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,
KAHAAN, NIKAPCbKUX 3ACOBIB, LWO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOIO BAPEECTPOBAHI KOMMNETEHTHUM OPIrAHOM
EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionyckKy peecmpayiliHo2o
3acoby YnakoBsKa) nocsio4YeHHs1
1 HIKOPETTE® | cnpeit Ansa poToBoi MakHin Ab LWewis BMPOGHULITBO rOTOBOIO Lsewis 3MiHa HaliMeHyBaHHs 6es UA/16866/01/01
CBDKA NOPOXHUHN, nNpoaykTy (BKAKOYaKUM Ta/abo agpecu 3asABHUKA | peyenma
M ATA [o030BaHuit, 1 KOMMiekTaLito, KOHTPOb (BnacHuka peecTpadjiiiHoro
mr/go3a; no 150 go3 SIKOCTi, BUMNYyCK cepii): NOCBIAYEHHS):
cnpeto y MNET- MakHin Ab [itoya pepakuis:
bN1aKoHi EMHICTIO Norrbroplatsen 2,
15 mn, NET- Helsingborg, 25109,
hnakoH 3 Sweden
MeXaHiYHUM MponoHoBaHa peAakuis:
po3nu/toBaYeM i Box 941, Helsingborg,
3aXMCHUM 25109, Sweden
KnanaHom TepMiH BBEAEHHS 3MiH
NOMILLYIOTb Y npoTarom 6 micAuis nicns
NAacTUKOBWIA 3aTBEPLKEHHS.
dyTnsap i3 3MiHa HaliMeHyBaHHS
noninponinexy, no 1 Ta/abo agpecu micus
a60 2 NnacTUKoBmX NPOBaKEHHS AiANbHOCTI
dyTnapu y BMpoGHUKa/imnopTepa
na1acTMKOBOMY rOTOBOrO J1iKapCbKOro
KOHTYpHOMY 3aco0by, BKIoYaum
KOHTeliHepi i3 AinbHUUI BUMycKy cepii abo
KapTOHHOI0 MicLie NpoBeAeHHA
OCHOBO KOHTPO/O AKOCTI,
LiSANbHICTb, 33 AKY
Bignosigae
BMPOGHUK/iMNopTep,
BK/THOUAKUN BUMYCK CEPINA:
[itoya pegakuisi:
Norrbroplatsen 2,
Helsingborg, 25109,
Sweden
MponoHoBaHa pefakLis:
Norrbroplatsen 2,
Helsingborg, 25442,
Sweden




Mr/25 mr/200 mr, no

OpioH KoprnopewLuH,

control testing of the FP -

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs
TepMiH BBeAEHHSA 3MiH
npoTarom 6 MicAuis nicns
3aTBEPLKEHHS.
2. HIKOPETTE® | cnpeit Ansa potoBoi MakHin Ab Lsewis BMPOGHULITBO rOTOBOIO Lsewis 3MiHa HalimeHyBaHHS 6es UA/18446/01/01
PPYKTOBO- NOPOXHUHN, npoaykTy (BKAKOYaKUn Ta/abo agpecu 3asBHUKA | peyenma
M'ATHUIA [030BaHuit, 1 KOMMaekTawito, KOHTPOb (BnacHvka peecTpaLjitHoro
Mmr/go3a; AKOCTI, BUMNYCK cepil): NOCBIAYEHHS):
no 150 go3 cnpeto y MakHin Ab Litoya pegakuisi:
MET- donakoHi Norrbroplatsen 2,
EMHicTIO 15 M. Helsingborg, 25109,
MET- conakoH 3 Sweden
MeXaHi4YHUM MponoHoBaHa peakLis:
PO3MU/IOBAYEM i Box 941, Helsingborg,
3aXUCHUM 25109, Sweden
KnanaHom TepMiH BBEAEHHS 3MiH
NOMILLYHOTb Y npoTsArom 6 Micauis nicns
NaacTUKOBUIA 3aTBEPLKEHHS.
dyTnap i3 3MiHa HaliMeHyBaHHS
noninponinexy. Mo Ta/abo agpecu micus
1 a6o 2 NPOBaKEHHSA AiANbHOCTI
NacTUKOBUX BUPOGHUKa/imnopTepa
dyTnapu y roTOBOrO J1iKapCbLKOro
naacTUKOBOMY 3acoby, BkHoYaoun
KOHTYpPHOMY OiNbHULI BUNYCKY cepii abo
KOHTeliHepi i3 Micue npoBefeHHA
KapTOHHOI KOHTPOJI0 SIKOCTI,
OCHOBOIO LiANbHICTb, 3a AKy
Bignosigae
BMPOGHUK/iMnopTep,
BK/IHOYAOUM BUMYCK Cepili:
[itoya pepakuis:
Norrbroplatsen 2,
Helsingborg, 25109,
Sweden
MponoHoBaHa pefakuis:
Norrbroplatsen 2,
Helsingborg, 25442,
Sweden
TepMiH BBEAEHHS 3MiH
npoTsArom 6 Micauis nicns
3aTBEPLKEHHS.
3. CTANEBO TabneTkn, BKPUTI OpioH ®PiHNAHAIA BMPOOHUK, LLLO 34iACHIOE ®iHnangia/ B.Il.b.2.c.1, IAin - Change 3a UA/17944/01/02
nNiBKOBOO KopnopeiwH BUPOGHULTBO, KOHTPO/b Yecbka to importer, batch release |peyenmom
060/10HKO10, N0 100 AKOCTI: Pecny6nika arrangements and quality




