria
(Lange Allee 24, 1221 Vienna, Austria)
3irdpig XamenbH Mv6X, HimeuunHa
(NaHrec ®enbpg 13, 31789 XamesbH,
HimeuuunHa) / Siegfried Hameln GmbH,
Germany (Langes Feld 13, 31789
Hameln, Germany) (BMpo6HMLTBO Ta
KOHTPO/Ib AKOCTi PO3YMHHMKA).
TepMmiH BBEL,EHHS 3MiH - NPOTArom 6
MicsLiB MiCNA 3aTBEPAKEHHS.

12.

DENBA

MOPOLLIOK Ta
PO3YNHHWK 415
pO34uHy ans

iH ekuii no 1000
Of.; NopOLLOK y
dhnakoHax Ta
pO34nHHKK (Boga
ONs iH ekyiin) no 20
MmNy chriakoHax; no

Bakctep Al

AscTpis

[lo3Bin Ha BuUnyck cepii:

Takega MaHnydhekuypiHr ABCTpist Al, ABCTpis;
B1po6GHULTBO, KOHTPO/Ib SIKOCTi Ta BUMNPOBYBaHHS

CTabiNbHOCTI, NepBUHHE NakyBaHHs N13;

MapKyBaHHs Ta BTOPUHHE NakyBaHHs /13 Ta

PO34YNHHKKA:

Takepa MaHydekuypiHr AscTpist Al, ABCTpis;
KOHTPO/Ib SIKOCTi Ta BUNPOOYBaHHA CTabisIbHOCTI
N3 (6akTepiasibHi TOKCMHW Ta CTEPUIILHICTD)):

AscTpis/
HimeuunHa

BHECEHHS 3MiH 10 peecTpaLifiHnx
MaTepianis:
3MiHa Ha3BW BUPOOHUKaA 6e3 3MiHU
MicLsA BUPOGHMLTBA:
3arBepaKeHo:

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

1 donakoHy 3 Takepa MaHydekuypiHr AscTpist Al, ABCTpis; Takepa MaHyekuypiHr Asctpist AT,
NOPOLLKOM Y BUPOGHMLTBO Ta KOHTPO/Tb AKOCTi PO3YMHHMKA: ABcTpist / Takeda Manufacturing
KomnnekTi 3 1 3irdpig XamenbH M6X, HimeuunHa Austria AG, Austria;
h1akoHOM 3 Takepa MaHycbekuypinr ITanis C.n.A. /
PO3YMHHMKOM Ta 3 Takeda Manufacturing ltalia S.p.A.
NpYCTOCYBaHHAM Y 3B’A3KY 3 BULLLEHABEAEHO 3MiHOK

3a
peuyenmom

UA/16954/01/02
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Ne Hassa Popma surnycky 3asasHuUKk KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NliKapcbKoz20 | (nikapcbka ghopma, Bionycky |peecmpayiliHo2
3acoby ynakoska) 0 MoCBIO4YEeHHs

NS po3BefieHHs
BAXJECT Il Xai
oy Ta Habopom
ans seefeHHs (1
04HOPAa30BUii
wnpuy, 1
ofiHopa3oBa roska,
1 ronka-meTenuk) y
Kopobui

Ha3BMW BUPOOHMKA, OHOBNIEHO
IHCTPYKLiO 4119 MeUYHOro
3aCTOCyBaHHS, TEKCT MapKyBaHHS [0
PeecTpaujiiHoro nocsigyeHHs Ta
MeToau KOHTPOIIO AKOCTI.
BunyyeHHs1 BUPOGHMYOI AinbHUL
Takeda Manufacturing Austria AG;
Industriestrasse 20, A-1221 Vienna,
Austria, BignoBigasnbHOI 3a 6ionoriyHe
TecTyBaHHs (B peecTpauiiHomy
noceigueHHi bakctep Al', ABCTpis
(6ionoriyHe TecTyBaHHs) / Baxter AG,
Industriestrasse 20, 1221 Vienna,
Austria (Testing biological)).
BunyyeHHs1 BUPOGHWYOI AinbHUL
Takeda Manufacturing Austria AG;
Industrie Strasse 72, A-1221 Vienna,
Austria, BignosiganbHoi 3a
BMPOGHMLITBO rOTOBOTO NiKapCbKOro
3acoby (B peecTpauiiHomy
noceigueHHi bakctep Al', ABCTpist
(Bupo6HuLTBO N13) / Baxter AG,
Industrie Strasse 72, A-1221 Vienna,
Austria (Manufacturing of dosage
form).

