NEPENIK

Jonarox 1

no Hakazy MiHicTepcTBa OXOPOHH 3IOPOB’S
VYxpainn «IIpo BHECEeHHS 3MiH 10 peecTpaLiitHuX
Martepiaiis JKapChKUX 3aco0iB, K1
3apeecTpOBaHi  KOMIICTGHTHMMH  OpraHaMu
Cnonydyenux IllratisB Amepuku, llIBeinapcpkoi
Kondeneparii Ta €Bponericekoro Coro3y»

Big 29 Bepecus 2022 poky Ne 1762

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

LUBEMLIAPCHKOI KOH®EOEPALIII, AMNOHII, ABCTPANII, KAHAOWU, NIKAPCbKUX 3ACOBIB, LLUO 3A

0O PEECTPALIUHMNX MATEPIANIB, AAKI BHOCATbLCA OO0 OEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOEIB
YKPAIHU, SIKI BAPEECTPOBAHI KOMMNETEHTHUMU OPFAHAMU CMOJTYYEHUX LUTATIB AMEPUKW,

LIEHTPAIII3OBAHOIO NPOLEAQYPOIO 3APEECTPOBAHI KOMMNETEHTHUM OPFAHOM EBPOMENCHLKOIO

COoIo3y

Ne Haszea ®Popma sunycKky | 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauitina npouyedypa Ymoeu Homep
n/ JNlikapcbKo20 (nikapcbka eidnycky |peecmpauiliHo2
n 3acoby ¢hopma, 0 noceid4yeHHs1
ynakoeka)
1. | ABBEUT MOPOLLIOK Ta Bakctep AI' | ABcTpisi BTOPWHHE NaKyBaHHsi FOTOBOTO NiKapCbKOro Benebrisi/ 3miHa A4, IA 3miHa Ha3BU BUPOOHKKa 3a UA/16801/01/01
PO3YMHHUK ANS 3acoby Ta po34MHHKKA, YaCTKOBUIA KOHTPOSb LLiBeviuapis/ BigNoBiganbHOro 3a YacTKOBWI KOHTPOJSlb peuenmom
PO34MHY Ans AIKOCTi FOTOBOTO NiKapCbKOro 3acoby, BUMYCK AscTpis/ AIKOCTi FOTOBOTO Nikapcbkoro 3acoby, 6e3
cepii rotoBoro nikapcbkoro 3acoby Ta HimeuunHa 3MiHM MicLs BUpOGHMLUTBA: 3aTBEpaXKEHO:

iH'ekuin, no 250
MO; 1 dpnakoH 3
MOPOLLIKOM Y
KOMMAeKTi 3 1
hnakoHoMm 3
PO3YMHHUKOM
(Boga ans
iH'ekwin) no 5 mn
Tano1
NpUCTOCYBaHHO
ONs pO3BEAEHHSI
BAKCIKEKT Il'y
kopoobui

PO3YMHHMKA:
Bakcanta Bengxiym ManydektypiHr CA,
Benebrist;

BMPOBHMLTBO HEpPO3chacoBaHOro NPoAykKTy,
nepBUHHE MaKyBaHHSA roTOBOrO NiKapcbKoro
3acoby Ta YaCTKOBUIA KOHTPOIb SIKOCTi
roTOBOro MikapCcbKoro 3acoby:

Bakcanta ManydaktypuHr Capn, Lsenuapis;

BUPOGHULITBO HEPO3(hacOBAHOrO NPOAYKTY,
NEPBUHHE MaKyBaHHS FOTOBOTO J1iKapCbKOro
3acoby Ta 4aCTKOBMIA KOHTPOIb SKOCTI
rOTOBOrO MiKapcbkoro 3acoby:

Takepa MaHydek4ypiHr ABcTpis Al, ABCTpis;

YaCTKOBWIA KOHTPOMb AKOCTi TOTOBOTO
nikapcbkoro 3acoby:

Takepa MaHydek4ypiHr ABcTpis Al, ABCTpis;

BMPOOHMLITBO, NEPBMHHE NaKyBaHHA Ta
KOHTPOMb SKOCTi PO3UYMHHUKA:
3irdpia XamensH MM6X, HimeuunHa

Bakctep Al (Yodbeputpacce 15, A-2304 Opt
aH gep OoHay, AscTpis) / Baxter AG
(Uferstrasse 15, A-2304 Orth an der Donau,
Austria). 3anponoHoBaHo: Takeaa
MaHydekuypiHr ABcTpis Al (YdepLutpacce
15, 2304 Opt aH gep HoHay, AscTpist) /
Takeda Manufacturing Austria AG (Uferstrasse
15, 2304 Orth an der Donau, Austria).
PepakuinHi npaskv 4o po3diny gocbe
3.2.P.3.1. 3MiHM BHOCATbLCS [0
PeecTpauinHoro noceigyeHHs Ta MeToais
KOHTPOSO SKOCTi. TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicsAUiB Nicnsa 3aTBEPIKEHHS.
3miHa A.5.b, |A 3miHa Ha3BW BUpOGHUKa
BiANoBiganbLHoOro 3a BUpoGHULTBO
Hepo3dacoBaHOro NpoAyKTy, NEpBUHHE
nakyBaHHs1 FOTOBOrO NikapCbkoro 3acoby Ta
YaCTKOBUIA KOHTPOIb SIKOCTi FOTOBOrO
nikapcbkoro 3acoby, 6e3 amiHu Micus
BUPOGHMUTBA:
3arBepoxeHo: bakctep Al (IlaHre Annee 24,
1221 BigeHb, AcTpist) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
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3anponoHoBaHo: Takega MaHydek4ypiHr
AscTpist A" (Jlanre Annee 24, 1221 BigeHb,
ABcTpis) / Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna, Austria).
PepakuinHi npaeku 4o po3ainy gocbe
3.2.P.3.1. 3miHM BHOCATbLCA A0
PeecTtpauiiHoro nocsigyeHHs Ta MeTogais
KOHTPOIMO AKOCTi. TepMiH BBEAEHHSA 3MiH
npoTsArom 6 MicsUiB Nicns 3aTBEPIKEHHS.

AOBEWNT

MOPOLLOK Ta
PO3YUHHWK Ans
pO34uHy Ans
iH'ekuin, no 500
MO; 1 dpnakoH 3
MOPOLLKOM Y
KOMMAeKTi 3 1
hnakoHoMm 3
PO3YMHHUKOM
(Boga ons
iH'ekwin) no 5 mn
Tano1
NPUCTOCYBaHHIO
NS PO3BEAEHHS
BAKCIDKEKT Il'y
Kopobui

Bakctep Al

ABCTpis

BTOPWHHE NaKyBaHHSA rOTOBOTO MikapCbKOro
3acoby Ta po34MHHMKA, YaCTKOBMIA KOHTPOMb
SIKOCTi FOTOBOrO NiKapCbKoro 3acoby, BuUNyck
cepii roToBoro nikapcbkoro 3acoby Ta
PO3YMHHMKA:
Bakcanta Bengxiym ManydekTypiHr CA,
Benbris;

BMPOBHMLTBO HEpO3dhacoBaHOro NPoaykKTy,
nepBUHHE NaKyBaHHS rOTOBOrO MiKapCbKOro
3acoby Ta YacTKOBMIA KOHTPOIb SIKOCTi
roTOBOro MikapCbKOro 3acoby:
BakcanTta ManydaktypuHr Capn, Lsenuapis;
BMPOBOHMLTBO HEPO3hacoBaHOro NPOAYKTY,
nepBUHHE NaKyBaHHS rOTOBOrO MiKapCbKOro
3acoby Ta YaCTKOBUI KOHTPOIb AKOCTi
roTOBOrO fikapCbKoro 3acoby:
Takega MaHydek4ypiHr AscTpist Al, ABCTpis;
YaCTKOBUI KOHTPOIb SKOCTi FOTOBOIO
nikapcbkoro 3acoby:

Takega MaHydek4ypiHr ABcTpia All, ABCTpis;
BMPOGHWLITBO, MEPBVHHE MaKyBaHHA Ta
KOHTPOMb AKOCTi PO3UYMNHHMKA:
3irdpig XamensH M6X, HimeuunHa

Benbrisi/
LLiBevuapis/
AscTpis/
HimeyumHa

3miHa A.4, |A 3miHa Ha3BKM BUPOBHKKa
BignoBiganbHOro 3a YacTKOBUI KOHTPOIb
SIKOCTi FOTOBOrO NikapcbKoro 3acoby, 6e3
3MiHM Micus BUpOGHMLTBA: 3aTBepaKeHo:
Bakctep Al (Ydbepwitpacce 15, A-2304 Opt
aH gep Honay, AscTpis) / Baxter AG
(Uferstrasse 15, A-2304 Orth an der Donau,
Austria). 3anponoHoBaHo: Takeaa
MaHnydexkuypiHr AecTtpia Al (YdepLutpacce
15, 2304 OpT aH gep OoHay, AscTpist) /
Takeda Manufacturing Austria AG (Uferstrasse
15, 2304 Orth an der Donau, Austria).
PepakuinHi npaeku 4o po3ainy 4ocbe
3.2.P.3.1. 3miHu BHOCATbLCS 00
PeecTtpauinHoro noceigueHHs Ta MeToais
KOHTPOIMIO AKOCTi. TepMiH BBEAEHHS 3MiH
npoTsarom 6 Micauis nicnsa 3aTBEPKEHHS.
3miHa A.5.b, IA 3miHa Ha3BW BUpOOHUKa
BiANoBiganbHoOro 3a BUpoBGHNULTBO
Hepo3dacoBaHOro NPoayKTy, NEpBUHHE
nakyBaHHs1 rOTOBOrO fikapcbkoro 3acoby Ta
YaCTKOBUIA KOHTPOIb SIKOCTi FOTOBOTO
nikapcbkoro 3acoby, 6e3 3amiHu micus
BMPOGHMUTBA:
3atBepaxeHo: bakctep Al (JlaHre Annee 24,
1221 BigeHb, ABcTpisi) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
AscTpis Al (lNaHre Annee 24, 1221 BigeHs,
ABcTpis) / Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna, Austria).
PepakuinHi npaskv 4o po3diny gocbe
3.2.P.3.1. 3MiHM BHOCATbLCS [0
PeecTpauinHoro noceigyeHHs Ta MeToais
KOHTPOSO SKOCTi. TepMiH BBEAEHHS 3MiH
NpoTsArom 6 MicsLIB Nicns 3aTBEPKEHHS.

