NMEPENIK

NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0

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

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

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

EBPOMNENCBLKOIrO COK3Y

Ne

Hassa

dopma sunycky 3assHuK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsio4YeHHs1
1. EHBAPCYC TabneTkn NPoSIOHroBaHoI K'esi ABCTpist BTOPUHHE NakKyBaHHS, AscTpis/ 3MiHu 3 6e3nekn 1AHN — 3miHa 3a UA/16205/01/01
4ii, no 0,75 wr, no 10 dapmac'toTike MapKyBaHHs: HimeuunHa/ agpecy MicLe3HaxompKeHHsI peuyenmom
Tabnetok y 6nictepi, no 3 n3 rmeX 7. dapma M'm6X, ABCTpIst ITanis/ YOB® Ta BignoBigHo agpeca
6nictepu pa3om i3 BUMYCK Cepii: YropuuHa 3AiiCHEHHA OCHOBHOI
BOJIOTOMNOr/IMHAYEM Y K'esi ®dapmac'toTikens MmoX, LisNIbHOCTI 3 hapmakoHarnsgy
nakeTi 3 aJIlOMiHiEBOT ABCTpis Ta mMacTep-ghaiiny cuctemu
chonbrn 3 MapkyBaHHAM BTOPWHHE MakKyBaHHS, chapmakoHarnsgy.
iHO3eMHOK MOBOIO; Mo 1, 2 MapKyBaHHs1, BUNYCK cepil: Byno: Bia Manepmo, 26/A,
ab0 3 nakeTu y KapTOHHIiA K'esi ®apmaueyTtuui C.n.A., Itanisa Mapwma, ITania/Via Palermo
KOpOoO6Li 3 MapKyBaHHAM KOHTPOb AKOCTI: 26/A, Parma, Italy;
iHO3eMHOK MOBOIO 3i HysicaH MM6X, HimeuunHa Crauo: Bys. flapro bennoni
CTiKepoM yKpaiHCbKOH KOHTPO/Ib AKOCTi BUXIAHOT 11/A, Mapma, ITanis/Largo
MOBOIO CMPOBUHM Ta BUPOBHULTBO, Belloli 11/A, Parma, Italy.
KOHTPO/Tb SIKOCTi, BUNYCK cepii
nikapcbKkoro 3acoby:
PotteHgopc ®apma MvbX,
HimeyunHa
nepBUHHE MakKyBaHHS, BTOPUHHE
nakyBaHHS, MapKyBaHHS:
PotTeHgopc ®apma MvbX,
HimeuunHa
BTOPWHHE MakKyBaHHS,
MapKyBaHHS:
TOB «®apma MNak XyHrapi»,
YropLumHa
2, EHBAPCYC TabneTkn NposIOHroBaHoI K'esi ABCTpist BTOPWMHHE NaKyBaHHS, AscTpis/ 3MiHu 3 6e3nekn 1AHN — 3miHa 3a UA/16205/01/02
4ii, no 1 mr, no 10 dapmac'ioTike MapKyBaHHS: HimeuunHa/ agpecu MicLie3HaxomKeHHs peuyenmom
TabneTtok y 6nictepi, no 3 n3 rméx I.J1. dapma N'mM6X, ABCTpIs ITania/ YOB® Ta BignoBigHo agpeca
6nictepu pasom i3 BUMYCK Cepii: YropuHa 3[iACHEHHSI OCHOBHOI
BOJIOrONOr/iMHavYeM y K'esi ®dapmac'toTikens MméX, LisNbHOCTI 3 hapmakoHarnsgy
nakeTi 3 a/IloMiHiEBOT AscTpis Ta macTep-cpaiiny cuctemu

¢hobrn 3 MapKyBaHHAM
iHO3eMHOK MOBOIO; No 1, 2
ab0 3 nakeTn y KapTOHHiiA
KOpOo6Li 3 MapKyBaHHSM
iHO3eMHOK MOBOIO 3i
CTiKepOM YKpaiHCbKO0
MOBOIO

BTOPWHHE MaKyBaHHA,
MapKyBaHHs1, BUNYCK cepil:
K'esi dapmaueytuui C.n.A., Itanisa
KOHTPO/b SIKOCTI:
HysicaH MM6X, HimeuunHa
KOHTPO/Ib SKOCTi BUXigHOT
CUPOBWHMN Ta BUPOOHULITBO,
KOHTPO/1b AKOCTI, BUNYCK cepil
nNikapcbKoro 3acoby:

dhapmakoHarnsgy.
Byno: Bia Manepmo, 26/A,
Mapwma, ITanis/Via Palermo
26/A, Parma, Italy;
Crano: Byn. Mlapro bennoni
11/A, NMapwma, ITanis/Largo
Belloli 11/A, Parma, Italy.




