MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0
PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI
KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,
KAHAAN, NIKAPCbKUX 3ACOBIB, LWO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOIO BAPEECTPOBAHI KOMMNETEHTHUM OPIrAHOM
EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HuUK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1 MIKPEN TabneTku, BKPUTI HosapTic LBeiiyapis nepBuHHe Ta BTOPUHHE CnoseHria/ | Type IA, A.4 - Administrative 3a UA/18778/01/01
nNiBKOBOO Papma Al naxkyBaHHS: HimeuunHa | change - Change in the name |peyenmowm
060/10HKO10, N0 150 ek ®apmacbioTukanc a.Aa., / and/or address of a
mr; 56 Tabn1eTokK; no BUPOGHUYA AinbHuUs JleHaasa, | Leeinuapis manufacturer or an ASMF
14 TabneTok y CnoBeHis holder or supplier of the AS,
6nictep-kapTi, no 4 starting material, reagent or
6nictep-kaptn y nepBuHHe Ta BTOPUHHE intermediate used in the
Kopoo6ui nakyBaHHs1, BUNYCK cepil: manufacture of the AS or
HoBapTic ®apmacbioTvkan manufacturer of a novel
MaHydaxTypiHr JINC, CnoBeHis excipient - To change the
name of the site responsible
BUMYCK cepil: for the manufacturing and
Hosaprtic ®apma M'm6X, quality control testing of the
HimeuunHa active substance alpelisib
and the intermediates from
BUPOBHULTBO, KOHTPOJIb AKOCTI: Lek Pharmaceuticals d.d.,
HosapTic ®apma LUTeitH AT, Kolodvorska cesta 27, 1234
LBeiiyapis Menges, Slovenia to Novartis
Pharmaceutical
YaCTKOBWIN KOHTPOJIb SIKOCTI: Manufacturing LLC. The
dapmaHanituka CA, Lseiiuapis address remains unchanged.
3miHa Ha3Bu BMPOGHMKa AdI,
BiAnoBiganbLHoro 3a
BMNYCK Cepil: BMPOGHULITBO Ta KOHTPOSHO
Jlek dapmacboTukasic 4.4a., AKOCTI 4jt040i peqyoBuHn
CnoseHis annenicidy Ta NPOMKHWX
npoaykTie 3 Lek
Pharmaceuticals d.d.,
CnoBeHisa Ha Novartis
Pharmaceutical
Manufacturing LLC.,
CnoBeHisi. Agpeca
3anumwaeTbcs 6e3 3MiH.
BBeneHHs 3MiH npoTarom 6
MicsILIB NiCNsi 3aTBEPAKEHHS.




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

Type IA, A.4 - Administrative
change - Change in the name
and/or address of a
manufacturer or an ASMF
holder or supplier of the AS,
starting material, reagent or
intermediate used in the
manufacture of the AS or
manufacturer of a novel
excipient - To change the
name and address of the site
responsible for the quality
control testing of the active
substance alpelisib (X-ray
diffraction) from Lek
Pharmaceuticals d.d.,
Verovskova ulica 57, 1526
Ljubljana, Slovenia to
Novartis Pharmaceutical
Manufacturing LLC,
Verovskova ulica 57, 1000
Ljubljana, Slovenia. The
location remains unchanged.
Additionally, Lek
Pharmaceuticals d.d.,
Verovskova ulica 57, 1526
Ljubljana, Slovenia remains
as a site responsible for
quality control testing of the
active substance alpelisib
(Microbial enumeration tests).
3MiHa Ha3Bu Ta agpecu
BMpO6HUKa Adl,
BifNoBiga/IbHOTO 3a
KOHTPOJt0 SIKOCTI Ajtoyoi
peyoBuHM anneniciéy 3 Lek
Pharmaceuticals d.d.,
Verovskova ulica 57, 1526
Ljubljana, Slovenia Ha
Novartis Pharmaceutical
Manufacturing LLC,
Verovskova ulica 57, 1000
Ljubljana, CnoseHis.
Micue3HaxomKeHHs

3a/IMWAETLCSA HE3MIHHUM.




