NMEPENIK

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

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

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

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

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1 BI3BKbIO PO34UH A5 iH'EKLLN, HosapTic LBeiiyapis BUMYCK Cepiii: Benbrisa 3MiHu | TUny 3a UA/18277/01/01
120 mr/mn; no 1 OBepci3 AnkoH-KyBpbOp , Benbris [HimeuunHa/ B.Il.d.1.a, type IB - Change in |peyenmom
hniakoHy B IHBECTMEHTC BMNYCK Cepii: Icnanis/ the specification parameters
KOMM/IEKTi 3 FO/IKO0 Al HoBapTic ®apma 'm6X, LWsenuapis/ and/or limits of the finished
QiIbTPYBa/ILHOKO B HimeuunHa CnoBeHis product — Tightening of
KOpOOLii 3 KapTOHY BUMYCK Cepiii: specification limits:
HosapTic ®apmacbloTuka, To tighten the finished product
C.A., IcnaHis specification limits for pH
BWMYCK Cepiii, BTOPUHHE release and shelf-life and as
nakyBaHHs: consequence the proven
Nek ®apmacbloTukasnc a.a., acceptable range (PAR) for
CnoBeHis process parameter "pH
BMPOBGHULTBO CTEPU/ILHOTO adjustment’ is also tightened
nikapcbKoro 3acoby - from pH range 7.0 — 7.4 to pH
rOTYETbCA acenTUYHO; range 7.1 —7.4.
nepBUHHE NakyBaHHS; The MAH took opportunity to
KOHTPO/b AKOCTI - introduce editorial changes in
XIMIYHWA/Di3NYHMIA, section 3.2.P.3.3 and update
KOHTPO/1b SIKOCTi - the section 3.2.A.1.
MiKPOGIONOTiYHWNIA - He
CTEPUSIbHICTb; KOHTPO/b
SAKOCTi - MiKpOGIOSIOrivHNIA -
CTEPUSIbHICTb; BTOPUHHE
nakyBaHHS:
Hosapric ®apma LUTeiH AT,
LLBeinuapis
KOHTPO/1b SIKOCTi -
6ionorivyHui
HoBapric ®apma AT,
Lsenuapis
2. BI3KbIO PO34uH A5 iH'EKLN, HosapTic LBeiiLapis BUMYCK Cepiii: Benbria BHECEHHSA 3MiH 40 3a UA/18277/01/01
120 mr/mn; no 1 Osepci3 AnKoH-KyBpbop , benbris /HimeuunHa/ peecTpauifiHux matepianis:  |peyernmom
hnakoHy B IHBECTMEHTC BUMYCK Cepii: IcnaHis/ B.Il.b.l.a type IAIn -
KOMMEKTi 3 FO/IKOt0 Al HoBapTic ®apma 'm6X, Lseliyapis/ Replacement or addition of a
iNbTPYBa/IbHOK B HimeyunHa CnoBeHist manufacturing site for the FP -




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

KOpOGLi 3 KAPTOHY

BWMYCK Cepiii:
HoBapTic ®apmacbioTuka,
C.A,, IcnaHis
BWMYCK Cepiii, BTOPUHHE
nakyBaHHs:

Nek ®apmacbloTukasic a.4a.,
CnoseHis
BMPOGHWLITBO CTEPU/ILHOIO
NikapcbKoro 3acoby -
rOTYETbCS aCenTUYHO;
NepBYHHE NaKyBaHHS;
KOHTPO/1b SKOCTi -
XiMIYHWIA/I3NYHWIA,
KOHTPO/b AKOCTI -
MiKPO6IONOriYHWNIA - He
CTEPUSIBbHICTb; KOHTPO/1b
SAKOCTi - MiKpO6ioSIorivHNiA -
CTEPU/IBbHICTb; BTOPUHHE
nakyBaHHs:
Hosaprtic ®apma LUTteiH AT,
LLBeiuapis
KOHTPO/b AKOCTI -
6ionorivyHui
HoBapTic ®apma AT,
LBeiiuapis

