NMEPENIK

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

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

KOMOETEHTHUMW OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbHKOI KOH®EAEPALLIT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCbLKOIo CO3Y

6nicTepis pasom 3
NakeTNKoMm 3
MONEKY/IAPHUM CUTOM
B NakeTi; 1 nakeT B
KapTOHHI KOpoOLj

TecTyBaHHsA: CAHOO3 MpaiiBat
Nimiteq, IHAis;
TeCTyBaHHS:

C.K. Canpos C.P.J1., PymyHis;
Nek dapmatieBTMUHA KOMMAHIA
4.4., CnoBeHisa (nepBuHHe Ta
BTOPUHHE NakyBaHHSA,
TecTyBaHHS, [03Bi/1 Ha BUNYCK
cepiil; NnepBMHHE Ta BTOPUHHE
naxkyBaHHs1)

not lead to the complete
deleetion of a strength or
pharmaceutical form: deletion
of the lidding foil registered for
all primary packaging sites
except LEK.

Type |A variation B.1l.e.2.c: To
delete indentification for
Nitrocellulose print pirmer as
we are removing the
specification paramater from
the existing approved
apecification. Please not that
as a consequence of above
deletion we are deleting the
method to identify
nitrocellulose print primer from
the Method of analysis.
Type |A variation B.ll.e.2.c:
Change in the specification
parameters and/or limits of the
immediate packaging of the
finished product - Deletion of a
non-significant specification
Parameter (e.g. deletion of an
obsolete parameter): Deletion
of colour.

Type |A variation B.ll.e.2.c:
Change in the specification
parameters and/or limits of the
immediate packaging of the
finished product - Deletion of a
non-significant specification
Parameter (e.g. deletion of an
obsolete parameter): Deletion
of dimensions.

Type |A variation B.ll.e.2.c:

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionyckKy peecmpayiliHo2o
3acoby YnakoBsKa) nocsio4YeHHs1
1. TAKPO/IMYC Kancynu Teepgi no 0,5 CaHpos CnoseHis BMPOOHULITBO HEPO3(hacoBaHoI Inpis/ Type IA variation B.Il.e.1.b.3: 3a UA/17356/01/01
CAHAO3® mr; no 10 kancyny dapmacbioTikan3 NPOAYKLii, NTepBUHHE Ta PymyHis/ Deletion of an immediante peyenmom
6nictepi; no 5 o.4. BTOPVHHE NakKyBaHHS, CnoBeHis packaging container that does




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
yrnakoBkKa)

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

Change in the specification
parameters and/or limits of the
immediate packaging of the
finished product - Deletion of a
non-significant specification
Parameter (e.g. deletion of an
obsolete parameter):Deletion
of Appearance.

Type IA variation B.ll.e.6.b: -
Change in any part of the
primary packaging material not
in contact with the finished
product formulation -
replacement of printing primer
on lidding foil (New
nitrocellulose - free lidding
foils).

TAKPOIMYC
CAHJ03®

Kancynm Teepai no 1
Mmr; no 10 kancyny
6nictepi; no 5
6nicTepiB pasom 3
nakeTnkom 3
MONEKYIAPHUM CUTOM
B NakeTi; 1 nakeT B
KapTOHHIA KopoobLi

CaHpo3
dapmacbioTikan3
a.A.

CnoBeHis

BMPOBHMLTBO Hepo3dhacoBaHoi
NPOAYKLUiT, NepBUHHE Ta
BTOPUHHE NaKyBaHHS,
TecTyBaHHa: CAHAO3 lMNpaiiBat
Nimiteg, IHAis;
TeCcTyBaHHS:

C.K. Canpos C.P.J1., PymyHis;
ek dapmaLeBTUYHA KOMNaHis
4.4., CnoBeHisa (nepBuHHE Ta
BTOPUHHE MaKyBaHHS,
TeCcTyBaHHs, [03Bi/1 Ha BUMYCK
cepiii; NnepBMHHE Ta BTOPUHHE
nakyBaHHs)

IHgis/
PymyHis/
CnoBeHis

Type IA variation B.ll.e.1.b.3:
Deletion of an immediante
packaging container that does
not lead to the complete
deleetion of a strength or
pharmaceutical form: deletion
of the lidding foil registered for
all primary packaging sites
except LEK.

