NMEPENIK

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

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

KOMOETEHTHAMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLI, AMNOHII,

ABCTPAII

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

KapTOHHIA Kopoobui

HimeyunHa
AnbTepHaTUBHWIA
BUpOo6HMK Kancyn bulk (He
po3chacoBaHOT NPOAYKLT)
Ta KOHTPO/Ib AKOCTI

nikapcbKoro 3acoby:
KaTtaneHT ®paHce BeHalim,
dpaHuis
BMPOGHMLTBO, yrakoBka Ta
KOHTPOJ1b SIKOCTI Karncyn in
bulk (Hepo3dacosaHoi
NPOAyKLii NikapcbKoro
3acooby):
KataneHTt HimeyunHa
E6epbax Mm6X, HimeuunHa
nepeuHHe (bnictepn) Ta
BTOPWMHHE NakyBaHHSA
(kOpo6KM), MapKyBaHHS
(nepBuHHOrO Ta
BTOPUHHOIO NakyBaHHA) Ta
KOHTPO/1b AKOCTI
nikapcbKoro 3acoby:
BepiHrep IHrenbxanm
dapma 'vb6X i Ko. KT,
HimeyunHa
anbTepHaTMBHa
nabéoparopisa gna
NPOBeAEHHS KOHTPOSIO
AKOCTI (38 BUK/THOYEHHAM
MiKPO6iONOriYHOT YNCTOTHN):
A eHg Em LULTABTECT

place, except batch-release,
batch control, primary and
secondary packaging, for non-
sterile medicinal products - To
add Catalent France Beinheim,
74 Rue Principale, Beinheim
67930, France as an alternative
site responsible for
manufacturing the finished
product.
JopasaHHA KataneHT dpaHce
BeHnaiim, ®paHuis B sikocTi
aNbTepPHaTUBHOIO BUPOOHUKA
kancyn bulk (He po3dacoBaHoi
npoaykuiv).

Type IA B.ll.b.2.a - Change to
importer, batch release
arrangements and quality
control testing of the FP -
Replacement/addition of a site
where batch control/testing
takes place - To add Catalent
France Beinheim, 74 Rue
Principale, Beinheim 67930,
France as an alternative site
responsible for batch
control/testing of the finished
product.
JopasaHHa KataneHT ®paHce
BeHaiim, ®paHLis B SKOCTI
a/lbTEePHATMBHOIO BUPOGHMKA 3

Ne Hassa dopma sunycky (nikapcbka 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbK0o20 c¢hopma, ynakoska) Bgionycky | peecmpayiliHo2o
3acoby nocsio4yeHHs
1 BAPIFATE® | kancynu m'ski no 100 wmr, BepiHrep Himeuun BMPOOGHUK, LLO BiANOBifaE HimeyunHa Type IB B.1l.b.l.e - Replacement 3a UA/16651/01/01
® no 10 kancyn mM'akux B IHrenbxanm Ha 3a BUMYyCK cepii: or addition of a manufacturing peyenmom
astoMiHieBoMy 6icTepi, N0 | IHTepHeLWHN BepiHrep IHrenbxanm site for the FP - Site where any
6 abo 12 6nicTepiB y 6X dapma 'vb6X i Ko. KT, manufacturing operation(s) take




Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1

Na6op dyp AHaniTvK yHA,
Crab6initatcnpydpyHr Mm6X,
HimeyunHa
afbTepHaTUBHI
nab6opaTopii ans
NPOBeAEHHS KOHTPOSHO
AKOCTI 3@ NOKa3HUKOM
MikpobiofnoriyHa yncroTa:
CI'C IHcTuTyT ®PpeseHiyc
Mm6X, HimeyunHa
Na6op N1IC CE eHg Ko. KT,
HimeuunHa

(PYHKLE0 KOHTPO/Ib AKOCTI
NikapcbKoro 3acoby.
Type IA B.ll.b.3.a - Change in
the manufacturing process of
the finished or intermediate
product - Minor change in the
manufacturing process - Minor
changes in the manufacturing
process of the finished to
change the temperature range
of the gelatin mixing (step 1 of
gel mass preparation) at
Catalent Beinheim from 60 to
70°C to 65 to 70°C.

