NMEPENIK

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

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

KOMMNETEHTHAMUN OPITAHAMW_CMONYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, WO 3A LLEHTPANISOBAHOIO NPOLEAYPOKO SAPEECTPOBAHI KOMMNETEHTHUM OPrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3assHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionyckKy peecmpayiliHo2o
3acoby YnakoBsKa) nocsio4YeHHs1
1 MUTUKANG Kancynu m'ski, no HosapTic LBeiiLapis BMPOOHULITBO, KOHTPO/b HimeuunHa/ A.4 - Administrative 3a UA/18988/01/01
25 Mr; no 4 kancynu Osepci3 AKOCTi OKpiM TecTy LseriLapis change - Change in the |peyenmom
y 6nicTepi; no 7 IHBECTMEHTC "BU3HAYEHHA yncnia name and/or address of a
6nictepiB y Al MiKpoOpraHi3mis": KataneHt manufacturer or an ASMF
KapTOHHI nauuj; no HimeuunHa E6epbax MM6X, holder or supplier of the
2 ab0 no 4 KapTOHHi HimeuunHa; nepBuHHe Ta AS, starting material,
nayku y kopooui BTOPUHHE NaKyBaHHSA: reagent or intermediate
KataneHT HimeuunHa used in the manufacture of
WopHpopd MmbX, the AS or manufacturer of
HimeyunHa; KOHTPOsb AKOCTI a novel excipient
TecTy "BuU3HayeHHs yncnia To update the name and
MikpoopraHiamis": JTa6op J/IC the address of the site
CE eHpg Ko. KI', HimeuuunHa; responsible for quality
BUMNYCK cepiii: HoBapTic control testing of the active
dapma N'v6X, HimeuunHa; substance midostaurin
KOHTPO/Ib AKOCTi OKpiM TecTy from Novartis Integrated
"Bu3HayeHHs yncna Services Limited -
MiKpoopraHi3mis": International Service
dapmaHanitika CA, Laboratory, Ringaskiddy,
LLiseiuapis Co. Cork, Ireland, to SGS
International Services
Laboratory (ISL) Limited,
Ringaskiddy, Cork, P43
FR63, Ireland. There is no
change in the location of
the site.
2, MUTUKANL, Kancynu m'ski, no HosapTic Liseliyapis BMPOGHULITBO, KOHTPO/b HimeuunHa/ B.ll.c.1.c, type IA - Change 3a UA/18988/01/01
25 Mmr; no 4 kancynu OsBepcis SIKOCTi OKpiM TecTy Lsenuapis in the specification peyenmom
y 6nictepi; no 7 IHBECTMEHTC "BU3Ha4YeHHA yncnia parameters and/or limits of
6nictepiB y Al MiKpoopraHi3mis": KataneHt an excipient - Deletion of a

KapTOHHI nayi; no
2 abo Mo 4 KapTOHHi
naykun y kopoouj

HimeuunHa E6epbax MM6X,
HimeuunHa; nepBuHHE Ta
BTOPUHHE NaKyBaHHS:
KataneHT HimeyunHa
WopHaopd Mm6X,

non- significant
specification parameter
(e.g. deletion of an
obsolete parameter).
B.ll.c.1.c, type IA - Change




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs

HimeuurHa; KOHTPO/Ib AKOCTI
TecTy "Bu3HavyeHHsa yncna
MiKpoopraHi3mis": Jlabop J1IC
CE eHpg Ko. KI', HimeuuunHa;
BUMYCK cepiii: HoBapTic
dapma Mv6X, HimeuunHa;
KOHTPO/1b SIKOCTi OKpiM TecTy
"Bu3HauYeHHa unucna
MiKpoopraHiamis":
PapmaHanitvka CA,
Lseinuapis

in the specification
parameters and/or limits of
an excipient - Deletion of a
non-significant
specification parameter
(e.g. deletion of an
obsolete parameter).
B.ll.c.1.b, type IA - Change
in the specification
parameters and/or limits of
an excipient - Addition of a
new specification
parameter to the
specification with its
corresponding test method.
B.ll.c.2.d, type IB - Change
in test procedure for an
excipient - Other changes
to a test procedure
(including replacement or
addition).
B.ll.c.1.z, type IB - Change
in the specification
parameters and/or limits of
an excipient - Other
variation.
B.Il.c.1.b, type IA - Change
in the specification
parameters and/or limits of
an excipient - Addition of a
new specification
parameter to the
specification with its
corresponding test method.
B.ll.c.1.c, type IA - Change
in the specification
parameters and/or limits of
an excipient - Deletion of a
non-significant
specification parameter
(e.g. deletion of an
obsolete parameter).
B.ll.c.2.d, type IB - Change
in test procedure for an
excipient - Other changes




