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,
KAHAAN, NIKAPCbKUX 3ACOBIB, LWO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOIO BAPEECTPOBAHI KOMMNETEHTHUM OPIrAHOM
EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky (nikapcbka 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbK0o20 c¢hopma, ynakoska) Bgionycky | peecmpayiliHo2o
3acoby NocBi0YeHHs1
1 IBPAHC® TabneTku, BKPUTI Mdpaiizep CLIA BMPOGHULITBO, TECTYBAHHS, HimeyunHa 1. C.l.z - Changes 3a UA/18795/01/01
NNiBKOBOK 0600HKOI0, MO Eitu. Ci. Mi. nepByHHE NakyBaHHS, (Safety/Efficacy) of Human and peyenmom
75 mr, no 7 TabneTtok y KopnopeiiwH BTOPWHHE NaKyBaHHS, Veterinary Medicinal Products -
6nictepi; no 3 6nictepn y BMNYCK cepil: Other variation - To update
KapTOHHIA Kopoobui Mdpaiizep MeHEKHYPUHT section 4.8 of the SmPC and
Joiuneng MmeX section 4 of the PL to implement

the PRAC recommendation on
‘Abemaciclib; palbociclib;
ribociclib — Erythema multiforme'
(EPITT no 19973), adopted at
the 4-7 March 2024 PRAC
meeting.
3MiHWN BHeCeHo 0 po3ainy
«IMo6ivHI peakuii» IHCTPYKLii ans
MeAMYHOro 3aCTOCYBaHHS.

2. The CHMP, having
considered in accordance with
Article 28 of Regulation (EC) No
726/2004 the PSUR on the
basis of the PRAC
recommendation and the PRAC
assessment report as appended
recommends by consensus the
variation to the terms of the
marketing authorisation(s) for
the above-mentioned medicinal
product(s), concerning the
following change(s): Update of
section 4.5 and 4.8 of the SmPC
to add an interaction regarding
palbociclib and statins; and add
the adverse reaction blood
creatinine increased with a
frequency common. The
Package leaflet is updated




Ne

HasBa

6nictepi; no 3 6nictepn y
KapTOHHI Kopo6Li

BUMYCK cepil:
Mdpaiizep MeHodekyypuHr
[Joliuneng MvéX

Other variation - To update
section 4.8 of the SmPC and
section 4 of the PL to implement
the PRAC recommendation on
'Abemaciclib; palbociclib;
ribociclib — Erythema multiforme'
(EPITT no 19973), adopted at
the 4-7 March 2024 PRAC
meeting.
3MiHV BHECeHOo [0 po3gainy
«[lMoGiYHI peakuii» IHCTPYKLii ans
MeLMYHOro 3aCTOCYBaHHS.

2. The CHMP, having
considered in accordance with
Article 28 of Regulation (EC) No
726/2004 the PSUR on the
basis of the PRAC
recommendation and the PRAC
assessment report as appended
recommends by consensus the
variation to the terms of the
marketing authorisation(s) for
the above-mentioned medicinal
product(s), concerning the
following change(s): Update of
section 4.5 and 4.8 of the SmPC
to add an interaction regarding
palbociclib and statins; and add
the adverse reaction blood
creatinine increased with a
frequency common. The
Package leaflet is updated
accordingly.
3MiHM BHECEHO A0 po3ainis
«B3aemogis 3 iHWuMuK

o ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
accordingly.
3MiHM BHECEHO [0 po3finis
«B3aemogjs 3 iHWMMHK
nikapcbkMMy 3acob6amm Ta iHLWi
BMAMN B3aEMOfIili» Ta «Mo6iyHi
peaxuii» IHCTPYKLiT ons
MEeAWNYHOIo 3aCTOCYBaHHS.
2. IBPAHC® TabneTkn, BKpUTI Mdcpaiizep CWA BUPOGHULITBO, TECTYBAHHS, HimeuunHa 1. C.l.z - Changes 3a UA/18795/01/02
NNiBKOBOK 060/IOHKOO, NO Eitu. Ci. Mi. nepByHHE NakyBaHHSA, (Safety/Efficacy) of Human and peyenmom
100 wmr, no 7 TabneTok y KopnopeiiwH BTOPUHHE NaKyBaHHS, Veterinary Medicinal Products -




6nictepi; no 3 6nictepn y
KapTOHHIA Kopoobui

BMNYCK cepil:
Mdpaiizep MeHEKUYPUHT
Ooiuneng T'meX

Other variation - To update
section 4.8 of the SmPC and
section 4 of the PL to implement
the PRAC recommendation on
'‘Abemaciclib; palbociclib;
ribociclib — Erythema multiforme'
(EPITT no 19973), adopted at
the 4-7 March 2024 PRAC
meeting.
3MiHWN BHECeHO 0 po3ainy
«[lMo6ivHI peakuii» IHCTPYKLii ans
MeJMYHOro 3aCTOCYBaHHS.

2. The CHMP, having
considered in accordance with
Article 28 of Regulation (EC) No
726/2004 the PSUR on the
basis of the PRAC
recommendation and the PRAC
assessment report as appended
recommends by consensus the
variation to the terms of the
marketing authorisation(s) for
the above-mentioned medicinal
product(s), concerning the
following change(s): Update of
section 4.5 and 4.8 of the SmPC
to add an interaction regarding
palbociclib and statins; and add
the adverse reaction blood
creatinine increased with a
frequency common. The
Package leaflet is updated
accordingly.
3MiHN BHECEHO [0 po3finis
«B3aemopis 3 iHWnUMmn
nikapcbkMMy 3acob6amm Ta iHLWi
BUAMN B3aEMOiVi» Ta «IMobiyHi
peaxuii» iHCTPYKLiT Ans

Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
nikapcbkMMM 3acob6amu Ta iHLi
BUAMN B3AaEMO/Iili» Ta «[Mo6iuHi
peakuii» IHCTPYKLiT aNns
MeAUYHOro 3aCTOCYBaHHS.
3. IBPAHC® TabneTku, BKPUTI Mdparizep CLIA BMPOOHULITBO, TECTYBAHHS, HimeyunHa 1. C.l.z - Changes 3a UA/18795/01/03
NNiBKOBOK 060MOHKOI0, MO Eity. Ci. Mi. nepByHHE NakyBaHHS, (Safety/Efficacy) of Human and peyenmom
125 wmr, no 7 Tabnetok y KopnopeiwH BTOPVIHHE NakKyBaHHs, Veterinary Medicinal Products -




Mean4HOro 3aCToCyBaHHA.