Secondary packaging site
To add Lek Pharmaceuticals
d.d. (Verovskova ulica 57,
Ljubljana, 1526, Slovenia) as a
site responsible for secondary
packaging of the finished
product. BBegeHHs1 3mMiH
npoTarom 6-Tm micsAuiB nicns
3aTBEPIKEHHS.
B.1l.b.2.c.I type IAin - Change
to importer, batch release
arrangements and quality
control testing of the FP -
Replacement or addition of a
manufacturer responsible for
importation and/or batch
release
- Not includin batch control
testin
To add Novartis Pharma GmbH
(Roonstrabe 25, 90429
Nuremberg, Germany) as a site
responsible for batch release
(not including batch
control/testing) of the finished
product. BBegeHHs 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPKEHHS.
B.Il.b.2.c.l type IAin - Change
to importer, batch release
arrangements and quality
control testing of the FP -
Replacement or addition of a
manufacturer responsible for
importation and/or batch
release
- Not includin batch control
testin
To add Novartis Farmaceutica,
S.A. (Gran Via de les Cot-ts
Catalanes 764, 08013
Barcelona, Spain) as a site
responsible for batch release
(not including batch
control/testing) of the finished




Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

product. BBegeHHs 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPKEHHS.
B.1l.b.2.c.l type IAin - Change
to importer, batch release
arrangements and quality
control testing of the FP -
Replacement or addition of a
manufacturer responsible for
importation and/or batch
release
- Not includin batch control
testin
To add Lek Pharmaceuticals
d.d. (Verovskova ulica 57,
Ljubljana, 1526 Slovenia) as a
site responsible for batch
release (not including batch
control/testing) of the finished
product. BBeeHHs 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPKEHHS.

IBPAHC®

TabneTku, BKPUTI
NiBKOBOIO
060/10HKOI0, M0 75
Mr: Nno 7 TabneTok y
6nictepi; no 3
6nictepuny
KapTOHHI KopooLi

Mdpaiizep
Eiiu. Ci. M.
Kopnopeiiw,
CWA

CLIA

BMPOGHMLTBO, TECTYBAHHS,

NepBUHHE NakyBaHHS,
BTOPUHHE NakyBaHHS,
BUNYCK cepii:

Mdphaiizep MeHodekyypuHr

Joinuneng MrmeX

HimeuunHa

A.6., IA - Administrative change
- Change in ATC Code/ATC
Vet Code - Update of
palbociclib ATC code based on
the last revised classification of
the Cyclindependent kinase
(CDK) inhibitors made by the
WHO. 3MiHV BHECEHO B
IHCTPYKL,tO 415 MEANYHOTO
3aCTOCyBaHHS NikapCbKoro
3acoby [0 po3ginis
«®apmMakoTepaneBTU4Ha
rpyna». BBegeHHs 3MiH
NpoTArom 9-Tn MicALiB nicns
3aTBepaxeHHs. Marketing
authorisation holder submitted
to the European Medicines
Agency, a periodic safety
update report (PSUR). On the
basis of the PRAC
recommendation and the
PRAC assessment report,
recommends by consensus the

3a
peuenmom

UA/18795/01/01




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

variation: Update of sections
4.4 and 4.8 of the SmPC to
include a warning/precaution
regarding venous
thromboembolism and add the
adverse reactions palmar-
plantar erythrodysaesthesia
syndrome and venous
thromboembolism with a
frequency common.
3MiHV BHECEHO B iHCTPYKLItO
ONst MEAVYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny
«®apMaKonoriyHi
B/1ACTMBOCTI»; B pO3/inax
«Cnocib 3acTocyBaHHs Ta
[03u» Ta «[Mo6ivHI peakujii»
3MiHEHO NuLLe HymepaLito
Tabnvub, BiANOBIAHO [0
OHOBJ/1EHb, BHECEHMWX B PO3Aini
«®apMaKonoriyHi
BNaCTUBOCTI».
BBeneHHs 3MiH npoTarom 9-tn
MicsILIB NicNsi 3aTBEPAKEHHS.
C.1.4., 1l - Change(s) in the
SPC, Labelling or PL due to
new quality, preclinical, clinical
or pharmacovigilance data -
Update of section 5.1 of the
SmPC in order to update
efficacy and safety information
based on final OS results from
study A5481008 (PALOMA-2,
“A Randomized, Multicenter,
Double-blind Phase 3 Study of
PD-0332991 (Oral CDK 4/6
Inhibitor) Plus Letrozole Versus
Placebo Plus Letrozole for the
Treatment of Postmenopausal
Women with ER (+), HER2 (-)
Breast Cancer Who Have Not
Received Any Prior Systemic
Anti-Cancer Treatment For
Advanced Disease”) to fulfil
REC 2.




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

In addition, the MAH took the
opportunity to align Annex I
with the current QRD template.
3MiHM BHECEHO B IHCTPYKLiO
AN MeAVYHOTO 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao
po3gainis «Oco6anBOCTI
3acTocyBaHHs» Ta «lo6iyHi
peakuji».