Type IB B.ll.b.3.a - Change in
the manufacturing process of
the finished or intermediate
product - Minor change in the
manufacturing process - Minor
changes in the manufacturing
process of the finished to delete
the cascade washer (step 2) at
Catalent France Beinheim
(Beinheim, France).
Type IA B.ll.b.3.a - Change in
the manufacturing process of
the finished or intermediate
product - Minor change in the
manufacturing process - Minor
changes in the manufacturing
process of the finished to
implement some changes in the
encapsulation process at
Catalent France Beinheim
(Beinheim, France).
Type IA B.ll.d.l.d - Change in the
specification parameters and/or
limits of the finished product -
Deletion of a non-significant
specification parameter - To
delete the non-significant
parameter Residual solvents
from the specifications of the
finished product manufactured
at Catalent France Beinheim




Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1

(Beinheim, France).
BunyuyeHHs i3 cneundikadi
nikapcbKoro 3acoby nokasHuka
«Residual solvents» ans HoBoi
AinbHuui Catalent Beinheim. B
pesynbTarti Bi4noBigHOI 3MiHN,
OHOB/EeHO po3ain 3.2.P.5.1
Mogayns 3 peecTpadiiiiHoro
[OCbE Ta K Hac/igokK
cneuundpikauito B MeTogax
KOHTPOJ1t0 SIKOCTi NiKapCbKoro
3acoby, a came BHECEHHS
NPUMITKM [0 NOKa3HUKa
«Residual solvents» (3.2.P.5.1)/
3anunLwKoBMil pO34YMHHUK ETaHon
(MK#) i3 3a3Ha4YeHHAM TOro, Lo
BMNPOOYBaHHA 3a AaHUM
NOKa3HNKOM NPOBOAATL NnLe
AN nikapcbKoro 3acoby, Skuii
BUTOTOB/IEHUI HA BXe
3aTBEPXKEHIN ainbHMLi Catalent
DE (Eberbach). 3aTBeppxeHuii
BMPOGHUK NPOAOBXYE
BMKOPUCTOBYBATW €TaHo/ B
npoueci BUpoGHMLTBa
nikapcbKoro 3acoby.

Type IA B.11.b.3.z - Change in
the manufacturing process of
the finished or intermediate
product - Other variation - To
change packaging material from
bag to laminated aluminum foil
bag.

Type IA B.11.b.3.z - Change in
the manufacturing process of
the finished or intermediate
product - Other variation - To
change the shipping of the PE
bag from cardboard board to
shipping box.

Type IB B.ll.b.3.a - Change in
the manufacturing process of
the finished or intermediate
product - Minor change in the
manufacturing process - Minor




Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1

changes in the manufacturing
process of the finished product
to replace the ink imprinting by
UV laser marking.
3MiHa 30BHILUHLOrO BUrSAY
BigbuTKa/MapKyBaHHA Ha
Kancynax, B pesy/fbTati 3aMiHn
BiAOUTKA YOPHWU/IOM Ha
Kancynax Ha Y®-nasepHe
MapKyBaHHs. BignosigHa 3miHa
BM/MBae Ha po3sginu Cknag,
Cneumaikauist (NOKa3HUK SAKOCTI
«30BHILLHI BUrNSAL (onuc)») Ta
MeToau KOHTPOo0 (MOKa3HMK
SIKOCTi «30BHILLHIA BUrNsA4
(onuc)») MeTopaiB KOHTPO/IO
SKOCTI JliKapCbKOro 3acoby.
3MiHNM BHeceHo B KOopoTky
XapakTepPUCTUKY NiKapCbKoro
3acoby [0 po3ginis 3.
«Jlikapcbka chopmax» Ta 6.1
«JIONOMDKXHI PEYOBUHM», & TaKoX
B IHCTPYKUiO ANst MeANYHOro
3acTOCyBaHHS NiKapCbKoro
3acoby o po3ginis «Ckiag» Ta
«OCHOBHI (i3MKO-XiMiYHi
BNaCTUBOCTI» 3 BiANOBIAHNMN
3MiHamu y n. 3. «[epenik
[OMOMDKHUX PEYOBUH» TEKCTY
MapKyBaHHS BTOPUHHOT
YNakoBKM (BUTyYEHHSA YOpHUNAa
YOPHOrO KOJ1bOPY A/15
MapKyBaHHS i3 nepeniky
OOMOMDKHUX peqyoBuH M13).
IHCTpYKLia Ana MeguyHoro
3aCTOCYBaHHS NMiKapCbKoro
3acoby
KopoTka xapaktepucTunka
nikapcbKoro 3acoby
Type IB B.Il.bh.5.z - Change to
in-process tests or limits applied
during the manufacture of the
finished product - Other variation
- To replace the Viscosity and
homogeneity of black ink,




Ne
n/n

JliKapcbKo20

HasBa

3acoby

®opma sunycky (/ikapcbka
¢hopma, ynakoska)

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

printing pressure IPC with
Quality of marking with the
acceptance criteria Legibility and
completeness of marking.
Type IAin B.ll.a.1.a - Change or
addition of imprints, bossing or
other markings including
replacement, or addition of inks
used for product marking -
Changes in imprints, bossing or
other markings - To replace the
appearance of the marking from
"imprinted in black" to "marked
in dark grey".