[onaBaHHsA BUPOOHNYOT AiNbHULI
Takefa MaHydekuypiHr ABcTpist AT,
AscTpis (Ycbepwtpacce 15, 2304 Opt
aH gep JoHay, AcTpist) / Takeda
Manufacturing Austria AG, Austria
(Uferstrasse 15, 2304 Orth an der
Donau, Austria), BignoBigasibHOI 3a
KOHTPO/b SKOCTi Ta BUNPO6YBaHHS
CTabifIbHOCTi FOTOBOrO NiKapCbKOro
3acoby 3a nokasHvkamu bakTepiasibHi
TOKCWHM Ta CTepUIIbHICTb.
YTOuHeHHs dhyHKLii Ta agpecu
BMPOGHUKIB:
3arsepaKeHo:

BakcTtep Al (IHgycTpiwTpacce 67,
1221 BigeHb, ABCTpin) / Baxter AG
(Industriestrasse 67, 1221 Vienna,
Austria) (Bunyck cepit).
BakcTep All, ABcTpia (JlaHre Anee 24,
1221 BigeHb, ABcTpis) / Baxter AG,
Austria (Lange Allee 24, 1221 Vienna,
Austria)
3ircppig XamensH Mv6X, HimeyunHa
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Ne
n/n

Ha3ssa
JNliKapcbKo20
3acoby

®Popma BumnycKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2
0 MoCBIO4YEHHS

(NaHrec ®enbpg 13, 31789 XamesibH,
HimeuuuHa) / Siegfried Hameln GmbH,
Germany (Langes Feld 13, 31789
Hameln, Germany) (BUpo6HMULTBO
PO3UYNHHUKAY);
3anponoHoBaHo:

Takepa MaHydekuypiHr ABcTpis Al
ABcTpis (IHgycTpiwTpacce 67, 1221
BigeHb, ABcTpisi) / Takeda
Manufacturing Austria AG, Austria
(Industriestrasse 67, 1221 Vienna,
Austria) (£03Bin Ha BUNYCK cepii).
Takepa MaHydekuypiHr ABcTpis AT,
ABcTpis (JlaHre Annee 24, 1221
BigeHb, ABcTpisi) / Takeda
Manufacuring Austria AG, Austria
(Lange Allee 24, 1221 Vienna, Austria)
3ircopig XamensH M6X, HimewunHa
(NaHrec ®enbpg 13, 31789 XamesibH,
HimeuuuHa) / Siegfried Hameln GmbH,
Germany (Langes Feld 13, 31789
Hameln, Germany) (BUpo6HWLTBO Ta
KOHTPO/Ib AKOCTi PO3YMHHMKA).
TepMiH BBEAEHHS 3MiH - TPOTAroM 6
MiCALIB MiC/1sA 3aTBEPKEHHS.

13.

DENBA

MOPOLLIOK Ta
PO3YMHHWK AN
po3unHy Ans

iH exuii mo 2500
Of.; NOpOLLOK y
onakoHax Ta
pO34MHHKK (BoZa
NS iH ekuiid) no 50
MA 'y chriakoHax; no
1 chnakoHy 3
NOPOLLKOM Y
KommnekTi 3 1
dhnakoHoMm 3
PO34YMHHMKOM Ta 3
NPUCTOCYBaHHAM
NS pO3BEeAEHHS
BAXJECT Il Xai
0y Ta HA6oOpOM
ONns BBefeHHs (1
0HOPAa30BUiA
wnpuy, 1
0HOpa30Ba rosika,

Bakctep Al

ABCTpis

[o3Bin Ha BMNyCK cepil:

Takepa MaHydekuypiHr AscTpis Al, ABCTpis;
BUpPOGHMLTBO, KOHTPO/Ib SIKOCTI Ta BUNPOOYBaHHS

cTabiNbHOCTI, NepBUHHE NakyBaHHs [13;

MapKyBaHHA Ta BTOPWHHE nakyBaHHsA /13 Ta

PO3YNHHMKA:

Takefa ManydekuypiHr ABCTpis All, ABCTpist;
KoHTponb sikocTi Ta BUNpobyBaHHA cTabinbHOCTI
['N13 (bakTepiasibHi TOKCUHM Ta CTEPUILHICTD)):
Takefa ManydekuypiHr ABCTpis Al', ABCTpist;
Brpo6HMLTBO Ta KOHTPO/Ib AKOCTi PO3YMHHIKA:

3ircopig XamesnbH Mm6X, HimeuunHa

AscTpisi/
HimeuunHa

BHECEHHS 3MiH [JO peecTpaLinHmx
marepianis:
3MiHa Ha3BW BUPOGHMKA 6€3 3MiHN
Micua BUPOGHULTBA:
3aTBepaXeHo:

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

Takefa MaHydekuypiHr ABcTpist AT,
AscTpisa / Takeda Manufacturing
Austria AG, Austria;

