MEPENIK

NIKAPCbKNX 3ACOBIB LLLOAO AKNX 3ABEPLUEHO PO3I/A4 PEECTPALIAHNX MATEPIANIB MPO BHECEHHSA 3MIH AO PEECTPALINHNX

MATEPIANIB NMPOTArOM Ali PEECTPALIAHOIO NOCBIAYEHHSA HA NIKAPCbKI 3ACOBW, AKI SAPEECTPOBAHI KOMMNETEHTHUMM

OPIrAHAMW CMONMYYEHUX LLUTATIB AMEPVIKW, LLIBENLAPCBHKOI KOH®EAEPALYI, ANOHII, ABCTPANII, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO

3A LEHTPAJII3OBAHOIO MPOLEAYPOIO 3APEECTPOBAHI KOMMETEHTHMM OPFAHOM EBPOMENCLKOIO COKO3Y

Ne Hassa dopma suUrnyckKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayiliHo2o
3acoby ynakoskKa) nocsi0YeHHs1
1. PIKCYBIC NMOPOLLOK Ta Bakcanta ABCTpis MapKyBaHHs, BTOPUHHE NakyBaHHS Benbrisi/ 3miHa A.5.b, IA 3miHa Ha3Bu 3a UA/16879/01/01
PO3UMHHUK AN IHHOBENLLIH3 Ta Bunyck cepii M3 Ta CLUA/ BMPOGHMWKA BifNoBifaIbHOTO 3a peyenmom
PO34UHY ANS iH EKLIN, M6X PO34YMHHMKA: AscTpisi/ KOHTPO/Ib SIKOCTi FOTOBOrO
no 250 MO, 1 dnakoH Bakcanta Benmkiym HimeyunHa nikapcbKoro 3acoby, 6e3 3miHu

3 MOPOLLKOM Y
KommnekTi 3 1
dhnakoHoMm 3
PO34YMHHMKOM (BOAA
ANs iH'ekuiid) no 5 mn
Tanol
NpUCTOCYBaHHIO AN
po3BeAeHHs
BAKCOXEKT Il'y
Kopoo6ui

MaHydekTypiHr CA, benebris;
BMPOBHULITBO, KOHTPO/Ib AKOCTI Ta
nepBuHHe nakyBaHHA 13:
BakcanTta KOC IHk., CLUA,;
YacTKOBWIA KOHTPOb SKOCTI M13:
Takefa MaHydek4ypiHr ABCTpis
Al', ABCTpiSi;
YacTKOBWIA KOHTPO/b SKOCTI M13:
Takefa MaHydek4ypiHr ABCTpis
Al', ABCTpiSi;

KOHTpOsb AkocTi N3 ("MexaHiuHi
BK/IIOYEHHSA"):

Odpi TexHONOLKN eHf,
IHHOBeLWIOH MM6X, ABCTpIs;
BMPOOHULITBO, KOHTPO/Ib AKOCTI Ta
NepBUHHE NakyBaHHS PO3YMHHMKA:
3irdopig, XamenbH M6X,
HimeuuunHa,;
cTepunisauis Npo6oK i MiLLKIB Ans
nepeHeceHHs:

Bect dapmacbloTikan Cepsices,
IHK, CLUA

MiCLA BUPOGHMLITBA: 3aTBEPA)KEHO:
Bakctep Al (Ydhepwrpacce 15, A-
2304 Oprt aH fep OoHay, ABcTpis) /
Baxter AG (Uferstrasse 15, A-2304
Orth an der Donau, Austria).
3anponoHoBaHo: Takega
MaHydhekuypiHr ABcTpis Al
(Ybepwpacce 15, 2304 Opt aH
nep Oonay, AscTpisi) / Takeda
Manufacturing Austria AG
(Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepmiH BBeEHHS
3MiH NpOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.
3MmiHa A.5.b, IA 3miHa Ha3BK
BMPOGHMWKA BifNoBifaIbHOTO 3a
KOHTPO/Tb SKOCTi FOTOBOrO
nikapcbKoro 3acoby, 6e3 3miHu
MiCLA BUPOGHMLITBA: 3aTBEPA)KEHO:
Bakctep Al (laHre Annee 24, 1221
BigeHb, ABcTpisi) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
3anponoHosaHo: Takeaa
MaHydekuypiHr ABcTpis Al™ (JlaHre
Annee 24, 1221 BigeHb, ABcTpis) /
Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna,
Austria). TepmiH BBELlEHHS 3MiH
npoTarom 6 micsAuis nicns
3aTBEPKEHHS.
PepakuiiiHi npaBku fo po3giny
nocbe 3.2.P.3.1. BuweHaBegeHi
3MiHV Ha3BU BUPOBHNKIB BHOCATLCA
[0 PeecTpauiiiHoro nocBigYeHHs Ta
MeTopjiB KOHTPOJIO AKOCTI.
3miHa A.4, IA 3MiHa Ha3Bu
BMPOGHMWKA BiANoBifaIbHOTO 3a
BUPOOHMLTBO Ta KOHTPO/b SKOCTI