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

Kpim Toro, Lek
Pharmaceuticals d.d.,
Verovskova ulica 57, 1526
Ljubljana, CnoseHis,
3a/IMWIAETLCA MicLeM,
BiAMNOBIAA/ILHUM 38 KOHTPOJO
SIKOCTi aKTUBHOT PEYOBMHU
annenianby (Tect Ha
Bu3HayeHHs uncna
MiKpOOpraHi3mis).
BBeneHHs 3miH npoTaroMm 6
MicaLiB Nicns 3aTBepKEHHS.
Type IA, A5.b -
Administrative change -
Change in the name and/or
address of a manufacturer/
importer of the finished
product, including quality
control sites (excluding
manufacturer for batch
release) - To change the
name and address of the site
responsible for the primary
packaging and secondary
packaging of finished product
from Lek Pharmaceuticals
d.d., Verovskova ulica 57,
1526
Ljubljana, Slovenia. The
location remains unchanged.
3MiHa Ha3BW Ta OHOBMEHHS
agpecu BupobHuka M3 flek
dapmacbloTukasic a.4.,
BeposLukosa 57, 1526
Mobnana, CnoseHis/ Lek
Pharmaceuticals d.d.,
Verovskova 57, 1526
Ljubljana, Slovenia Ha
HoBapTic ®apmacbioTukan
MaHydhakTypiHr JI/1C, Byn.
BeposlukoBa 57, liobnsiHa,
1000, CnoBeHist/ Novartis
Pharmaceutical
Manufacturing LLC,
Verovskova Ulica 57,




Ne

Hassa

n/l-1

JliKapcbK0O20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

NIKPEN

Ljubljana, 1000, Slovenia.
MicLe3HaxomKeHHS LiNSHKN
He 3MIHIOETbCS.
BBefieHHs1 3MiH NpOTArom 6
MICALB NiCNA 3aTBEPLKEHHS.
Type lAin, B.ll.b.2.c.1 -
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 including batch
control/testing - To add
Novartis Pharmaceutical
Manufacturing LLC,
Verovskova ulica 57, 1000
Ljubljana, Slovenia as an
alternative site responsible
for batch release of the
finished product.
[JopaHHa HosaprTic
dapmacbroTukan
MaHydhakTypiHr JI/1C, Byn.
BeposlukoBa 57, liobnsHa,
1000, CnoBeHist/ Novartis
Pharmaceutical
Manufacturing LLC,
Verovskova Ulica 57,
Ljubljana, 1000, Slovenia, sk
anbTepHaTMBHE Micug,
BignoBigasibHe 3a BMUNYCK

Cepiil roToBOro NiKapcbkoro
3acoby.
BBeeHHs 3MiH npoTarom 6
MicsILIB NicNs 3aTBEPAXKEHHS.

nocsi04YeHHs1

TabneTkn, BKPUTI
nNiBKOBOIO
060/s10HKOI0, No 200
Mr; 28 TabneTtok; no
14 TabneTok y
6nicTep-kapTi; no 2
6nictep-kaptn y
KopooLi

HosapTic
®apma Al

Lseliyapis

nepBMHHE Ta BTOPUHHE
nakyBaHHS:
ek ®apmacboTuKasic 4.4,.,
BMPOGHUYA AinbHNUS JleHaaBa,
CnoseHis

nepBuMHHE Ta BTOPUHHE
nakyBaHHs, BUNYCK cepii:
HoBapTic ®apmacbloTvkan

CnoBeHis/
HimeyunHa
/

Lsenuapis

Type 1A, A.4 - Administrative
change - Change in the name
and/or address of a
manufacturer or an ASMF
holder or supplier of the AS,
starting material, reagent or
intermediate used in the

manufacture of the AS or

3a
peyernmom

manufacturer of a novel

UA/18778/01/02




Ne

o Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
MaHychakTypiHr J1/1C, CnoseHis excipient - To change the

