NMEPENIK

NIKAPCbKNX 3ACOBIB LLIOJ0 AKUX 3ABEPLLEHO PO3rNAA PEECTPALIAHNX MATEPIANIB NMPO BHECEHHA
3MIH 10 PEECTPALINHUX MATEPIAMIB NMPOTANOM Ali PEECTPALLIAHOIO NOCBIAYEHHA HA NIKAPCbKI
3ACOBW, AKI SAPEECTPOBAHI KOMMETEHTHUMW OPFAHAMW_CMOMYYEHUX LUTATIB AMEPUKW,
LLUBEALLAPCbKOI KOH®EAEPALLI, ANOHI, ABCTPA/II, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO 3A

EBPOMENCbLKOIro CO3y

LEHTPANISOBAHOIKO NMPOLUEAYPOK SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

Ne Hassa

Popma sBUMYCKY

3asBHUK

abo 6 6nictepiB y
KOpOO6L,i 3 KAPTOHY

dapwmacestoTikan Ko., /ta,.,
AnoHis; BignoBiganbHWI 3a
NPOBELEHHS KOHTPOJHO AKOCTI
npoaykuii in bulk 3a
MOKa3HUKOM [OMILLKN
enemeHTiB: Cymika Kemikan
AHanizic Cepsic, /1T4., ANoHis;
BiANOBigaNbHUIA 3@ KOHTPO/Ib
AKOCTI, NEPBUHHE Ta BTOPVHHE
nakyBaHHs i BUMycK cepii

ocobw,
BiANOBIA&/ILHOT 3a
3iICHEHHSA
hapmakoHarnsgy
(BKNHOYAKOUM 3MIHY 1T
KOHTaKTHUX JaHMX).

o KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, npoyeoypa BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
1. NAHCYP®® TabneTkn, BKpUTI e dpaHuisa BignoBigaibHUI 3a AnoHis/ B cuctemi 3a UA/16712/01/01
20 Mr/8,19 N/1iBKOBOKO 0B0JI0HKOHO, Na6opatyap BMPOGHMLITBO, KOHTPO/1b ®paHuia hapmakoHarnagy peyenmom
Mmr no 20 mr/8,19 mr, no 10 CepB'e, AKOCTI Ta BUNycK cepii 3asiBHUKa Bigdynacs
Tabnetok y 6nictepi; no 2 ®paHLin npoaykuii in bulk: Taiixo 3MiHa KOHTaKTHOT
abo 6 6nictepiB y dapwmacstoTikan Ko., ita., ocobwn,
KopoOLii 3 KapTOHY AnoHis; BignoBiganbHWI 3a BiANOBIA&/ILHOT 3a
NpPOBeAEHHSA KOHTPOJIO AKOCTI 3[jACHEHHS
npoaykuii in bulk 3a hapmakoHarnsgy
MOKA3HVKOM [JOMILLKN (BK/THOYAIOUN 3MIHY TT
enemeHTiB: Cymika Kemikan KOHTaKTHUX AaHuX).
Ananisic Cepsic, /IT4., fAnoHis;
BiANOBigaNbHUIA 3@ KOHTPO/Ib
AKOCTI, NEPBUHHE Ta BTOPUHHE
nakyBaHHS i BUMyckK cepii
roTOBOrO J1iKapCbKOro 3acoby:
Na6opartopii Ceps'e IHgacTpi,
®paHLis
2. NAHCYP®® TabneTku, BKPUTI e ®paHLia BigNoBiga/ibHWIA 3a AnoHis/ B cuctemi 3a UA/16712/01/02
15 Mr/6,14 N/1iBKOBOKO 0B0JI0HKOHO, Na6opatyap BMPOGHMLITBO, KOHTPO/1b ®paHuia hapmakoHarnagy peyenmom
mr no 15 mr/6,14 wr, no 10 Ceps'e, AKOCTI Ta BUNYCK cepil 3as1BHUKa Bigbdynacs
Tabnetok y 6nictepi; no 2 ®paHLin npoaykuii in bulk: Taiixo 3MiHa KOHTaKTHOT




nakeTi 3 a/IlOMiHIEBOI
pOnbIv 3 MapKyBaHHSAM
iHO3eMHO MOBOHO; No 1,
2 abo 3 naketny
KapTOHHI Kopo6Li 3
MapKyBaHHSIM iHO3EMHO0
MOBOIO 3i CTiKepoMm
YKpPaiHCbKOIO MOBOH

MapKyBaHHs, BUMYCK cepii:
K'esi dapmaueyTtudi C.n.A,,
ITanis; KOHTPO/Ib AKOCTI:
HysicaH I'm6X, HimeuunHa,;
KOHTPO/1b AKOCTi BUXIQHOT
CMPOBUWHM Ta BUPOOHULITBO,
KOHTPO/b AKOCTI, BUMYCK cepii
NiKapcbKoro 3acoby:
Pottengopd dapma Mvb6X,
HimeyunHa; nepBuHHe
nakyBaHHs, BTOPUHHE
nakyBaHHs, MapkyBaHHS:
PotteHgopc ®apma MvbX,
HimeyunHa

