MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALINHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI
KOMMOETEHTHUMMW OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKW, BEJIMKOI BPUTAHII, LUBEULUAPCBHKOI KOH®EAEPALII,
ANOHII, ABCTPA/NII, KAHAAW, NMIKAPCbKUX 3ACOBIB, L0 3A LLEHTPA/TISOBAHOIO NMPOLEAYPOK 3APEECTPOBAHI
KOMMNETEHTHAM OPFAHOM EBPOMENCbLKOIO COO3Y

Ne Hassa MixHapoo Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa YmoBu Howmep
n/n JliKapcbK0o20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU yrnakosKa) nocBi0YeHHs
mosaHa
Hassa*
1. MNAKCRNOBIA | Nirmatrelvi | Hipmatpen [JOSAE3 | TabneTku, BKpUTI Mdpaiizep CWA mabsemku HimeyunHa/ Type IB A 4. - 3a UA/20163/01/01
rand Bip, 0 NAiBKOBOO EiAy.Ci.Mi. Hipmampensip: Ipnangis/ Administrative peyenmom
ritonavir pUTOHaBIp 0060/10HKO10, M0 150 mr KopnopeiwH BUPOBHMLTBO, ITania/ change - Change in
Ta_Ta6neTK|/|, BKPUTI nepeuHHe CLIJ'AI the name and/or
NiBKOBOIO nakyBaHHS, IHpis/ )
060/10HKOI0, M0 100 BTOPUHHE ManbTta address of: a
MT; 110 4 TaBneTku, nakyBaHHs, manufacturer

BKPUTI NNiBKOBOO
060/10HKOI0, M0 150 mr
Ta no 2 TabneTku,
BKPUTI NNiBKOBOO
060/10HKO10, M0 100 mr
y 6nicTepi, no 5
6nicTepiB y KAPTOHHIl
Kopobui; no 6
TabneTok, BKpUTMX
nAiBKOBOO
060/10HKO0, M0 150 mr
Ta no 5 TabneTok,
BKPUTUX M/1iIBKOBOIO
060/10HKO10, M0 100 mr
y 6nicTepi, no 1
6nicTepy y KapTOHHiii
Kopobu,i

penis/TecTyBaHHsA
KOHTPOJO AKOCTI
cepit,
MapKyBaHHs1,
BMNYCK cepil,
CTabiNbHICTb:
Mdpaiizep
MeHgEKYYPUHT
Hoiuneng MmoéX,
HimeuuunHa;
BUPOBHMLTBO,
nepBuHHE
nakyBaHHS1,
BTOPUHHE
nakyBaHHs,
peni3/TecTyBaHHs
KOHTPOJO AKOCTI
cepit,
MapKyBaHHs1,
BMNYCK cepil,
CTabiNbHICTb:
Mdcpaiizep IpnaHgis
dapmacbtoTikans,
IpnaHgis;
BMPOGHULITBO,
nepBrHHE
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BUMYCK/TECTYBaHH
A1 KOHTPO/IKO SIKOCTi

(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) - To update
the address of the
site responsible for
supplying the
starting material PF-




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4yosUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
cepii, 04349713-01,
MapKyBaHHA, Laurus Labs
BUMyck cepil, Limited, Unit-3

CTabiNbHICTb:
Mdpaiizep ITanisa
C.p.n., Itanis;
TeCcTyBaHHS
CTabiNbHOCTI:
Mdpaiizep IHK.,
CLLA;
mabsiemku
pumoHasip:
BMPOGHMLTBO in
bulk, TecTyBaHHs i
Bunyck in bulk:
XeTtepo Jlabc
NimiTea, IHAjs;
npemikc
puTOHaBIpy:
XeTepo [parc
NimiTen, HAis;
nepBuHHe
nakyBaHHS,
BTOPWHHE
nakyBaHHs,
MapKyBaHHS,
BUNYCK/TECTYBaHH
A1 KOHTPO/IO
AKOCTI, BUMYCK
cepil,
CTabiNbHICTb:
Mdpaiizep
MeHtohekuypuHr
[onuneng MrmoéxX,
HimeyvunHa;
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
MapKyBaHHS,
BUNYCK/TECTyBaHH
1 KOHTPO/O
AKOCTI, BUMYCK
cepii,
CTabiNIbHICTb!
Mdpainzep ITanis

(VSP3), from
“Laurus Labs
Limited, Unit-3
(VSP3), Plot N0.18,
Jawabharlal Nehru
Pharma City,
Parawada,
Visakhapatnam-
531021, Andhra
Pradesh, India” to
“Laurus Labs
Limited, Unit-3
(VSP3), Plot No0.18,
Jawaharlal Nehru
Pharma City,
Parawada,
Anakapalli-531021,
Andhra Pradesh,
India”. There is no
change in the
location of the site.
Type IB A.4. -
Administrative
change - 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




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4yosUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
C.p.n., ITanis; the active substance

nepBuHHe
nakyBaHHs,
BTOPVHHE
nakyBaHHS,
MapKyBaHHS,
BWNYCK cepil:
Mdpaiizep IpnaHgis
dapmacbioTikans,
IpnaHgis;
TEeCTYBaHHS i
Bunyck in bulk:
Papmagokc
Xenckeap /114,,
MaibTa,;
TEeCTyBaHHs i
CTabifbHICTb:
Mdpaiizep IHK.,
CLWA

(VSP4), Plot No. 25,

(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) - To update
the address of the
site responsible for
supplying the
starting material PF-
07328614-01,
Laurus Labs
Limited, Unit-4
(VSP4), from
“Laurus Labs
Limited, Unit-4
(VSP4) Plot No.25,
25A-25K, APSEZ
De-Notified Area,
Lalamkoduru
Village, Rambilli
Mandal
Visakhapatnam -
531011, Andhra
Pradesh, India” to
“Laurus Labs
Limited, Unit-4

25A-25K, APSEZ
De-Notified Area,
Lalamkoduru
Village, Rambilli

Mandal, Anakapalli-




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4yosUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
531011, Andhra
Pradesh, India”.
There is no change
in the location of the
site.
TAMOKCU®PE | tamoxifen | Tamokcudd | LO2BA Tabnetkn, BKpUTI TOB "CaHpfo3 YkpaiHa NOBHUIA LKA HimeuunHa 3mibmn [ Tall 3a UA/19585/01/01
H CAHAO3® €H 01 NNiBKOBOK 0H60/10HKOI0 YKpaiHa" BUPOGHMLTBA: Tuny,besneka, Ib peyernmom
20 mr, no 10 Cantotac ®apma
TabneTok, BKpUTHX v6X, HimeuyunHa,;
NAiBKOBOK 0H60/TI0HKOI0 BTOPVHHE
y 6nicTepi; no 3 abo nakyBaHHs:
no 10 6nicTepis B Canotac Papma
KapTOHHI Kopo6Lyi

'M6X, HimeuunHa




