NMEPENIK

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

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

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

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1 FAPOACUN® | cycneHsia ans Mepk LWapn i | LUBeiiuapis 06'ejHaHHsA roToBOro CLUA/ [opasaHHa ginbHUUI Steris 3a UA/20128/01/01
9 BAKUVHA iH'ekuiin, no 0,5 mn Joywm IAEA npoaykTy (NoBTOpHE Higepnangwn/ Applied Sterillization peyenmom
NPOTU (1 poza); no 0,5 mn [Y/[6),4 cycneHayBaHHS Ta IpnaHgis/ Technologies, 5960 Heisley
BIPYCY cycneHsii y 06'eAHaHHS KiHL,EBOTO IcnaHis Road, Mentor OH 44060, USA
nAnioMn nonepegHsL0 chopMy/IbOBaHOr0 6arsiky, BiANoBiJa/IbHOI 3a
N ANHN 9- HarnoBHEHOMY oTpUMaHoro 3 AinbHuLi Bect cTepunisauito uuniHapis
BANNIEHTHA wnpuui (ckno) 3 MOIAHT), HANOBHEHHS LINpULiB ANA nonepesHLo
(PEKOMBIHA | o6mexyBayem xopny wnpuuis (nepBuHHe HanoBHEHUX LINPULIB
HTHA, nopLUHA nakyBaHHs), TECTYBaHHSA npu
ANICOPBOBA | (cunikoHi30BaHwi BUMNYCKY A1 LUNpULLB,
HA) GpPOMOYTUNOBWIA HaMOBHEHWX Ha AiNbHUL
enactomep i3 BakcTtep (nmwe
NMOKPUTTAM €HO0TOKCUHU Ta
FluroTec) Ta CTEPUNBHICTB):
KOBMayKoMm Bakctep ®apmacbioTikan
(cuHTEeTUYHA ContowHc JINC, CWA
i3onpeH- TeCTyBaHHS Npu BUMYCKY A1
6pombyTunosa LUNPWLiB, HAMOBHEHUX Ha
cymiw). Mo 1 AinbHuui Kapnoy,
nonepegHL0 TecTyBaHHS NPV BBE3€EHHI
HanoBHEHOMY (ana wnpuuis, OTPUMaHNX 3
wnpuuy 3 2 OinbHUUi BecT MoiHT Ta
ronkamu a6o no 10 AinbHuLi Bakctep)?,
nonepeaHbL0 MapKyBaHHA Ta BTOPUHHE
HanoBHEHMX nakyBaHHs1, cepTudikauis Ta
wnpuyis 3 2 BUMNYCK cepil:

rosiKkamu gns
KOXHOTO LWnpuua B
KapTOHHI kopobLi 3
IHCTPYKUi€eo ansa
MeJNYHOro
3aCTOCYBaHHS

2 TecTyBaHHS1 MPU BBE3EHHI
BK/THOHYAE NPOBEAEHHS BCIiX
TeCTiB Npu BUMYCKy cepii
KiHLLleBOro NpoaykTy
Mepk Wapn i Joym B.B.,
HinepnaHau
hopMynisLis roToBOro
npoaykTy (BMpOGHMLTBO
KiHLLEBOTO




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

chopMy/IbOBAHOTO 6asiky),
HarnoBHEHHS LUMNPWLiB
(NepBUHHE NakyBaHHsS),
TeCTyBaHHS Npu BUMYCKY
(kiHLeBoro
cchopmynboBaHoro 6asiky Ta
LUNPULIB, HANOBHEHMX Ha
AinbHuyi BecT MOIHT Ta Ha
AdinbHuui Bakctep),
TeCcTyBaHHS CTabisIbHOCTi:
Mepk Wapn i foym JI1C,
CLIA
06'eAHaHHSA rOTOBOIO
npoaykTy (NoBTOpHE
cycneHayBaHHs Ta
06'eAHaHHS KiHL,EBOTO
cdhopmMy/IbOBaHOro 6asky,
oTpUMaHoro 3 AinbHuLi Bect
MOIAHT), HANOBHEHHS
wnpuuis (nepBuHHe
nakyBaHHs), TECTYBaHHS npu
BUMNYCKY Ta TECTyBaHHSA
CTabiNbHOCTI ANs Wnpuuis,
HaMOBHEHWX Ha AiNbHUL
Kapnoy:

MC/, IHTepHeLHN
MEX/MCA IpnaHgis
(Kapnoy), Ipnangis
MapKyBaHHS Ta BTOPVHHE
nakyBaHHs:

PoBi ®apma IHgacTpian
Cepsicec, C.A., Icnanis