BUNYCK Cepil:
Hosapric ®apma 'M6X,
HimeuuunHa

BUPOGHULTBO, KOHTPO/1b AKOCTI:
HoBapTic ®apma LUTeliH AT,
LBeliyapis

4aCTKOBUI KOHTPOJIb AKOCTI:
dapmaHanituka CA, LUseiiuapis

BUMYCK cepil:
Jlek PapmacboTukasic 4.4.,
CnoBeHist

name and address of the site

Verovskova ulica 57, 1526

name of the site responsible
for the manufacturing and
quality control testing of the
active substance alpelisib
and the intermediates from
Lek Pharmaceuticals d.d.,
Kolodvorska cesta 27, 1234
Menges, Slovenia to Novartis
Pharmaceutical
Manufacturing LLC. The
address remains unchanged.
3MiHa Ha3Bu BUPOGHMKa AdI,
BiAnoBiganbLHOro 3a
BMPOGHNLITBO Ta KOHTPOJIO
SIKOCTi fjit040i pevyoBUHN
anneniciby Ta MPOMKHWX
npoaykTis 3 Lek
Pharmaceuticals d.d.,
CnoBeHis Ha Novartis
Pharmaceutical
Manufacturing LLC.,
CnogeHisi. Agpeca
3anuwaeTbcs 6e3 3MiH.
BBefieHHA 3MiH NpoTArom 6
MicALIB NicNs 3aTBepAKEHHS.
Type 1A, A.4 - Administrative
change - Change in the name
and/or address of a
manufacturer or an ASMF
holder or supplier of the AS,
starting material, reagent or
intermediate used in the
manufacture of the AS or
manufacturer of a novel
excipient - To change the

responsible for the quality
control testing of the active
substance alpelisib (X-ray
diffraction) from Lek
Pharmaceuticals d.d.,

Ljubljana, Slovenia to

Novartis Pharmaceutical




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

Manufacturing LLC,
Verovskova ulica 57, 1000
Ljubljana, Slovenia. The

Additionally, Lek
Pharmaceuticals d.d.,
Verovskova ulica 57, 1526
Ljubljana, Slovenia remains

as a site responsible for
quality control testing of the
active substance alpelisib

3MmiHa Ha3Bu Ta agpecu
BUPOGHUKa AdI,
Bi4MNOBiga/IbHOIO 3a
KOHTPOJII0 SIKOCTi Aito40i
peyoBuHM annenicidy 3 Lek
Pharmaceuticals d.d.,
Verovskova ulica 57, 1526
Ljubljana, Slovenia Ha
Novartis Pharmaceutical
Manufacturing LLC,
Verovskova ulica 57, 1000
Ljubljana, CnoseHis.
Micue3HaxomKeHHs
3aINWAETLCA HE3MIHHVM.
Kpim Toro, Lek
Pharmaceuticals d.d.,
Verovskova ulica 57, 1526
Ljubljana, CnoseHis,
3a/IMLIAETLCA MicLEeM,
BiANOBiAa/TbHNM 32 KOHTPO/10
AKOCTi aKTUBHOT PEYOBUHU
annenisanby (Tect Ha
BusHayeHHs uncna
MiKpOOpraHi3miB).
BBeneHHs 3MiH npoTarom 6
MICALB NiCNA 3aTBEPLKEHHS.
Type IA, A5.b -
Administrative change -
Change in the name and/or
address of a manufacturer/
importer of the finished
product, including quality

location remains unchanged.

(Microbial enumeration tests).

control sites (excluding




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

manufacturer for batch
release) - To change the
name and address of the site
responsible for the primary
packaging and secondary
packaging of finished product
from Lek Pharmaceuticals
d.d., Verovskova ulica 57,
1526
Ljubljana, Slovenia. The
location remains unchanged.
3MiHa Ha3BW Ta OHOB/IEHHS
agpecu BupobHuka M3 ek
dapmacbloTukasic 4.4.,
BeposLuikosa 57, 1526
No6bnsHa, CnoseHis/ Lek
Pharmaceuticals d.d.,
Verovskova 57, 1526
Ljubljana, Slovenia Ha
HoBapTic ®apmacbloTukan
MaHydhakTypiHr JI/1C, Byn.
BeposLikoBa 57, /ltobnsHa,
1000, CnoseHisa/ Novartis
Pharmaceutical
Manufacturing LLC,
Verovskova Ulica 57,
Ljubljana, 1000, Slovenia.
Micue3HaxoKeHHS AiNsHKN
He 3MiHIOETLCS.
BBeneHHs 3MiH npoTarom 6
MicsILiB NicNsi 3aTBEPAKEHHS.
Type lAin, B.Il.b.2.c.1 -
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 including batch
control/testing - To add
Novartis Pharmaceutical
Manufacturing LLC,
Verovskova ulica 57, 1000
Ljubljana, Slovenia as an
alternative site responsible