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs

to a test procedure
(including replacement or
addition).
B.ll.c.2.d, type IB - Change
in test procedure for an
excipient - Other changes
to a test procedure
(including replacement or
addition).
B.ll.c.1.c, type IA - Change
in the specification
parameters and/or limits of
an excipient - Deletion of a
non-significant
specification parameter
(e.g. deletion of an
obsolete parameter).
B.ll.c.2.a, type IA - Change
in test procedure for an
excipient - Minor changes
to an approved test
procedure.
B.ll.c.1.b, type IA - Change
in the specification
parameters and/or limits of
an excipient - Addition of a
new specification
parameter to the
specification with its
corresponding test method.
B.ll.c.2.d, type IB - Change
in test procedure for an
excipient - Other changes
to a test procedure
(including replacement or
addition).
B.ll.c.1.b, type IA - Change
in the specification
parameters and/or limits of
an excipient - Addition of a
new specification
parameter to the
specification with its
corresponding test method.
B.ll.c.2.a, type IA - Change




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs
in test procedure for an

excipient - Minor changes
to an approved test
procedure.
B.ll.c.1.z, type IB - Change
in the specification
parameters and/or limits of
an excipient - Other
variation.
B.ll.c.2.a, type IA - Change
in test procedure for an
excipient - Minor changes
to an approved test
procedure.
Variation(s) for Red iron
oxide slurry with Glycerol
85 %:

1&2. B.ll.c.1.b (Type IA) -
to introduce test for
chromium and nickel with a
limit of NMT 100 ppm and
NMT 200 ppm respectively,
according to legislation of
EU/231/2012 for metal
impurities.

3&4. B.ll.c.1.c (type IA) - to
delete tests for selenium
and sum of inorganic
impurities as these tests
are not required as per
EU/231/2012 for metal
impurities.
5.B.ll.c.1.z (Type IB) - to
update test method from
color reaction' to ' Infrared
spectroscopic method'. As
a result of change in
testing method, the
specification limit has been
revised from positive' to
complies with reference
spectra’.

6. B.ll.c.2.a (Type IA) - to
update the test method for

Arsenic, Cadmium, Copper




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs

and Zinc by ICP-MS for
preparation of internal
standard and dilution
system.

7&8. B.ll.c.2.d (Type IB) -
to update the testing
method for Lead by GF-
AAS (graphite furnace
atomic absorption
spectroscopy) and Mercury
by CV-AAS (cold vapor
atomic absorption
spectroscopy).
Variation(s) for Yellow iron
oxide slurry with Glycerol
85 %:

9&10. B.ll.c.l.b (type 1A) -
to introduce test for
chromium and nickel with a
limit of NM T 100 ppm and
NMT 200 ppm respectively,
according to legislation of
EU/231/2012 for metal
impurities.

11&12. B.ll.c.1.c (Type IA)
- to delete tests for
selenium and sum of
inorganic impurities as
these tests are not required
as per EU/231/2012 for
metal impurities.

13. B.ll.c.1.z (Type 1B) - to
update test method from
color reaction' to ' Infrared
spectroscopic method'. As
a result of change in
testing method, the
specification limit has been
revised from positive' to
complies with reference
spectra’.

14&15. B.ll.c.2.a (Type 1A)
- to update test method for
Arsenic, Cadmium, Copper
and Zinc by ICP-MS for




Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs

preparation of internal
standard and dilution
system.

16&17. B.ll.c.2.d (Type 1B)
- to update the testing
method for Lead by GF-
AAS (graphite furnace
atomic absorption
spectroscopy) and Mercury
by CV-AAS (cold vapor
atomic absorption
spectroscopy).