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs
30 a6o no 100 PiHNAHZIA Replacement or addition of

TabneTtok y 6aHLi;
no 1 6aHui B
KapTOHHI KopoobLi

aNbTEPHATUBHUIA BUPOBHWK,
LLLO 3AiICHIOE KOHTPO/b
AKOCTI:
KBiHTa - AHaniTika c.p.o.,
Uecbka Pecnybnika

BMPOOGHUK, LLLO 34iACHIOE
NnepBuHHE, BTOPUHHE
nakyBaHHS Ta BUMYCK cepii:
OpioH KopropefiLwuH,
®iHNaHgjA

a manufacturer responsible
for importation and/or
batch release - Not
including batch
control/testing:

To add Orion Corporation,
Orion Pfarma,
Joensuunkatu 7, FI-24100
Salo, Finland as a site
responsible for batch
release (not including
batch control/testing) of the
finished product.

In addition, the marketing
authorisation holder took
the opportunity to:

- align the PI with the latest
QRD template (v10.1)

- update the sucrose
statement to be in-line with
guidance "Excipients in the
labelling and package
leaflet of medicinal
products for human use”
where applicable
- correct the latest renewal
date in section 9 of the
SmPC for Corbilta
-include minor editorial
changes and typographical
corrections in the Product
Information
BBeneHHs 3MiH MpoTAroM
6-T1 micauiB nicna
3aTBEPLKEHHS.

A.7, IA - Administrative
change - Deletion of
manufacturing sites:

To delete Orion
Corporation Pharma,
Orionintie 1, FI-02200
Espoo, Finland, as an
alternative site responsible
for primary packaging,




Tabnetok y 6aHu;
no 1 6aHui B
KapTOHHI kopobLi

anbTepHaTUBHUI BUPOBHUK,
LLLO 3AjICHIOE KOHTPO/Ib
AKOCTI:
KBiHTa - AHaniTika c.p.o.,
Uecbka Pecny6nika

BMPOGHUK, L0 34iACHIOE
nepBuHHE, BTOPUHHE
nakyBaHHs Ta BUMYCK cepii:
OpioH KopnopeliLuH,
diHNAHAIA

a manufacturer responsible
for importation and/or
batch release - Not
including batch
control/testing:

To add Orion Corporation,
Orion Pfarma,
Joensuunkatu 7, FI-24100
Salo, Finland as a site
responsible for batch
release (not including
batch control/testing) of the
finished product.

In addition, the marketing
authorisation holder took
the opportunity to:

- align the PI with the latest
QRD template (v10.1)

- update the sucrose
statement to be in-line with
guidance "Excipients in the
labelling and package
leaflet of medicinal
products for human use”
where applicable
- correct the latest renewal
date in section 9 of the
SmPC for Corbilta
-include minor editorial
changes and typographical
corrections in the Product
Information
BBeAeHHS 3MiH MPOTAroM
6-T1 MicsauiB nicns

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs
secondary packaging and
batch release of the
finished product. BeefeHHs
3MiH nMpoTAromM 6-Tn
MicauiB nicns
3aTBEPLKEHHS.
4. CTANEBO TabneTku, BKPUTI OpioH diHnsaHgjA BMPOOGHUK, LLLO 34IACHIOE dinnangia/ B.ll.b.2.c.1, lAin - Change 3a UA/17944/01/03
NNiBKOBOO KopnopeiwH BMPOGHULTBO, KOHTPO/b Yecbka to importer, batch release |peyenmom
060/10HKOH, Mo 150 AKOCTI: Pecny6nika arrangements and quality
mr/37,5 mr/200 wr, OpioH KopropefiLuH, control testing of the FP -
no 30 a6o no 100 ®iHNaHgjA Replacement or addition of




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
yrnakoBkKa)

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

3aTBEPLKEHHS.
A.7, 1A - Administrative
change - Deletion of
manufacturing sites:

To delete Orion
Corporation Pharma,
Orionintie 1, FI-02200
Espoo, Finland, as an

alternative site responsible

for primary packaging,

secondary packaging and
batch release of the

finished product. BBefeHHs
3MiH NMpoTAroM 6-Tn

MicsuiB nicns
3aTBEPLKEHHS.

