~ CUCTEMA CEPTHOURAIINU T'OCT P
®EJIEPAIBHOE ATEHTCTBO 1O TEXHUYECKOMY PETY/IMPOBAHUIO U METPOJIOTHN

s CEPTUOUKAT COOTBETCTBUA

L Noe POCC US.A5146.H70794

enrupukan"” CpOK AeHCTBHSI C 21.06.2019 o 20.06.2022

Ne 0507108

OPTAH 1O CEPTUOUKAILIU per. Ne RA.RU.10A546.
"POCTECT- Mocksa" AO "PervoHanpHbli Opras no cepTHQHUKALUN 1 TECTUPOBAHMIO" .

Anpec mecToHaxoxaenua: 117418, r. Mockea, Haxumorckuii npocniekt, a. 31. Tenedon (495) 668-27- 15 (499)
129-19-11, daxc (499) 124-99-96.

ITPOAVKIIVS AHaIH3aTop 3/EKTPOTHTOR KPOBH EasyLyte® nns nabopatopHoii

JAMArHOCTHKH in Vitro, ¢ MPHHALIEKHOCTAMH. xoa OK

(cMm. mpunoxenne 6nanku NeNe 0086743, 0086744, 0086745).

CepuliHblii BBIMYCK. - 034-2014 (KIIEC 2008):
: 26.60.12.119

COOTBETCTBYET TPEBOBAHHWUAM HOPMATHBHbBIX AOKYMEHTOB

" koa TH BOA
I'OCT P 50444-92, TOCT IEC 61010-1-2014, TOCT IEC 61010-2-101-2013 ;

9027 801100

N3TOTOBUTEAD
Medica Corporation, CIIIA.

Anpec: 5 Oak Park Drive, Bedford, Massachusetts, 01730, USA, Coenunennsie LlItatei AMepukH.

CEPTHO®UKAT BbIAAH
Medica Corporation, CIIIA.

Anpec: 5 Oak Park Drive, Bedford, Massachusetts, 01730, USA, Coeannennbie ILtater Amepuky.

HA OCHOBAHHWH
Peructpaunonnoe yaoctosepenue OenepansHoii ciaysx0bl 10 Haa3opy B chepe 3apaBooxpanenus Ne ®C3

2012/11638 ot 17.06.2019 r., npotokon Texuuueckux veneitanuii 2019, TD-256.06CP ot 20.06.2019 r., 000
Hcnpitatensueiii naGoparophsiit uentp "MeaTectlIpuGop”, per. Ne POCC RU.0001.21MTI126 ot 22.07.2015

AOHOAHI/ITEABHAH NHOOPMAIIUSA
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CUCTEMA CEPTUOURAILNU TOCT P

OENEPATLHOE ATEHTCTBO 11O TEXHUYECROMY PEI'Y.INPOBAHUIO 1 METPOIIOTHH

IMPUAOXEHHUE

K ceprudunkary coorBercreusi Ne POCC US . A546. H70794

IlepeyeHb KOHKPETHOHM NPOAVKIIMH, Ha KOTOPYIO pacnpocTpaHseTcs
AeficTBHe cepTH(PHKaTa COOTBETCTBHUSA

Ne 0086743

NIPUHAICKHOCTAMH

Ko0p OK
:KW:' 5014 S HawumenoBaHue u obo3Hauenne O6o3HavYeHne AOKYMEeHTaluy,
| 034:2014 (KITEC 2008): =
g 3 NPOAYKIIHH, €€ H3TOTOBHTEAD 10 KOTOPOH BBITYCKaeTCs MPOAYKIHS
Kop TH B3A
| e
ST AHaNU3aTOp 3NEeKTPoNuTOB Kpord EasyLyte® mns
60.12. G = fvie ¢
902780 110 0 1adopaToOpHOH AHArHOCTHKM in Vitro,

AHATH3aTOP 3NEKTPONHTOB KpoBH EasyLyte® nns
n1abopaTopHOlT AHArHOCTHKH in Vitro, BApHAHTEI
HCTIOTTHEHHUS:

1 .EasyLyte® Na/K.