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1

Ailo40T peyvoBuHN, 6e3 3MiHN MicLA
BMPOGHMLTBA: 3aTBEPAXKEHO:
Bakctep Al (Ydhepitpacce 15, A-
2304 Oprt aH gep foxay, ABcTpisi) /
Baxter AG (Uferstrasse 15, A-2304
Orth an der Donau, Austria).
3anponoHoBaHo: Takega
MaHydekuypiHr ABcTpis Al
(Ydheptpacce 15, 2304 OpT aH
aep Ooxay, ABcTpist) / Takeda
Manufacturing Austria AG
(Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepMiH BBeAEHHS
3MiH NpOTArom 6 Micsuis nicns
3aTBEPLKEHHS.
3miHa A.4, 1A 3miHa Ha3Bun
BMPOGHMKa BIANOBIAA/ILHOIO 3a
BVMPOGHMLTBO Ta KOHTPO/b SKOCTI
Ailo40T peyvoBuHN, 6e3 3MiHN MicLA
BMPOGHMLTBA: 3aTBEPAXKEHO:
Bakcanta MaHydekuypiHr CAPJI,
(BigginenHs y CiHranypi, 2A
ByaneHac IHgactpian Mapk [ CTpit
2 Cinranyp, 737779, Cinranyp) /
Baxalta Manufacturing SARL,
(Singapore Branch, 2A Woodlands
Industrial Park D Street 2 Singapore,
737779, Singapore).
3anponoHoBaHo: Takega
MaHydekuypiHr Cidranyp Mre. /114,
(BigginenHs y CiHranypi, 2A
ByaneHac 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, 1A 3MiHa Ha3Bu
BMPOGHMKA BifNoBifaIbHOTO 3a
KOHTPO/Tb SKOCTI Ail040i PEeHOBUHM,
6e3 3MiHN MicLA BUPO6HUMLTBA:
3arBepmxeHo: bakctep Al (JlaHre
Annee 24, 1221 BigeHb, ABcTpis) /
Baxter AG (Lange Allee 24, 1221
Vienna, Austria). 3anponoHoBaHo:
Takepga MaHydekuypiHr ABcTpis Al
(NaHre Annee 24, 1221 BiggeHb,
ABcTpisi) / Takeda Manufacturing
Austria AG (Lange Allee 24, 1221
Vienna, Austria). TepMiH BBeIEHHS




Ne

Hassa

3 MOPOLLKOM Y
KomnaekTi 3 1
hnakoHoM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuid) no 5 mn
Tanol
npucToCcyBaHH ANs
po3BefeHHs
BAKCIKEKT Il'y
Kopoo6Ui

MaHydekTypiHr CA, benebris;
BMPOOHULITBO, KOHTPO/Ib AKOCTI Ta
nepBuHHe nakyBaHHaA MN13:
BakcanTta FOC IHk., CLUA;
YacTKOBWIA KOHTPO/b SIKOCTI M/13:
Takega MaHydekuypiHr ABCTpist
Al', ABCTpist;
YacTKOBWIA KOHTPO/b SIKOCTI M/13:
Takega MaHydekuypiHr ABCTpist
Al', ABCTpist;

KOHTPOsb AKOCTi [N13 ("MexaHiuHi
BK/IOYEHHS"):

Oi TexHONomKM eHf,
IHHOBefiLWioH TM6X, ABCTpIs;
BMPOBHULITBO, KOHTPO/Ib AKOCTI Ta
nepBrHHE NMakyBaHHSA PO3YUHHYKA:
3irgopig XamensH MvbX,
HimeuyumnHa;
cTepunisauisi Npo6oK i MiLLKIB Ans
nepeHeceHHs:

Bect ®apmacbtoTikan Cepsices,
IHk, CLLA

Micus BUPOGHMLTBA: 3aTBEpAKEHO:
Bakctep Al (YdhepLutpacce 15, A-
2304 Oprt aH gep foHay, ABcTpist) /
Baxter AG (Uferstrasse 15, A-2304
Orth an der Donau, Austria).
3anponoHoBaHo: Takega
MaHydekuypiHr ABcTpia Al
(Ydheputpacce 15, 2304 OpT aH
aep OoHay, AscTpisi) / Takeda
Manufacturing Austria AG
(Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepMiH BBeAeHHS
3MiH NPOTArom 6 MicsyiB nicns
3aTBEPKEHHS.
3miHa A.5.b, |A 3miHa Ha3Bu
BMPOGHMKA BifnoBiganbHOro 3a
KOHTPO/Ib AIKOCTi FOTOBOrO
niKapcbKoro 3acoby, 6e3 3miHu
Micus BUPOGHMLTBA: 3aTBEpAKEHO:
Bakctep Al (JlaHre Annee 24, 1221
BigeHb, ABcTpist) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
3anponoHoBaHo: Takega
MaHydekuypiHr ABcTpist Al (JlaHre
Annee 24, 1221 BigeHb, ABcTpif) /
Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna,
Austria). TepMiH BBEEHHS 3MiH
npoTsirom 6 micsuiB nicns
3aTBEPLKEHHS.
Pepakuiini npaBku [0 po3giny
pocbe 3.2.P.3.1. BuweHasegeHi
3MiHV Ha3BU BUPOBHWKIB BHOCATbLCA
[0 PeecTpadiiiHoro nocBigyeHHs Ta
MeToziB KOHTPOO SIKOCTI.
3miHa A.4, 1A 3MiHa Ha3Bu
BMPOGHMKA BifnoBiganbHOro 3a
BUPOBHMLTBO Ta KOHTPO/b SKOCTI
Aito40T peyvoBrHN, 6e3 3MiHN MicLA
BMPOGHMLITBA: 3aTBEPMAKEHO:
Bakctep Al (YdbepLutpacce 15, A-
2304 Oprt aH gep foHay, ABcTpisi) /
Baxter AG (Uferstrasse 15, A-2304
Orth an der Donau, Austria).

o ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1
3MiH NpOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.
2. PIKCYBIC MOPOLLIOK Ta Bakcanta ABcTpis MapKyBaHHSs!, BTOPUHHE NakKyBaHHS Benebris/ 3miHa A.5.b, |A 3miHa Ha3Bu 3a UA/16879/01/02

PO3YMHHUK AN IHHOBEMLLIH3 Ta Bunyck cepii N3 1a CuwA/ BMPOGHMKA BifnoBiganbHOro 3a peyenmom

PO3UUHY AN151 iH EKLN, 6X PO3YMHHYMKA: ABcTpisi/ KOHTPOb AKOCTi FOTOBOrO

no 500 MO, 1 cnakoH Bakcanta bengxiym HimeuunHa nikapcbKoro 3acoby, 6e3 3miHun




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
yrnakoBkKa)

3asaBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

nocsioYeHHs1

3anponoHoBaHo: Takega
MaHydekuypiHr ABcTpis Al
(Ydhepwtpacce 15, 2304 OpT aH
aep Ooxay, ABcTpist) / Takeda
Manufacturing Austria AG
(Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepMiH BBe4EHHS
3MiH NpOTArom 6 Micsuis nicns
3aTBEPLKEHHS.
3miHa A.4, 1A 3miHa Ha3Bum
BMPOGHMKaA BIANOBIAA/ILHOIO 3a
BVMPOGHMLTBO Ta KOHTPO/Ib SKOCTI
Ailo40T peyvoBuHN, 6e3 3MiHN MicLA
BMPOGHMLTBA: 3aTBEPAXKEHO:
Bakcanta MaHydekuypiHr CAP/I,
(BigginenHs y CiHranypi, 2A
ByaneHac IHgactpian Mapk [ CTpit
2 Cinranyp, 737779, Cinranyp) /
Baxalta Manufacturing SARL,
(Singapore Branch, 2A Woodlands
Industrial Park D Street 2 Singapore,
737779, Singapore).
3anponoHoBaHo: Takega
MaHydekuypiHr Cidranyp Mre. /114,
(BigginenHs y CiHranypi, 2A
ByaneHac 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, 1A 3MiHa Ha3Bu
BMPOGHMKA BifNoBifaIbHOTO 3a
KOHTPO/b SKOCTI Ail040i PEeHOBUHM,
6e3 3MiHN MicLA BUPO6HUMLTBA:
3arBepaxeHo: bakctep Al (JlaHre
Annee 24, 1221 BigeHb, ABcTpis) /
Baxter AG (Lange Allee 24, 1221
Vienna, Austria). 3anponoHoBaHo:
Takepga MaHydekuypiHr ABcTpis Al
(NaHre Annee 24, 1221 BiggeHb,
ABcTpisi) / Takeda Manufacturing
Austria AG (Lange Allee 24, 1221
Vienna, Austria). TepMiH BBEAEHHSA
3MiH npoTarom 6 micsAuiB nicns
3aTBEPAKEHHS.

PIKCYBIC

NOPOLLOK Ta
PO3UMHHWK A5
PO34UHY AN1S1 iH EKLIN,
no 1000 MO, 1

Bakcanta
IHHOBEWLLH3
vmeX

ABCTpist

MapKyBaHHS, BTOPUHHE MakKyBaHHS
Ta Bunyck cepii N3 Ta
PO3YMHHMKA:

Bakcanta Benmkiym

Benebrisi/
CcuwA/
ABcTpisi/
HimeyunHa

3miHa A.5.b, IA 3miHa Ha3BK
BMPOGHMWKA BifnoBifanNbHOro 3a
KOHTPO/Tb SKOCTi FOTOBOrO
NiKapcbKoro 3acoby, 6e3 3miHu

3a
peyenmom

UA/16879/01/03




Ne

Hassa

o ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1

ch/1aKOH 3 NOPOLLKOM Y
KomMnaekTi 3 1
donakoHoM 3
pO34MHHMKOM (BOAA
Ans iH'ekuiid) no 5 mn
Tanol
NPUCTOCYBaHHIO AN
po3BeAeHHs
BAKCIKEKT Il'y
Kopoo6Ui

MaHydhekTypiHr CA, Benbris;
BMPOOHULITBO, KOHTPO/Ib AKOCTI Ta
nepsuHHe nakyBaHHa MN13:
BakcanTta FOC IHk., CLUA;
YacTKOBWIA KOHTPO/b SIKOCTI M/13:
Takega MaHyekuypiHr ABCTpist
Al, ABCTpis;
YacTKOBWIA KOHTPOSb SIKOCTI M/13:
Takega MaHyekuypiHr ABCTpist
Al, ABCTpis;

KOHTPOsb AKOCTi [N13 ("MexaHiuHi
BK/IOYEHHS"):

Odpi TexHONOMKN eHf,
IHHOBefLWiOH TM6X, ABCTpIs;
BMPOOGHULITBO, KOHTPO/Ib AKOCTI Ta
nepBUHHE NaKyBaHHS PO3YMHHMKA:
3irdopig XamensH MvbX,
HimeuyumnHa;
cTepunisauisi Tpo6oK i MiLLKIB Ans
nepeHeceHHs:

Bect ®apmacbioTikan Cepsices,
IHk, CLLA

Micusa BUPOGHMLTBA: 3aTBEpAKEHO:
Bakctep Al' (YdbepLutpacce 15, A-
2304 Oprt aH gep foHay, ABcTpist) /
Baxter AG (Uferstrasse 15, A-2304
Orth an der Donau, Austria).
3anpornoHoBaHo: Takega
MaHydhekuypiHr ABcTpist Al
(Ydpeputpacce 15, 2304 OpT aH
aep OoHay, AscTpisi) / Takeda
Manufacturing Austria AG
(Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepMiH BBeAeHHSA
3MiH MpOTAroM 6 MicAuiB nicns
3aTBEPIXKEHHS.
3miHa A.5.b, 1A 3miHa Ha3BK
BMPOGHMKA BifnoBiganbHOro 3a
KOHTPO/1b SKOCTi FOTOBOrO
niKapcbKoro 3acoby, 6e3 3miHu
Micusa BUPOGHMLTBA: 3aTBEpAKEHO:
Bakctep Al' (JlaHre Annee 24, 1221
BigeHb, AscTpist) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
3anponoHoBaHo: Takega
MaHydekuypiHr ABcTpist Al (JlaHre
Annee 24, 1221 BigeHb, ABcTpis) /
Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna,
Austria). TepmiH BBeleHHS 3MiH
npoTsirom 6 micsuis nicns
3aTBEPLKEHHS.
Pepaxkuiini npaBku [0 po3giny
nocke 3.2.P.3.1. BuweHaseneHi
3MiHV Ha3BU BUPOBHWKIB BHOCATLCA
[0 PeecTpauiiHoro nocBigyeHHs Ta
MeToziB KOHTPOIO SIKOCTI.
3miHa A.4, 1A 3miHa Ha3Bu
BMPOGHMKA BifnoBiganbHOro 3a
BUPOGHMLTBO Ta KOHTPO/1b SKOCTI
Ait040T peyvoBrHN, 6e3 3MiHN MicLA
BMPOGHMLTBA: 3aTBEPAKEHO:
Bakctep Al' (YdbepLutpacce 15, A-
2304 Oprt aH gep foHay, ABcTpisi) /
Baxter AG (Uferstrasse 15, A-2304
Orth an der Donau, Austria).
3anpornoHoBaHo: Takega
MaHydhekuypiHr ABcTpis Al
(Ydeputpacce 15, 2304 OpT aH
nep JoHay, AscTpist) / Takeda
Manufacturing Austria AG
(Uferstrasse 15, 2304 Orth an der




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
yrnakoBkKa)

3asaBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYyeHHs1

Donau, Austria). TepMiH BBeAEHHS
3MiH NpoTArom 6 Micsuis nicns
3aTBEPLKEHHS.
3miHa A.4, IA 3miHa Ha3Bum
BMPOGHMKA BIANOBIAA/ILHOIO 3a
BVMPOGHMLTBO Ta KOHTPO/b SKOCTI
Ailo40i peyvoBuHN, 6e3 3MiHN MicLA
BMPOGHMLTBA: 3aTBEPAXKEHO:
Bakcanta MaHydekuypiHr CAP/I,
(BigginenHs y CiHranypi, 2A
ByaneHac IHgactpian Mapk [ CTpit
2 Cinranyp, 737779, Cinranyp) /
Baxalta Manufacturing SARL,
(Singapore Branch, 2A Woodlands
Industrial Park D Street 2 Singapore,
737779, Singapore).
3anponoHoBaHo: Takega
ManydekuypiHr Cidranyp Mre. /114,
(BigginenHs y CiHranypi, 2A
ByaneHac 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 A4, 1A 3MiHa Ha3Bu
BMPOGHMKA BifNoBifaIbHOTO 3a
KOHTPO/b SKOCTI Ail040i PEeHOBUHM,
6e3 3MiHN MicLA BUPO6HUMLTBA:
3arBepmxkeHo: bakctep Al (JlaHre
Annee 24, 1221 BigeHb, ABcTpis) /
Baxter AG (Lange Allee 24, 1221
Vienna, Austria). 3anponoHoBaHo:
Takepga MaHydekuypiHr ABcTpis Al
(NaHre Annee 24, 1221 BiggeHb,
ABcTpisi) / Takeda Manufacturing
Austria AG (Lange Allee 24, 1221
Vienna, Austria). TepMiH BBEAEHHSA
3MiH npoTarom 6 micsAuiB nicns
3aTBEPAKEHHS.