3a
peuenmom

UA/16801/01/02

AOBEWNT

MOPOLLIOK Ta
PO3YMHHUK ANst
pO34MHy aons
iH'ekuin, no 1000
MO; 1 dpnakoH 3
NMOPOLLIKOM Y
KOMMAeKTi 3 1
dnakoHoMm 3
PO3YMHHUKOM
(Boga ons
iH'ekuin) no 5 mn

Bakctep Al

ABcTpis

BTOPWHHE NaKyBaHHS FOTOBOTO NikapCbKOro
3acoly Ta po34YMHHMKA, YaCTKOBUI KOHTPOIb
SIKOCTi FOTOBOrO fikapcbKkoro 3acoby, BUMyck
cepii roToBOro nikapcbkoro 3acoby Ta
PO3YMHHMKA:
Bakcanta Bengxiym ManydekTypiHr CA,
Benebris;

BMPOBOHMLTBO HEPO3dhacoBaHOro NPoayKTy,
NepBUHHE MaKyBaHHSA roTOBOrO NiKapCbKoro
3acoby Ta YaCTKOBUI KOHTPOIb SIKOCTi
roTOBOrO flikapCbKoro 3acoby:

Benbrisi/
LLiseviuapis/
AscTpis/
Himeuunna

3MiHa A4, IA 3MiHa Ha3BU BUPOGHIKKa
BigMNoBiganbHOro 3a YacTKOBMI KOHTPOJS1b
SIKOCTi FOTOBOrO nikapcbKkoro 3acoby, 6e3
3MiHW Micust BUpobHULTBa: 3aTBEpaXKeHO:
BakcTtep Al (Ydhepwitpacce 15, A-2304 Opt
aH fep OowHay, AscTpis) / Baxter AG
(Uferstrasse 15, A-2304 Orth an der Donau,
Austria). 3anponoHoBaHo: Takeaa
MaHydekuypiHr ABcTpist Al (YdbepLuTtpacce
15, 2304 Oprt aH gep OoHay, AscTpist) /
Takeda Manufacturing Austria AG (Uferstrasse

3a
peuenmom

UA/16801/01/03
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Tano 1
NPUCTOCYBaHHIO
NS pO3BEAEHHSI
BAKCIDKEKT Il'y
Kopobui

BakcanTta MaHydaktypuHr Capn, Lseiuapisi;
BMPOGHMLTBO HEpPO3chacoBaHOro NPOAYKTY,
nepBUHHE NaKyBaHHS rOTOBOrO MiKapCbKOro

3acoby Ta YaCTKOBUI KOHTPOIb SKOCTI
roToBOro MikapcbKoro 3acoby:

Takepa MaHydek4ypiHr ABcTpis Al', ABCTpis;

YaCTKOBUI KOHTPOIb SIKOCTi FOTOBOIO
nikapcbkoro 3acoby:

Takepa MaHydek4ypiHr ABcTpis Al', ABCTpis;
BMPOGHMLTBO, NEPBMHHE MaKyBaHHS Ta
KOHTPOMb SIKOCTi PO34YMHHMKA:
3irdpig XamenbH MM6X, HimeuunHa

15, 2304 Orth an der Donau, Austria).
PepakuinHi npaeku 4o po3giny gocbe
3.2.P.3.1. 3miHu BHOCATbLCS 0
PeecTtpauiiHoro nocsigyeHHs Ta MeTogais
KOHTPOIMO SKOCTi. TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicsAUIB NicNsa 3aTBEPIKEHHS.
3miHa A.5.b, IA 3miHa Ha3Bu BUpoBHUKa
BignoBigansHoOro 3a BUPOOHULTBO
Hepo3dacoBaHOro NPoAyKTy, NepBUHHE
nakyBaHHs1 rOTOBOrO Jlikapcbkoro 3acoby Ta
YaCTKOBUI KOHTPOJSb SIKOCTi FOTOBOTO
nikapcbkoro 3acoby, 6e3 3amiHu Micus
BUPOGHMLTBA:
B3artBepokeHo: bakctep Al (JlaHre Annee 24,
1221 BigeHb, AscTpisi) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
3anponoHoBaHo: Takena MaHydek4ypiHr
AscTpist Al" (Jlanre Annee 24, 1221 BigeHb,
AscTpist) / Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna, Austria).
PepakuinHi npaBkv 4o po3giny Jocke
3.2.P.3.1. 3MiHuM BHOCATBLCA 10
PeecTtpauiiHoro noceigyeHHs Ta MeTtogais
KOHTPOMO SIKOCTi. TepmiH BBEAEHHS 3MiH
npoTsrom 6 Micauis nicnsa 3aTBEPKEHHS.

AIDBEWT MOPOLLOK Ta Bakctep Al | ABcTpis BTOPUHHE NaKyBaHHS rOTOBOrO NikapCcbKoro Benbrisi/ 3miHa A.4, |A 3miHa Ha3BKM BUPOGHMKa 3a UA/16801/01/04
PO3YMHHUK ANst 3acoby Ta pO34YMHHMKA, YaCTKOBUI KOHTPOIb LLisenuapis/ BiAMOBIAANLHOrO 32 YaCTKOBMUI KOHTPOIb peuernmom
PO34MHy Ans AIKOCTi FOTOBOTO NiKapCbKOro 3acoby, BUMYCK AscTpis/ AIKOCTi rOTOBOTO Nikapcbkoro 3acoby, 6e3
iH'ekuin, no 1500 cepii roToBOro nikapcbkoro 3acoby Ta HimeuunHa 3MiHM Micus BUpOGHMUTBA: 3aTBEepaKeHO:

MO; 1 dpnakoH 3
MOPOLLIKOM Y
KOMMAeKTi 3 1
hnakoHoMm 3
PO3YMHHUKOM
(Boga ans
iH'ekuin) no 5 mn
Tano1
NpUCTOCYBaHHIO
ONs PO3BEAEHHS
BAKCXKEKT Il'y
kopooui

PO3YMHHMKA:
Bakcanta Bengxiym ManydektypiHr CA,
Benebrist;

BMPOBHMLTBO HEpPO3chacoBaHOro NPoayKTy,
nepBUHHE MaKyBaHHSA roTOBOrO NiKapCbKoro
3acoby Ta YacTKOBUIA KOHTPOIb SIKOCTi
roTOBOro MikapcbKoro 3acoby:
BakcanTta ManydaktypuHr Capn, Lsenuapis;
BMPOBOHMLTBO HEpO3dacoBaHOro NPoayKTy,
nepBUHHE NaKyBaHHS rOTOBOrO MiKapCbKOro
3acoby Ta YacTKOBUIA KOHTPOIb SIKOCTi
roTOBOrO fikapCbKoro 3acoby:
Takepa MaHydek4ypiHr ABcTpis Al, ABCTpis;
YaCTKOBMWIA KOHTPOIb SKOCTi FOTOBOrO
nikapcbkoro 3acoby:

Takepa MaHydek4ypiHr ABcTpis Al', ABCTpis;
BMPOOHMLITBO, NEPBMHHE NaKyBaHHS Ta
KOHTPOMb AKOCTi PO34YMNHHMKA:
3irdpia XamensH MM6X, HimeuunHa

Bakctep Al (Ydbepwitpacce 15, A-2304 Opt
aH gep OoHay, AscTpis) / Baxter AG
(Uferstrasse 15, A-2304 Orth an der Donau,
Austria). 3anponoHoBaHo: Takeaa
MaHydekuypiHr ABcTpis Al (YdepLutpacce
15, 2304 Opt aH gep HoHay, AscTpisi) /
Takeda Manufacturing Austria AG (Uferstrasse
15, 2304 Orth an der Donau, Austria).
PepakuinHi npaskv Ao po3ainy Jocbe
3.2.P.3.1. 3miHn BHOCATLCS A0
PeecTpauinHoro noceigyeHHs Ta MeToais
KOHTPOSIO SKOCTi. TepMiH BBEAEHHS 3MiH
NpOTArom 6 MicsALIB Nicns 3aTBEPHKEHHS.
3MmiHa A.5.b, |A 3miHa Ha3BW BUpOGHUKa
BiANoBiganbLHoOro 3a BUpoGHULTBO
Hepo3dacoBaHOro NpoAyKTy, NEpBUHHE
nakyBaHHs FOTOBOTO fikapcbkoro 3acoby Ta
YaCTKOBUIA KOHTPOSb SIKOCTi FOTOBOrO
nikapcbKkoro 3acoby, 6e3 3amiHu Micus
BUPOGHMUTBA:
3atBepaxeHo: bakctep Al (NaHre Annee 24,
1221 BigeHb, ABcTpisi) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
AgcTpist A" (Jlanre Annee 24, 1221 BigeHb,
AscTpisl) / Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna, Austria).




[IponoskenHs nogatka 1

PepakuinHi npaeku 4o po3ainy 4ocke
3.2.P.3.1. 3miHuM BHOCATBLCH A0
PeecTtpauinHoro noceigueHHs Ta MeToais
KOHTPOIMO AKOCTi. TepMiH BBEAEHHSA 3MiH
npoTsrom 6 MicsUiB Nicns 3aTBEPKEHHS.

AOBEWUT

MOPOLLIOK Ta
PO3YMHHUK NS
pO34uHy Ans
iH'ekuin, no 2000
MO; 1 dpnakoH 3
MOPOLLKOM Y
KOMMIeKTi 3 1
¢nakoHOM 3
PO3YMHHUKOM
(Bopa ons
iH'ekUin) no 5 mn
Tano 1
NPUCTOCYBaHHIO
ONs pO3BedEeHHs!
BAKCIDKEKT Il'y
Kopobui

Bakctep Al

ABcCTpis

BTOPWHHE NaKyBaHHsi FOTOBOrO NiKapCbKOro
3acoby Ta PO34MHHMKA, YACTKOBUI KOHTPOMb
SIKOCTi FOTOBOTO NiKapCbKOro 3acoby, BUMYCK
cepii roToBOro nikapcbkoro 3acoby Ta
PO3YMHHMKA:
Bakcanta Bengxiym ManydektypiHr CA,
Benebris;

BMPOBOHMLTBO HEPO3(haCcoBaHOroO NPOAYKTY,
nepBUHHE NaKyBaHHS rOTOBOrO MiKapCbKOro
3acoby Ta YaCTKOBMI KOHTPOIb SKOCTI
roTOBOrO fikapCbKoro 3acoby:
BakcanTta ManydakTypuHr Capn, Lsenuapis;
BMPOBHMLTBO HEpo3dhacoBaHOro NPoaykKTy,
NepBUHHE MaKyBaHHSA roTOBOrO NiKapCbKoro
3acoby Ta YaCTKOBMI KOHTPOIb SKOCTi
roTOBOro MikapCbKOro 3acoby:
Takega MaHydek4ypiHr ABcTpisa AlC, ABCTpis;
YaCTKOBUI KOHTPOIb SKOCTi rOTOBOrO
nikapcbkoro 3acoby:

Takega MaHydek4vypiHr ABcTpist AlT, ABCTpis;
BMPOOHWLITBO, NEPBMHHE NaKyBaHHSA Ta
KOHTPOMb SKOCTi PO34YMHHMKA:
3irdpig XamensH M6X, HimeuunHa

Benbrisi/
LLseviyapis/
AscTpis/
Himevumna

3miHa A.4, |IA 3miHa Ha3BM BUpPOGHUKa
BiANOBIgANbHOrO 3a YaCTKOBWUI KOHTPOMb
SIKOCTi FOTOBOrO NikapcbKoro 3acoby, 6e3
3MiHM MicLsl BUPOGHMUTBA: 3aTBEpOKEHO:
Bakctep Al (Ydhepwitpacce 15, A-2304 Opt
aH gep Honay, AscTpis) / Baxter AG
(Uferstrasse 15, A-2304 Orth an der Donau,
Austria). 3anponoHoBaHo: Takeaa
MaHydekuypiHr AscTpia Al (Ydepitpacce
15, 2304 Opt aH gep OoHay, AscTpist) /
Takeda Manufacturing Austria AG (Uferstrasse
15, 2304 Orth an der Donau, Austria).
PepakuinHi npaBkv 0o po3giny Jocke
3.2.P.3.1. 3miHM BHOCATBLCA A0
PeecTpauinnHoro noceigyeHHs Ta Metoais
KOHTPOMHO SIKOCTi. TepMiH BBEAEHHS 3MiH
npoTsarom 6 Micauis nicnsa 3aTBEPKEHHS.
3miHa A.5.b, IA 3miHa Ha3BW BUpOOHUKa
BignoBigansHOro 3a BUPOOHULITBO
Hepo3dacoBaHOro NPoayKTy, NEpBUHHE
nakyBaHHs1 FOTOBOrO NikapcbKoro 3acoby Ta
YaCTKOBUI KOHTPOIb SAKOCTi FOTOBOIO
nikapcbkoro 3acoby, 6e3 3amiHu micus
BMPOGHMUTBA:
3arBepoxeHo: bakctep Al (JlaHre Annee 24,
1221 BigeHb, ABcTpisi) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
AscTpis Al (laHre Annee 24, 1221 BiggeHs,
ABcTpis) / Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna, Austria).
PepakuinHi npaskv Ao po3ainy Jocbe
3.2.P.3.1. 3miHuM BHOCATBLCA 10
PeecTtpauinHoro noceigueHHs Ta MeTtogis
KOHTPOSIO AKOCTi. TepMiH BBEAEHHS 3MiH
npoTSArom 6 MicsUiB Nicns 3aTBEpKEHHS.

3a
peuyerimom

UA/16801/01/05

ADBENAT

MOPOLLIOK Ta
PO3YMHHUK AN
pO3YuMHy ans
iH'ekuin, no 3000
MO; 1 dpnakoH 3
MOPOLLKOM Y
KOMMIeKTi 3 1
dnakoHoMm 3
PO3YMHHUKOM
(Bopa ons
iH'ekwin) no 5 mn
Tano1
NPUCTOCYBaHHIO
NS pO3BEAEHHSI
BAKCIKEKT Il y

Bakctep Al

ABCTpis

BTOPWHHE NaKyBaHHsi FOTOBOTO NiKapCbKOro
3acoby Ta po34MHHMKA, YaCTKOBMWIA KOHTPOMb
SIKOCTi FOTOBOrO fikapcbKkoro 3acoby, BUMyck
cepii rotToBoro nikapcbkoro 3acoby Ta
PO3UMHHUKA:
Bakcanta Bengxiym ManydekTypiHr CA,
Benbris;

BMPOBOHMLTBO HEPO3dhacoBaHOro NPoayKTy,
nepBUHHE NaKyBaHHS rOTOBOrO MiKapCbKoro
3acoby Ta YaCTKOBUI KOHTPOIb AKOCTI
roTOBOrO fikapCbKoro 3acoby:
BakcanTta ManydaktypuHr Capn, Lsenuapis;
BMPOBOHMLTBO HEPO3hacoBaHOro NPOAYKTY,
NepBUHHE MakKyBaHHS rOTOBOrO NiKapCbKoro
3acoby Ta YaCTKOBMI KOHTPOIb SIKOCTI

Benbrisi/
LLisenuapis/
AscTpis/
Himeyunna

3miHa A.4, |A 3miHa Ha3Bu BUPOBHKKa
BignoBiganbHOro 3a YacTKOBUIN KOHTPOSlb
SIKOCTi FOTOBOrO NikapcbKkoro 3acoby, 6e3
3MiHM MicLsa BUpOBHMLTBA: 3aTBEPOKEHO:
Bakctep Al' (Ydbeputpacce 15, A-2304 OpTt
aH fep OowHay, AscTpis) / Baxter AG
(Uferstrasse 15, A-2304 Orth an der Donau,
Austria). 3anponoHoBaHo: Takeaa
MaHydekuypiHr AscTpia Al (Ydeputpacce
15, 2304 OpT aH gep HoHay, AscTpis) /
Takeda Manufacturing Austria AG (Uferstrasse
15, 2304 Orth an der Donau, Austria).
PepakuinHi npaBku 0o po3giny nocke
3.2.P.3.1. 3MiHuM BHOCSATbLCS 00
PeecTpauinHoro noceigyeHHs Ta MeToais

3a
peuerimom

UA/16801/01/06
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Kopobui roTOBOrO NiKapcbKoro 3acoby: KOHTPOIMO SKOCTi. TepMiH BBEAEHHS 3MiH
Takena MaHydek4uypiHr ABcTpis Al, ABCTpis; NpoTArom 6 MicsLiB Nicnsa 3aTBEPPKEHHS.
YaCTKOBUI KOHTPOIb SIKOCTi rOTOBOrO 3miHa A.5.b, IA 3miHa Ha3BW BUpOBHWMKa
nikapcbkoro 3acoby: BiANOBiganbHOro 3a BUPOBHNLTBO
Takena MaHydek4ypiHr AscTpis AlT, ABCTpis; Hepo3acoBaHOro NPOAYyKTY, NepBUHHE
BMPOOHMLTBO, NEPBMHHE NaKyBaHHS Ta naKyBaHHs FOTOBOrO Nikapcbkoro 3acoby Ta
KOHTPOMb AKOCTi PO3YNHHUKA: YaCTKOBMUI KOHTPOIb SIKOCTi FOTOBOrO
3ircppig XamenoH Mv6X, HimeuyunHa nikapcbkoro 3acoby, 6e3 amiHu Micusi
BMPOOHMLTBA:
B3artBepokeHo: bakctep Al (JlaHre Annee 24,
1221 BigeHb, ABcTpist) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
3anponoHoBaHo: Takega MaHydekuypiHr
AscTpist A" (Jlanre Annee 24, 1221 BigeHb,
ABcTpis) / Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna, Austria).
PepakuinHi npaekun 4o po3ainy 4ocbe
3.2.P.3.1. 3miHn BHOCATLCS A0
PeecTtpauiiHoro noceigyeHHst Ta MeTogais
KOHTPOIMIO AKOCTi. TepMiH BBEAEHHS 3MiH
npoTArom 6 MicsLIB MiCNsA 3aTBEPKEHHS.
KEHIPEKCAN NOPOLUOK ANsi K'esi ABCTpis BUPOBHMLTBO, KOHTPOJSIb SKOCTi Ta NepBUHHE ITanis/ BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3a UA/17224/01/01
KOHUeHTpaTy ana  (Papmac'ioTi nakyBaHHs: [NaTteoH Itania C.n.A., Itanis; HimeuunHa | C.1.3.z, IB - Change(s) in the SPC, Labelling or | peuenmom
PO34uHy Ans ken3 MmM6X BTOPWHHE nakyBaHHs: K'e3i ®apmaueytuui PL intended to implement the outcome of a
iH'ekwin / iHdy3in, C.n.A., ltanisi; procedure concerning PSUR or PASS or the
50 mr; 10 BUNYyCK cepii: outcome of the assessment done under A
hnakoHiB 3 Xanbca ®apma 'M6X, HimeyunHa 45/46 - Other variation: To update SmPC
MOPOLLIKOM Y sections 4.2, 5.1 and 5.2 with data on the
hnakoHi B posology in paedeatric patients, following the
KapTOHHIN kopobui outcome of EMEA/H/C/003773/P46/003.1.
3 MapKyBaHHAM BBeaeHHs 3MiH - npoTarom 6-Tn micsuiB nicns
iTanicbkoto, 3aTBEPOKEHHS.
HiMeLbKO Ta
aHrnincbKo
MoBaMMU 3i
CTiKepoM
YKpalHCbKOIO
MOBOIO
KICKATI TabneTkun, BKpUTI Hosaptic  |LWWBenuapi BMPOGHMLTBO: Cinranyp/ B.Il.b.1.b type IAin - Replacement or addition 3a UA/18157/01/01
NniBKOBOO dapma Al E Hosaprtic CiHranyp ®apmacbtoTikan Himeuumna/ of a manufacturing site for the FP - Primary | peuenmom
oboroHkot, Nno MeHbtodbekyepir MNte. Jita., CiHranyp; LLisenuapis packaging site:
200 wr, no 21 YaCTKOBU KOHTPOIb SKOCTi, NEPBUHHE Ta Addition of Novartis Pharma Stein AG,
Tabnetui y BTOPWHHE MaKyBaHHS: Schaffhauserstrasse 4332 Stein Switzerland
6nictepi, no 3 HoBapTic ®apma lMpogakwH M6X, Switzerland, as an alternative site responsible
Gnictepn y HimeyumHa; primary packaging site for the Kisqgali 200 mg
KapTOHHIN YaCTKOBUI KOHTPOMb SIKOCTi, NEPBUHHE Ta film-coated tablets.
kopo6ui; no 21 BTOPWHHE NaKyBaHHS: B.Il.b.1.a type IAin - Replacement or addition
Tabnetui y Hoaprtic ®apwma LTenH Al, Lseriuapis; of a manufacturing site for the FP - Secondary
6nictepi, no 3 YaCTKOBUW KOHTPOIb: packaging site:
onictepn y dapmananituka CA, Lsenuapis; Addition of Novartis Pharma Stein AG,
KapTOHHIN BUWMYCK Cepil: Schaffhauserstrasse 4332 Stein Switzerland
kopobui, no 3 HoapTic ®apma N'M6X, HimeuunHa Switzerland, as an alternative site responsible
KOpOGKM y secondary packaging site for the Kisgali 200

KapTOHHiI kopooLi

mg film-coated tablets.
B.ll.e.2.z type IB - Change in the specification
parameters and/or limits of the immediate
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packaging of the finished product - Other
variation: Change in the specification
parameters of the immediate packaging
component PCTFE/PVC fail, for the test Layer
thickness' and consequently ‘Total thickness'.
B.ll.e.2.z type IB - Change in the specification
parameters and/or limits of the immediate
packaging of the finished product - Other
variation: Change in the specification
parameters of the immediate packaging
component PCTFE/PVC foil, for the test
Appearance'.