BBefieHHs 3MiH NpoTArom 9-1m
MiCALiB NiC/1A 3aTBEPOXEHHS.
C.1.4., 1l - Change(s) in the
SPC, Labelling or PL due to
new quality, preclinical, clinical
or pharmacovigilance data -
Update of section 5.3 of the
SmPC in order to update the
primary target organ findings
and development toxicity
wording.

[JaHa 3miHa nepepgbavae
BHECEHHS 3MiH [0
OpUriHasIbHOT KOPOTKOT
xapakrepuctukn EU-SmPC B
po3gini 5.3 Preclinical safety
data, iHthopmaLjia 3 AKoro He
Bifo6paxeHa B IHCTPYKLUIT An1A
MeLMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby.
BBeeHHs 3MiH npoTarom 9-n
MicsLIB Nicnsi 3aTBEPAKEHHS.
C.1.13., Il - Other variations not
specifically covered elsewhere
in this Annex which involve the
submission of studies to the
competent authority -
Submission of an updated RMP
version 1.9 in order to remove
the Important Potential Risk
Hyperglycaemia based on the
study results from A5481027, a
PAM adopted at the initial MA,;
this is a multicentre,
randomized, double-blind,
phase 3 study of palbociclib




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

plus letrozole versus placebo
plus letrozole for the treatment
of previously untreated Asian
postmenopausal women with
ER-positive, HER2-negative
advanced breast cancer to
evaluate the effect of
palbociclib on hyperglycaemia -
Category 3 Study.

Mpwn npoueaypi BHECEHHA 3MiH
3a No.
EMEA/H/C/003853/11/0037 go
EMA 6yno HagaHo MYP Bepcil
1.8 Ta foonpayboBaHy BEPCIilo
1.9 (chiHa/IbHO 3aTBEPAKEHY).
Oo6wugsi Bepcii Mnany
yNpaBiHHA pu3nKamm
npuBeLeHo B HaJaHnX
mMartepianax [JOoCbeE.
OHoBrieHHa go MNYP onvcaHo B
pesiome, NpUBELEHOMY HUXYE.
OO6I'pyHTYBaHHA O/18 NOAAHHS
oHoBnieHoro MYP, Bepcis 1.9:
BuaaneHHs Baxnunseunx
iieHTUhikoBaHNX PU3NKIB
(mienocynpecis [HeliTponeHis,
aHewmis,
Tpomb6ouuToneHis] Ta
I3/1/MHEBMOHIT) | B&X/TMBUX
NOTEHLIHNX PU3VKIB

(nopoBXeHHSA
iHTepBasty QT, rineprrikemis)
Ta BifCyTHbOI iHdhopmaLii
(nauieHTn Yonosiyoi cTarTi) 3
ycix
BIANOBIAHUX pPO3AiNiB
Pestome 3HauHMX 3MiH B MYP:
* YactuHa I: Bes peparysaHb
e YactuHa Il Mogynb Sl: bes
peparysaHb
* YactuHa Il Mogyns Sll: Bes
peparyBaHHb
* YactuHa I, mogyns Sl
BunpasneHHa Tabnvub

ekcno3suuii CT (BunpasneHHs:




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
nauieHTn, sKi

oTpumyBasn nnauebo 3
pocnimkeHHsa A5481023, 6ynu
HenpasW/IbHO BK/IOYEHI B YCi

pesynbTaTy,
a onsa A5481027 I6paHc
nauieHT 6ynm NnoMuIKOBO
BUK/THOYEHI 3 ABOX Tabnmupb
[03yBaHHSA.)
* YactuHa Il Mogynb SIV: bes
peparysaHb
e YactnHa Il Mogynb SV: be3s
pefaryBaHb
e YacTtuHa Il Mogyns SVII:
BrganeHHs suesasHavyeHnx
PU3KKIB i BIACYTHLOT
iHbopmaLii 3
yCiX BiAMNOBIAHUX PO34iNiB i
KOpWryBaHHs Tabnuup Woao
3actocoBHuX CT pu3ukiB (AmMB.
BUMNPAaB/IEHHS, BK/TIOYEHE B
YacTtuny Il Mogyns Sl suie)
« YactmHa Il Mogynb SVIII:
BrganeHHs suesasHavyeHnx
pU3KKiB Ta BiACYTHLOT
iHdpopmaLi
* YactuHa lll: gocnigpxeHHs
A5481027 BuganeHo.
* YactnHa V: BuganeHus
BULLE3a3HAYEHMX PUSUKIB i
Bi4CYTHbOI iHdhopMaLii 3 yCix
Bi4NoOBIAHNX
po3ginis.
* YacTtuHa VI. BuganeHHs
BYLLe3a3HAYEHMX PUSUKIB i
BiCYTHbOI iHDopMaLLii 3 yCiX
BiANOBIAHUX pO34inis
» OHOB/IEHHA fojaTkis 7,8
OO6I'pyHTYBaHHA A/151 NOAAHHS
oHoBnieHoro MYP, Bepcis 1.8:
lMponoHoBaHO BUAAIUTH
BaXKNMBUIA NOTEHLIAHUIA PU3MK
rineprnikemii Ha OCHOBI
pesynbTaris

