MEPENIK

NIKAPCbKUNX 3ACOBIB LWOAO AKNX 3ABEPLWWEHO PO3rnsj PEECTPALIAHNX MATEPIANIB NMPO BHECEHHSA 3MIH AO PEECTPALINHNX
MATEPIANIB NPOTAMOM All PEECTPALINHOIO NOCBIAYEHHA HA JIIKAPCbLKI 3ACOBW, AKI SAPEECTPOBAHI KOMNETEHTHUMW
OPIrAHAMU CNONTYHEHUX WUTATIB AMEPUKIN, LUBENUAPCBKOI KOH®EAEPALIL, AMNOHII, ABCTPANII, KAHAAW, NIKAPCbKNX 3ACOBIB, WO

3A LEHTPAJII3OBAHOIO MPOLEAYPOIO 3APEECTPOBAHI KOMMETEHTHMM OPFAHOM EBPOMENCLKOIO COK3Y

Ne Hassa dopma suUrnyckKy 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayiliHo2o
3acoby ynakoskKa) nocsi0YeHHs1
1 MIKPEN TabneTku, BKPUTI HosapTic LLBeiuapis nepBuHHEe Ta BTOPUHHE CnoseHis/ A.6 type IA — Administrative 3a UA/18778/01/01
NNiBKOBOKO dapma Al nakyBaHHS: HimeuunHa change - Change in ATC peyernmom
060/10HKO10, N0 150 Nek dapmacbloTukanc a.4a., / Code/ATC Vet Code
Mmr; 56 TabneTtok; no BMPOGHUYa AiNbHULA LWseinuapis | C.l.4 type Il — Change(s) in the
14 TabneToKk y NeHpgaBa, CnoBeHis SPC, Labelling or PL due to new
6nictep-kapTi, no 4 quality, preclinical, clinical or
6nicTep-kaptn y nepBUHHE Ta BTOPUHHE pharmacovigilance data
KopooUi nakyBaHHs, BUNYCK cepil: Update of section 5.1 of the
ek ®apmacbloTukanc 4.4a., SmPC based of final results
CnoBeHis from study CBYL719C2301
(SOLAR-1) listed as a PAES in
BUNYCK cepil: the Annex II; this is a phase I,
HoBapTic ®apma 'M6X, randomized, double-blind,
HimeuyunHa placebo controlled study of
alpelisib in combination with
BMPOGHULITBO, KOHTPO/b fulvestrant for men and
AKOCTI: postmenopausal women with
Hosapric ®apma LUTteiH AT, hormone receptor positive,
LBeiiLapis HER2-negative advanced breast
cancer which progressed on or
YaCTKOBWIA KOHTPOJ1b SIKOCTI: after aromatase inhibitor
dapmaranituka CA, treatment; the Annex Il is
Lseliyapis updated accordingly. In addition,
the MAH is updating the ATC
code in the SmPC. The RMP
version 5.0 has also been
submitted.
BBeneHHs 3MiH npoTaroM 6-tu
MicsILIB NicNsi 3aTBEPAKEHHS.
2. NIKPEN TabneTKn, BKPUTI HoBaprTic LLseiuapis nepBUHHE Ta BTOPUHHE CnogeHisi/ A.6 type IA — Administrative 3a UA/18778/01/02
NNiBKOBOIO dapma Al nakyBaHHS: HimeuunHa change - Change in ATC peyernmom
060/10HKO0, No 200 Nek ®apmacbloTukanc a.4., / Code/ATC Vet Code
Mr; 28 TabneTtok; no BMPOGHUYa AiNbHULA Lsenuapis | C.l.4 type Il — Change(s) in the
14 TabneToK y NenpaBsa, CnoseHis SPC, Labelling or PL due to new
6nicTep-kapTi; no 2 quality, preclinical, clinical or
6nictep-kaptny nepBUHHE Ta BTOPUHHE pharmacovigilance data
Kopoo6ui nakyBaHHs1, BUNYCK cepil: Update of section 5.1 of the




Tabnetok (28
Tabnetok no 200 mr
Ta 28 TabneTok no
50 mr); no 7
TabneTtok
Ao3yBaHHAM 200 mr
Tano 7 tabnetok
[03yBaHHAM 50 Mmry
6nicTep-kapTi, no 4
6nictep-kaptn y
KopooLi

NeHpasa, CrioBeHis

nepBuHHEe Ta BTOPUHHE
nakyBaHHs1, BUMYCK cepii:
ek ®apmacbloTukanc 4.4a.,
CnoseHis

BUMYCK cepii:
Hosaprtic ®apma 'm6X,
HimeyunHa

BMPOGHULITBO, KOHTPO/b
AKOCTI:
Hosapric ®apma LLTeinH AT,
Lseinuapis

4YacTKOBWIT KOHTPOJIb AKOCTI:
dapmaHanituka CA,
LBeiuapis

SPC, Labelling or PL due to new
quality, preclinical, clinical or
pharmacovigilance data
Update of section 5.1 of the
SmPC based of final results
from study CBYL719C2301
(SOLAR-1) listed as a PAES in
the Annex Il; this is a phase llI,
randomized, double-blind,
placebo controlled study of
alpelisib in combination with
fulvestrant for men and
postmenopausal women with
hormone receptor positive,
HER2-negative advanced breast
cancer which progressed on or
after aromatase inhibitor
treatment; the Annex Il is
updated accordingly. In addition,
the MAH is updating the ATC

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1
Nek ®apmacbloTukanc a.4., SmPC based of final results
CnoBeHis from study CBYL719C2301
(SOLAR-1) listed as a PAES in
BUMYCK cepii: the Annex Il; this is a phase llI,
HoBapTic ®apma 'M6X, randomized, double-blind,
HimeuunHa placebo controlled study of
alpelisib in combination with
BUPOGHULTBO, KOHTPO/b fulvestrant for men and
AKOCTI: postmenopausal women with
Hosapric ®apma LLTeiH AT, hormone receptor positive,
LBeiuapis HER2-negative advanced breast
cancer which progressed on or
YacTKOBWIA KOHTPOJIb SKOCTI: after aromatase inhibitor
dapmaHanituka CA, treatment; the Annex Il is
Lseinuapis updated accordingly. In addition,
the MAH is updating the ATC
code in the SmPC. The RMP
version 5.0 has also been
submitted.
BBefieHHs1 3MiH NpPOTArom 6-Tn
MiCALIB NiC/1A 3aTBEPKEHHS.
3. MIKPEN TabneTku, BKPUTI HosapTic LLBeiiLapis nepBuHHE Ta BTOPUHHE CnoseHis/ A.6 type IA — Administrative 3a UA/18778/01/03
nAiBKOBOIO dapma Al nakyBaHHs: HimeuunHa change - Change in ATC peuyenmom
060/10HKOH0, Mo 50 Jlex dapmacbloTukanc a.4a., / Code/ATC Vet Code
Mr Ta 200 mr; 56 BMPOGHUYa AiNbHULSA Lseliyapis | C.1.4 type Il — Change(s) in the




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs1

code in the SmPC. The RMP
version 5.0 has also been
submitted.
BBefieHHs1 3MiH NPOTArom 6-Tn
MiCALIB NiC/1A 3aTBEPKEHHS.