The MAH took opportunity to
introduce editorial changes in
sections 3.2.P.1, 3.2.P.3.3,
3.2.P.34,
3.2.P.5,3.2.P.5.1and 3.2.P.7.

BAPIrATE®

®

Kancynu m'ski no 150 wr;
no 10 kancyn M'akux B
antomiHieBomy 6nictepi, no
6 6nicTepiB y KAPTOHHIN
Kopoo6uj

BepiHrep
IHrenbxam
IHTepHeLwHN

v6X

Himeuun
Ha

BMPOOGHUK, LLO BiAnoBigae
3a BUMYyCK cepii:
BepiHrep IHrenbxainm
dapma N'mbX i Ko. KT,
HimeuunHa
AnbTepHaTUBHMIA
BMpo6HMK kancyn bulk (He
po3dhacoBaHoi NPOAYKLT)
Ta KOHTPO/1b AKOCTI
nikapcbKoro 3acoby:
KataneHT ®paHce BeHaiim,
dpaHuis
BMPOGHMLTBO, yrakoBka Ta
KOHTPOJ1b SIKOCTI Karncyn in
bulk (Hepo3tacosaHoT
NPOAYKLT NNiKapCbKOro
3acoby):
KataneHT HimeyunHa
E6epbax MM6X, HimeuunHa
nepsuHHe (6nictepun) Ta
BTOPWMHHE NnakyBaHHSA
(kOpo6KM), MapKyBaHHS
(nepBuHHOrO Ta
BTOPWMHHOIO NakyBaHHS) Ta
KOHTPO/1b AKOCTI
nikapcbKoro 3acoby:

HimeuunHa

Type IB B.1l.b.l.e - Replacement
or addition of a manufacturing
site for the FP - Site where any
manufacturing operation(s) take
place, except batch-release,
batch control, primary and
secondary packaging, for non-
sterile medicinal products - To
add Catalent France Beinheim,
74 Rue Principale, Beinheim
67930, France as an alternative
site responsible for
manufacturing the finished
product.
JopasaHHa KataneHT dpaHce
BeHaiim, ®paHLis B SKOCTI
afbTepHaTMBHOIO BUPOGHMKA
kancyn bulk (He po3dacoBaHoi
NPOAYKLT).

Type IA B.ll.b.2.a - Change to
importer, batch release
arrangements and quality
control testing of the FP -
Replacement/addition of a site
where batch control/testing
takes place - To add Catalent

3a
peyenmom

UA/16651/01/02




Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1

BepiHrep IHrenbxainm
dapma N'm6X i Ko. KT,
HimeyunHa
anbTepHaTMBHa
na6opartopis gns
NPOBeAEHHS KOHTPOSHO
SIKOCTi (3@ BUK/HOYEHHSM
MiKPO6IONOriYHOT YNCTOTN):
A eHg Em WUTABTECT
Nabop dyp AHaniTuK yHA,
Crab6initatcnpydyHr M'méX,
HimeuunHa
aNbTepHaTUBHI
na6opaTopii gna
NPOBeEHHsSI KOHTPOSO
AKOCTI 3@ NOKa3HUKOM
MiKpo6ionoriyHa umcToTa:
CI'C IHcTuTyT ®PpeseHiyc
'M6X, HimeuunHa
Nab6op /1IC CE eHp Ko. KT,
HimeyunHa

France Beinheim, 74 Rue
Principale, Beinheim 67930,
France as an alternative site

responsible for batch
control/testing of the finished
product.
JopasaHHA KaTaneHT ®paHce
BeHalim, ®paHuisi B SKOCTi
aNbTEepPHATMBHOIO BUPOOHMKA 3
(OYHKLE0 KOHTPOSIb AKOCTI
nikapcbKoro 3acoby.
Type IA B.ll.b.3.a - Change in
the manufacturing process of
the finished or intermediate
product - Minor change in the
manufacturing process - Minor
changes in the manufacturing
process of the finished to
change the temperature range
of the gelatin mixing (step 1 of
gel mass preparation) at
Catalent Beinheim from 60 to
70°C to 65 to 70°C.

Type IB B.ll.b.3.a - Change in
the manufacturing process of
the finished or intermediate
product - Minor change in the
manufacturing process - Minor
changes in the manufacturing
process of the finished to delete
the cascade washer (step 2) at
Catalent France Beinheim
(Beinheim, France).
Type IA B.ll.b.3.a - Change in
the manufacturing process of
the finished or intermediate
product - Minor change in the
manufacturing process - Minor
changes in the manufacturing
process of the finished to
implement some changes in the
encapsulation process at
Catalent France Beinheim
(Beinheim, France).
Type IA B.ll.d.l.d - Change in the




Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1
specification parameters and/or

limits of the finished product -
Deletion of a non-significant
specification parameter - To
delete the non-significant
parameter Residual solvents
from the specifications of the
finished product manufactured
at Catalent France Beinheim
(Beinheim, France).
BunyyeHHs i3 cneuudikauii
nikapcbKoro 3acoby nokasHuka
«Residual solvents» ans HoBoOI
AinbHuui Catalent Beinheim. B
pes3ynbTarti BignoBigHOT 3MiHW,
OHOBJIEHO po3ain 3.2.P.5.1
Mogynsa 3 peecTpauiitHoro
[JOCbE Ta K HacifoK
cneumdikadito B MeTogax
KOHTPOJIt0 SIKOCTi NiKapCbKoro
3acoby, a came BHECEHHS
NPUMITKM A0 NOKa3HUKa
«Residual solvents» (3.2.P.5.1)/
3a/ILLIKOBUIA PO3YMHHUK ETaHon
(MK#) i3 3a3Ha4YeHHAM TOro, Lo
BMNPOOGYBaHHA 3a AaHUM
NMOKa3HWKOM NPOBOAATL NnLe
AN NikapcbKoro 3acoby, skuii
BWIOTOB/IEHWI Ha BXe
3aTBepmxeHili ginbHuui Catalent
DE (Eberbach). 3atBepgxeHnii
BUPOGHUK NPOAOBXYE
BMKOPVCTOBYBATW €TaHO/ B
npoweci BUpobHULTBA
nikapcbKoro 3acoby.
Type IA B.1.b.3.z - Change in
the manufacturing process of
the finished or intermediate
product - Other variation - To
change packaging material from
bag to laminated aluminum foil
bag.
Type IA B.11.b.3.z - Change in
the manufacturing process of

the finished or intermediate




Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1

product - Other variation - To

change the shipping of the PE

bag from cardboard board to
shipping box.

Type IB B.ll.b.3.a - Change in
the manufacturing process of
the finished or intermediate
product - Minor change in the
manufacturing process - Minor
changes in the manufacturing
process of the finished product
to replace the ink imprinting by
UV laser marking.
3MiHa 30BHILUHLOrO BUrISAY
BigOUTKa/MapKyBaHHS Ha
Kancynax, B pesyfbTaTi 3aMiHn
Bif6UTKA YOPHW/IOM Ha
Kancynax Ha Y®-nasepHe
MapKyBaHHs. BignosigHa 3miHa
BN/AMBae Ha po3ginn Cknag,
CreuundikaLis (NOKasHUK AKOCTI
«30BHILLHI BUrNSAg (onuc)») Ta
MeToamn KOHTPOsIt0 (MOKa3HMK
SIKOCTi «30BHILLHIA BUrNsA4
(onuc)») MeTopAiB KOHTPO/IO
SKOCTI JTiKapCbKOro 3acoby.
3MiHK BHeceHo B KopoTky
XapaKkTepuUCTUKY NiKapCbKoro
3acoby [0 po3ginis 3.
«Jlikapcbka chopmax» Ta 6.1
«JI0NOMDKXHI PEYOBMHM», @ TaKoX
B IHCTPYKL,iO ANst MeANYHOro
3aCTOCYBaHHS NiKapCbKOro
3acoby o po3ginis «Ckiag» Ta
«OCHOBHI (Di3VKO-XiMiYHi
BNaCTUBOCTI» 3 BiAMOBIAHUMN
3MiHamun y n. 3. «Mepenik
[OMOMDKHUX PEYOBUH» TEKCTY
MapKyBaHHSA BTOPUHHOT
YNakoBKMN (BUTyYEHHSA YOpHUNA
YOPHOrO KOJIbOPY 4715
MapKyBaHHS i3 nepeniky
[ONOMDKHUX peyoBuH MN3).
IHCTPYKUIA 415 MeguyHoro
3aCTOCYyBaHHSA NiKapCbKoro




Ne Hassa ®opma sunycky (/ikapcbka 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | siKkapcbko2o ¢hopma, ynakoska) Bionycky | peecmpayitiHo2o
3acoby nocsi04YeHHs1

3acoby
KopoTka xapakrepucTmka
nikapcbKoro 3acoby
Type IB B.ll.b.5.z - Change to
in-process tests or limits applied
during the manufacture of the
finished product - Other variation
- To replace the Viscosity and
homogeneity of black ink,
printing pressure IPC with
Quality of marking with the
acceptance criteria Legibility and
completeness of marking.
Type IAin B.ll.a.1.a - Change or
addition of imprints, bossing or
other markings including
replacement, or addition of inks
used for product marking -
Changes in imprints, bossing or
other markings - To replace the
appearance of the marking from
"imprinted in black" to "marked
in dark grey".

The MAH took opportunity to
introduce editorial changes in
sections 3.2.P.1, 3.2.P.3.3,
3.2.P.34,
3.2.P.5,3.2.P.5.1 and 3.2.P.7.