B.ll.e.2.z type IB - Change in the specification
parameters and/or limits of the immediate
packaging of the finished product - Other

variation: Change in the specification

parameters of the immediate packaging

component PCTFE/PVC foil, for the test
Identity".

B.ll.e.2.b type IA - Change in the specification
parameters and/or limits of the immediate

packaging of the finished product - Other

variation: Addition of a new specification
parameter (PCTFE-film) to the specification of
the immediate packaging component

PCTFE/PVC foil, with its corresponding test

method for the test IR spectrum'.

B.ll.e.3.c type IA - Change in test procedure

for the immediate packaging of the finished

product - Deletion of a test procedure if an
alternative test procedure is already
authorised: Deletion of the test procedure

‘Total grammage' for the immediate packaging

component PCTFE/PVC film as the alternative

test procedure 'Total foil thickness' is already
authorized.

B.ll.e.2.z type IB - Change in the specification
parameters and/or limits of the immediate

packaging of the finished product - Other
variation: Change in the specification

parameters of the immediate packaging
component aluminium foil, for the test
Cleanliness'.

B.ll.e.2.a type IA - Change in the specification
parameters and/or limits of the immediate
packaging of the finished product - Tightening
of specification limits: Tightening of
specification applied for the test ' Total foil
thickness'.

B.ll.e.3.c type IA - Change in test procedure

for the immediate packaging of the finished

product - Deletion of a test procedure if an
alternative test procedure is already
authorised: Deletion of the test procedure

‘Total grammage' for the immediate packaging

component aluminium film as the alternative
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test procedure 'Total foil thickness' is already
authorized.

Furthermore MAH took the opportunity include
editorial changes in section 3.2.P.7 and to
provide additional data as follows:
Additional 12 months stability data have been
obtained for batch SD0003/860591 supporting
the bulk holding time study and is included in
Section 3.2.P.3.4.

Compliance declarations issued by the
proposed packaging site for the primary
packaging component PCTFE/PVC and
aluminium foils, confirming the packaging
components are aligned with the appropriate
pharmacopeial requirements or legislation of
the Union on plastic material and objects in
contact with foodstuffs, are provided as
supplemental information on the packaging
component are included in Section 3.2.P.7.
Additional supportive stability data have been
obtained on the completed registration stability
studies and commitment stability studies. The
corresponding stability summary and data
reports are provided along with this
submission in sections 3.2.P.8.1 and 3.2.P,8.

UA/18519/01/01

9. NAM3EQE NMOPOLLOK Ans K'esi ABcTpis BMPOBHMUTBO NiKapcbkoro 3acooby, ITanis Type |l variation (B.l.b.2.d): Change in test 3a
pO34MHy aAns dapmac'toTi BUNPOOYBaHHSA Npu BUMYCKY, BUNPoOyBaHHS procedure for AS or starting material/reagent/ | peyenmom
iHcpysin, 10 mr; no | ken3 MMBX Ha cTabinbHICTb, NEPBUHHE NaKyBaHHS: intermediate - Substantial change to or
10 Mr y dpnakoHi, MateoH Itania C.n.A., ITanis; BunpobyBaHHs replacement of a
no 1 dnakoHy B npu BUMYCKY, BUMYCK Cepii, BTOPUHHE biological/immunological/immunochemical test
KapTOHHiI kopobui nakyBaHHs, 36epiraHHs Ta AucTpubyLis: method or a method using a biological reagent

K'esi dapmaueytuui C.n.A., ITanis; for a biological AS - To replace the current
BMNPOOYBaHHSA MpW BUMYCKY: NULLE HEBUANMI glycan testing method with a newly developed
yacTku: KoHdapma ®paHuis - Fombypr, method (referred to as asialo N-glycan
PpaHuis; method) for the active substance release
JIAI-TecT, HeBMAUMI YacTku: €BpodiHC testing.
Biona6 Cpn, ITanis Type Il variation (B.l.b.1.f): Change in the
specification parameters and/or limits of an
AS, starting material/intermediate/reagent -
Change outside the approved specifications
limits range for the AS — To implement new
specification limits for N-glycan determination
following the introduction of the new asialo N-
glycan method.
10. | NTAHCYP®® 15 TabneTtkn, BKpUTI Ie ®paHuia BignoBigansHM 3a BUPOOGHMLTBO, KOHTPOSb Anowis/ BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis: 3a UA/16712/01/02
Mr/6,14 Ml NniBKOBOI Na6opaTyap SIKOCTi Ta BUNYCK cepii npoaykuii in bulk: ®paHuia A.7, IA - Administrative change - Deletion of | peyenmom
ob6onoHkoto, no 15 CepB'e Tawnixo ®apmacstoTikan Ko., JItg., AnoHis; manufacturing sites: To delete sites not

mr/6,14 wmr, no 10
TabneTok y
6nictepi; no 2 abo
6 GnictepiB y
KopobLUi 3 KapToHY

BignoBiganbHWIA 3a KOHTPOIb SKOCTI,
nepBUHHE Ta BTOPUHHE MaKyBaHHS i BUNYyCK
cepii rotToBoro nikapcbkoro 3acoby:
JlabopaTopii Ceps'e IHgacTpi, PpaHuis

involved in routine manufacturing and testing
of the active substance trifluridine, namely
Laboratories or Facilities for Analytical Method
Development (section 3.2.S.2.1.4),
Laboratories or Facilities for Analytical Method
Validation (section 3.2.S.2.1.5), and
Laboratories or Facilities for Stability Study
(section 3.2.S.2.1.6). In addition, the MAH and
the ASMFH have taken the opportunity to




[IponoskenHs nogatka 1

introduce editorial changes as listed in the
present / proposed table of the respective
summary documents. B.l.d.1.a.4, IB - Stability
of AS - Change in the re-test period/storage
period - Extension or introduction of a re-test
period/storage period supported by real time
data: To extend the re-test period of the active
substance trifluridine from 36 months to 48
months with no special storage. B.l.b.2.e, IB-
Change in test procedure for AS or starting
material/reagent/intermediate - Other changes
to a test procedure (including replacement or
addition) for the AS or a starting
material/intermediate: To replace the GC
(method A) test procedure with revised GC
method for the active substance trifluridine.
B.l.b.1.d, IB- Change in the specification
parameters and/or limits of an AS, starting
material/intermediate/reagent - Deletion of a
non-significant specification parameter (e.g.
deletion of an obsolete parameter): To delete
the non-significant parameter residual solvent
(measured by GC method A), methanol, from
the specifications of the active substance
trifluridine. B.l.b.1.d, IB- Change in the
specification parameters and/or limits of an
AS, starting material/intermediate/reagent -
Deletion of a non-significant specification
parameter (e.g. deletion of an obsolete
parameter): To delete the non-significant
parameter residual solvent (measured by GC
method A), ethanol, from the specifications of
the active substance trifluridine. B.l.b.1.d, I1B-
Change in the specification parameters and/or
limits of an AS, starting
material/intermediate/reagent - Deletion of a
non-significant specification parameter (e.g.
deletion of an obsolete parameter): To delete
the non-significant parameter residual solvent
(measured by GC method A), acetone, from
the specifications of the active substance
trifluridine. B.1.b.1.d, IB- Change in the
specification parameters and/or limits of an
AS, starting material/intermediate/reagent -
Deletion of a non-significant specification
parameter (e.g. deletion of an obsolete
parameter): To delete the non-significant
parameter residual solvent (measured by GC
method A), isopropyl ether, from the
specifications of the active substance
trifluridine. B.l.b.1.d, IB- Change in the
specification parameters and/or limits of an
AS, starting material/intermediate/reagent -
Deletion of a non-significant specification
parameter (e.g. deletion of an obsolete
parameter): To delete the non-significant
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parameter residual solvent (measured by GC
method A), chloroform, from the specifications
of the active substance trifluridine. B.l.b.1.d,
IB- Change in the specification parameters
and/or limits of an AS, starting
material/intermediate/reagent - Deletion of a
non-significant specification parameter (e.g.
deletion of an obsolete parameter): To delete
the non-significant parameter residual solvent
(measured by GC method B), pyridine, from
the specifications of the active substance
trifluridine. B.IIl.2.a.1, IAin - Change of
specification(s) of a former non EU
Pharmacopoeial substance to fully comply with
the Ph. Eur. or with a national pharmacopoeia
of a Member State — AS: To change the
specification for the active substance
trifluridine to fully comply with the Ph. Eur.
monograph 2910 (including an update to the
open part of EMEA/ASMF/01133). B.l.b.1.c, IA
- Change in the specification parameters
and/or limits of an AS, starting
material/intermediate/ reagent - Addition of a
new specification parameter to the
specification with its corresponding test
method: To add Residue on ignition, Purity
and Capacity for caramel decoloration to the
specifications of one of the reagents. B.l.b.1.c,
IA - Change in the specification parameters
and/or limits of an AS, starting
material/intermediate/ reagent - Addition of a
new specification parameter to the
specification with its corresponding test
method: To add Capacity for decomposing
neutral salt to the specifications of one of the
reagents. B.l.b.1.c, IA - Change in the
specification parameters and/or limits of an
AS, starting material/intermediate/ reagent -
Addition of a new specification parameter to
the specification with its corresponding test
method: To add Identification test to the
specifications of one of the starting materials.
B.l.b.1.c, IA - Change in the specification
parameters and/or limits of an AS, starting
material/intermediate/ reagent - Addition of a
new specification parameter to the
specification with its corresponding test
method: To add Identification to the
specifications of one of the reagents. B.l.b.1.c,
IA - Change in the specification parameters
and/or limits of an AS, starting
material/intermediate/ reagent - Addition of a
new specification parameter to the
specification with its corresponding test
method: To add Assay to the specifications of
one of the reagents. B.l.b.1.c, IA - Change in
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the specification parameters and/or limits of an
AS, starting material/intermediate/ reagent -
Addition of a new specification parameter to
the specification with its corresponding test
method: To add Assay to the specifications of
one of the reagents. B.l.b.1.c, IA - Change in
the specification parameters and/or limits of an
AS, starting material/intermediate/ reagent -
Addition of a new specification parameter to
the specification with its corresponding test
method: To add Description test and Nitrates
to the specifications of one of the reagents.
B.l.b.1.d, IA - Change in the specification
parameters and/or limits of an AS, starting
material/intermediate/reagent - Deletion of a
non-significant specification parameter (e.g.
deletion of an obsolete parameter): To delete
the non-significant parameter ‘heavy metals’
from the specifications of the active substance
Trifluridine (FTD). B.l.b.1.d, IA - Change in the
specification parameters and/or limits of an
AS, starting material/intermediate/reagent -
Deletion of a non-significant specification
parameter (e.g. deletion of an obsolete
parameter): To delete the non-significant
parameter ‘heavy metals’ from the
specifications of the active substance Tipiracil
Hydrochloride (TPI). B.Il.d.1.d, IA - Change in
the specification parameters and/or limits of
the finished product - Deletion of a non-
significant specification parameter: To delete
the non-significant parameter ‘elemental
impurities’ from the specifications of the
finished product. BBeaeHHs1 3amiH npoTsrom 6-
TW MicALiB nicnsa 3aTBepaXeHHs. A7, 1A -
Administrative change - Deletion of
manufacturing sites: To delete the
manufacturing site responsible for elemental
impurity testing of the finished product Sumika
Chemical Analysis Service, Ltd., 3-1-135,
Kasugadenaka, Konohana-ku Osaka 554-
0022 JAPAN (JPN). A.7, IA- Administrative
change - Deletion of manufacturing sites: To
delete ‘Anderson Brecon (UK) Limited (Trading
as PCI); Unit 1, Talgarth Business park,
Trefecca Road Talgarth, Brecon, Powys, LD3
0PQ, United Kingdom’ as a site responsible for
Primary and Secondary Packaging of the
finished product. A.7, IA- Administrative
change - Deletion of manufacturing sites: To
delete ‘Anderson Brecon (UK) Limited (Trading
as PCI); Units 2-7, Wye Valley Business Park,
Brecon Road, Hay-on-Wye, Hereford HR3
5PG, United Kingdom’ as a site responsible for
Secondary Packaging, QC testing and QP