CTANEBO

TabneTkn, BKPUTI
nNiBKOBOO
060/10HKot0, No 200
mr/50 mr/200 mr; no
30 a6o no 100
Tabnetok y 6aHLi;
no 1 6aHui B
KapTOHHI kopooLUi

OpioH
KopnopeiwH

DiHNAHAIA

BMPOOHUK, LLLO 34iACHIOE
BMPOGHULITBO, KOHTPO/b
AKOCTI:

OpioH KopnopeliLuH,
®iHNaHgjA

anbTepPHATUBHUIA BUPOBHWK,
LLIO 3AiiCHIOE KOHTPO/b
SAKOCTI:
KBiHTa - AHaniTika c.p.o.,
Uecbka Pecnybnika

BMPOOHWUK, LLLO 34IACHIOE
nepBuHHE, BTOPUHHE
nakyBaHHS Ta BUMYCK cepii:
OpioH KopropeWiLuH,
®PiHNAHajA

diHnaHain/
Yecbka
Pecny6nika

B.Il.b.2.c.1, IAin - Change
to importer, batch release
arrangements and quality
control testing of the FP -
Replacement or addition of
a manufacturer responsible
for importation and/or
batch release - Not
including batch
control/testing:

To add Orion Corporation,
Orion Pfarma,
Joensuunkatu 7, FI-24100
Salo, Finland as a site
responsible for batch
release (not including
batch control/testing) of the
finished product.

In addition, the marketing
authorisation holder took
the opportunity to:

- align the PI with the latest
QRD template (v10.1)

- update the sucrose
statement to be in-line with
guidance "Excipients in the
labelling and package
leaflet of medicinal
products for human use"

3a
peuerimom

UA/17944/01/04




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma suUnycKy
(nikapcbka ¢hopma,
yrnakoBkKa)

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

where applicable
- correct the latest renewal
date in section 9 of the
SmPC for Corbilta
-include minor editorial
changes and typographical
corrections in the Product
Information
BBeAeHHS 3MiH MpOTAroM
6-Tn micauis nicns
3aTBEPLKEHHS.

A.7, IA - Administrative
change - Deletion of
manufacturing sites:

To delete Orion
Corporation Pharma,
Orionintie 1, FI-02200
Espoo, Finland, as an

alternative site responsible

for primary packaging,

secondary packaging and
batch release of the

finished product. BBegeHHs
3MiH NPOTArom 6-Tu

Mmicsauis nicns
3aTBEPKEHHS.

CTANEBO

TabneTkn, BKPUTI
NMiBKOBOIO
060/10HKot0, No 50
mr/12,5 mr/200 wmr;
no 30 a6o no 100
TabneTtok y 6aHu;
no 1 6aHuji B
KapTOHHI KopoobUi

OpioH
KopnopeiiwH

PiHNAHAA

BMPOGHUK, L0 34iACHIOE
BMPOBHULITBO, KOHTPO/Tb
AKOCTI:

OpioH KopnopeliLuH,
diHNAHAIA

aNbTepPHATUBHUIA BUPOBHWK,
LLIO 3AiICHIOE KOHTPOSb
AKOCTI:
KBiHTa - AHaniTika c.p.o.,
Yecbka Pecnybnika

BMPOOGHUK, LLLO 34IACHIOE
nepBuHHE, BTOPUHHE
nakyBaHHS Ta BUMYCK cepil:
OpioH KopropefiLwuH,
®iHNaHAjA

®iHnangia/
Yecbka
Pecny6nika

B.ll.b.2.c.1, lAin - Change
to importer, batch release
arrangements and quality
control testing of the FP -
Replacement or addition of
a manufacturer responsible
for importation and/or
batch release - Not
including batch
control/testing:

To add Orion Corporation,
Orion Pfarma,
Joensuunkatu 7, FI-24100
Salo, Finland as a site
responsible for batch
release (not including
batch control/testing) of the
finished product.

In addition, the marketing

3a
peyenmom

UA/17944/01/01




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

- align the PI with the latest
QRD template (v10.1)

- update the sucrose
statement to be in-line with
guidance "Excipients in the

labelling and package

leaflet of medicinal
products for human use”
where applicable
- correct the latest renewal
date in section 9 of the
SmPC for Corbilta
-include minor editorial
changes and typographical
corrections in the Product
Information
BBeAeHHS 3MiH MPOTAroM
6-Tn MicauiB nicns
3aTBEPKEHHS.

A.7, IA - Administrative
change - Deletion of
manufacturing sites:

To delete Orion
Corporation Pharma,
Orionintie 1, FI-02200
Espoo, Finland, as an

alternative site responsible
for primary packaging,
secondary packaging and
batch release of the
finished product. BBegeHHsA
3MiH MpOTAroM 6-Tn
MicauiB nicna

3aTBEPMKEHHS.