AocnigpkeHHs 3 A5481027.




Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

Pe3tome 3Ha4yHUX 3miH B MYP:
* YacTtuHa |: be3 pegaryBaHb
* YactuHa Il Mogynb Sl: Bes
peparysaHb
* YactnHa Il Mogyne Sl
He3HauHi npaBku
e YactuHa Il Mogynb Slll:
OHOB/1EHO Tabnnui ekcnosunuii
CT, wo6 skiountn A5481027.
* YactnHa Il Mogynb SIV:
[o4aHOo AaHi focimKeHHS
Ab5481027
* YactuHa Il Mogynb SV:
OHOBJ/IEHO NOCTMAPKETUHIOBUIA
eKcrno3unu,ito.
* YactuHa Il Mogynb SVII:
OHoB/eHa iHdopmaLis npo
NOCTMapPKETUHTOBWI PU3MK.

* YacTtuHa Il Mogyne SVIII:
3anponoHoBaHo BUAANEHHS
BaXK/IMBOr0 NOTEHLHOTO
pU3nKy
«inepraikemis»

* YactuHa lll: BnganeHo
pocnigpkeHHa A5481027.

* YacTtuHa V: 3anpornoHoBaHo
BUAA/IEHHS BXK/IMBOTO
NOTEHLIAHOTO PU3NKy
«linepraikemis».

* YactnHa VI: BuganeHo
BaXX/IMBUIA NOTEHLINHWIA PU3NK
Finoknikemito.

* OHoBeHHA JopaTkis 2,3,7,8.

IBPAHC®

TabneTkn, BKPUTI
niBKOBOIO
060/10HKot0, no 100
Mr: no 7 TabneTok y
6nictepi; no 3
6nictepn y
KapTOHHI kopo6LUi

Mdpaiizep
Eitu. Ci. M.
Kopnopeiiw,
CLWA

CWA

BVIpO6HVILI,TBO, TeCTyBaHHA,

nepBuHHE NnakyBaHHS,
BTOPVHHE NakKyBaHHS,
BWMNYCK cepil:

Mdpaiizep MeHodek4ypuHr

[oiuneng M6X

HimeuunHa

A.6., IA - Administrative change
- Change in ATC Code/ATC
Vet Code - Update of
palbociclib ATC code based on
the last revised classification of
the Cyclindependent kinase
(CDK) inhibitors made by the
WHO. 3MiHV BHeCeHO B
IHCTPYKLUitO 4NA MeANYHOro
3aCTOCYyBaHHSA NiKapCbKoro
3acoby o po3ainis
«PapmakoTepanesTMyHa

3a
peyenmom

UA/18795/01/02




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

rpyna». BBefeHHs 3MiH
npoTaArom 9-Tm micAuiB nicns
3aTBepxeHHs. Marketing
authorisation holder submitted
to the European Medicines
Agency, a periodic safety
update report (PSUR). On the
basis of the PRAC
recommendation and the
PRAC assessment report,
recommends by consensus the
variation: Update of sections
4.4 and 4.8 of the SmPC to
include a warning/precaution
regarding venous
thromboembolism and add the
adverse reactions palmar-
plantar erythrodysaesthesia
syndrome and venous
thromboembolism with a
frequency common.
3MiHV BHECEHO B iHCTPYKLIitO
A58 MeJNYHOro 3aCTOCYyBaHHS
nikapcbKoro 3acoby Ao po3giny
«®PapmakonoriyHi
BN1ACTVBOCTI»; B po3fjinax
«Cnocib 3acTocyBaHHS Ta
[03n» Ta «[o6iYHI peakwii»
3MiHEHO NuLLle HyMepaL,ito
Tabnvub, BiANOBIAHO [0
OHOB/1EHb, BHECEHMX B PO34ini
«®dapmakonoriyHi
B/IACTMBOCTI».
BBefieHHs 3MiH NpoTArom 9-1m
MiCALiB NiC/1A 3aTBEPIXEHHS.
C.1.4., 1l - Change(s) in the
SPC, Labelling or PL due to
new quality, preclinical, clinical
or pharmacovigilance data -
Update of section 5.1 of the
SmPC in order to update
efficacy and safety information
based on final OS results from
study A5481008 (PALOMA-2,
“A Randomized, Multicenter,