release of the finished product.
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11.

JIAHCYP®® 20
Mr/8,19 MIr

TabneTkn, BKpUTI
NNiBKOBOO
oboroHkoto, no 20
mr/8,19 wmr, no 10
TabneTok y
GnicTepi; no 2 abo
6 GnictepiB y
kopo6Li 3 KapTOHY

Ile
lMabopaTtyap
Cepg'e

®paHuia

BignoBigansHWi 3a BUPOGHMLUTBO, KOHTPOSb
SIKOCTi Ta BUNYCK cepii npoaykuii in bulk:
Tawnxo ®apmacstoTikan Ko., Jlta., AnoHis;
BiANoBiganNbHMN 3a KOHTPOSb AKOCTI,
NepBMHHE Ta BTOPUHHE NaKyBaHHS i BUMYCK
cepil roTOBOro Nikapcbkoro 3acoby:
JlabopaTopii Ceps'e IHgacTpi, PpaHuis

AnoHis/
®paHuia

BHECEHHS 3MiH 0O peecTpauinHuX maTepianis:
A.7, |A - Administrative change - Deletion of
manufacturing sites: To delete sites not
involved in routine manufacturing and testing
of the active substance trifluridine, namely
Laboratories or Facilities for Analytical Method
Development (section 3.2.S.2.1.4),
Laboratories or Facilities for Analytical Method
Validation (section 3.2.S.2.1.5), and
Laboratories or Facilities for Stability Study
(section 3.2.S5.2.1.6). In addition, the MAH and
the ASMFH have taken the opportunity to
introduce editorial changes as listed in the
present / proposed table of the respective
summary documents. B.l.d.1.a.4, IB - Stability
of AS - Change in the re-test period/storage
period - Extension or introduction of a re-test
period/storage period supported by real time
data: To extend the re-test period of the active
substance trifluridine from 36 months to 48
months with no special storage. B.l.b.2.e, IB-
Change in test procedure for AS or starting
material/reagent/intermediate - Other changes
to a test procedure (including replacement or
addition) for the AS or a starting
material/intermediate: To replace the GC
(method A) test procedure with revised GC
method for the active substance trifluridine.
B.l.b.1.d, IB- Change in the specification
parameters and/or limits of an AS, starting
material/intermediate/reagent - Deletion of a
non-significant specification parameter (e.g.
deletion of an obsolete parameter): To delete
the non-significant parameter residual solvent
(measured by GC method A), methanol, from
the specifications of the active substance
trifluridine. B.l.b.1.d, IB- Change in the
specification parameters and/or limits of an
AS, starting material/intermediate/reagent -
Deletion of a non-significant specification
parameter (e.g. deletion of an obsolete
parameter): To delete the non-significant
parameter residual solvent (measured by GC
method A), ethanol, from the specifications of
the active substance trifluridine. B.l.b.1.d, IB-
Change in the specification parameters and/or
limits of an AS, starting
material/intermediate/reagent - Deletion of a
non-significant specification parameter (e.g.
deletion of an obsolete parameter): To delete
the non-significant parameter residual solvent
(measured by GC method A), acetone, from
the specifications of the active substance
trifluridine. B.l.b.1.d, IB- Change in the
specification parameters and/or limits of an
AS, starting material/intermediate/reagent -

3a
peuyerimom

UA/16712/01/01
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Deletion of a non-significant specification

parameter (e.g. deletion of an obsolete
parameter): To delete the non-significant
parameter residual solvent (measured by GC
method A), isopropyl ether, from the
specifications of the active substance
trifluridine. B.l.b.1.d, IB- Change in the
specification parameters and/or limits of an
AS, starting material/intermediate/reagent -
Deletion of a non-significant specification
parameter (e.g. deletion of an obsolete
parameter): To delete the non-significant
parameter residual solvent (measured by GC
method A), chloroform, from the specifications
of the active substance trifluridine. B.l.b.1.d,
IB- Change in the specification parameters
and/or limits of an AS, starting
material/intermediate/reagent - Deletion of a
non-significant specification parameter (e.g.
deletion of an obsolete parameter): To delete
the non-significant parameter residual solvent
(measured by GC method B), pyridine, from
the specifications of the active substance
trifluridine. B.IIl.2.a.1, IAin - Change of
specification(s) of a former non EU
Pharmacopoeial substance to fully comply with
the Ph. Eur. or with a national pharmacopoeia
of a Member State — AS: To change the
specification for the active substance
trifluridine to fully comply with the Ph. Eur.
monograph 2910 (including an update to the
open part of EMEA/ASMF/01133). B.l.b.1.c, IA
- Change in the specification parameters
and/or limits of an AS, starting
material/intermediate/ reagent - Addition of a
new specification parameter to the
specification with its corresponding test
method: To add Residue on ignition, Purity
and Capacity for caramel decoloration to the
specifications of one of the reagents. B.l.b.1.c,
IA - Change in the specification parameters
and/or limits of an AS, starting
material/intermediate/ reagent - Addition of a
new specification parameter to the
specification with its corresponding test
method: To add Capacity for decomposing
neutral salt to the specifications of one of the
reagents. B.l.b.1.c, IA - Change in the
specification parameters and/or limits of an
AS, starting material/intermediate/ reagent -
Addition of a new specification parameter to
the specification with its corresponding test
method: To add Identification test to the
specifications of one of the starting materials.
B.l.b.1.c, IA - Change in the specification

parameters and/or limits of an AS, starting
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material/intermediate/ reagent - Addition of a
new specification parameter to the
specification with its corresponding test
method: To add Identification to the

specifications of one of the reagents. B.l.b.1.c,
IA - Change in the specification parameters
and/or limits of an AS, starting
material/intermediate/ reagent - Addition of a
new specification parameter to the
specification with its corresponding test
method: To add Assay to the specifications of
one of the reagents. B.l.b.1.c, IA - Change in
the specification parameters and/or limits of an
AS, starting material/intermediate/ reagent -
Addition of a new specification parameter to
the specification with its corresponding test
method: To add Assay to the specifications of
one of the reagents. B.1.b.1.c, IA - Change in
the specification parameters and/or limits of an
AS, starting material/intermediate/ reagent -
Addition of a new specification parameter to
the specification with its corresponding test
method: To add Description test and Nitrates
to the specifications of one of the reagents.
B.l.b.1.d, IA - Change in the specification
parameters and/or limits of an AS, starting
material/intermediate/reagent - Deletion of a
non-significant specification parameter (e.g.
deletion of an obsolete parameter): To delete
the non-significant parameter ‘heavy metals’
from the specifications of the active substance
Trifluridine (FTD). B.l.b.1.d, IA - Change in the
specification parameters and/or limits of an
AS, starting material/intermediate/reagent -
Deletion of a non-significant specification
parameter (e.g. deletion of an obsolete
parameter): To delete the non-significant
parameter ‘heavy metals’ from the
specifications of the active substance Tipiracil
Hydrochloride (TPI). B.Il.d.1.d, IA - Change in
the specification parameters and/or limits of
the finished product - Deletion of a non-
significant specification parameter: To delete
the non-significant parameter ‘elemental
impurities’ from the specifications of the
finished product. BBeneHHsi amiH npoTtsirom 6-
TV MicALiB nicnsa 3aTBepaXeHHs. A7, IA -
Administrative change - Deletion of
manufacturing sites: To delete the
manufacturing site responsible for elemental
impurity testing of the finished product Sumika
Chemical Analysis Service, Ltd., 3-1-135,
Kasugadenaka, Konohana-ku Osaka 554-
0022 JAPAN (JPN). A.7, IA- Administrative
change - Deletion of manufacturing sites: To
delete ‘Anderson Brecon (UK) Limited (Trading
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as PCI); Unit 1, Talgarth Business park,
Trefecca Road Talgarth, Brecon, Powys, LD3
0PQ, United Kingdom’ as a site responsible for
Primary and Secondary Packaging of the
finished product. A.7, IA- Administrative
change - Deletion of manufacturing sites: To
delete ‘Anderson Brecon (UK) Limited (Trading
as PCI); Units 2-7, Wye Valley Business Park,
Brecon Road, Hay-on-Wye, Hereford HR3
5PG, United Kingdom’ as a site responsible for
Secondary Packaging, QC testing and QP
release of the finished product.

12.