Takega MaHydekuypiHr ITanisa C.n.A. /
Takeda Manufacturing Italia S.p.A.
Y 3B’'A3Ky 3 BULL,EHaBEe4EHOK 3MiHO
Ha3BW BUPOGHMKA, OHOBNEHO
IHCTPYKLiO AN18 MegUYHOro
3aCTOCyBaHHS, TEKCT MapKyBaHHS [0
PeecTpauiiiHoro noceigyeHHs Ta
MeToAau KOHTPONHO AKOCTI.
BunyyeHHs1 BUPOGHMYOI AibHUL
Takeda Manufacturing Austria AG;

3a
peyenmom

UA/16954/01/03
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Ne Hassa Popma surnycky 3asasHuUKk KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NliKapcbKoz20 | (nikapcbka ghopma, Bionycky |peecmpayiliHo2
3acoby ynakoska) 0 MoCBIO4YEHHS
1 ronka-meTenuk) y Industriestrasse 20, A-1221 Vienna,
Austria, BignoBiganbHOI 3a 6ionoriyHe
TecTyBaHHs (B peecTpaLiiHomy
noceigueHHi bakctep Al', ABcTpis
(6ionoriyHe TecTyBaHHS) / Baxter AG,

KopoobLi

Industriestrasse 20, 1221 Vienna,
Austria (Testing biological)).
BunyyeHHs: BUPOGHMYOT AinbHUL
Takeda Manufacturing Austria AG;
Industrie Strasse 72, A-1221 Vienna,
Austria, BignosigansHoi 3a
BMPOGHMLITBO rOTOBOrO /1iKapCbKoro
3acoby (B peecTpauiiHomy
noceigueHHi bakctep Al', ABCTpis
(Bupo6HuLTBO MN3) / Baxter AG,
Industrie Strasse 72, A-1221 Vienna,
Austria (Manufacturing of dosage
form).
[logasaHHs BUPOBGHWNYOT AiNbHUL
Takefa MaHydekuypiHr ABcTpist AT,
ABcTpis (Ypepwtpacce 15, 2304 Opt
aH aep JoHay, AscTpist) / Takeda
Manufacturing Austria AG, Austria
(Uferstrasse 15, 2304 Orth an der
Donau, Austria), BianosiganbHOI 3a
KOHTPO/Ib AKOCTi Ta BUNPO6YBaHHS
CTabifIbHOCTI FOTOBOrO NiKapCbKOro
3acoby 3a nokasHvkamun bakTepiasibHi
TOKCUHU Ta CTEPUNBHICTb.
YTOUHEHHS hyHKLUIT Ta agpecu
BMPOGHUKIB:
3aTBepikeHo:
BakcTtep Al (IHgycTpiwTpacce 67,
1221 BigeHb, ABcTpist) / Baxter AG
(Industriestrasse 67, 1221 Vienna,
Austria) (Bunyck cepii).
BakcTep All, ABcTpisa (JlaHre Anee 24,
1221 BigeHb, ABcTpis) / Baxter AG,
Austria (Lange Allee 24, 1221 Vienna,
Austria)
3irdpig XamesnbH NM6X, HimeuunHa
(NaHrec ®enbpg 13, 31789 XamesbH,

Germany (Langes Feld 13, 31789

Hameln, Germany) (BMpo6HULTBO
PO3YUHHNIKA);

3anponoHoBaHo:

HimeuuunHa) / Siegfried Hameln GmbH,

Takefa MaHydekuypiHr AscTpisi A,
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Ne Hassa Popma surnycky 3asasHuUKk KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NliKapcbKoz20 | (nikapcbka ghopma, Bionycky |peecmpayiliHo2
3acoby ynakoska) 0 MoCBIO4YEeHHs
AscTpis (IHgycTpiwTpacce 67, 1221

BigeHb, ABcTpisi) / Takeda
Manufacturing Austria AG, Austria
(Industriestrasse 67, 1221 Vienna,
Austria) (£03Bis1 Ha BUMYCK cepii).

Takefa MaHydekuypiHr ABcTpist AT,
AscTpis (NlaHre Annee 24, 1221

BigeHb, ABcTpisi) / Takeda

Manufacuring Austria AG, Austria
(Lange Allee 24, 1221 Vienna, Austria)
3irdpig XamesnbH NM6X, HimeuunHa
(NaHrec ®enbpg 13, 31789 XamesbH,
HimeuumnHa) / Siegfried Hameln GmbH,
Germany (Langes Feld 13, 31789
Hameln, Germany) (BMpo6HULITBO Ta
KOHTPO/Ib SIKOCTi PO3YMHHNKA).
TepMiH BBEAEHHS 3MiH - MPOTAroM 6

MicsILiB Micns 3aTBepAKEHHS.

B.o. l'eHepanbHOro gupekropa
AupekToparty hapmaueBTUUHOIO 3a6e3neyeHHs

IBaH SAABOPHUX
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