Ne

Hassa

o ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

Double-blind Phase 3 Study of
PD-0332991 (Oral CDK 4/6
Inhibitor) Plus Letrozole Versus
Placebo Plus Letrozole for the
Treatment of Postmenopausal
Women with ER (+), HER2 (-)
Breast Cancer Who Have Not
Received Any Prior Systemic
Anti-Cancer Treatment For
Advanced Disease”) to fulfil
REC 2.

In addition, the MAH took the
opportunity to align Annex |l
with the current QRD template.
3MiHN BHECEHO B iIHCTPYKLIitO
A5 MeiYHOro 3aCTOCYyBaHHS
nikapcbKoro 3acoby fo
po3ginis «Oco6nnBOCTi
3acTocyBaHHA» Ta «[Mo6iuHi
peakuji».

BBeneHHs 3MiH npoTarom 9-tn
MiCALiB NiCNA 3aTBEPIKEHHS.
C.1.4., 1l - Change(s) in the
SPC, Labelling or PL due to
new quality, preclinical, clinical
or pharmacovigilance data -
Update of section 5.3 of the
SmPC in order to update the
primary target organ findings
and development toxicity
wording.

[JaHa 3miHa nepegbavae
BHECEHHS 3MiH [0
OpUriHasIbHOT KOPOTKOT
xapakrepuctnkm EU-SmPC B
po3gini 5.3 Preclinical safety
data, iHtbopmaLisa 3 SKoro He
Bif06GpaxkeHa B IHCTPYKLUIT AnA
MeJMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby.
BBefieHHs 3MiH NpOTArom 9-1m
MicALIB Nicns 3aTBepaXKEHHS.
C.1.13., II - Other variations not
specifically covered elsewhere
in this Annex which involve the




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
submission of studies to the

competent authority -
Submission of an updated RMP
version 1.9 in order to remove
the Important Potential Risk
Hyperglycaemia based on the
study results from A5481027, a
PAM adopted at the initial MA,;
this is a multicentre,
randomized, double-blind,
phase 3 study of palbociclib
plus letrozole versus placebo
plus letrozole for the treatment
of previously untreated Asian
postmenopausal women with
ER-positive, HER2-negative
advanced breast cancer to
evaluate the effect of
palbociclib on hyperglycaemia -
Category 3 Study.
Mpu npouenypi BHECEHHS 3MiH
3a No.
EMEA/H/C/003853/11/0037 o
EMA 6yno HagaHo MYP Bepcii
1.8 Ta goonpauboBaHy Bepcito
1.9 (dpiHasIbHO 3aTBEPKEHY).
O6uasi Bepcii MnaHy
yNpaBnAiHHA pu3nKamm
npuBeAeHO B HaZaHNX
mMartepianax 4oCbe.
OHoBrieHHA go MNMYP onucaHo B
pestome, NpUBEAEHOMY HUXYeE.
OO6I'pYHTYBaHHA A1 NOAAHHS
oHosrieHoro MYP, Bepcisa 1.9:
BuaaneHHs BaximBmx
iieHTUhikoBaHNX PU3NKIB
(mienocynpecis [HeliTponeHis,
aHewmis,
TpombGouuToneHis] Ta
I3/1/MHEBMOHIT) | BXXIMBUX
NOTEHLAHNX PU3MKIB
(nopoBXeHHA
iHTepsanty QT, rinepriikemis)
Ta BifgCyTHbLOI iHGhopmaLit

(nauieHTn YonoBgiyoi cTari) 3




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

yCix
BiANOBIAHUX pO3iniB

* YacTtuHa |: be3 peparyBaHb

* YactuHa Il Mogynb Sl: Bes
pefarysaHb

« YactnHa Il Mogynb Sll: Bes
peparyBaHHb

* YactuHa ll, mogynb Sl

BunpasneHHa Tabnvub
ekcnosuuii CT (BunpasneHHs:
nauieHTn, sk

oTpuMyBanu nnayebo 3

pocnimkeHHsa A5481023, 6ynu

HenpaBW/IbHO BK/IOYEHI B YCi

pesynbTaTy,

a onsa A5481027 I6paHc
nauieHTn 6ynm NOMUIKOBO
BUK/IIOYEHI 3 ABOX Tabnuub

[03yBaHHS.)
e YactnHa Il Mogynb SIV: bes
pefarysaHb

e YactnHa Il Mogynb SV: be3s

pefarysaHb
* YactuHa Il Mogyns SVII:
BrganeHHs suesasHavyeHnx
pY3uKiB i BiACYTHLOT
iHbopmaLii 3

