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ELEPAJIBHASl C/TY)KBA MO HAZ30PY B COEPE
30PABOOXPAHEHUS
(POC3OPABHAL3OP)

PETMCTPALMOHHOE YOOCTOBEPEHME
HA MEOVUUMHCKOE U3OENTUE

ot 17.03.2010 N2 ®C3 2010/06367
Ha MepguumHckoe nspenue

AHanu3aTop KMCIOTHO-LEeN0YHOro 1 ra3oBoro coctasa kposu ABL8O FLEX CO-OX c
npuHagnexHocTaMu (cm. MNpunoxexune Ha 1 nucre)

Hacroswwee pernctpaunoHHoe yo0CTOBEPEHME BblAAHO
MpepcraBuTenscTBO KoMnanum "Pagmometp Megukan AnC"
MNpownsBoamnTens

"Pagnometp Megukan AnC"

MecTo npon3BOACTBa MEAMLIMHCKOTO U3AENus

[anus, JanbHee 3apybexbe, Radiometer Medical ApS, Akandevej 21 DK-2700 Bronshoj
Denmark

Homep peructpaumnoHHoro gocbe N2 dC3 2010/06367
Bua MeguumnHckoro uspgenma: 287930
Knacc noTeHumanbHOro pucka npuMeHeHUs MeAUUMHCKOTO M3aenus: 2a

Kon ObLwepoccurickoro knaccudukatopa NpoayKUmum ons
MeauLMHCKOoro uspenusa: 94 4310

HacTosuwee perncTpaumMoHHOE yaoCTOBEPEHUE MMEET NMPUITOXKEHUE

Mprkasom PocsppasHaa3sopa ot 17.03.2010. N2

HonyweHo kK obpalweHuto Ha Tepputopumn Poccuinckon @epepaumn.

PykoBoguTenbs MenepanbHoM cnyxobl (neyatb)
Mo Haa30py B chepe 34paBOOXPAHEHUS
@®.1.0 _noanucb_



GEOEPAJIbBHAA C/TYXXBA NO HAA3OPY B COEPE
3A0PABOOXPAHEHUA
(POC3OPABHAL30P)

PETMCTPAUMOHHOE YOOCTOBEPEHUE
HA MEOWUMHCKOE U3OEJIUE

ot 17.03.2010 N2 ®C3 2010/06367 Jner 2

Ha meaouumHckoe usgenve

AHanNU3aTop KMCNOTHO-LLENOYHOrO M ra3oBoro coctaea kposu ABL8O FLEX CO-OX ¢
npuHagnexHocTamu (cM. NpunoxeHue Ha 1 nucte)

|.MpuHapgnexHoctu: 1. LHyp anektponuTtaHua 240 V /Line cord 240 V. 2. PykoBoacTBO MO
akcnayataumm /Operator’'s Manual. 3. CeHcopHas KacceTa Ha 25 TectoB /Sensor cassette for
25 tests. 4. CeHcopHas kacceTa Ha 30 TecToB /Sensor cassette for30 tests. 5. CeHcopHas
Kacceta Ha 50 TectoB /Sensor cassette for50 tests. 6. CeHcopHas kacceta Ha 100 TecTtoB
/Sensor cassette for100 tests. 7. CeHcopHasa KacceTa Ha 150 TtectoB /Sensor cassette forl50
tests. 8. CeHcopHas kacceta Ha 200 TectoB /Sensor cassette for200 tests. 9 CeHcopHas
Kacceta Ha 250 TectoB /Sensor cassette for250 tests. 10. CeHcopHas kacceTa Ha 300 TecTtoB
/Sensor cassette for 300 tests. 11. bnok pactBopos /Solution pack. 12. Anantep ans
kanunnsapos /Capillary adaptor. 13. Kpbiweuka ans kanunnspos /Capillary cap. 14. Ha6op
LN NPOMbIBKM XMAKOCTHOM cucTeMbl /Fluidics kit (nnacTukoBble WnpuLbl C CUAMKOHOBbBIMU
Tpyboukamm - 2 wt.). 15. PacTBOp KOHTpONs KayecTBa, yposeHb 1 /QualiCheck, level 1/ (30
amnyn no 0,7ml). 16. PactBop koHTpons kavecTBa, ypoBeHb 2 /QualiCheck, level 2/ (30 amnyn
no 0,7ml). 17. PacTtBop kOHTpons kayecTsa, ypoBeHb 3 /QualiCheck, level 3/ (30 amnyn no
0,7ml). 18. PacTBop KOHTpONS KayecTBa, ypoBeHb 4 /QualiCheck, level 4/ (30 amnyn no
0,7ml). 19. PactBop ctHb kanubposouHbii /ctHb Calibration Solution/ (4 amnynbl no 2ml). 20.
Pacteop runoxnoputa /Hypochlorite solution/ (100 ml). Il. 3aBoa-u3rotosutens: CeHakc
Megnwukan WHk., CLLA, SenDx Medical Inc., 1945 Palomar Oaks Way, Carsbad, CA 92011, USA.

PykoBoguTenb MenepanbHon cayxobl (neyatb)

Mo Haz3opy B chepe 34paBOOXPaAHEHMS
®.N.0

_noAnucb_