Type |A variation B.ll.e.2.c: To
delete indentification for
Nitrocellulose print pirmer as
we are removing the
specification paramater from
the existing approved
apecification. Please not that
as a consequence of above
deletion we are deleting the
method to identify
nitrocellulose print primer from
the Method of analysis.
Type |A variation B.ll.e.2.c:
Change in the specification
parameters and/or limits of the
immediate packaging of the
finished product - Deletion of a
non-significant specification
Parameter (e.g. deletion of an
obsolete parameter): Deletion
of colour.

Type |A variation B.ll.e.2.c:
Change in the specification
parameters and/or limits of the

3a
peyerimom

UA/17356/01/02




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
yrnakoBkKa)

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

immediate packaging of the
finished product - Deletion of a
non-significant specification
Parameter (e.g. deletion of an
obsolete parameter): Deletion
of dimensions.

Type IA variation B.ll.e.2.c:
Change in the specification
parameters and/or limits of the
immediate packaging of the
finished product - Deletion of a
non-significant specification
Parameter (e.g. deletion of an
obsolete parameter):Deletion
of Appearance.

Type IA variation B.Il.e.6.b: -
Change in any part of the
primary packaging material not
in contact with the finished
product formulation -
replacement of printing primer
on lidding foil (New
nitrocellulose - free lidding
foils).

TAKPO/IMYC
CAHAO3®

Kancynm Teepai no 5
mr; no 10 kancyn y
6nictepi; no 5
6nictepis pa3om 3
nakeTnKom 3
MONEKY/IAPHUM CUTOM
B nakeTi; 1 nakeT B
KapTOHHI KopooLi

CaHpo3
dapmacbioTikan3

a.4.

CnoseHis

BMPOGHMLTBO Hepo3dacoBaHoi
NPOAYKLUIiT, NepBUHHE Ta
BTOPUHHE MaKyBaHHS,
TecTtyBaHHA: CAHA03 MpaiiBar
Nimitep, HAis;
TecTyBaHHS:

C.K. Cangos C.P.J1., PymyHis;
INex dapmaLeBTUYHA KOMNaHis
A.4., CnoseHis (nepBuHHe Ta
BTOPUHHE MaKyBaHHSA,
TeCTyBaHHS, [l03Bi/1 HA BUNYCK
cepili; NepBMHHE Ta BTOPUHHE
nakyBaHHs)

IHaia/
PymyHis/
CnoBeHis

Type IA variation B.ll.e.1.b.3:
Deletion of an immediante
packaging container that does
not lead to the complete
deleetion of a strength or
pharmaceutical form: deletion
of the lidding foil registered for
all primary packaging sites
except LEK.

Type |A variation B.ll.e.2.c: To
delete indentification for
Nitrocellulose print pirmer as
we are removing the
specification paramater from
the existing approved
apecification. Please not that
as a consequence of above
deletion we are deleting the
method to identify
nitrocellulose print primer from
the Method of analysis.
Type |A variation B.ll.e.2.c:
Change in the specification
parameters and/or limits of the
immediate packaging of the
finished product - Deletion of a

3a
peyenmom

UA/17356/01/03




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

Parameter (e.g. deletion of an
obsolete parameter): Deletion
of colour.
Type |A variation B.ll.e.2.c:
Change in the specification
parameters and/or limits of the
immediate packaging of the
finished product - Deletion of a
non-significant specification
Parameter (e.g. deletion of an
obsolete parameter): Deletion
of dimensions.

Type |A variation B.ll.e.2.c:
Change in the specification
parameters and/or limits of the
immediate packaging of the
finished product - Deletion of a
non-significant specification
Parameter (e.g. deletion of an
obsolete parameter):Deletion
of Appearance.

Type IA variation B.ll.e.6.b: -
Change in any part of the
primary packaging material not

in contact with the finished
product formulation -
replacement of printing primer
on lidding foil (New
nitrocellulose - free lidding

foils).