HanoBHEHOMY LINPULi; MO
1 nonepegHLO
HamnoBHEHOMY LUNPULYY B
KapTOHHIiA KOpo6Li

Brpo6HULTBO CTEPUIBHOTO
NiKapcbKoro 3acoby - acenTnyHa
nigroroska Ctepunisauis -
hinbTpayis, KOHTPOsb AKOCTI
(pi3nko-ximMiuHWIA, GioNOriYHMIA,
MiKpOGiONOriYHNIA - CTEPU/IBHICTB),
NepBUHHE NakKyBaHHS):
KopaeH ®apma C.n.A, Nigposgin
UP3, Itanis;

BTOPWHHE NaKyBaHHS:

packaging of the finished
product.
B.Il.b.1.a — To add Delpharm
Huningue SAS (26 rue de la
Chapelle, Huningue 68330,
France) as a site
responsible for secondary
packaging of the finished
product.
B.ll.b.1.a — To add Picking

Ne Hassa ®opma surnycKy 3asaBHUK KpaiHna Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka gpopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYeHHs1
PotTengopc dapma MNvbX,
HimeuunHa
nepByHHE NaKyBaHHS, BTOPUHHE
nakyBaHHS, MapKyBaHHS:
PotteHgopc ®apma MvbX,
Himeuunna
BTOPWHHE NaKyBaHHS,
MapKyBaHHS:
TOB «®apma MNak XyHrapi»,
YropwmHa
3. EHBAPCYC TabneTkn NPOsIOHroBaHoI K'esi ABCTpist BTOPVHHE NaKyBaHHs, AscTpis/ 3MiHM 3 6e3neky 1AHN — 3MiHa 3a UA/16205/01/03
4ii, no 4 mr, no 10 dapmac'toTike MapKyBaHHS: HimeuunHa/ agpecu MicLie3HaxomKeHHsI peyenmom
Tabnetok y 6nictepi, no 3 n3 rmeX 7. dapma N'm6X, ABCTpIs ITanis/ YOB® Ta BignoBigHo agpeca
6nictepu pasom i3 BUMYCK cepii: YropwmHa 3[iACHEHHSI OCHOBHOT
BOJIOronoranHavyem y K'esi ®dapmac'toTikens MmoX, LisNIbHOCTI 3 hapmakoHarnsgy
nakeTi 3 aJIlOMiHIEBOT ABCTpIf Ta mMacTep-ghaiiny cuctemu
chonbrn 3 MapkyBaHHAM BTOPVHHE NaKyBaHHS, chapmakoHarnsgy.
iHO3eMHOK MOBOIO; No 1, 2 MapKyBaHHs1, BUNYCK cepil: Byno: Bia Manepmo, 26/A,
ab0o 3 nakeTu y KapTOHHIA K'esi ®apmaueyTtuui C.n.A., ITanisa Mapwma, ITania/Via Palermo
KOpo6Li 3 MapKyBaHHAM KOHTPO/b SKOCTi: 26/A, Parma, ltaly;
iHO3EeMHOK MOBOIO 3i HysicaH MM6X, HimeuunHa Crauo: Byn. flapro bennoni
CTiKepoM yKpaiHCbKOI KOHTPO/1b AKOCTi BUXIAHOT 11/A, Mapma, ITanis/Largo
MOBOIO CMPOBWHM Ta BUPOBHULTBO, Belloli 11/A, Parma, Italy.
KOHTPO/Ib SIKOCTi, BUMYCK cepil
nikapcbKoro 3acoby:
PotteHgopc ®apma MvbX,
Himeuunna
nepBUHHE MakKyBaHHS, BTOPUHHE
nakyBaHHS, MapKyBaHHS:
PotTeHgopc ®apma MvbX,
HimeuumnHa
BTOPVHHE NaKyBaHHS,
MapKyBaHHS:
TOB «®apma MNak XyHrapi»,
YropuimHa
CIBPABA PO34MH NS iH'EKUIN B HoBapric LLiseliyapis BMNYCK Cepiit: ABcTpisi/ B.Il.b.1.a — To add PharmLog 3a UA/19037/01/01
nonepegHL0 OBepci3 CaHpo3 'm6X, ABCTpis; HimeyunHa/ Pharma Logistik GmbH peuyenmom
HanoBHeHOMY LnpuLi 284 IHBECTMEHTC BUMYCK cepili: ITanis/ (Siemensstrasse 1, Boenen
Mr, Mo 1,5 Ma po3unHy y Al HoBapTic ®apma 'mbX, dpaHuia/ 59199, Germany) as a site
nonepegHL0 HimeuuunHa; IcnaHis responsible for secondary




Ne Hassa ®opma surnycKy 3asaBHUK KpaiHna Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JlikapcbKo20 (nikapcbka gpopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYeHHs1
KopaeH ®apma C.n.A., ITanis; Farma, S.A (C/ Ripolles 7-9,

BTOPUHHE NaKyBaHHS:
dapmnor dapma JlogpxmcTik M'meX,
HimeuyuunHa;

BTOPUHHE NaKyBaHHS:
[endapm XioHiHr CAC, ®paHuis;
BTOPUHHE NaKyBaHHS:
MIKIHF ®APMA C.A., IcnaHis;
BTOPUHHE NakyBaHHS:
HOMC Xenckep Itania C.P.J1.,
ITanis;

KOHTPOb AKOCTI (i3nko-
XiMiYHW):

Yenab C.p.n., Itanis

Poligono Industrial Can
Bernades, Subira,
Santa Perpetua de Mogoda,
Barcelona 08130, Spain) as a
site responsible for secondary
packaging of
the finished product.
B.ll.b.1.a — To add UPS
Healthcare ltalia S.R.L (Via
Formellese KM. 4,300,
Formello 00060, Italy) as a site
responsible for secondary
packaging of the finished
product.




