MEPENIK
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, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6HuUK Kpaina PeecmpayjitiHa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, npoyeoypa Bionycky peecmpayjitiHo2o
3acoby yrnakosKa) nocsioYeHHs
1 CIBIHKBO TabneTkn, BKPUTI Mdbaiizep CWA Mdpaiizep MeHoheEKUYPUHT HimeyunHa | A. ADMINISTRATIVE 3a UA/19698/01/01
NNiBKOBOK 060/I0HKOHO, Eity.Ci.Mi. Joiunena MmoX CHANGES - A4 peyenmom
no 50 mr; no 7 TabneToK, KopnopeiiwH Change in the name

BKPUTMX M/1IBKOBOIO
060/10HKOI0, Y 6riicTepi,
no 4 6nictepn y
KapTOHHI KOpo6Li

and/or address of: a
manufacturer
(including where
relevant quality
control testing sites);
or an ASMF holder;
or a supplier of the
active substance,
starting material,
reagent or
intermediate used in
the manufacture of
the active substance
(where specified in
the technical dossier)
where no Ph. Eur.
Certificate of
Suitability is part of
the approved dossier;
or a manufacturer of
a novel excipient
(where specified in
the technical dossier)
- Variation type IA.
To change the name
and update the
address of the site
responsible for
manufacturing and
quality control testing
of the active
substance (Cibinqo




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

and Vfend) and
manufacturing of the
active substance
intermediate (Cibinqo
only) from Pfizer
Ireland
Pharmaceuticals
(Ringaskiddy API
Plant, Ringaskiddy,
County Cork, Ireland)
to Pfizer Ireland
Pharmaceuticals
Unlimited Company
(Ringaskiddy API
Plant, Ringaskiddy,
Co. Cork, P43 X336,
Ireland). There is no
change in the location
of the site.

CIBIHKBO

TabneTkn, BKpUTI
NNiBKOBOK 0O0/10HKOHO,
no 100 mr; no 7
Tab1eToK, BKPUTUX

NAiBKOBOK 060/I0HKO0, Y
6nicTepi, no 4 abo no 13

6nicTepiB y KAPTOHHIN
Kopooui

Mdpbainzep
Eiiu.Ci.Mi.
KopnopeiiwH

CLIA

Mdpaiizep MeHoekuypuHr
Joiuneng rmox

HimeyunHa

A. ADMINISTRATIVE
CHANGES - A4
Change in the name
and/or address of: a
manufacturer
(including where
relevant quality
control testing sites);
or an ASMF holder;
or a supplier of the
active substance,
starting material,
reagent or
intermediate used in
the manufacture of
the active substance
(where specified in
the technical dossier)
where no Ph. Eur.
Certificate of
Suitability is part of
the approved dossier;
or a manufacturer of
a novel excipient
(where specified in
the technical dossier)

3a
peyenmom

UA/19698/01/02




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

- Variation type IA.
To change the name
and update the
address of the site
responsible for
manufacturing and
quality control testing
of the active
substance (Cibinqo
and Vfend) and
manufacturing of the
active substance
intermediate (Cibinqo
only) from Pfizer
Ireland
Pharmaceuticals
(Ringaskiddy API
Plant, Ringaskiddy,
County Cork, Ireland)
to Pfizer Ireland
Pharmaceuticals
Unlimited Company
(Ringaskiddy API
Plant, Ringaskiddy,
Co. Cork, P43 X336,
Ireland). There is no
change in the location
of the site.

CIBIHKBO

TabneTkn, BKPUTI
NNiBKOBOK 0O60/I0HKOIO,
no 200 mr; no 7
TabneToK, BKPUTKX
NiBKOBOK 0B0/TOHKOLO, Y
6nictepi, no 4 abo no 13
6nicTepiB y KAPTOHHIN
Kopooui

Mcpaiizep
Eiiy.Ci.Mi.
KopnopeiiwH

CLWA

Mdpaiizep MeHdeK1ypuHr
Joiuneng MrweX

HimeyunHa

A. ADMINISTRATIVE
CHANGES - A4
Change in the name
and/or address of: a
manufacturer
(including where
relevant quality
control testing sites);
or an ASMF holder;
or a supplier of the
active substance,
starting material,
reagent or
intermediate used in
the manufacture of
the active substance
(where specified in

3a
peuenmom

UA/19698/01/03




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, npoyeoypa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

the technical dossier)
where no Ph. Eur.
Certificate of
Suitability is part of
the approved dossier;
or a manufacturer of
a novel excipient
(where specified in
the technical dossier)
- Variation type IA.
To change the name
and update the
address of the site
responsible for
manufacturing and
quality control testing
of the active
substance (Cibinqo
and Vfend) and
manufacturing of the
active substance
intermediate (Cibinqo
only) from Pfizer
Ireland
Pharmaceuticals
(Ringaskiddy API
Plant, Ringaskiddy,
County Cork, Ireland)
to Pfizer Ireland
Pharmaceuticals
Unlimited Company
(Ringaskiddy API
Plant, Ringaskiddy,
Co. Cork, P43 X336,
Ireland). There is no
change in the location
of the site.




