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

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

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs
1 HIKOPETTE® | cnpeii gn1s poToBoi MakHin Ab Lseuis MakHin Ab Lsewis B.ll.c.1.z, IB For 6e3 UA/16866/01/01
CBIXA NMOPOXHUHW, microbiological quality test | peyenma
M ATA [o30BaHuii, 1 method Ph.Eur.2.6.13 is

mr/go3a; no 150 gos3
cnpeto y MNET-
pN1aKoHi EMHICTIO
15 mn, MET-
(h1aKoH 3
MeXaHiYHUM
po3nNuOBaYEM i
3aXMCHUM
KnanaHom
NOMIiLLYyOTb Y
N1acTUKOBUIA
dyTnsap i3
noninponinexy, no 1
a60 2 nN1acTUKoBUX
thyTnspn y
N1acTMKOBOMY
KOHTYpHOMY
KOHTEeHepi i3
KapTOHHOIO
OCHOBOIO

added to adapt to current
practice. Editorial change:
The specific acceptance
criteria TAMC < 10°CFU/qg,
TYMC < 102 CFU/g is
removed. The acceptance
critereria is sufficiently
described by Ph. Eur.
5.1.4, Substances for
pharmaceutical use.
Modules 3.2.P.4.1 and
3.2.P.4.2 are amended
accordingly.
B.ll.c.1.c, IA Relative
density is removed from
the Cooler 2 specification
Excipient Cooler 2 is added
in the formulation of
Nicorette Oromucosal
Spray as a cooling agent
and the concentration of
Cooler 2 in the product is
3.0 mg/ml which
corresponds to 0.3% of the
formulation. Relative
density is not a Critical
Quality Attribute (CQA) and
does not affect any Critical
Material Attribute (CMA) or
Critical Process
Parameters (CPP) and it is
therefore a non-significant




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
yrnakoBkKa)

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

parameter in the
specification of excipient.
Also, there will be no effect
in the physical property of
the excipient by this
change.

Further, relative density is
not a parameter in the
finished product
specification and, therefore
it is not a criterion for the
release of the product. The
proposed change does not
have any impact on the
finished product. Hence,
this parameter is
considered as non-
significant and to be
deleted from the Cooler-2
specification.
Modules 3.2.P.4.1,
3.2.P.42and 3.2.P.4.4 are
amended accordingly.

CIBIHKBO

TabneTkn, BKPUTI
NNiBKOBOIO
06010HKO10, o 50
Mr: no 7 TabneTok,
BKPUTUX M/1iIBKOBOO
060/10HKOI0, Y
6nictepi, no 4
6nictepn y
KapTOHHI kopobui 3
MapKyBaHHAM
YKpaIiHCLKOI Ta
aHrNiNncbKo
MoBamu

Mdoaiizep
Eiiu.Ci.Mi.
KopnopeiwH

CLIA

Mdpaiizep MeHogeKk ypUHr
Ooiuneng Mrm6X

HimeuunHa

A.5.a lAin - Administrative
change - Change in the
name and/or address of a
manufacturer/importer
responsible for batch
release - To update the
address of the site
responsible for
manufacturing, quality
control testing, primary
packaging, secondary
packaging and batch
release of the finished
product, Pfizer
Manufacturing 99 Page 2/4
Deutschland GmbH, from
Betriebsstatte Freiburg,
Mooswaldallee 1, 79090
Freiburg, Germany, to
Mooswaldallee 1, 79108
Freiburg Im Breisgau,
Germany. there is no

3a
peyerimom

UA/19698/01/01




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
yrnakoBkKa)

3asiBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

change in the location of
the site.
3MiHa agpecy BUpoBGHMKa
Mdpaiizep MeHeKHYpUHT
Hoiuneng MrméxX,
HimeuuunHa 6e3 3miHu
haKTU4HOro
MicLlepo3TallyBaHHs
BMPOGHMKA UM 3MiH Y
BMPOBGHUYMX MpoLiecax.
[itova pepakuis:
BeTpibwTeTTe ®paiibypr,
Mycsanbgans 1, 79090
®paiibypr, HimeuunHa
MponoHoBaHa pefakuisi:
MycBanbgans 1, 79108
®painbypr Im Bpaiicray,
HimeuunHa
3MiHV BHECEHO B
IHCTPYKLUi0 018 MeANYHOro
3aCcTOCyBaHHSA NikapCbKoro
3acoby [0 po3gainy
«MicLe3HaxompKeHHs
BMPOGHMKA Ta agpeca
MicList MPOBaKEHHS AOro
DBisiNTbHOCTI» 3
BiANOBIAHUMW 3MiHAMN Y
TEKCTi MapKyBaHHS
YNaKkoBOK.
BBefeHHs1 3MiH NpoTArom
9-Tn MicsdiB nicns
3aTBEPKEHHS.