YCiX BignoBiAHWX PO3AiNiB i
KOpWryBaHHs Tabnuup Wopao
3actocoBHMX CT pusukiB (gmB.
BUMPAaB/IEHHSA, BK/TIOYEHE B
YactuHy Il Mogyns SliI suie)
* YactuHa Il Mogyns SVIII:
BrpaneHHs suwesasHavyeHnx

pU3KKiB Ta BiACYTHLOI

iHchopmavii
* YacTtuHa lll: gocnipxeHHs
A5481027 BuganeHo.

* YacTtuHa V: BuganeHHs
BYLLIe3a3HAYEHNX PUSUKIB i
BifCYTHbOI iHGhopMaLiT 3 yCiX
BiAMNOBIAHMX

po3ginis.

Pestome 3HayHux 3miH B MYP:

* YacTtuHa VI: BuganeHus




PeecmpayjitliHa npoyedypa

Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma suUnycKy
(nikapcbka ghopma,
ynakoska)

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

BULLEe3a3HAYEHUX PUSKKIB i

Bionycky

peecmpayiliHo2o
nocsi04YeHHs1

BiCYTHbOI iHGhopMaLiT 3 yCiX
BiANOBiAHUX po34inis
» OHOBEHHs goaaTkis 7,8
OOGI'pyHTYBaHHA 4151 NOAAHHS
oHosneHoro MYP, Bepcia 1.8:
[NponoHoBaHO BUAANIUTYU
BaXX/TIMBUIA NOTEHLIHWIA PU3NK
rinepriikemii Ha OCHOBI
pesynbTaris
JocnimpkeHHs 3 A5481027.
Pestome 3HauyHUX 3miH B MYP:
* YactuHa |: Bes peparysaHb
* YactuHa Il Mogynb Sl: Bes
pefarysaHb
* YactuHa Il Mogynb SllI:
He3HauyHi NpaBku
* YactnHa Il Mogyns Slll:
OHOB/EHO TabNuLi ekcnosnuii
CT, wo6 swiountn A5481027.
e YacTtuHa Il Mogynb SIV:
[04aHO0 AaHi foCimKeHHS
A5481027
e YactuHa Il Mogynb SV:
OHOBJ/IEHO NOCTMAPKETUHIOBUIA
€eKCno3uu,ito.
* YacTtuHa Il Mogyns SVII:
OHoB/eHa iHdhopmaLis npo
NMOCTMapKETUHTOBUIA PU3MK.
* YacTtuHa Il Mogyne SVIII:
3anponoHoBaHo BUAa/IEHHS
Ba)X/IMBOr0 NOTEHL,AHOTO
pU3nKy
«lineprnikemis»
* YactuHa lll: BupaneHo
pocnigxeHHs A5481027.
* YactnHa V: 3anponoHosaHo
BUAASIEHHS BXX/IMBOTO
NOTEHLiAHOrO PU3NKY
«linepraikemis».
e YacTtuHa VI: BugasneHo
BaXKNMBUIA NOTEHLIAHUIA PU3MK
Finoknikemito.
* OHoBNeHHA JopaTkis 2,3,7,8.
A.6., IA - Administrative change

3a

UA/18795/01/03

IBPAHC®

TabneTkn, BKpUTI

Mdpainzep

CWA

BMPOGHULITBO, TECTYBAHHS,

HimeuunHa




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
NNiBKOBOKO Eiu. Ci. M. nepBUHHE NakyBaHHSA, - Change in ATC Code/ATC  |peyenmom
060/10HKOI, N0 125 | Kopnopeiw, BTOPWHHE MaKyBaHH4, Vet Code - Update of
Mr: no 7 Tabnetok y CWA BUNYCK cepil: palbociclib ATC code based on

