NMEPENIK

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

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

KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, BEJIMKOI BPUTAHII, LUBEULAPCBHKOI KOH®EAEPALII,

AMNOHII, ABCTPAJII, KAHAAWN, NIKAPCbKNX 3ACOBIB, O 3A LLEEHTPANI3OBAHOLO MNMPOLIEAYPOIO 3APEECTPOBAHI
KOMMETEHTHM OPIrAHOM €BPOMNENCBKOIO COKO3Y

Ne Ha3ssa MiXHapooH Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Howmep
n/n | nikapcbkoe a ditoyoi ATX (nikapcbka ¢hopma, npoyeodypa Bionycky peecmpayjitiHo2o
0 3acoby HernameHm | pe4yoBUHU yrnakosKa) nocBi0YeHHs
oBaHa
Hassa*
1. IBPAHC® Palbociclib Man6ounk | LOLlEF TabneTku, BKpUTI Mcpaiizep Eitu. CLWA Mdpaiizep HimeuunHa Type IA, B.l.b.1.d - 3a UA/18795/01/01
ni6 01 N1iBKOBOIO Ci. Mi. MeHtohekuypuHr Change in the peyenmom

060/10HKO10, MO 75 Mr,

no 7 Tabnetok y
6nictepi; no 3
61icTepun y KapTOHHI
KOpoo6Li

KopnopeiwH

Loiiuneng Mv6X

specification
parameters and/or
limits of an AS,
starting
material/intermedi
ate/reagent -
Deletion of a non-
significant
specification
parameter (e.g.
deletion of an
obsolete
parameter) - To
delete non-
significant
parameter 'Heavy
Metals' from the
specifications of
the active
substance
palbociclib.
BuganeHHs
HEeCyTTEBOrO
napametpa
«Baxki meTanu» 3i
crneundikavii Ha
Aitody peyoBuHy
nasiboumkNio Ha
nigcrasi OuiHKN
pY3KKIB LLOA0
efieMeHTapHux
powmiwok (EIRA)
BiAnNoBiAgHO A0
BMMOT
®apmakonei CLUA
(USP) <232> 1a




Ne Hassa Mi>xHapoOH Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n | nikapcbkoa a ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
0 3acoby HernameHm | pe4yosuHU ynakoska) nocsioyeHHs1
oBaHa
Hassa*
HacTaHosu ICH
Q3D wopao
enemMeHTapHuX
[LOMILLIOK.

Type IA, B.l.a.1.f -
Change in the
manufacturer of
AS or of a starting
material/reagent/
intermediate for
AS - Changes to
quality control
testing
arrangements for
the AS -
replacement or
addition of a site
where batch
control/testing
takes place - To
add Pfizer Asia
Manufacturing Pte
Ltd, 31 Tuas
South Avenue 6,
Singapore
637578, as an
alternative site
responsible for
quality control
testing of the
active substance
palbociclib.

Asia
Ltd, 31 Tuas
South Avenue 6,
Singapore
637578, Ak

BVPOGHMYOI
LinbHUU,

npoesegeHHA

[opasaHHsa Pfizer

Manufacturing Pte

aNbTepHaTUBHOT

BiANOBIAa/IbHOI 3a

KOHTPO/110 AKOCTI

Ljir040i pevyoBuHU




Ne Hassa Mi>xHapoOH Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n | nikapcbkoa a ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
0 3acoby HernameHm | pe4yosuHU ynakoska) nocsioyeHHs1
oBaHa
Hassa*
nanbounknio.
Type IAin,
B.l.a.1.a - Change
in the

manufacturer of
AS or of a starting
material/reagent/
intermediate for
AS - The proposed
manufacturer is
part of the same
pharmaceutical
group as the
currently approved
manufacturer - To
add Pfizer Asia
Manufacturing Pte
Ltd, 31 Tuas
South Avenue 6,
Singapore
637578, as an
alternative site
responsible for
manufacture of
intermediate PF-
00172362,
intermediate PF-
00266998 and
palbociclib active
substance.
[opasaHHs Pfizer
Asia
Manufacturing Pte
Ltd, 31 Tuas
South Avenue 6,
Singapore
637578, 5K
aibTepHaTUBHOT
LinbHUU,
BiANOBIAa/IbHOI 3a
BMPOGHMLITBO
NPOMDKHUX
npoayktis PF-
00172362, PF-
00266998 Ta
Ljir040i pevyoBuHU