PIKCYBIC

MOPOLLOK Ta
PO3UMHHWK A5
PO34UHY A5 iH EKLIN,
no 2000 MO, 1
h/1aKOH 3 MOPOLLKOM Y
KoMnnekTi 3 1
donakoHoM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiid) no 5 mn
Tanol

Bakcanta
IHHOBEWLLH3
vmeX

ABCTpist

MapKyBaHHS, BTOPUHHE NaKyBaHHS
Ta Bunyck cepii N3 Ta
PO3UMHHMKA:

Bakcanta Benmxiym
MaHydhekTypiHr CA, Benebris;
BUPOGHMLITBO, KOHTPO/Ib SIKOCTi Ta
nepBuHHe nakyBaHHsA 13:
BakcanTta KOC IHk., CLUA,;
YacTKOBWIA KOHTPO/b SKOCTI M13:
Takefa MaHydek4ypiHr ABCTpis

Benebrisi/
CcuwA/
ABcTpisi/
Himeuunna

3miHa A.5.b, IA 3miHa Ha3BK
BMPOGHMWKA BifnoBifabHOro 3a
KOHTPOJ1b AIKOCTi FOTOBOrO
niKkapcbKoro 3acoby, 6e3 3miHu
MiCL BUPOOHMLITBA: 3aTBEPA)KEHO:
Bakctep Al (YdhepuTtpacce 15, A-
2304 Oprt aH fep OoHay, ABcTpis) /
Baxter AG (Uferstrasse 15, A-2304
Orth an der Donau, Austria).
3anponoHoBaHo: Takega

3a
peyenmom

UA/16879/01/04




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1
NpUCTOCYBaHHIO ANs Al, ABCTpis; MaHydhekuypiHr ABcTpis Al
po3BefeHHs YacTKOBWIA KOHTPO/b SIKOCTI M/13: (Ydpeputpacce 15, 2304 OpT aH

BAKCIDKEKT Il'y
Kopoo6Ui

Takega MaHyekuypiHr ABCTpist
Al, ABCTpis;

KOHTPO/b AKOCTi [N13 ("MexaHiuHi
BK/IOYEHHS"):

Odpi TexHONOMKM eHf,
IHHOBefLWiOH TM6X, ABCTpIs;
BMPOOGHULITBO, KOHTPO/Ib AKOCTI Ta
nepBUHHE NaKyBaHHS PO3YMHHMKA:
3irdopig XamensH MvbX,
HimeuyumnHa;
cTepunisauisi Tpo6oK i MiLLKIB Ans
nepeHeceHHs:

Bect ®apmacbioTikan Cepsices,
IHk, CLLA

aep JoHay, AscTpisi) / Takeda
Manufacturing Austria AG
(Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepMiH BBeAeHHS
3MiH NpoTAroM 6 MicAuiB nicns
3aTBEPMKEHHS.
3miHa A.5.b, IA 3miHa Ha3BK
BMPOGHMKA BifnoBiganbHOro 3a
KOHTPO/1b SKOCTi FOTOBOrO
niKapcbKoro 3acoby, 6e3 3miHu
Micusa BUPOGHMLTBA: 3aTBEepAKEHO:
Bakctep Al' (JlaHre Annee 24, 1221
BigeHb, AscTpist) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
3anponoHoBaHo: Takega
MaHydekuypiHr ABcTpist Al (JlaHre
Annee 24, 1221 BigeHb, ABcTpis) /
Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna,
Austria). TepmiH BBeleHHS 3MiH
npoTsrom 6 micsuis nicns
3aTBEPLKEHHS.
Pepakuiini npaBku [0 po3giny
nocbe 3.2.P.3.1. BuuweHaseneHi
3MiHV Ha3BU BUPOBHWKIB BHOCATbLCA
[0 PeecTpaduiiHoro nocBigyeHHs Ta
MeToziB KOHTPO/IO SIKOCTI.
3miHa A.4, 1A 3miHa Ha3Bu
BMPOGHMKA BifnoBiganbHOro 3a
BUPOGHMLTBO Ta KOHTPO/1b SKOCTI
Ait040T peyvoByHN, 6e3 3MiHN MicLA
BMPOGHMLTBA: 3aTBEPAKEHO:
Bakctep Al' (YdbepLutpacce 15, A-
2304 Oprt aH gep foHay, ABcTpisi) /
Baxter AG (Uferstrasse 15, A-2304
Orth an der Donau, Austria).
3anponoHoBaHo: Takega
MaHydhekuypiHr ABcTpis Al
(Ydpeputpacce 15, 2304 OpT aH
nep JoHay, AscTpist) / Takeda
Manufacturing Austria AG
(Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepMiH BBe4EHHSA
3MiH NpoTAroM 6 MicAuiB nicns
3aTBEPLKEHHS.
3miHa A.4, 1A 3miHa Ha3Bu
BMPOGHMKA BifnoBiganbHOro 3a
BUPOGHMLTBO Ta KOHTPO/1b SKOCTI




