NMEPENIK

NIKAPCbKUNX 3ACOBIB LWOA0 AKX 3ABEPLUEHO PO3rNA4 PEECTPALINHNX MATEPIANIB NPO BHECEHHSA 3MIH A0

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

KOMMNETEHTHUMW OPFAHAMW CMOJTYYEHUX LUTATIB AMEPUKW, BE/IMKOI BPUTAHII, LUBENLAPCbKOI KOH®ELEPALL,

ANOHII, ABCTPANII, KAHAAWN, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPANIBOBAHOIO NMPOLIEAYPOLIO 3APEECTPOBAHI
KOMMETEHTHM OPITrAHOM €BPOMENCBKOIo COKO3Y

MapKyBaHHSAM
aHrNilicbkoo MOBOIO;
no 1 chsiakoHy B
KapTOHHI Kopobui 3
MapKyBaHHAM
HiMELbKOH MOBOIO 3i
CTUKEPOM
YKparlHCbKO0 MOBOIO

BUMYCKY,
BUMPOOYBaHHS Ha
CTabiNbHICTb,
nepBuHHe
nakyBaHHS:
MateoH Itanis
C.n.A., ltanis;
BUMNPOBYBaHHS Npu
BWMYCKY, BAMYCK
cepii, BTOPUHHE
nakyBaHHS,
36epiraHHs Ta
OncTpmbyUis:
K'esi dapmaueyTuui
C.n.A,, Itanis;
BMNPOOYBaHHSA Npu
BUMYCKY: e
HEBUAUMI YacTKu:
KoHdhapma PpaHLuis
- Fombypr, ®paHujis;
NAN-TecT, HeBMANUMI
4yacTku,
BMNPO6YBaHHSA
LinicHOCTI cuctemmn
KOHTelHep/3akynop
t0BaU1bHUIA 3aci6:
€BpoguiHc bionab
Cpn, Itanis

packaging of the
active substance -
change in immediate
packaging of
nonsterile liquid
active substance: To
introduce the
second-generation
6L Celsius® FFTp
bag from Sartorius
as an alternative
immediate
packaging for the
storage of the active
substance
velmanase alfa.

Ne Hassa MixxHapoo Hassa Koo dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Homep
n/n JliKapcbKo20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyeodypa Bionycky peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU ynakoska) nocBiOYeHHs

mosaHa
Hassa*
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e alfa aanbha 5 Ans iHdysii, 10 mr; no | ®apmac'ioTike nikapcbKoro 3acoby, PpaHuin Change in peyernmom
10 mr y chriakoHi 3 n3 rmex BMNPOGYBaHHSA Npu immediate