6nictepi; no 3
onictepuny
KapTOHHI kopobui

Mdpaiizep MeHeKUYPUHT
Joiuneng Mrmex

the last revised classification of
the Cyclindependent kinase
(CDK) inhibitors made by the
WHO. 3MiHn BHECEHO B
IHCTPYKLUiIO AN MeANYHOro
3aCTOCYBaHHS J1iKapCbKOro
3acoby fo po3ginis
«PapmMakoTepaneBTU4Ha
rpyna». BBefeHHs1 3MiH
nNpoTArom 9-Tn MicALiB nicns
3aTBepaxeHHs. Marketing
authorisation holder submitted
to the European Medicines
Agency, a periodic safety
update report (PSUR). On the
basis of the PRAC
recommendation and the
PRAC assessment report,
recommends by consensus the
variation: Update of sections
4.4 and 4.8 of the SmPC to
include a warning/precaution
regarding venous
thromboembolism and add the
adverse reactions palmar-
plantar erythrodysaesthesia
syndrome and venous
thromboembolism with a
frequency common.
3MiHN BHECEHO B iHCTPYKLtO
ANt MEAVYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3giny
«PapmakonoriyHi
B/1ACTVBOCTI»; B po3finax
«Cnocib 3acTocyBaHHS Ta
[03n» Ta «[Mo6ivHi peakw,ii»
3MiHEHO NuLLIe HyMepaLito
Tabnmupb, BiANOBIAHO A0
OHOBJ/IEHb, BHECEHMX B PO34ini
«®apmMaKonoriyHi
BNaCTUBOCTI».
BBeAeHHs 3MiH npoTaromM 9-n




Ne

Hassa

o ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

MicAUIB Nicns 3aTBepKEHHS.
C.1.4., 1l - Change(s) in the
SPC, Labelling or PL due to
new quality, preclinical, clinical
or pharmacovigilance data -
Update of section 5.1 of the
SmPC in order to update
efficacy and safety information
based on final OS results from
study A5481008 (PALOMA-2,
“A Randomized, Multicenter,
Double-blind Phase 3 Study of
PD-0332991 (Oral CDK 4/6
Inhibitor) Plus Letrozole Versus
Placebo Plus Letrozole for the
Treatment of Postmenopausal
Women with ER (+), HER2 (-)
Breast Cancer Who Have Not
Received Any Prior Systemic
Anti-Cancer Treatment For
Advanced Disease”) to fulfil
REC 2.

In addition, the MAH took the
opportunity to align Annex |l
with the current QRD template.
3MiHWN BHECEHO B iHCTPYKLtO
AN MeANYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby ao
po3gainis «Ocob6anBOCTi
3acTocyBaHHA» Ta «[M06IYHI
peakuji».

BeeaeHHs 3MiH npoTarom 9-n
MicAUIB NicNs 3aTBepKEHHS.
C.1.4., 1l - Change(s) in the
SPC, Labelling or PL due to
new quality, preclinical, clinical
or pharmacovigilance data -
Update of section 5.3 of the
SmPC in order to update the
primary target organ findings
and development toxicity
wording.

[JaHa 3miHa nepegbavae
BHECEHHS 3MiH A0
opuriHaIbHOI KOPOTKOT




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

xapakrepuctukn EU-SmPC B
po3gini 5.3 Preclinical safety
data, iHthopmaL,is 3 AKoro He
Bifo6paxeHa B IHCTPYKLiT An1s
MeMNYHOI0 3aCTOCYBaHHSA
nikapcbKoro 3acoby.
BBeneHHs 3MiH npoTarom 9-tn
MicsILIB NicNsi 3aTBEPAKEHHS.
C.1.13., Il - Other variations not
specifically covered elsewhere
in this Annex which involve the
submission of studies to the
competent authority -
Submission of an updated RMP
version 1.9 in order to remove
the Important Potential Risk
Hyperglycaemia based on the
study results from A5481027, a
PAM adopted at the initial MA,;
this is a multicentre,
randomized, double-blind,
phase 3 study of palbociclib
plus letrozole versus placebo
plus letrozole for the treatment
of previously untreated Asian
postmenopausal women with
ER-positive, HER2-negative
advanced breast cancer to
evaluate the effect of
palbociclib on hyperglycaemia -
Category 3 Study.

