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

NiKapcbkoro
3acoby in bulk.
BignoBiganbHuii

3a BUNpobyBaHHSA
B pamkax
KOHTPO/O AKOCTI
roToBOro
nNiKapcbkoro
3acoby: NareoH

IHK., KaHaga;

BignosigansHuii
3a BMNpoOyBaHHA
B pamkax
KOHTPO/O AKOCTI
3a NOKa3HMKOM

size of the
intermediate AGI-
19679 used in the
manufacturing
process of the
active substance
ivosidenib, typical
scale: 100-166 kg
of AGI-19679
(assay adjusted,
ivosidenib active
substance output
increased from
100-140 kg to 100-
185 kg).

Ne Hassa MixHapoo Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Howmep
n/n JliKapcbK0o20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyeodypa Bionycky peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU yrnakosKa) MocBi0OYEeHHs
mosaHa
Hassa*
1. TIBCOBO ivosidenib | iBocupgeHi6 | LO1XX TabneTku, BKpUTI ne ®paHuin BignoBiganbHuii Benuvka CTtucnuii onuc 3a UA/20476/01/01
62 NAiBKOBOO NABOPATYA 3a nepBuHHE Ta BpuTaHis/ 3MiH: Type IA, peuenmom
060/10HKOM, 250 Mr; P CEPB'E€ BTOPVHHE PpaHuis/ B.l.a.3.a - Change
no 60 TabneTok y nakyBaHHs: Anmak KaHapna/ in batch size
naswui, no 1 nnswui B dapma Cepgici3 CnonyueHi (including batch
KOpOOGLii 3 KapTOHY NimiTen, Bennka Wratn size ranges) of
BpuTatis; Amepukm active substance
BignosiganbHuii (CwA)/ or intermediate
3a BMNYyCK cepii HimeuunHa/ used in the
roTOBOrO MopTyranis manufacturing
nikapcbkoro process of the
3acoby: active substance -
JNlabopatopii Up to 10-fold
Ceps'e IHpacTpi, increase
dpaHuis; compared to the
BignosiganbHuii originally approved
3a BUPOGHULITBO batch size. To
roTOBOrO increase the batch




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4yosUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*

[ocnigpKeHHs
CTabiNIbHOCTI
TBEPAOANCNEPCHO
ro NPOMKHOro
NpoAykTy
iBOCMAeHiby Ta
roToBOro
nNiKapcbkoro
3acoby: M
[eBenonmeHT,
N.M., Cnony4eHi
LTatn AMepuku
(CLWA);
BignoBiganbHuii
3a BUPOGHNLTBO
roToBOro
nikapcbkoro
3aco6y in bulk.

Type IA, B.ll.d.2.a
- Change in test
procedure for the
finished product -
Minor changes to
an approved test

procedure/ To
delete the non-
significant
parameter
molybdenum from
the specifications
of the starting
material AGI-
19678 used in the
manufacturing
process of the
active substance

BignosiganbHuii ivosidenib.
3a BUNpobyBaHHs Type IA, B.l.b.l
B pamkax Change in the
KOHTPOJO AKOCTI specification
roToBOro parameters and/or
nikapcbkoro limits of an active
3acoby: substance, starting
PotTeHgopd material/intermedi
dapma M'v6X, ate/reagent used
HimeyunHa; in the
BignosiganbHuii manufacturing
3a BYPOGHNLTBO process of the
NPOMIiXHOro active substance -
npoaykTy Deletion of a non-
nNiKapcbkoro significant
3acoby specification
(TBEpPOOAMCNEPCH parameter (e.g.
NiA NPOMiXKHUIA deletion of an
NpoAYKT obsolete
iBOCUEHIBY). parameter).
BignosigansHuii To delete the non-
3a BUNPOOGYyBaHHS significant




Ne Hassa MixxHapoo Hassa Koo ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka chopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HenameH | pe4yosUHU ynakoska) nocsioyeHHs1
mosaHa
Hassa*
B pamkax parameter
KOHTPOJO SIKOCTI methanol from the
NPOMKHOro specifications of
npoaykTy the starting
nNiKapcbkoro material AGI-
3acoby 19678 used in the
(TBEpOOAMCNEPCH manufacturing
niA NPOMIXKHWIA process of the
NpoAYKT active substance
iBOCHAEHIBY): ivosidenib.
XosioH JI1C, Type 1A, B.l.b.l
CnonyuyeHi Wrtatn Change in the
Amepuku (CLLA); specification

BignoBiganbHuii
3a BUPOGHNLTBO
NPOMIiXHOro
NpoAYyKTY
NiKapcbkoro
3acoby
(TBEpPAOAMCTIEPCH
WA NPOMIKHWI
NpoAyKT
iBOCHAEHIBY).
BignosiganbHuii
3a BUNpobyBaHHSA
B pamkax
KOHTPO/O SIKOCTI
NPOMKHOro
NpoAykTy
NiKapcbkoro
3acoby
(TBEpPOOAMCNEPCH
WA NPOMIXKHUIA
NpPoAYKT
iBOCUAEHIBY):
XoBioH
dapmacieHcis
C.A., Moptyranis

parameters and/or
limits of an active
substance, starting
material/intermedi
ate/reagent used
in the
manufacturing
process of the
active substance -
Deletion of a non-
significant
specification
parameter (e.g.
deletion of an
obsolete
parameter).
Minor changes to
the in-process and
finished product
test procedure for
ivosidenib SDI to
include the
Empyrean Ill X-ray
diffraction system
as an alternative
instrument. In
addition, the




marketing
authorisation
holder has taken
the opportunity to
update Modules
3.2.P.3.4 and
3.2.5.2.3. This
outcome does not
require any
amendment to the
Annexes to the EU
marketing
authorisation(s).