Ne
n/n

Hassa
JliKapcbK0O20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

for batch release of the
finished product.
[JopaHHa Hosapric
dapmacbloTukan
MaHydhakTypiHr JI/1C, Byn.
BeposLikoBa 57, /ltobnsHa,
1000, CnoseHisa/ Novartis
Pharmaceutical
Manufacturing LLC,
Verovskova Ulica 57,
Ljubljana, 1000, Slovenia, sk
anbTepHaTMBHE Micue,
BiANoBifasIbHEe 3a BUNYCK
Cepiil roToBOro Nikapcbkoro
3aco0y.
BBefeHHs 3MiH NpoTsrom 6
MicsALIB Nicns 3aTBEpPAKEHHS.

MNIKPENA

TabneTky, BKPUTI
niBKOBOIO
060/10HKOt0, No 50
mr Ta 200 wmr; 56
Tabnetok (28
TabneTtok no 200 mr
Ta 28 TabneTok no
50 mr); no 7
TabneTok
[o3yBaHHAM 200 mr
Ta no 7 Tabnetok
[03yBaHHAM 50 Mmry
6nictep-kapTi, no 4
6nictep-kaptn y
Kopoo6u,i

HoBapric
dapma Al

Liseliyapis

nepBuHHE Ta BTOPUHHE
nakyBaHHs:
ek ®apmacbloTUKanc a.4.,
BMpo6GHMYa AinbHuuA NleHpasa,
CnoseHis

nepBuHHE Ta BTOPUHHE
nakyBaHHSs1, BUNYCK cepil:
HoBapTtic ®apmacbloTukan
MaHychakTypiHr JI/1C, CnoseHis

BMNYCK cepil:
HoBapTic ®apma 'M6X,
HimeuunHa

BMPOGHMLITBO, KOHTPOJ1b AKOCTI:
Hosaprtic ®apma LUTeiH AT,
LBeiiLapis

YacTKOBWIN KOHTPOJIb SKOCTI:
dapmaHanituka CA, LBseliyapis

BUMYyCK cepii:
ek ®apmacboTukasic 4.4a.,
CnoseHis

CnoBeHis/
HimeuunHa
/
LLseiuapis

Type IA, A.4 - Administrative
change - Change in the name
and/or address of a
manufacturer or an ASMF
holder or supplier of the AS,
starting material, reagent or
intermediate used in the
manufacture of the AS or
manufacturer of a novel
excipient - To change the
name of the site responsible
for the manufacturing and
quality control testing of the
active substance alpelisib
and the intermediates from
Lek Pharmaceuticals d.d.,
Kolodvorska cesta 27, 1234
Menges, Slovenia to Novartis
Pharmaceutical
Manufacturing LLC. The
address remains unchanged.
3miHa Ha3Bu BMPOGHMKa AdI,
Bi4MNOBiga/IbHOrO 3a
BMPOGHNLITBO Ta KOHTPOSHO
AKOCTI Ajl040i peqyoBUHU
annenicidy Ta NPOMiKHMX
npoaykTis 3 Lek
Pharmaceuticals d.d.,