Mpwn npoueaypi BHECEHHS 3MiH
3a No.
EMEA/H/C/003853/11/0037 no
EMA 6yno HagaHo MYP Bepcil
1.8 Ta goonpauboBaHy Bepcito
1.9 (dhiHa/IbHO 3aTBEPAKEHY).
O6uasi Bepcii MnaHy
ynpaBiHHA pU3nkamu
npuBeAEHO B HaZaHNX
Martepianax 4OCbE.
OHoBsneHHsa go MNYP onucaHo B
pesiome, NpuBeEeHOMY HUXYE.
O6I'pyHTYBaHHA 419 NOAAHHSA
oHosneHoro MYP, Bepcia 1.9:




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

BuganeHHsa BaxmBmx
iieHTUhikoBaHNX PU3NKIB
(mienocynpecis [HeliTponeHis,
aHeMmist,
TpombouuToneHisa] Ta
I3/1/MHEBMOHIT) | B&X/TMBUX
NOTEHLAHNX PU3MKIB
(nopoBXeHHSA
iHTepBasty QT, rinepriikemis)
Ta BifgCyTHbOI iHdhopmaLii
(nauieHTn yonosiyoi cTari) 3
yCix
BiANOBIAHUX pO34inis
Pestome 3HauHMX 3MiH B MYP:
* YacTtuHa I: be3 pegarysaHb
e YactuHa Il Mogynb Sl: bes
peparysaHb
* YactuHa Il Mogyns Sll: Bes
peparysaHHb
e YactuHa ll, mogynb Sl
BunpasneHHs Tabnvup
ekcno3uuii CT (BunpasneHHs:
nauieHTu, ski
oTpuMyBau nnayebo 3
pocnipkeHHs A5481023, 6yu
HenpasW/IbHO BK/IOYEHI B YCi
pesynbTaTy,

a ana A5481027 |6paHc
nauieHTv 6y NOMUIKOBO
BMK/IOYEHI 3 ABOX Tabnuub
[03yBaHHS.)

* YactuHa Il Mogynb SIV: bes
peparysaHb
* YactnHa Il Mogynb SV: be3
peparysaHb
* YactuHa Il Mogyns SVII:
BrganeHHs BuesasHavyeHnx
pY3uKiB i BIACYTHBLOT
iHchopmauii 3
yCix BiANOBIAHNX PO34iNiB i
KOpUryBaHHs Tabnmup Woao
3actocoBHuX CT pu3sukiB (4MB.
BUMNpAaB/IEHHSA, BK/TIOYEHE B
YactuHy || Mogyns SliI sBuie)
* YactunHa Il Mogynb SVIII:




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

BraneHHs suesasHavyeHnx
pU3KKiB Ta BiACYTHLOT
iHdpopmaii
* YacTuHa lll: gocnigxeHHs
A5481027 BuganeHo.

* YactnHa V: BuganeHus
BULLE3a3HAYEHUX PUBKKIB i
BiACYTHbOI iHGhopmalLii 3 yCix
BiANOBIAHNX
po3ginis.

* YacTtuHa VI: BuganeHHs
BULLE3a3HAYEHUX PUSKKIB i
BiACYTHbLOI iH(hopmaLii 3 ycix
BiANOBIAHUX pO34inis
» OHOBMEHHs goaaTkiB 7,8
OOGI'pyHTYBaHHA A/151 NOAAHHS
oHoBrieHoro MYP, Bepcia 1.8:
MponoHoBaHO BUA T
BaXK/IMBUIA NOTEHUIAHNI pU3MK
rinepraikemii Ha OCHOBI
pesynbTaris
JocnigpxkeHHs 3 A5481027.
Pe3tome 3HauHuX 3miH B MYP:
* YacTtuHa I: be3 pegarysaHb
* YactuHa Il Mogyns Sl: Bes
peparysaHb
* YactnHa Il Mogyne SlI:
He3HauHi npaBku
* YacTtuHa Il Mogyns Sl
OHOB/EHO TabnuLi ekcnoanuii
CT, wo6 skitountn A5481027.
e YactuHa Il Mogynb SIV:
[04aHO0 AaHi A0CiIKEHHA
Ab5481027
* YactuHa Il Mogynbe SV:
OHOBJ/IEHO NOCTMAPKETUHIOBUIA
eKcnosuuijto.

e YacTtuHa Il Mogyns SVII:
OHoBeHa iHdhopmauisi npo
MOCTMapPKETUHTOBUI PU3MK.

* YactuHa Il Mogyns SVIII:
3anponoHoBaHo BUAAIEHHS
BaX/IMBOr0 NOTEHLiHOIO
pU3nKy
«[linepraikemis»




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

e YactuHa lll: BnganeHo
pocnigpxeHHa A5481027.

* YactnHa V: 3anponoHosaHo
BU&/IEHHA BaX/IMBOIO
NOTEHLAHOTrO pPU3NKy
«linepraikemis».

* YacTtuHa VI: BugasieHo
BaXX/TIMBUIA NOTEHLIHWIA PU3NK
Finoknikemito.

* OHoBeHHA JopaTkis 2,3,7,8.




