NMEPENIK

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

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

KOMMNETEHTHAMM OPITAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPANII,

KAHAAW, NIKAPCbKUX 3ACOBIB, WO 3A LLEHTPANISOBAHOIO NPOLEAYPOKO SAPEECTPOBAHI KOMMNETEHTHUM OPrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsioyeHHs1

FAPAACUN® 9 | cycneHsis ans iH'ekuiid, no Mepk Wapn i LBeliuapis 06'eiHaHHA rOTOBOrO CLUA/ B.ll.b.1.z, 1B 3a UA/20128/01/01
BAKLUUHA 0,5 mn (1 gosa); no 0,5 mn Loym IAEA npoaykTy (NOBTOpPHE Higepnangu/ To add Sotera Health LLC, 2015 peuyenmom
MPOTU BIPYCY | cycneHsii y nonepesHbo M6X cycneHyBaHHA Ta CuwA/ Spring Road, Suite 650, Oak,
nAnIoMn HanoBHEHOMY LUNpULLi (Ck10) 06'eIHaHHA KiHLLEeBOro Ipnangis/ Brook, lllinois, 60523, USA as
N anHN 9- 3 06MexXyBaivem xogy CchopMy/IbOBAHOTO Gasiky, IcnaHis an additional Ethylene Oxide
BANEHTHA nopLUHA (CU/IIKOHI30BaHWi OTPVMaHOro 3 AifibHuLi Bect (ETO) sterilization site for the

(PEKOMBIHAH
THA,
AACOPBOBAH
A)

6poMBYTHIOBUIA enacTomep
i3 nokpuTTAm FluroTec) Ta
KOBMA4koM (CMHTETUYHA
i3onpeH-6poM6yTUIOBa
cymiw). Mo 1 nonepegHbO
HanoBHEHOMY LUNpULy 3 2
ronkamun a6o no 10
nonepeaHb0 HaNoOBHEHUX
LnpuuiB 3 2 rosikamu ans
KOXHOTO LWnpuLa B
KapTOHHI KOpo6L,i 3
IHCTPYKLi€0 ANnA MeANYHOro
3aCTOCYyBaHHSA

MOMHT), HANOBHEHHS
wnpuyis (neperHHe
nakyBaHHS), TECTyBaHHSA npu
BUMYCKY AN1S LUNPULLIB,
HaMOBHEHMX Ha AiNbHUL
Bakctep (nuwe
€HI0TOKCUHMN Ta
CTEePW/IbHICTB):
BakcTtep ®apmacbloTikan
ConowHe JI/1C, CLA,;
TecTyBaHHS Npy BUMYCKy
NS WNPULIB, HANMOBHEHNX
Ha ginbHULi Kapnoy,
TeCTyBaHHs NPV BBE3EHHI
(4Ns Wwnpuuis, OTPUMaHNX 3
AinbHWUi BecT MoiAHT Ta
OinbHuui Bakctep)?,
MapKyBaHHS Ta BTOPUHHE
nakyBaHHs, cepTudikaulis Ta
BUNYCK cepil:

2 TecmyBaHHS Mpu BBE3EHHI
BK/IHOYAE MPOBeOeHHs BCIX
mecmig npu BurycKy cepii
KIHUeB020 rpodykmy
Mepk Wapn i Joym B.B.,
Higepnangy;
BMPOGHULITBO: (DOPMYALLS,
HarnoBHEHHA Ta NepBUHHE
nakyBaHHS LLINpuL;iB,
TeCcTyBaHHSA Npy BUMYCKy
(KiHUeBoro
chopMy/IbOBaHOTO Gasiky Ta
LUMPULIB, HANMOBHEHNX Ha
AinbHUUi BecT MoWHT Ta Ha

syringe barrels procured for use
at Baxter Pharmaceutical
Solutions LLC in Bloomington,
Indiana, USA.
TepMiH BBEAEHHS 3MiH - CiueHb
2027.




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsioYyeHHs

OinbHuLUi BakcTep),
TeCcTyBaHHs CTabiIbHOCTI:
Mepk LWapn i floym NINC,
CLIA;
BMPOBOHULTBO: DOPMY/IALLS,
HarMoBHEHHSA Ta NEPBUHHE
nakyBaHHS LINpuL;iB,
TeCcTyBaHHS Npy BUMYCKy
(KiHUeBoro
cchopMy/IbOBaHOro 6asiky Ta
LUMPWLIB, HANOBHEHUX Ha
AinbHuui Kapnoy),
TeCcTyBaHHS CcTabisbHOCTi:
MCJ, IHTepHelHN
M6X/MC/L IpnaHgais
(Kapnoy), IpnaHgis;
MapkKyBaHHS Ta BTOPUHHE
nakyBaHHS:
Pogi ®apma IHgacTpian
Cepsicec, C.A., IcnaHis




