NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMU OPTAHAMU CMOMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLYI, ANOHII, ABCTPANII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne Hassa dopma sunycky (nikapcbka 3assHukK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbK0o20 c¢hopma, ynakoska) Bionycky peecmpayjitiHo2o
3acoby NocBi0YeHHs1
1 IBPAHC® TabneTku, BKPUTI Mdpaizep Eiu. CLA BMPOBOHULITBO, HimeyunHa A.5.a lIAHN — Administrative 3a UA/18795/01/01
NNiBKOBOK 0600HKOI0, MO Ci. Mi. TeCTyBaHHS, NepPBUHHE change - Change in the peyenmom
75 Mmr: no 7 TabneTtok y KopnopeiiwH nakyBaHHs1, BTOPUHHE name and/or address of a

6nictepi; no 3 6nictepn y
KapTOHHIA Kopoobui

nakyBaHHS, BUMYCK Cepii:
Mdpaiizep
MeHogekuypuHr
Joinuneng MrmeX

manufacturer/importer
responsible for batch
release — To update the
address of the site responsible
for manufacturing, quality
control testing, primary
packaging, secondary
packaging and batch release
of the finished product, Pfizer
Manufacturing Deutschland
GmbH, from Betriebsstatte
Freiburg, Mooswaldallee 1,
79090 Freiburg, Germany, to
Mooswaldallee 1, 79108
Freiburg Im Breisgau,
Germany. There is no change
in the location of the site.
3MiHa agpecy BUPO6HMKa
Mdpaiizep MeHgEKUYPUHT
Jonuneng MmbX, HimeuunHa
BifNoBifa/IbHOro 3a
BMPOOHULITBO, TECTYBAHHS,
nepBUHHE NakyBaHHS,
BTOPWMHHE NnakyBaHHA Ta
BUMYCK Cepii roTOBOro
nikapcbkoro 3acoby. [itoya
pefakuis: betpibwreTtTe
dpaiibypr, Myceanbgans 1,
79090 dpaiibypr, HimeuumHa.
MponoHoBaHa pefakuis:
Mycsanbgans 1, 79108
$panbypr Im Bpaiicray,




Ne
n/n

Hassa
JliKapcbKo20
3acoby

®opma sunycky (/ikapcbka
¢hopma, ynakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

HimeuunHa. 3MiHM BHECeHO B
IHCTPYKLi0 018 MeANYHOro
3aCTOCYBaHHSA NikapCbKoro

3acoby [0 po3giny
«Micue3HaxomkeHHs
BUPOGHUKA Ta agpeca Micus
NpoBapKEHHS N0ro

LiSANbHOCTI» 3 BiANOBIAHNMN

3MiHaMu y TeKCTi MapKyBaHHS
ynakoBOK. BBefieHHs 3MiH

NpPOTArom 6-Tn micAuis nicns

3aTBEPKEHHS.

IBPAHC®

TabneTkn, BKpUTI
N/1iBKOBOK 060JI0HKOIO, NO
100 wmr: no 7 Tabnetok y
6nictepi; no 3 6nictepn y
KapTOHHIA Kopoobui

Mcpatizep Eiu.

Ci. M.
KopnopeiiwH

CLWA

BMPOOHULITBO,
TEeCTyBaHHS, NepBUHHE
naxkyBaHHS, BTOPUHHE

nakyBaHHS, BUMYCK cepii:

Mdpaiizep
MeHodekuypuHr
Lonuneng MrmexX

HimeuunHa

A.5.a lAHN — Administrative
change - Change in the
name and/or address of a
manufacturer/importer
responsible for batch
release — To update the
address of the site responsible
for manufacturing, quality
control testing, primary
packaging, secondary
packaging and batch release
of the finished product, Pfizer
Manufacturing Deutschland
GmbH, from Betriebsstatte
Freiburg, Mooswaldallee 1,
79090 Freiburg, Germany, to
Mooswaldallee 1, 79108
Freiburg Im Breisgau,
Germany. There is no change
in the location of the site.
3MiHa agpecy BUPOGHMKa
Mdpaiizep MeHgEKUYPUHT
Jonunena MmbX, HimeuunHa
BiZNOBiJ&/IbHOTO 3a
BMPOOHULITBO, TECTYBAHHS,
nepBUHHE NaKyBaHHS,
BTOPWHHE NakyBaHHA Ta
BUMYCK Cepii roTOBOro
nikapcbkoro 3acoby. [itoua
pefakuis: betpibwreTTe
®paiibypr, MycBanbgasnb 1,
79090 dpaiibypr, HimeuumHa.
MponoHoBaHa pefakuis:

3a
peuyenmom

UA/18795/01/02




Ne
n/n

Hassa
JliKapcbKo20
3acoby

®opma sunycky (/ikapcbka
¢hopma, ynakoska)

3asBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjitiHna npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

MycBanbganb 1, 79108
®paiibypr Im Bpaiicray,
HimeuunHa. 3MiHM BHECEHO B
IHCTPYKLi0 418 MeANYHOro
3aCTOCYBaHHSA NikapCbKoro
3acoby o posginy
«Micue3HaxomKeHHs
BMPOGHMKA Ta agpeca Micus
NPOBaKEHHS 0ro
BisiNTbHOCTI» 3 BiAMNOBIAHUMMN
3MiHaMW Y TEKCTi MapKyBaHHS
ynakoBOK. BBefieHHs 3MiH
NPOTArom 6-Tn MicsaLiB nicns
3aTBEPLDKEHHS.

IBPAHC®

TabneTku, BKpUTI
MN/1iBKOBOKO 060JI0HKOIO, MO
125 mr: no 7 Tabnetok 'y
6nicTepi; no 3 6nictepu y
KapTOHHI Kopo6Li

Mdcpaiizep Eiu.

Ci. Mi.
KopnopeiiwH

CLA

BMPOBGHULITBO,
TEeCTyBaHHS, NepBUHHE
nakyBaHHs!, BTOPUHHE

nakyBaHHS, BUMYCK cepii:

Mdpaiizep
MeHoekyypuHr
[Joliuneng MméX

HimeuunHa

A.5.a IAHN — Administrative
change - Change in the
name and/or address of a
manufacturer/importer
responsible for batch
release — To update the
address of the site responsible
for manufacturing, quality
control testing, primary
packaging, secondary
packaging and batch release
of the finished product, Pfizer
Manufacturing Deutschland
GmbH, from Betriebsstatte
Freiburg, Mooswaldallee 1,
79090 Freiburg, Germany, to
Mooswaldallee 1, 79108
Freiburg Im Breisgau,
Germany. There is no change
in the location of the site.
3MmiHa agpecy BUpobHMKa
Mdpaiizep MeHtoekuypuHr
[Joliuneng rmeX, HimewunHa
BiANOBIJ&/IbHOTO 3a
BMPOOHULITBO, TECTYBaHHS,
NnepBWHHE NaKkyBaHHS,
BTOPMHHE NakyBaHHA Ta
BUMNYCK cepii roToBOro
nikapcbkoro 3acoby. fditoya
pepakuis: betpi6bwreTtTe
Ppaiibypr, Mycsanbgans 1,

3a
peuenmom

UA/18795/01/03




Ne Hassa ®opma sunycky (/ikapcbka 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHna npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) BionycKy peecmpayitiHo2o
3acoby nocsi04YeHHs1

79090 dpaiibypr, HimeuumHa.
MponoHoBaHa pegakuis:
Mycsanbgans 1, 79108
®paiibypr Im Bpaiicray,

HimeyunHa. 3miHV BHECEHO B

IHCTPYKUi0 4N MeANYHOro
3aCTOCYBaHHS NikapCbKoro
3acoby go posginy
«Micue3HaxoaKeHHs!
BMPOGHMKA Ta agpeca Micud
NPOBaKEHHS Oro
LisANbHOCTI» 3 BiANOBIAHUMN
3MiHaMW Y TEKCTi MapKyBaHHS
ynakoBoK. BBefieHHs 3MiH

NpoTArom 6-Tn MicsliB nicns

3aTBEPKEHHS.




