MEPENIK
NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

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

KOMOETEHTHUMU OPTAHAMU CMOMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbBKOI KOH®ELEPALLYI, ANOHII, ABCTPANII,

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

EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky 3assHuk KpaiHa Bupo6HuK Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
3acoby ynakoska) NocBi0YeHHs1
1. NAM3ELE NOPOLLIOK A/ PO34UHY K'esi ABCTpIs BUPOGHULTBO ITanis/ B.l.b.1.b, IA - Change in the 3a UA/18519/01/01
Ans iHdpysiii, 10 mr; no 10 | dapmac'ioTikens nikapcbKoro dpaHUisa specification parameters and/or  peyenmom
Mr Yy do/1aKoHi 3 6X 3acooy, limits of an active substance,
MapKyBaHHSM BMNPOGYBaHHA starting material / intermediate /
aHr/iicbko MOBOH); MO npv BUMYCKY, reagent used in the manufacturing

1 donakoHy B KApTOHHIl
Kopo6L,i 3 MapKyBaHHAM
HiMEeLbKOI0 MOBOIO 3i
CTUKEPOM YKPATHCbKOO
MOBOIO

BUNPOGYBaHHSA Ha
CTabiNbHICTb,
nepBuHHE
nakyBaHHs:
MaTeoH Itania
C.n.A., ITanis

BMMNPO6YBaHHS
npw BUMYCKY,
BUNYCK cepil,

BTOPUHHE
nakyBaHHS,
36epiraHHsa Ta

ANCTpnoyLis:

K'esi

PapmaueyTumi

C.n.A., ltanis

BUNpobyBaHHA
npw BUMYCKY:
nviwe HeBnaumMi
yacTKu:
KoHchbapma
®paHuis -
Fom6ypr, ®paHuis

NAN-tecr,
HEBUAMMI YaCTKK:
€BpodpiHc Bionab

process of the active substance -
Tightening of specification limits:
To tighten the specification limit of
the osmolality range of medium EX-
CELL 302 from 320 - 360 mOsm/kg
to 326 - 358 mOsm/kg.

A.5.b, IA - Change in the name
and/or address of a
manufacturer/importer of the
finished product (including batch
release or quality control testing
sites) - The activities for which the
manufacturer/importer is
responsible do not include batch
release:

To update the address of the site
responsible for quality control
testing of the finished product
Eurofins Biolab Srl from Via Bruno
Buozzi, 2, 20090 Vimodrome (M),
Italy to Via Bruno Buozzi, 2, 20055
Vimodrome (MI), Italy. There is no
change in the location of the site.
3miHa agpecu BUPOGHMKA, AKUIA
nposoguTb JIAJl-TecT, HeBUANMI
YyacTkn €spodpiHc bionab Cpn,
ITanis.
3arBepaXeHo:
€podiHc bionab Cpn
Bia B. Byouui, 2 - 20090 BimoapoHe




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky | peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

Cpn, Itania

(M), Itania
Eurofins Biolab Srl
Via B. Buozzi, 2 - 20090 Vimodrone
(M), Italy
3anpornoHoBaHo:
€podiHc bionab Cpn
Bia BpyHo byouui, 2, 20055
BimogpoHe (M), ITanis
Eurofins Biolab Srl
Via Bruno Buozzi, 2, 20055
Vimodrone (M), Italy