CIBIHKBO

TabneTkn, BKpUTI
NiBKOBOI
060/10HKO10, No 100
Mr: No 7 TabneTok,
BKPUTUX M/iBKOBOO
060/10HKOI0, Y
6nictepi, no 4 abo
no 13 6nictepis y
KapTOHHIlA Kopobui 3
MapKyBaHHAM
YKpaiHCbKO Ta
aHrNincoLKo
MoBamu

Mdpaiizep
Eiiu.Ci.Mi.
KopnopeiiwH

CWA

Mdpaiizep MeHEKHYPUHT
Ooiuneng M6X

HimeuunHa

A.5.a lAin - Administrative
change - Change in the
name and/or address of a
manufacturer/importer
responsible for batch
release - To update the
address of the site
responsible for
manufacturing, quality
control testing, primary
packaging, secondary
packaging and batch
release of the finished

3a
peyerimom

UA/19698/01/02
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3acoby

Popma sunycky
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yrnakoBkKa)

3asiBHUK
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Bionycky
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product, Pfizer
Manufacturing 99 Page 2/4
Deutschland GmbH, from
Betriebsstatte Freiburg,
Mooswaldallee 1, 79090
Freiburg, Germany, to
Mooswaldallee 1, 79108
Freiburg Im Breisgau,
Germany. there is no
change in the location of
the site.
3MiHa agpecy BUpOBGHMKa
Mdpbaiizep MeHodek ypuHr
Hoiuneng MrmoéxX,
HimeuuunHa 6e3 3miHu
haKTMYHOro
MicL,epo3TallyBaHHS
BMPOGHMKA UM 3MiH Y
BUPOBHUYMX NpoLiecax.
[Litoua pepakuis:
BeTpibliTeTTe ®paiibypr,
Mycsanbgans 1, 79090
dpainbypr, HimeuunHa
MponoHoBaHa pedaku,isi:
MycBanbgasb 1, 79108
®painbypr Im Bpaiicray,
HimeuunHa
3MiHU BHECEHO B
IHCTPYKUi0 415 MEeANYHOIO
3aCTOCYBaHHSA NikapCbKoro
3acoby 4o posgainy
«MicLe3HaxomKeHHs
BMpo6HUKa Ta agpeca
MiCLisi MPOBaKEHHS AOro
OifANBHOCTI» 3
Bi4NOBIAHUMM 3MiHAMM Y
TEKCTi MapKyBaHHsI
YNaKoBOK.
BBefeHHs 3MiH NPOTSrom
9-Tn MicsudiB nicns
3aTBEPKEHHS.

CIBIHKBO

TabneTkn, BKpUTI
NiBKOBOO
060/10HKO10, Nno 200
Mr: N0 7 TabNeTok,

Mdpaiizep
Eiiu.Ci.Mi.
KopnopeiiwH

CWA

Mdpaiizep MeHeKHYPUHT
Lonuneng MrmeX

HimeuunHa

A.5.a |Ain - Administrative
change - Change in the
name and/or address of a
manufacturer/importer

3a
peyernmom

UA/19698/01/03




Ne Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1

BKPUTUX M/1IBKOBOHO
060/10HKOI0, Y
6nictepi, no 4 abo
no 13 6nictepis y
KapTOHHI KopoobLi 3
MapKyBaHHAM
YKpaiHCbKOI Ta
aHrNifcbKo
MoBamu

responsible for batch
release - To update the
address of the site
responsible for
manufacturing, quality
control testing, primary
packaging, secondary
packaging and batch
release of the finished
product, Pfizer
Manufacturing 99 Page 2/4
Deutschland GmbH, from
Betriebsstatte Freiburg,
Mooswaldallee 1, 79090
Freiburg, Germany, to
Mooswaldallee 1, 79108
Freiburg Im Breisgau,
Germany. there is no
change in the location of
the site.
3MmiHa agpecy BUpOGHMKa
Mdbaiizep MeHodek ypuHr
[onuneHg M6X,
HimeuuunHa 6e3 3miHn
haKkTU4HOro
MicLepo3TallyBaHHS
BUPOGHUKA UM 3MiH Y
BMPOBGHUYMX MpoLiecax.
[itova pepakuis:
BeTpiblwiTeTTe ®paiibypr,
MycBanbgans 1, 79090
dpanbypr, HimeuunHa
MponoHoBaHa peaakuis:
MycBanbgasib 1, 79108
®paiibypr Im bpaiicray,
HimeuunHa
3MiHN BHECEHO B
IHCTPYKU,i0 415 MEeANYHOIO
3aCTOCYyBaHHS NikapCbKkoro
3acoby go posginy
«Micue3HaxooKeHHS
BMpo6HUKa Ta agpeca
MicLii NPOBaKEHHSA 0T
OiSANbHOCTI» 3
BiANOBIAHWUMW 3MiHAMW Y




Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky | peecmpayitiHo2o
3acoby yrnakoBkKa) nocsi04YeHHs1

TEKCTi MapKyBaHHsI
yMakoBOK.
BBefeHHA 3MiH NpoTArom
9-Tn MicauiB nicns
3aTBEPDKEHHS.