Mr, No 7 TabneTok y
6nictepi; no 3
61icTepun y KapTOHHI
Kopoo6Li

parameters and/or
limits of an AS,
starting
material/intermedi
ate/reagent -
Deletion of a non-
significant
specification
parameter (e.g.
deletion of an
obsolete
parameter) - To
delete non-
significant
parameter 'Heavy
Metals' from the
specifications of
the active
substance
palbociclib.
BupaneHHs
HEeCyTTEBOrO
napametpa
«Baxki meTanu» 3i
crneundikaii Ha
Litouy peyoBuHy
nanéouuknié Ha
nigctasi OUiHKN
pY3KKIiB LLOA0
efieMeHTapHux
nowmiwok (EIRA)
BiANOBIAHO A0
BMMOT
dapmakonei CLLA
(USP) <232> T1a
HactaHosu ICH
Q3D wopao
efleMeHTapHUxX
[LOMILLIOK.
Type IA, B.l.a.1.f -
Change in the
manufacturer of

Ne Hassa Mi>xHapoOH Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n | nikapcbkoa a ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
0 3acoby HernameHm | pe4yosuHU ynakoska) nocsioyeHHs1
oBaHa
Hassa*
nasbounknio.
2. IBPAHC® Palbociclib Man6ouwk | LO1EF TabneTkn, BKpUTI Mcpaiizep Eitu. CLWA Mdpaiizep HimeuunHa Type IA, B.l.b.1.d - 3a UA/18795/01/02
ni6 01 nniBKOBOKO Ci. Mi. MeHtohekuypuHr Change in the peuenmom
060/10HKO0, No 100 Kopnope/iLuH [Jonunena MrmeX specification




Hassa

Koo

®opma surnycky

3assBHUK

Kpaina

Bupo6Huk

KpaiHa

Ymosu

PeecmpayitiHa
sionycky

npoyedypa

Homep
peecmpauyitiHo20
nocsioyeHHs1

Ne
n/n

Hassa
”iKapchoa
0 3aco6y

MixxHapoOH
a
HerameHm
oBaHa
Hassa*

ditoyoi
PeYoBUHU

ATX

(nikapcbka ¢hopma,
ynaKosKa)

AS or of a starting
material/reagent/
intermediate for
AS - Changes to

quality control
testing
arrangements for
the AS -
replacement or
addition of a site
where batch
control/testing
takes place - To
add Pfizer Asia
Manufacturing Pte
Ltd, 31 Tuas
South Avenue 6,
Singapore
637578, as an
alternative site
responsible for
quality control
testing of the
active substance
palbociclib.
JopasaHHs Pfizer
Asia
Manufacturing Pte
Ltd, 31 Tuas
South Avenue 6,
Singapore
637578, Ak
a/ibTepHaTUBHOI
BVPOGHMYOT
OinbHUL,
BIANOBIAA/bHOI 32
npoBeseHHs
KOHTPOJIO AKOCTI
Aito40i peyoBUHM
Nan6oLmKNI6.
Type IAin,
B.l.a.1.a - Change
in the
manufacturer of
AS or of a starting

material/reagent/




Ne
n/n

Hassa
JlikapcbKo2
0 3acoby

Mi>xHapoOH
a
HenameHm
oBaHa
Ha3sa*

Hassa
diroyoi
pe4yosuHuU

Koo
ATX

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa
npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsi0YeHHs

intermediate for
AS - The proposed
manufacturer is
part of the same
pharmaceutical
group as the
currently approved
manufacturer - To
add Pfizer Asia
Manufacturing Pte
Ltd, 31 Tuas
South Avenue 6,
Singapore
637578, as an
alternative site
responsible for
manufacture of
intermediate PF-
00172362,
intermediate PF-
00266998 and
palbociclib active
substance.
[opasaHHsa Pfizer
Asia
Manufacturing Pte
Ltd, 31 Tuas
South Avenue 6,
Singapore
637578, 5K
a/ibTepHaTUBHOI
LinbHUU,
BignoBiganbHoI 3a
BMPOGHMLITBO
MPOMiXKHUX
npopykris PF-
00172362, PF-
00266998 Ta
Lit040i pevyoBuHU
nasbounknio.