3a
peyenmom

UA/18778/01/03




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

CnoBeHisa Ha Novartis
Pharmaceutical
Manufacturing LLC.,
CnoBeHisi. Agpeca
3anumwaeTbcs 6e3 3MiH.
BBeneHHs 3MiH npoTarom 6
MicsILiB NicNsi 3aTBEPAKEHHS.
Type IA, A.4 - Administrative
change - Change in the name
and/or address of a
manufacturer or an ASMF
holder or supplier of the AS,
starting material, reagent or
intermediate used in the
manufacture of the AS or
manufacturer of a novel
excipient - To change the
name and address of the site
responsible for the quality
control testing of the active
substance alpelisib (X-ray
diffraction) from Lek
Pharmaceuticals d.d.,
Verovskova ulica 57, 1526
Ljubljana, Slovenia to
Novartis Pharmaceutical
Manufacturing LLC,
Verovskova ulica 57, 1000
Ljubljana, Slovenia. The
location remains unchanged.
Additionally, Lek
Pharmaceuticals d.d.,
Verovskova ulica 57, 1526
Ljubljana, Slovenia remains
as a site responsible for
quality control testing of the
active substance alpelisib
(Microbial enumeration tests).
3MiHa Ha3Bu Ta agpecu
BUPOGHUKa AdI,
Bif4NoBiga/IbHOTO 3a
KOHTPOJ1t0 SIKOCTI AjtoYoi
peyoBuHM anneniciéy 3 Lek
Pharmaceuticals d.d.,

Verovskova ulica 57, 1526




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

Ljubljana, Slovenia Ha
Novartis Pharmaceutical
Manufacturing LLC,
Verovskova ulica 57, 1000
Ljubljana, CnoseHis.
Micue3HaxomkeHHs
3aNWAETLCA HE3MIHHUM.
Kpim Toro, Lek
Pharmaceuticals d.d.,
Verovskova ulica 57, 1526
Ljubljana, CnoseHis,
3a/IMAETLCS MiCLEM,
BiAMNOBIAA/IbHUM 38 KOHTPOJO
AKOCTi aKTUBHOI PEYOBUHM
annenianby (Tect Ha
Bu3HaveHHA uncna
MiKpOOpraHi3mis).
BBefieHHs1 3MiH npoTarom 6
MiICALiB NiCN1A 3aTBEPIXEHHS.
Type IA, A5.b -
Administrative change -
Change in the name and/or
address of a manufacturer/
importer of the finished
product, including quality
control sites (excluding
manufacturer for batch
release) - To change the
name and address of the site
responsible for the primary
packaging and secondary
packaging of finished product
from Lek Pharmaceuticals
d.d., Verovskova ulica 57,
1526
Ljubljana, Slovenia. The
location remains unchanged.
3MiHa Ha3BW Ta OHOBMEHHSA
agpecu BupobHuka M3 flek
dPapmacbloTuKasic 4.4.,
BeposLukosa 57, 1526
No6nsaHa, CnoseHis/ Lek
Pharmaceuticals d.d.,
Verovskova 57, 1526

Ljubljana, Slovenia Ha




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

HoBapTic ®apmacbloTvkan
MaHydhaktypiHr JI/1C, Byn.
BeposLukoBa 57, /ltobnsHa,
1000, CnoBeHist/ Novartis
Pharmaceutical
Manufacturing LLC,
Verovskova Ulica 57,
Ljubljana, 1000, Slovenia.
Micue3HaxomKeHHS OiNSHKN
He 3MiHIOETbCS.
BBeneHHs 3miH npoTaroMm 6
MicaLiB Nicns 3aTBepKEHHS.
Type lAin, B.ll.b.2.c.1 -
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 including batch
control/testing - To add
Novartis Pharmaceutical
Manufacturing LLC,
Verovskova ulica 57, 1000
Ljubljana, Slovenia as an
alternative site responsible
for batch release of the
finished product.
[JopaHHa HosaprTic
dapmacbroTukan
MaHydhakTypiHr JI/1C, Byn.
BeposLukoBa 57, JltobnsHa,
1000, CnoBeHist/ Novartis
Pharmaceutical
Manufacturing LLC,
Verovskova Ulica 57,
Ljubljana, 1000, Slovenia, sk
anbTepHaTMBHE Micue,
BignoBigasibHe 3a BMUMYCK
cepili roToBOro NikapcbKoro
3acoby.

BBefieHHs1 3MiH npoTarom 6
MiCALiB NiC/1A 3aTBEPXKEHHS.