HIKOPETTE®
®PYKTOBO-
M'SATHUI

cnpen ons
pOTOBOI
NOPOXHWHW,
[030BaHun, 1
mr/gosa, no 150
o3 cnpeto y MET-
bnakoHi EMHICTIO
15 mn. MET-
hnakoH 3
MeXaHiYHUM
po3numoBayeM i
3aXNCHUM
KnanaHom
NOMILLYHOTb Y
NNacTUKOBUM
dyTnsap i3
noninponinexy. No
1 abo 2
nnacTUKOBUX
yTnsipu y
nnacTMKOBOMY
KOHTYpHOMY
KOHTeMnHepi i3
KapTOHHOK
OCHOBOH

MakHin Ab

LLBeuis

BMPOOHMLITBO FOTOBOrO NPOAYKTY (BKMHOYA0UM
KOMMMEeKTaLito, KOHTPOIb SKOCTi, BUMYCK cepil):
MakHin Ab

LBeuis

Deletion of not required information about
package materials from section 3.2.P.7. The
aim of this change is deletion of not needed

information about secondary package, which is
not required in section 3.2.P.7. (e. g. not
required by NTA vol 2B).

6e3
peuenma

UA/18446/01/01

13.

PIKCYBIC

MOPOLLIOK Ta
PO3YUHHWK A4S
pO34uHy ans

iH ekuin, no 250
MO, 1 dnakoH 3
MOPOLLKOM Y
KoMnnekTi 3 1
nakoHom 3
PO3YMHHUKOM
(Bopa gns
iH'ekuin) no 5 mn
Tano1
NPUCTOCYBaHH!O
ONS PO3BEAEHHS
BAKCIXKEKT Il'y
kopooui

Bakcanta
IHHOBENMLLH3
M6X

ABCTpis

MapKyBaHHs1, BTOPUHHE NakKyBaHHS Ta BUNYCK
cepii M3 Ta po34nHHuKa:
Bakcanta Bengxiym ManydektypiHr CA,
Benebrisi;

BMPOBHMLTBO, KOHTPOIb AKOCTi Ta MEPBUHHE
nakyBaHHs T13:

BakcanTta tOC IHk., CLUA;
YaCTKOBUI KOHTPOIb sikocTi [T13:
Takega MaHydek4ypiHr ABcTpis All, ABCTpis;
YaCTKOBUI KOHTPOMb siKocTi [13:
Takepa MaHydek4ypiHr ABcTpis Al, ABCTpis;
KOHTponb sikocTi 13 ("MexaHiuHi
BKITIOYEHHS"):

Odpi TexHoNomKM eHp, IHHoBeNLWioH MMBX,
ABCTpIS;

BMPOOHMLTBO, KOHTPOSIb SKOCTi Ta NEPBUHHE
naKyBaHHSA PO3YMHHUKA:
3irdppig XamenbH Mv6X, HimevunHa;
cTepunisauis npobok i MiLkiB ans

Benbrisi/
CLWA/
AscTpis/
Himeyunna

3miHa A.5.b, IA 3miHa Ha3BM BUpOOHUKa
BiZNOBIgANbHOro 3a KOHTPOIb SIKOCTi FOTOBOTO
nikapcbkoro 3acoby, 6e3 3amiHu micus
BMpOGHMLUTBa: 3aTtBepmxeHo: bakctep Al
(Ydbepwrpacce 15, A-2304 OpT aH gep
Donay, AscTpisi) / Baxter AG (Uferstrasse 15,
A-2304 Orth an der Donau, Austria).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
AscTpis Al (Ydheptpacce 15, 2304 Opt aH
nep OoHay, Aectpist) / Takeda Manufacturing
Austria AG (Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepmiH BBEAEHHS 3MiH
NpoTArom 6 MicsAUB Nicnsa 3aTBEPIKEHHS.
3miHa A.5.b, IA 3miHa Ha3BM BUpPOOHUKaA
BiANOBIganbHOro 3a KOHTPOrib SIKOCTi FOTOBOMO
nikapcbkoro 3acoby, 6e3 3amiHu micus
BUpobHMLTBA: 3aTBepmpkeHo: bakctep Al
(JlTanre Annee 24, 1221 BigeHb, ABcTpist) /
Baxter AG (Lange Allee 24, 1221 Vienna,
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nepeHeceHHs: Austria).

Bect dapmachbtoTikan Cepsices, IHk, CLUA 3anponoHoBaHo: Takega MaHydek4ypiHr
AscTpist Al (Jlanre Annee 24, 1221 BigeHb,
ABcTpist) / Takeda Manufacturing Austria AG

(Lange Allee 24, 1221 Vienna, Austria).
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micAuis
nicnsi 3aTBepaKeHHs.

PepakuinHi npaekun 4o po3ainy 4ocke
3.2.P.3.1. BuwieHaBeaeHi 3MiHWN Ha3Bu
BUPOGHMKIB BHOCATLCS A0 PeecTpauinHoro
nocsigyeHHa Ta MeTofiB KOHTPOSO SKOCTI.
3miHa A4, IA 3MiHa Ha3BuM BUPOGHYKKa
BigMOBiAanbLHOro 3a BUpobHULTBO Ta
KOHTPOIb AKOCTi 4ito40i pe4oBUHK, 6e3 3MiHK
Micusi BUpoOHuuTBa: 3aTBepaxeHo: bakctep
Al (Yobepwtpacce 15, A-2304 OpT aH aep
HoHay, AecTpist) / Baxter AG (Uferstrasse 15,
A-2304 Orth an der Donau, Austria).
3anponoHoBaHo: Takega MaHydek4ypiHr
AscTpis Al (Ydbepwtpacce 15, 2304 OpT aH
nep OowHay, Asctpist) / Takeda Manufacturing
Austria AG (Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicsLIB Nicnsa 3aTBEPKEHHS.
3miHa A.4, |A 3miHa Ha3BKM BUPOGHMKa
BiAMNOBiganbHOro 3a BUpoBHULTBO Ta
KOHTPOIb SIKOCTi Ailo40i pe4oBuHK, 6€3 3MiHn
micus BMpobHuuTBa: 3atBepmxeHo: bakcanTa
MaHydekyypiHr CAPJ, (BipaineHHs y
Cinranypi, 2A Byanenac lnaactpian Mapk [
Crtpit 2 CiHranyp, 737779, Civranyp) / Baxalta
Manufacturing SARL, (Singapore Branch, 2A
Woodlands Industrial Park D Street 2
Singapore, 737779, Singapore).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
Cinranyp lMre. N7a, (Bipginexns y CiHranypi,
2A ByaneHac IHgactpian Mapk [ Ctpit 2
Cinranyp, 737779, Civranyp) / Takeda
Manufacturing Singapore Pte. Ltd, (Singapore
Branch, 2A Woodlands Industrial Park D
Street 2 Singapore, 737779, Singapore).
3miHa A4, IA 3miHa Ha3Bu BUPOBHKMKa
BignoBiganbHOro 3a KOHTPOsib SIKOCTi 4itoYoi
peyoBMHU, 6e3 3MiHM Micus BUpOGHMLTBA:
3artBepokeHo: bakctep Al (JlaHre Annee 24,
1221 BigeHb, ABcTpisi) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
AscTpis Al (NaHre Annee 24, 1221 BigeHs,
ABcTpis) / Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna, Austria).
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauis
nicnsi 3aTBepaXKEHHS1.
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14.

PIKCYBIC

MOPOLLOK Ta
PO3YMHHUK NS
pO34uHy ans

iH ekuin, no 500
MO, 1 dpnakoH 3
MOPOLLKOM Y
KoMnnekTi 3 1
¢nakoHOM 3
PO3YNHHUKOM
(Boga gns
iH'ekuin) no 5 mn
Tano1
NPUCTOCYBaHHIO
ONs PO3BEAEHHSs!
BAKCIDKEKT Il'y
Kopobui

bakcanta
IHHOBENLLIH3
meX

ABCTpis

MapKyBaHHsi, BTOPUHHE MaKyBaHHS Ta BUMYCK
cepii 113 Ta po3umHHMKa:
Bakcanta Bengxiym ManydektypiHr CA,
Benbris;

BMPOGHMLTBO, KOHTPOIb AKOCTi Ta NEPBUHHE
nakyBaHHs T13:

BakcanTta FOC IHk., CLUA;
YaCTKOBUI KOHTPOSb sikocTi [T13:
Takepa MaHydek4ypiHr ABcTpis Al, ABCTpis;
YaCTKOBUI KOHTPOMb sikocTi [T13:
Takena MaHydek4dypiHr ABcTpia AlT, ABCTpis;
KoHTponb skocTi [T13 ("MexaHiuHi
BKITHOYEHHS"):

Odbi TexHoNomkM eHp, IHHoBeNLWioH MMBX,
ABCTpist;

BUPOGHMLTBO, KOHTPOIb SKOCTi Ta NEPBUHHE
naKkyBaHHs1 PO34YMHHMKA:
3ircppig XamensH MM6X, HimeuyumnHa;
cTepunisadis npobok i Milkis aAns
nepeHeceHHs:

Bect ®apmacsbtoTikan Cepsices, IHk, CLUA

Benbrisi/
CLIA/
AscTpis/
Himeyumna

3miHa A.5.b, IA 3miHa Ha3BM BUpoBHUKa
BiANOBI4anNbHOro 3a KOHTPOIb AKOCTi FOTOBOrO
nikapcbkoro 3acoby, 6e3 3amiHu Micus
BUpoGHMLTBA: 3aTBepmpkeHo: bakctep Al
(Ydhepwtpacce 15, A-2304 OpT aH gep
Honay, AscTtpis) / Baxter AG (Uferstrasse 15,
A-2304 Orth an der Donau, Austria).
3anponoHoBaHo: Takega MaHydek4ypiHr
AscTpia Al (Ydeptpacce 15, 2304 Opt aH
nep Ooxay, AecTpist) / Takeda Manufacturing
Austria AG (Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepmiH BB€AEHHS 3MiH
NpoTArom 6 MicsLiB Nicns 3aTBEpPKEHHS.
3miHa A.5.b, IA 3miHa Ha3Bu BUpOOHUKa
BiZNOBIgANbHOro 3a KOHTPOIb SKOCTi FOTOBOrO
nikapcbkoro 3acoby, 6e3 amiHu Micusi
BUpoGHMLTBA: 3aTBepmpkeHo: bakctep Al
(JlTanre Annee 24, 1221 BigeHb, ABcTpist) /
Baxter AG (Lange Allee 24, 1221 Vienna,
Austria).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
ABcTpist A" (Jlanre Annee 24, 1221 BigeHb,
AscTpist) / Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna, Austria).
TepMmiH BBEAEHHS 3MiH NPOTArom 6 micauis
nicnsi 3aTBepOKeHHS.