IBPAHC®

Palbociclib

Man6oumk
ni6

LO1EF

TabneTkn, BKpUTI
nniBKOBOO
060/10HKO0, M0 125
M, M0 7 TabneTok y
6nictepi; no 3
6/1iCTepy Y KAPTOHHIW

Mcpaiizep Eitu.
Ci. Mi.
Kopnope/iLuH

CLWA

Mdcparizep
MeHtohekuypuHr
[Jonunena rmeX

HimeuunHa

Type IA, B.l.b.1.d -
Change in the
specification
parameters and/or
limits of an AS,
starting

3a
peyenmom

UA/18795/01/03




Ne Hassa Mi>xHapoOH Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n | nikapcbkoa a ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
0 3acoby HernameHm | pe4yosuHU ynakoska) nocsioyeHHs1
oBaHa
Hassa*
Kopobui material/intermedi

ate/reagent -
Deletion of a non-
significant
specification
parameter (e.g.
deletion of an
obsolete
parameter) - To
delete non-
significant
parameter 'Heavy
Metals' from the
specifications of
the active
substance
palbociclib.
BupaneHHs
HeCyTTEBOrO
napametpa
«Baxkki MeTasin» 3i
cneuudikauii Ha
[itovy peyoBuHy
nan6ouuknié Ha
nigctasi OuiHkn
pV3VKiB 040
eneMeHTapHuX
pomiwok (EIRA)
BiANOBIAHO A0
BUMOT
dapmakonei CLLUA
(USP) <232>T1a
HacTtaHosu ICH
Q3D wopao
efnleMeHTapHuX
[LOMILLIOK.
Type IA, B.l.a.1.f -
Change in the
manufacturer of
AS or of a starting
material/reagent/
intermediate for
AS - Changes to
quality control
testing
arrangements for




Ne Hassa Mi>xHapoOH Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n | nikapcbkoa a ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
0 3acoby HernameHm | pe4yosuHU ynakoska) nocsioyeHHs1
oBaHa
Hassa*
the AS -
replacement or
addition of a site

where batch
control/testing
takes place - To
add Pfizer Asia
Manufacturing Pte
Ltd, 31 Tuas
South Avenue 6,
Singapore
637578, as an
alternative site
responsible for
quality control
testing of the
active substance
palbociclib.
[opasaHHs Pfizer
Asia
Manufacturing Pte
Ltd, 31 Tuas
South Avenue 6,
Singapore
637578, 5K
a/ibTepHaTUBHOT
BUPOGHMYOT
OinbHWL,
BignoBigasibHOI 3a
npoBefeHHs
KOHTPOJIO SKOCTI
LitoY0T pevoBUHN
nanbounknio.
Type IAin,
B.l.a.1l.a - Change
in the
manufacturer of
AS or of a starting
material/reagent/
intermediate for
AS - The proposed
manufacturer is
part of the same
pharmaceutical
group as the

currently approved




Ne Hassa Mi>xHapoOH Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n | nikapcbkoa a ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
0 3acoby HernameHm | pe4yosuHU ynakoska) nocsioyeHHs1
oBaHa
Hassa*
manufacturer - To

add Pfizer Asia
Manufacturing Pte
Ltd, 31 Tuas
South Avenue 6,
Singapore
637578, as an
alternative site
responsible for
manufacture of
intermediate PF-
00172362,
intermediate PF-
00266998 and
palbociclib active
substance.
[opaBaHHs Pfizer
Asia
Manufacturing Pte
Ltd, 31 Tuas
South Avenue 6,
Singapore
637578, Ak
a/ibTepHaTUBHOI
OinbHWL,
BignoBigasibHOI 3a
BMPOOHULITBO
MPOMiXHUX
npoaykTis PF-
00172362, PF-
00266998 Ta
LitoY0T pevoBUHN
nas16ounKNIb.