Quality Changes -
Finished Product -
Manufacture -
Replacement or
addition of a
manufacturing site for
part or all of the
manufacturing
process of the
finished product -
Secondary packaging
site - to add Pharma
Pack Hungary Kift,
Vasut utca 13, 2040
Budaors, Hungary as
an alternative site
responsible for
secondary packaging

of the finished
product
B.ll.b.1.a - lAin -

Quality Changes -
Finished Product -
Manufacture -
Replacement or
addition of a
manufacturing site for
part or all of the
manufacturing
process of the
finished product -
Secondary packaging
site - to replace G.L.
Pharma GmbH,
Arnethgasse 3, 1160

Ne Hassa dopma BUMYCKY 3assHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
roTOBOrO /liKaPCbKOro 3acoby:
Na6opaTopii Ceps'e IHaacTpi,
PpaHuis
3. EHBAPCYC TabneTky NPOSIOHroBaHol K'esi ABCTpiA BTOPWHHE NaKyBaHHA, AscTpis/ 3MiHM WOoa0 AKOCTI: B 3a UA/16205/01/01
4ii no 0,75 mr, no 10 dapmac'ioTike mMapkyBaHHs: I.J1. Papma ITania/ pedbepeHTHI kpaiHi | peyenmom
Tabnetok y 6nictepi; no 3 n3 rméX, Mm6X, ABCTpIs; BUNYCK cepil: HimeuunHa/ OaHi 3MiHV 3asB/eHi
6nictepun pasom i3 ABCTpIA K'esi ®apmac'toTikens MmoéxX, AK TPYMiHT.
BOJ10rOnor/inHa4emM y ABCTpIfi; BTOPUHHE NakKyBaHHS, B.ll.b.1.a - 1Ain -




Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa
npoyeoypa

Ymosu
BiOnycKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

Wien, Austria with
G.L. Pharma GmbH,
Gansterergasse 9-13,
1160 Wien, Austria,
as a site responsible
for secondary
packaging of the
finished product
AT7-1A-
Administrative
Changes - Deletion of
manufacturing sites
for an active
substance,
intermediate or
finished product,
packaging site,
manufacturer
responsible for batch
release, site where
batch control takes
place, or supplier of a
starting material,
reagent or excipient
(when mentioned in
the dossier) - to
delete Chiesi SAS, 2
rue des Docteurs
Alberto et Paolo
CHIESI, 41260 La
Chaussee Saint-
Victor, France, as a
site responsible for
secondary packaging
of the finished
product

EHBAPCYC

TabneTkM NPOIOHroBaHo|l
Aaiino 1 mr, no 10
Tabnetok y 6nictepi; no 3
6nicTepn pasom i3
BOJIOTONOI/IMHAYEM Y
nakeTi 3 a/IlOMiHIEBOT
00/1bI 3 MapKyBaHHSIM

K'esi
dapmac'toTike
n3 rméxX,
ABCTpIs

ABCTpIA

BTOPUHHE NakKyBaHHS,
MapkyBaHHs: .J1. Papma
Mv6X, ABCTpIs; BUNYCK cepil:
K'e3i ®apmac'toTikens MmoxX,

ABCTpisi; BTOPUHHE MaKyBaHHs,

MapKyBaHHS, BUMYCK cepil:
K'esi Papmaueytuui C.n.A.,

AscTpis/
ITanis/
HimeyunHa/

3MiHM WOoA0 AKOCTI: B
pedhepeHTHil KpaiHi
AaHi 3MiHV 3asB/eHi
AK TPYMiHT.
B.ll.b.1.a - IAin -
Quality Changes -
Finished Product -

3a
peuenmom

UA/16205/01/02




Ne Hassa dopma BUMYCKY 3assHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
iHO3eMHOK MOBOIO; MO 1, ITanisi; KOHTPOb AKOCTI: Manufacture -
2 abo 3 naketny HysicaH F'M6X, HimeuuunHa; Replacement or
KapTOHHI Kopobui 3 KOHTPO/1b AKOCTi BUXiAHOT addition of a

