NMEPENIK

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 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bgionycky | peecmpayiliHo2o
3acoby ynakoska) NocBi0YeHHs1
1 HIMEHPUKC® | nopoLUoK Ta pO34NHHUK MNeAN3EP CLIA hopMyBaHHs, Benbris B.Il.b.1.z (IB) 3a UA/16901/01/01
[ONA PO3UMHY A/1A EMY.CLMI. HaMoOBHEHHS, To add Synergy Health Ede BV, peuyenmom
iH'ekujii, 1 gosay KOPMOPEN niodpinisauyisi, KOHTPOsb Morsestraat 3, Ede, 6716 AH,
hnakoHi; no 1 donakoHy 3 LLH SIKOCTI, The Netherlands, as an
nopoLukom (1 fosa) B nakyBaHHsA/MapKyBaHHS, alternate gamma irradiation site

KOMIM/EKTi 3
po34mHHMKOM (0,5 mn) y
nonepegHLO
HanoBHEHOMY LUNpULi Ta
ABoMa ronkamu
3anakoByoTb y 6nicTep
Ta BKNajawTb y
KapTOHHY KOpo6Ky; no 1
hnakoHy 3 nopotukom (1
[03a) B KOMNNEKTi 3
po3unHHuKoM (0,5 mn) y
nonepeaHb0
HanoBHEHOMY LUMPUL
6€3 ro/iku 3anakoBytTb Y
6nictep; 10 6nictepis
BK1a4atoTb Y KAPTOHHY
KOpobKy

BUMYCK Cepii roToBOro
NPOAYKTY; (hOpMyBaHHS
Ta HanoOBHEHHS,
nakyBaHHsA/MapKyBaHHs,
KOHTPO/1b AKOCTI, BUNYCK
cepil po3YMHHMKA:
Mdpaiizep
MeHtodekuypuHr Benbris
HB, Benbris;
hopmyBaHHs Ta
HanoOBHEHHSI PO3YMHHMKA,
MapKyBaHHS, KOHTPO/Ib
AKOCTi PO3UYMHHKIKA:
KataneHT Benbgpxiym
CA, benbris;
hopMyBaHHSs BaKLMHW,
HanoBHEHHS (DNAaKOoHIB,
niocpinisayis, KOHTPO/b
sKocTi: nakcoCmiTKnsiH
Bionopxikanc CA,
Benbris; KOHTPOb SAKOCTI
PO34MHHMKA 3a
NOKa3HMKOM
"CtepunbHictb™: CI'C
Na6 CimoH CA, Benbris

for the plunger stopper used as
packaging component for 0.9%
NaCl diluent pre-filled syringe
manufactured at Pfizer Puurs,
Belgium.

Also provide the full company
name of the registered
sterilization center for the
plunger stoppers from Synergy
Health to Synergy Health Ede
BV and add the relevant postal
code.