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
yrnakoBkKa)

3asaBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYyeHHs1

Ailo40T peyvoBuHN, 6e3 3MiHN MicLA
BMPOGHMLTBA: 3aTBEPAXKEHO:
Bakcanta MaHydekuypiHr CAPJI,
(BigginenHs y CiHranypi, 2A
ByaneHac IHgactpian Mapk [ CTpit
2 Cinranyp, 737779, Cinranyp) /
Baxalta Manufacturing SARL,
(Singapore Branch, 2A Woodlands
Industrial Park D Street 2 Singapore,
737779, Singapore).
3anponoHoBaHo: Takega
MaHydekuypiHr Cidranyp Mre. /114,
(BigginenHs y CiHranypi, 2A
ByaneHac 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, 1A 3MiHa Ha3Bu
BMPOGHMKA BifNoBifabHOro 3a
KOHTPO/Tb SKOCTI Ail040i PEeHOBUHM,
6e3 3MiHN MicLA BUPO6HUMLTBA:
3arBepaxeHo: bakctep Al (JlaHre
Annee 24, 1221 BigeHb, ABcTpis) /
Baxter AG (Lange Allee 24, 1221
Vienna, Austria). 3anponoHoBaHo:
Takepa MaHydekuypiHr ABcTpis Al
(NaHre Annee 24, 1221 BiggeHb,
ABcTpisi) / Takeda Manufacturing
Austria AG (Lange Allee 24, 1221
Vienna, Austria). TepMiH BBEAEHHSA
3MiH npoTarom 6 micsAuiB nicns
3aTBEPAKEHHS.

PIKCYBIC

MOPOLLOK Ta
PO3UMHHWK A5
PO34UHY ANS iH EKLIN,
no 3000 MO, 1
h/1aKOH 3 MOPOLLKOM Y
KoMnnekTi 3 1
donakoHoM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiid) no 5 mn
Tanol
npUCTOCyBaHHIO ANs
po3BefeHHs
BAKCIXXEKT Il y

Bakcanta
IHHOBEWLLH3
vmeX

ABCTpist

MapKyBaHHS, BTOPUHHE NaKyBaHHS
Ta Bunyck cepii N3 Ta
PO3UMHHMKA:

Bakcanta Benmxiym
MaHydhekTypiHr CA, Benebris;
BUPOGHMLITBO, KOHTPO/Ib SIKOCTi Ta
nepBuHHe nakyBaHHsA 13:
BakcanTta KOC IHk., CLUA,;
YacTKOBWIA KOHTPO/b SKOCTI M13:
Takefa MaHydek4ypiHr ABCTpis
Al', ABCTpiSi;
YacTKOBWIA KOHTPOSb SKOCTI M13:
Takefa MaHydek4ypiHr ABCTpis

Benebrisi/
CuwA/
ABcTpisi/
Himeuunna

3miHa A.5.b, IA 3miHa Ha3BK
BMPOGHMKA BifnoBifanbHOro 3a
KOHTPOJ1b AIKOCTi FOTOBOrO
niKkapcbKoro 3acoby, 6e3 3miHu
MiCLA BUPOOHMLITBA: 3aTBEPAKEHO:
Bakctep Al (YdhepuTtpacce 15, A-
2304 Oprt aH fep OoHay, ABcTpis) /
Baxter AG (Uferstrasse 15, A-2304
Orth an der Donau, Austria).
3anponoHoBaHo: Takega
MaHydekuypiHr ABcTpis Al
(Ydheputpacce 15, 2304 OpT aH
nep OoHay, AscTpisi) / Takeda

Kopoo6ui Al, ABCTpis; Manufacturing Austria AG
KOHTPO/b AKOCTI ['N13 ("MexaHiuHi (Uferstrasse 15, 2304 Orth an der
BK/IIOYEHHS"): Donau, Austria). TepmiH BBeEHHS

3a
peyenmom

UA/16879/01/05




Ne

Hassa

o ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1

Odpi TexHONOMKM eHf,
IHHOBefLWiOH TM6X, ABCTpIs;
BMPOOGHULITBO, KOHTPO/Ib AKOCTI Ta
nepBUHHE NaKyBaHHS PO3YMHHMKA:
3irgopig XamensH MvbX,
HimeuyumnHa;
cTepunisauisi TPo6oK i MiLLKIB Ans
nepeHeceHHs:

Bect ®apmacbioTikan Cepsices,
IHk, CLLA

3MiH NpOTAroM 6 MicAuiB nicns
3aTBEPMKEHHS.
3miHa A.5.b, IA 3miHa Ha3BK
BMPOGHMKA BifnoBiganbHOro 3a
KOHTPO/Ib SKOCTi FOTOBOrO
niKapcbKoro 3acoby, 6e3 3miHu
Micusa BUPOGHMLTBA: 3aTBEpAKEHO:
Bakctep Al' (JlaHre Annee 24, 1221
BigeHb, AscTpist) / Baxter AG (Lange
Allee 24, 1221 Vienna, Austria).
3anponoHoBaHo: Takega
MaHydekuypiHr ABcTpist Al (JlaHre
Annee 24, 1221 BigeHb, ABcTpis) /
Takeda Manufacturing Austria AG
(Lange Allee 24, 1221 Vienna,
Austria). TepmiH BBeleHHS 3MiH
npoTsirom 6 micsuis nicns
3aTBEPLKEHHS.
Pepaxkuiini npaBku [0 po3giny
nocbe 3.2.P.3.1. BuweHaseneHi
3MiHV Ha3BU BUPOBHWKIB BHOCATbLCA
[0 PeecTpauiiHoro nocBigyeHHs Ta
MeToziB KOHTPOIO SIKOCTI.
3miHa A.4, 1A 3miHa Ha3su
BMPOGHMKA BifnoBiganbHOro 3a
BUPOGHMLTBO Ta KOHTPO/1b SKOCTI
Ait040T peyoBuHN, 6e3 3MiHN MicLA
BMPOGHMLITBA: 3aTBEPAXKEHO:
Bakctep Al' (YdbepLutpacce 15, A-
2304 Oprt aH gep foHay, ABcTpisi) /
Baxter AG (Uferstrasse 15, A-2304
Orth an der Donau, Austria).
3anponoHoBaHo: Takega
MaHydhekuypiHr ABcTpist Al
(Ydheputpacce 15, 2304 OpT aH
nep JoHay, AscTpist) / Takeda
Manufacturing Austria AG
(Uferstrasse 15, 2304 Orth an der
Donau, Austria). TepMiH BBeAEHHSA
3MiH NpOTAroM 6 MicAuiB nicns
3aTBEPLKEHHS.
3miHa A.4, 1A 3miHa Ha3Bu
BMPOGHMKA BifnoBiganbHOro 3a
BUPOGHMLTBO Ta KOHTPO/1b AKOCTI
Ait040T peyoBuHN, 6e3 3MiHN MicLA
BMPOGHMLITBA: 3aTBEPAKEHO:
Bakcanta MaHydekuypiHr CAP/I,
(BigpinenHs y CiHranypi, 2A
Byanengc IHgacTpian Mapk [ CtpiT
2 Cinranyp, 737779, Cinranyp) /




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1

Baxalta Manufacturing SARL,
(Singapore Branch, 2A Woodlands
Industrial Park D Street 2 Singapore,
737779, Singapore).
3anponoHoBaHo: Takega
MaHydekuypiHr Cidranyp Mre. /114,
(BigginenHs y CiHranypi, 2A
ByaneHac 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, 1A 3MiHa Ha3Bu
BMPOGHMKA BifNoBifaIbHOTO 3a
KOHTPO/Tb SKOCTI Ail040i PEeHOBUHM,
6e3 3MiHN MicLA BUPO6HUMLTBA:
3arBepaxeHo: bakctep Al (JlaHre
Annee 24, 1221 BigeHb, ABcTpis) /
Baxter AG (Lange Allee 24, 1221
Vienna, Austria). 3anponoHoBaHo:
Takepga MaHydekuypiHr ABcTpis Al
(NaHre Annee 24, 1221 BiggeHb,
ABcTpisi) / Takeda Manufacturing
Austria AG (Lange Allee 24, 1221
Vienna, Austria). TepMiH BBEAEHHSA
3MiH npoTarom 6 micsAuiB nicns
3aTBEPAKEHHS.