MapKyBaHHAM iHO3EMHOI0
MOBOIO 3i CTiKepoMm
YKpalHCbKOI0 MOBOIO

CMPOBUHM Ta BUPOBHULITBO,
KOHTPO/b AKOCTI, BUMYCK cepii
nikapcbKoro 3acoby:
PotTteHgopc ®apma MvbX,
HimeuunHa; nepBuHHe
nakyBaHHs, BTOPUHHE
nakyBaHHs1, MapKyBaHHS:
Pottengopg dapma Mv6X,
HimeuunHa

manufacturing site for
part or all of the
manufacturing
process of the
finished product -
Secondary packaging
site - to add Pharma
Pack Hungary Kit,
Vasut utca 13, 2040
Budaors, Hungary as
an alternative site
responsible for
secondary packaging
of the finished
product
B.ll.b.1.a - 1AIn -
Quality Changes -
Finished Product -
Manufacture -
Replacement or
addition of a
manufacturing site for
part or all of the
manufacturing
process of the
finished product -
Secondary packaging
site - to replace G.L.
Pharma GmbH,
Arnethgasse 3, 1160
Wien, Austria with
G.L. Pharma GmbH,
Gansterergasse 9-13,
1160 Wien, Austria,
as a site responsible
for secondary
packaging of the
finished product
AT7-1A-
Administrative




Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjitiHa
npoyeoypa

Ymosu
BiOnycKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

Changes - Deletion of
manufacturing sites
for an active
substance,
intermediate or
finished product,
packaging site,
manufacturer
responsible for batch
release, site where
batch control takes
place, or supplier of a
starting material,
reagent or excipient
(when mentioned in
the dossier) - to
delete Chiesi SAS, 2
rue des Docteurs
Alberto et Paolo
CHIESI, 41260 La
Chaussee Saint-
Victor, France, as a
site responsible for
secondary packaging
of the finished
product

EHBAPCYC

TabneTk NPOSIOHroBaHol
Aiino 4 mr, no 10
Tabnetok y 6nictepi; no 3
6nictepun pasom i3
BOJIOTONOI/IMHAYEM Y
nakeTi 3 a/IlOMiHIEBOT
p0ObIv 3 MapKyBaHHAM
iHO3eMHOI0 MOBOIO; MO 1,
2 abo 3 naketn'y
KapTOHHI Kopo6ui 3
MapKyBaHHAM iHO3EMHOI0
MOBOIO 3i CTiKEpoMm
YKpalHCbKOI0 MOBOIO

K'esi
dapmac'toTike
n3 rméX,
ABCTpIs

ABCTpiIs

BTOPVHHE MaKyBaHHS,
mMapkyBaHHsa: [.J1. Papma
m6X, ABCTpIst; BUNYCK Cepil:
K'e3i dapmac'toTikens MoéX,

ABCTPisl; BTOPMHHE MaKyBaHHS,

MapKyBaHHS, BUMYCK cepii:
K'esi dapmaueyTtuui C.n.A,,
ITanis; KOHTPO/b AKOCTI:
HysicaH F'M6X, HimeuuunHa;
KOHTPO/1b AKOCTi BUXIQHOT
CMPOBUHM Ta BUPOBHULITBO,

KOHTPO/1b SIKOCTIi, BUMYCK cepii

nikapcbKoro 3acoby:
PotteHgopg dapma Mv6X,
HimeuunHa; nepBuHHe
nakyBaHHsl, BTOPUHHE
nakyBaHHs, MapKyBaHHS:

AscTpis/
ITania/
HimeyunHa/

3MiHM WOoA0 AKOCTI: B
pedoepeHTHili KpaiHi
OaHi 3MiHV 3asB/1eHi
AK TPYNIHT.
B.ll.b.1.a - lAin -
Quality Changes -
Finished Product -
Manufacture -
Replacement or
addition of a
manufacturing site for
part or all of the
manufacturing
process of the
finished product -
Secondary packaging
site - to add Pharma

3a
peyenmom

UA/16205/01/03




Ne Hassa dopma BUMYCKY 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
PotteHgopc ®apma MvbX, Pack Hungary Kift,

HimeuunHa

Vasut utca 13, 2040
Budaors, Hungary as
an alternative site
responsible for
secondary packaging
of the finished
product
B.ll.b.1.a - IAIn -
Quality Changes -
Finished Product -
Manufacture -
Replacement or
addition of a
manufacturing site for
part or all of the
manufacturing
process of the
finished product -
Secondary packaging
site - to replace G.L.
Pharma GmbH,
Arnethgasse 3, 1160
Wien, Austria with
G.L. Pharma GmbH,
Gansterergasse 9-13,
1160 Wien, Austria,
as a site responsible
for secondary
packaging of the
finished product
AT7-1A-
Administrative
Changes - Deletion of
manufacturing sites
for an active
substance,
intermediate or
finished product,
packaging site,
manufacturer
responsible for batch

release, site where




Ne Hassa dopma BUMYCKY 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, npoyeoypa BionycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

batch control takes
place, or supplier of a
starting material,
reagent or excipient
(when mentioned in
the dossier) - to
delete Chiesi SAS, 2
rue des Docteurs
Alberto et Paolo
CHIESI, 41260 La
Chaussee Saint-
Victor, France, as a
site responsible for
secondary packaging
of the finished
product