PepakuinHi npaekv 0o po3gainy Jocke
3.2.P.3.1. BuweHaBegeHi 3miH1 Ha3Bu
BUPOGHMKIB BHOCATLCSA A0 PeecTpauiiHoro
noceigyYeHHs Ta MeToaiB KOHTPOIO AKOCTI.
3miHa A4, IA 3miHa Ha3BU BUPOOHWKKa
BiAMNOBiganbLHOro 3a BUpobHULTBO Ta
KOHTPOIb AKOCTi Ait040i pe4oBuHK, 6€3 3MiHn
micus BMpobHuUTBa: 3aTBepmxeHo: bakctep
Al (Ydeputpacce 15, A-2304 Opt aH gep
Honay, AscTpis) / Baxter AG (Uferstrasse 15,
A-2304 Orth an der Donau, Austria).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
AscTpia Al (Ydeptpacce 15, 2304 Opt aH
aep Oonay, AscTpist) / Takeda Manufacturing
Austria AG (Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicsAUiB NicNs 3aTBEPIKEHHS.
3MmiHa A4, IA 3MiHa Ha3BU BUPOGHKKa
BiZNoBigansHoOro 3a BUpobHMUTBO Ta
KOHTPOIb SIKOCTi Ait040i pe4oBUHU, 6e3 3MiHM
Micus BUpobHMUTBa: 3aTBepmxeHo: bakcanTa
ManydekuypiHr CAPJ1, (BigaineHHs y
Cinranypi, 2A Byanenac IHgactpian Mapk [
Crpit 2 CiHranyp, 737779, Civranyp) / Baxalta
Manufacturing SARL, (Singapore Branch, 2A
Woodlands Industrial Park D Street 2
Singapore, 737779, Singapore).
B3anponoHoBaHo: Takena MaHydekyypiHr
Cinranyp Mre. N1a, (BigginexHs y CiHranypi,
2A Byanexac lHgacTpian Mapk O C1pit 2
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Cinranyp, 737779, Cinranyp) / Takeda
Manufacturing Singapore Pte. Ltd, (Singapore
Branch, 2A Woodlands Industrial Park D
Street 2 Singapore, 737779, Singapore).
3miHa A.4, |A 3miHa Ha3BK BUPOGHMKa
BigNoBiganbHOro 3a KOHTPOsb SKOCTI Aito4oi
peyoBuHU, 6e3 3MiHK Micus BUpOOHMUTBA:
BartBepokeHo: bakctep Al (JlaHre Annee 24,
1221 BigeHb, AscTpisi) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
3anponoHoBaHo: Takena MaHydek4ypiHr
AscTpist Al (Jlanre Annee 24, 1221 BigeHb,
ABcTpist) / Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna, Austria).
TepMiH BBEOAEHHS 3MiH NPOTAroM 6 micauis
nicnsi 3aTBepaXKeHHS1.

15.

PIKCYBIC

MOPOLLIOK Ta
PO3YMHHWK Anist
PO34MHy ans

iH ekuin, no 1000
MO, 1 dnakoH 3
NMOPOLLKOM Y
KOMMIeKTi 3 1
hnakoHoMm 3
PO34YMHHUKOM
(Boga ons
iH'ekwin) no 5 mn
Tano1
NpUCTOCYBaHHIO
ONs pPO3BEAEHHS
BAKCXKEKT Il'y
kopooui

Bakcanta
IHHOBEMLLH3
mM6X

ABCTpis

MapKyBaHHsi, BTOPVHHE MaKyBaHHSA Ta BUMYCK
cepii M3 Ta po34nHHuKa:
Bakcanta bengxiym MaHydekTypiHr CA,
benbrisi;

BMPOBHMLTBO, KOHTPOIb AKOCTi Ta MEPBUHHE
nakyBaHHs M13:

BakcanTta HOC IHk., CLUA;
YaCTKOBUI KOHTpOrb AkocTi [13:
Takega MaHydek4vypiHr ABcTpist Al, ABCTpisi;
Y4aCTKOBUI KOHTPOb sikocTi [T13:
Takepa MaHydek4ypinr ABcTpis Al, ABCTpis;
KOHTponb sikocTi 13 ("MexaHiuHi
BKITHOYEHHSA"):

Odi TexHonomku eHp, IHHOBENLWIOH TMBX,
ABCTpis;

BUPOGHMLTBO, KOHTPOIb SKOCTi Ta NEPBUHHE
naKyBaHHS PO34YMHHMKA:
3irdpig XamenbH M6X, HimewumHa;
cTepunisauis npobok i MiLwkiB ans
nepeHeceHHs:

Bect ®apmacbtoTikan Cepgices, IHk, CLUA

Benbrisi/
CLWA/
ABcTpisi/
Himewumna

3miHa A.5.b, IA 3miHa Ha3BW BUpOOHUKa
BiZNOBIgANbHOro 3a KOHTPOIb SKOCTi FOTOBOrO
nikapcbkoro 3acoby, 6e3 amiHu Micusi
BMpobHMUTBa: 3aTtBepaxeHo: bakctep Al
(Ydbepwrpacce 15, A-2304 OpT aH gep
HoHay, AecTpist) / Baxter AG (Uferstrasse 15,
A-2304 Orth an der Donau, Austria).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
AscTpis Al (Ydbepwtpacce 15, 2304 OpT aH
nep OoHay, AscTpist) / Takeda Manufacturing
Austria AG (Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepmiH BBEAEHHS 3MiH
NpoOTArom 6 MicsAUiB NicNs 3aTBEPMKEHHS.
3miHa A.5.b, IA 3miHa Ha3BY BUPOOHUKA
BiANOBIganbHOro 3a KOHTPOsb SKOCTi FOTOBOrO
nikapcbkoro 3acoby, 6e3 3amiHu micus
BMpobHMUTBa: 3aTtBepaxeHo: bakctep Al
(NaHre Annee 24, 1221 BigeHb, ABcTpist) /
Baxter AG (Lange Allee 24, 1221 Vienna,
Austria).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
AscTpis Al (lNaHre Annee 24, 1221 BigeHs,
ABcTpis) / Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna, Austria).
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micauis
nicnsi 3aTBepaKeHHS.

PepakuinHi npaskv 4o po3ainy gocbe
3.2.P.3.1. BuweHaBegeHi 3miH1 Ha3Bu
BUPOGHMKIB BHOCATLCA A0 PeecTpauinHoro
noceigyeHHs Ta MeToAiB KOHTPOMO AKOCTI.
3MiHa A4, IA 3MiHa Ha3BU BUPOGHIKKa
BiZNoBigansHoOro 3a BMpobHMUTBO Ta
KOHTPOIb SIKOCTi Ait040i pe4oBUHU, 6e3 3MiHM
Micus BUpobHMUTBa: 3aTBepmxeHo: bakctep
Al (YdpepTpacce 15, A-2304 OpT aH gep
Donay, AscTpis) / Baxter AG (Uferstrasse 15,
A-2304 Orth an der Donau, Austria).
3anponoHoBaHo: Takena MaHydek4ypiHr
AscTpisa Al (Ypepwtpacce 15, 2304 OpT aH
aep Ooxay, Asctpist) / Takeda Manufacturing
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Austria AG (Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepMiH BBEAEHHS 3MiH
NpoTArom 6 MicsAUIB NicNsa 3aTBEPKEHHS.
3miHa A.4, |A 3miHa Ha3BKM BUPOBHKKa
BigMOBiAanbLHOro 3a BUpobHULTBO Ta
KOHTPOIb SIKOCTi Ait040i pe4oBuHM, 6e3 3MiHM
micusa BMpobHuuTBa: 3aTBepmxeHo: bakcanTa
MaHydekuypiHr CAPJ1, (BiogineHHs y
Cinranypi, 2A Byanenac lngactpian Mapk [
Crpit 2 Cinranyp, 737779, CiHranyp) / Baxalta
Manufacturing SARL, (Singapore Branch, 2A
Woodlands Industrial Park D Street 2
Singapore, 737779, Singapore).
3anponoHoBaHo: Takega MaHydekuypiHr
Cinranyp lMre. N74, (BipginenHs y Cinranypi,
2A Byanexgc IHgactpian Mapk [ CTpit 2
Cinranyp, 737779, Cinranyp) / Takeda
Manufacturing Singapore Pte. Ltd, (Singapore
Branch, 2A Woodlands Industrial Park D
Street 2 Singapore, 737779, Singapore).
3miHa A.4, |A 3miHa Ha3Bu BUPOGHKKa
BiANOBIgANbHOrO 3a KOHTPOSb AKOCTI AitoYoI
peyoBuMHU, 6e3 3MiHK Micus BUPOOHMUTBA:!
3arBepoxeHo: bakctep Al (JlaHre Annee 24,
1221 BigeHb, ABcTpist) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
AscTpis Al (lNaHre Annee 24, 1221 BigeHs,
ABcTpis) / Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna, Austria).
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauis
nicnsi 3aTBepaXKeHHS1.

16.

PIKCYBIC

MOPOLLIOK Ta
PO3YUHHKK AN
pO34uHy aAns

iH ekuin, no 2000
MO, 1 dnakoH 3
MOPOLLIKOM Y
KoMnnekTi 3 1
dnakoHoM 3
PO3YMHHUKOM
(Bopa gns
iH'ekuin) no 5 mn
Tano1
NMPUCTOCYBaHH!O
NS pO3BEAEHHS!
BAKCIKEKT Il'y
Kopobui

Bakcanta
IHHOBENLLH3
M6X

ABCTpis

MapKyBaHHs1, BTOPUHHE NakyBaHHS Ta BUNYCK
cepii M3 Ta po3umHHuKa:
Bakcanta Bengxiym ManydektypiHr CA,
Bbenbrisi;

BMPOOHMLITBO, KOHTPOSb SKOCTi Ta NEPBUHHE
nakyBaHHs T13:

BakcanTta HOC IHk., CLUA;
4aCTKOBUIA KOHTpOrb sikocTi [13:
Takega MaHydek4ypiHr ABcTpis All, ABCTpis;
YaCTKOBUI KOHTPOMb siKocTi [13:
Takega MaHydek4ypiHr ABcTpis All, ABCTpis;
KOHTponb sikocTi 13 ("MexaHiuHi
BKITIOYEHHS"):

Odbi TexHonomxu eHa IHHoBeNLWIoH MMBX,
ABCTpist;

BMPOBHMLTBO, KOHTPOJSIb SIKOCTi Ta NEPBUHHE
naKyBaHHS PO34MHHUKA:
3irdppig XamenbH Mv6X, HimevunHa;
cTepunisadisi npobok i milkis aAns
nepeHeceHHs:

Bect ®apmacbtoTikan Cepgices, IHk, CLUA

Benbrisi/
CLA/
AscTpis/
Himeyumna

3miHa A.5.b, IA 3miHa Ha3BW BUpOOHUKa
BiANOBIganNbHOro 3a KOHTPOIb SIKOCTi FOTOBOMO
nikapcbkoro 3acoby, 6e3 3amiHu micus
BMpobHMUTBa: 3aTtBepmkeHo: bakctep Al
(Ydbeputpacce 15, A-2304 OpT aH gep
Donay, AscTpis) / Baxter AG (Uferstrasse 15,
A-2304 Orth an der Donau, Austria).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
AscTpis Al (Ydbeptpacce 15, 2304 OpTt aH
nep OoHay, Aectpist) / Takeda Manufacturing
Austria AG (Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepmiH BBEAEHHS 3MiH
NpOTArom 6 MicsALIB Nicns 3aTBEPPKEHHS.
3miHa A.5.b, |A 3miHa Ha3BY BUpOGHUKa
BiANOBIganbHOro 3a KOHTPOIb SIKOCTi FOTOBOrO
nikapcbKkoro 3acoby, 6e3 3amiHu Micus
BUpOGHMLUTBaA: 3aTBepmxeHo: bakctep Al
(NaHre Annee 24, 1221 BigeHb, ABcTpist) /
Baxter AG (Lange Allee 24, 1221 Vienna,
Austria).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
AgcTpist A" (Jllanre Annee 24, 1221 BigeHb,
AscTpist) / Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna, Austria).