2. EasyLyte® Calcium Na/K/Ca/pH.
3.EasyLyte® Plus Na/K/CL.

4.EasyLyte® EXPAND Na K Cl Ca /Li.
[Mpunannexuocty:

1. Dnextpoa n3mMepuTeabHbIH «K+» (K+
(Potassium) Electrode).

2. DnexTpon uaMepuTenkHbIit «Na+y (Nat+
(Sodium) Electrode).

3. Dnextpon usmepuTenbHbiii «Cl-» (Cl-
(Chloride) Electrode).

4. Dnextpon usmepuTensHslit «Li+ty (Lit+
(Lithium) Electrode).

5. Dnextpon waMepuTensHsii «Ca++n (Ca++
(Calcium) Electrode).

6. OnexTpon w3mepntensusiit «pHy (Electrode
pH).

7. Onextpoa pedepencHsiii (Disposable
Reference Electrode) (ne Gonee 2 wr.).

8. Dnextpon pefepencHsiit (Reference Electrode)
(He Gonee 2 wr.).

9. Coopka MemOpansl (Membrane Assembly)
10. Ocyumrens 3ou1a (Probe Wipers), 2 Ty6yca
no 3wT./Tybyc (He Gosee 5 ynak.).

11, Kommnekr tpy6ox (Tubing Kit): Tpy6ka
Hacoca; TpyOka a1 o6pasios.

A.A. I'priienko

WHULMan.!, hamunng

KOBOAWTEAD OpraHa §

(13)%1 ECTH%CJ!E- PYKOBOAHTE/INA !

O.H. Kpyrnosa

IKcOoepT WHMLMANE], GaMUTIs

AQ «DNAOHY, Mocxsa, 2018, «B=  nuususua Ne 05-05-08/003 GHC PO, Ten. (435) 726 4742, www.opcian iy




CUCTEMA CEPTUO®URAIINU TOCT P

(DEI_[EPAJII)HOE ATEHTCTBO 11O TEXHHYECROMY PEI'VIMPOBAHUIO U METPOJIOT'H

Ne 0086744
ITPUAOXEHHUE

K ceprudukary coorsercreus Ne POCC US.Af146.H70794

IlepeyeHb KOHKPETHOM MPOAYKIMH, Ha KOTOPYIO pacpoCTpaHaeTCs
AeficTBHe cepTu(uKaTa COOTBETCTBHS

;KOA OK

| HaumeHoBaHHe U 0003Ha4YeHHE O6o3HaYeHNne AOKYMEHTAIUH,

xoa TH BIA

|
MNPOAYKIIHHM, €€ H3TrOTOBHTEAB oo KOTO]JOE BBINMYCKAeTCHd NPOAYKIIHA
| |

12. Komnnext Tpybok (Calcium Tubing Kit):
TpyOka Hacoca; TpyOka ana oGpasuos, 2 wr.

13. PemonTusiit Habop (Troubleshooting Kit):
WInpuL; ¥raa; TpyOky, 2 T, weTka ans
NPO4KCTKHY HIEKTPOAA; YIAOTHUTENN 1A
3]EKTPOOB, 4 WIT.; 3arayLIKa; Koy 4
anMeKTpona; npobka; cbopka MeMOpaHbl; TecT-
pacTBop.

14. TlepenyckHoe ycrpoiicteo (Solutions Valve).
15. ApTomaruyeckuii npo6ooTdopHUK
(EasySampler).

16. Kapycens fns npob (Sample Tray).

17. YnnoraureabHoe koinblo (Sample Cup
Retainer Ring).

18. Tlpobupka mna exenHesHoit npombiekk (Daily
Cleaner Cup) (He Donee 5 wr.)

19. Ipobupku wia npod 500 mxn (EasySampler
Sample Cups), 100 wr./ynak.; 500 wr./ynak.
20. Npobupku ans npod 2,0 ma (EasySampler
Sample Cups), 100 wr./ynak.

21. [pobupku ana npob 2,0 ma (Sample Cups),
500 wr./ynak.

22, [1pobk# and npobUPOK € 3aUHTOMN OT
ucnapenns (Anti-Evaporation Caps), 500 wrr./
yhak.

23. 3ona npoOsl (Sample Probe).

24. Nerextop npobsl (Sample Detector).

25. YeranoBouHsl it koMnaekT (Maintenance Kit):
cbopka meMmOpaHbl; TpyOKH, 2 WT.; pacTBOp ANA
3ar0JHEHNA KAMEDBI.
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-~ CHCTEMA CEPTUOURAIINN TOCT P
®E/IEPAIIbHOE ATEHTCTBO 110 TEXHUYECKOMY PEIYIHPOBAHUIO U METPOJIOTHU

Ne 0086745
ITPUAOXEHME

K ceprundukary coorsercreusa Ne POCC US.A546.H70794

IlepeyeHsr KOHKPETHOM NPOAYKIIMH, Ha KOTOPYIO pacnpoCcTpaHsaeTcs
AeHCTBHE cepTH(PHKaTa COOTBETCTBHSA

Kop OK

HanmMenosaHpe u 0603Ha4YeHne OGo3Hauyenne AOKYMEeHTaIlnuiH, ;
MPOAYKI[HH, €€ H3TOTOBUTeAB 10 KOTOPO# BbIITYCKAeTCsd MPOAYKIIAA |

kop TH B3A
|

26. KommnuiekT A8 06C/TyXHBaHHA aHATH3aTOpa
(Quarterly Operating Kit): TpyOku, 2 wr.; cbopka
MeMOpaHLl; pacTBOp A7s 3aMOJHEHHS KaMepsl;
OCYLIHMTENH 30H1a, 6 1T.; Habop peareHToB A
€)KEIHEBHO NPOMBIBKH; 3ariylIKa.

A 27. UucTpykuus nonb3osartens (Operators
Manual).

28. Iaker ¢ pactBopamu Na/K (EasyLyte® Na/K
Solutions Pack).

29. Tlaker ¢ pactBopamu Na/K/Cl (EasyLyte®
Plus Na/K/C1 Solutions Pack).

30. INaket ¢ pactBopamu Na/K/Ca/pH (EasyLyte®
Calcium Na/K/Ca/pH Solutions Pack).

31. INaxket ¢ pacrsopamu Na/K/Cl/Ca/Li
(EasyLyte® Na/K/Cl/Ca/Li Solutions Pack).

32. HaGop peareHTOB 14 €XKCIHEBHOI NPOMBIBKH
(Daily Rinse/Cleaning Solution Kit): pasbasutens,
1 ¢naxon x 90 ma; nencun, 6 paakonos x 0,50 r.
33.PacTBOp 1714 3aNONHEHNA BHYTPEHHEH KaMepsbl
(Internal Filling Solution) (re Gonee 2 dnakoHoB).
34 Pactsop npombiBouHEI (Wash Solution).

35. Iunroent mouu (Urine Diluent).

36.Habop kanuaaapos # ananrepos (Capillary
Adapter Evaluation Sample Kit): kanunnapsi, 45
wT./TyOyc; ananrepsl, 15 wr./ynak.;
crieunprKalusa; MHCTPYKLEA N0 MPHMEHSHUIO.
37.CunTbiBaTENb WPHXKOAA.

38.Kabens ceteBoii.

39.Tepmobymara B pyjioHe, | pyoH.
HsrotoeuTens: Medica Corporation,CLLA, 5 Oak
Park Drive, Bedford, Massachusetts, 01730, USA
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