3a
peuerimom

UA/16879/01/04




19

[IponoskenHs nogatka 1

TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB
nicnsi 3aTBepaKeHHs.

PepakuinHi npaBkv 4o po3giny gocke
3.2.P.3.1. BuweHaBeaeHi 3MiHu Ha3Bu
BUPOGHMKIB BHOCATLCA A0 PeecTpauinHoro
noceigYeHHs Ta MeToaiB KOHTPOSO AKOCTI.
3miHa A.4, |A 3miHa Ha3BKM BUPOBHKKa
BigMOBiAanbLHOro 3a BUpobHULTBO Ta
KOHTPOIb SIKOCTi Ait040i pe4oBuHM, 6e3 3MiHM
micusa BMpobHuuTBa: 3aTBepmxeHo: bakctep
Al (YdpepuTpacce 15, A-2304 OpT aH gep
Honay, AscTtpis) / Baxter AG (Uferstrasse 15,
A-2304 Orth an der Donau, Austria).
3anponoHoBaHo: Takega MaHydekuypiHr
AscTpis Al (Ydeptpacce 15, 2304 Opt aH
nep OoHay, AecTpist) / Takeda Manufacturing
Austria AG (Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepmiH BBEAEHHS 3MiH
npoTsrom 6 Micauis nicnsa 3aTBEPKEHHS.
3miHa A.4, |A 3miHa Ha3BM BUPOBHMKa
Bi4NoOBiganbHoOro 3a BMpobHMUTBO Ta
KOHTPOIb SIKOCTi Aito40i pe4yoBuHK, 6e3 3MiHn
micus BupobHuuTBa: 3atBepmxeHo: bakcanTa
ManydexuypiHr CAPJ1, (BiggineHns y
Cinranypi, 2A ByaneHac IHgacTtpian Mapk [
Crpit 2 Cinranyp, 737779, Cinranyp) / Baxalta
Manufacturing SARL, (Singapore Branch, 2A
Woodlands Industrial Park D Street 2
Singapore, 737779, Singapore).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
Cinranyp Mre. N7a, (BingineHHs y CiHranypi,
2A ByaneHac Ingactpian Mapk [ Ctpit 2
Cinranyp, 737779, Cinranyp) / Takeda
Manufacturing Singapore Pte. Ltd, (Singapore
Branch, 2A Woodlands Industrial Park D
Street 2 Singapore, 737779, Singapore).
3miHa A4, IA 3miHa Ha3BU BUPOGHIMKa
BignoBiganbHOro 3a KOHTPOsb SAKOCTI AitoYoi
peyoBUHU, 6e3 3MiHN Micus BUpOOHMLTBA:
3atBeppxeHo: bakctep Al (flaHre Annee 24,
1221 BigeHb, ABcTpisi) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
AscTpis Al (laHre Annee 24, 1221 BiggeHs,
ABcTpis) / Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna, Austria).
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauis
nicrs 3aTBEpPKEHHS.

17.

PIKCYBIC

MOPOLLIOK Ta
PO3YMHHKK AN
pO34MHy Ans

iH ekuin, no 3000
MO, 1 dnakoH 3
NMOPOLLIKOM Y
KOMMIeKTi 3 1
dnakoHoM 3

bakcanta
IHHOBENMLLH3
6X

ABcTpis

MapKyBaHHSs1, BTOPUHHE NakyBaHHS Ta BUNYyCK
cepii M3 Ta po3unHHuKa:
Bakcanta Bengxiym ManydektypiHr CA,
Benebris;

BMPOBOHMLTBO, KOHTPOSb SKOCTi Ta NEPBUHHE
nakyBaHHs M13:

BakcanTta KOC IHk., CLUA;
YaCTKOBUI KOHTPOMb siKocTi [T13:

Benbrisi/
CLWA/
AscTpis/
Himeuunna

3MmiHa A.5.b, |A 3miHa Ha3BW BUpOGHUKa
BiANOBIganbHOro 3a KOHTPOsb SIKOCTi FOTOBOrO
nikapcbkoro 3acoby, 6e3 amiHu Micus
BUpOGHMLUTBaA: 3aTBepaxeHo: bakctep Al
(Ydbeputpacce 15, A-2304 Opt aH gep
HoHay, AecTpist) / Baxter AG (Uferstrasse 15,
A-2304 Orth an der Donau, Austria).
3anponoHoBaHo: Takega MaHydek4ypiHr
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PO3YMHHUKOM
(Boga gns
iH'ekwin) no 5 mn
Tano 1
NPUCTOCYBaHHIO
NS PO3BEAEHHSI
BAKCKEKT Il y
Kopobui

Takena MaHydek4dypiHr ABcTpia AlT, ABCTpis;
Y4aCTKOBUI KOHTPOSb sikocTi [T13:
Takepa MaHydek4ypiHr ABcTpis Al, ABCTpis;
KOHTpOnb sikocTi 113 ("MexaHiuHi
BKITHOYEHHS"):

Odbi TexHonomxu ena IHHoBeNLWIOH MMBX,
ABCTpIS;

BMPOGHMLTBO, KOHTPOIb AKOCTi Ta NEPBUHHE
nakyBaHHs1 PO34YMHHMKA:
3ircbpig XamenobH MM6X, HimeuyumnHa;
cTepunisadisi npobok i miLukie ans
nepeHeceHHs:

Bect dapmachktoTikan Cepsices, IHk, CLLUA

AscTpist Al (Ybeputpacce 15, 2304 OpT aH
nep Ooxay, Aectpist) / Takeda Manufacturing
Austria AG (Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepmiH BBEAEHHS 3MiH
NpoTArom 6 MicsUiB Nicns 3aTBEPPKEHHS.
3miHa A.5.b, |A 3miHa Ha3BW BUpOGHUKa
BiANOBI4anNbHOro 3a KOHTPOIb AKOCTi FOTOBOrO
nikapcbkoro 3acoby, 6e3 amiHu Micust
BMpobHuuTBa: 3aTtBepaxeHo: bakctep Al
(JlTanre Annee 24, 1221 BigeHb, ABCTpist) /
Baxter AG (Lange Allee 24, 1221 Vienna,
Austria).
3anponoHoBaHo: Takega MaHydekuypiHr
AscTpist A" (Jlanre Annee 24, 1221 BigeHb,
ABcTpis) / Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna, Austria).
TepMmiH BBEAEHHS 3MiH NPOTArom 6 micauis
nicns 3aTBEPKEHHS.

PepakuinHi npaekun 4o po3ainy 4ocbe
3.2.P.3.1. BuweHaBegeHi 3miH1 Ha3Bu
BMPOBHMKIB BHOCATLCA A0 PeecTpauiviHoro
nocsigyeHHa Ta MeTofiB KOHTPOSO SAKOCTI.
3miHa A.4, |A 3miHa Ha3BKM BUPOGHKKa
Bi4NoOBiganbHoOro 3a BMpobHMUTBO Ta
KOHTPOIb SIKOCTi Aito40i pe4yoBuHK, 6e3 3MiHn
micus BMpobHuuTBa: 3atBepmxeHo: bakctep
Al (Yopepwtpacce 15, A-2304 Opt aH gep
Donay, AscTpis) / Baxter AG (Uferstrasse 15,
A-2304 Orth an der Donau, Austria).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
AscTpis Al (Ydbeptpacce 15, 2304 OpTt aH
aep Joxay, AscTpist) / Takeda Manufacturing
Austria AG (Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepmiH BBEAEHHS 3MiH
NpoOTArom 6 MicsAUiB NicNs 3aTBEPMKEHHS.
3miHa A.4, |A 3miHa Ha3Bu BUPOGHKKa
BiAMNOBiganbLHOro 3a BUpobHULTBO Ta
KOHTPOIb SIKOCTi Ait040i pe4oBUHU, 6e3 3MiHM
Micusi BUpoOHuUTBa: 3aTBepaxeHo: bakcanta
MaHydekyypiHr CAPJ, (BipaineHHs y
Cinranypi, 2A Byanenac IHgactpian Mapk [
Crpit 2 Cinranyp, 737779, Civranyp) / Baxalta
Manufacturing SARL, (Singapore Branch, 2A
Woodlands Industrial Park D Street 2
Singapore, 737779, Singapore).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
Cinranyp Mre. 74, (BingineHHs y CiHranypi,
2A BypneHac Inpgactpian Mapk [ Ctpit 2
Cinranyp, 737779, Civranyp) / Takeda
Manufacturing Singapore Pte. Ltd, (Singapore
Branch, 2A Woodlands Industrial Park D
Street 2 Singapore, 737779, Singapore).
3MmiHa A4, IA 3MmiHa Ha3BU BUPOGHKKa
BigNoBiganbHOro 3a KOHTPOIb SAKOCTI Aito4oi
peyoBUHU, 6e3 3MiHN Micus BUpOBHMUTBA:
3arBepaxeHo: bakctep Al (JlaHre Annee 24,
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1221 BigeHb, ABcTpist) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
3anponoHoBaHo: Takeaa MaHydek4ypiHr
AscTpist A" (Jlanre Annee 24, 1221 BigeHb,
ABcTpist) / Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna, Austria).
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB
nicnsi 3aTBepaXKeHHs.

B.o. I'enepasbHOro nupekropa
DapMaleBTUHYHOIO JUPEKTOPATY IBan 3A/IBOPHUX




