Instructions for use

DIAGNOSTIC

of the quality control material EasyCon,orm,

Intended Use:

EasyCon is a liquid quality control material intended for use in general
chemistry to monitor the precision and accuracy of glucose- and lactate
measuring.

Handling Instructions:

EasyCon is recommended to be used on the following devices: BIOSEN
C_line and BIOSEN S_line.

The quality control material EasyCon must be prepared and evaluated in the
same way as a patient sample. Which means that a 20uL end-to-end capillary
must be filled with the material (the capillary can be filled directly out of the
storage container) and given after that into a pre-filled reaction cup, shook and
placed in the device to be evaluated. After use of the storage container it
should be closed properly and placed back in the fridge.

Warning:

Before applying, please refer to devices manual chapter ,Preparing samples,,.
The quality control material must be diluted before evaluating in BIOSEN
devices (see Handling).

Treat the material as potentially infectious.

Values: C €

6 micro test tubes

(Item No.): each filled with 1 mL

0201-0005-012P6

LOT 50521-1R

= (Expiry date unopened): 2016-09 8°C
Period of use if opened: 14 days 2°C

Target value glucose: 6.07 mmol/L 109.3 mg/dL
Confidence limits: 5.40-6.73 mmol/L 97.3-121.3 mg/dL
Target value lactate: 3.07 mmol/L 27.6 mg/dL

Confidence limits: 2.73-3.41 mmol/L 24.6-30.6 mg/dL
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MHCTPYKUMSA NO NPUMEHEHUID

DIAGNOSTIC

KonmpounbHbiii pacmeop EasyCon,m,

O6nacmb nNpuMeHeHUus1:

EasyCon XKNOKURA KOHTPOJIb KadyecTBa npegHa3Ha4deH Onda MOHUTOPUpPOBAHUA
TOYHOCTU U3MEPEHUA ITHOKO3bIl K JNaKTaTa .

UHCcmpykuusi no ucnosib308aHUIo;

EasyCon pekoMeHayeTCs UCNonb3oBaTb Ha cnegylowux npubopax: BIOSEN
C_line n BIOSEN S _line.

KoHTponbHbIn  MaTepuan EasyCon p[omkeH ObiTb MNOArOTOBMEH  Ans
nuccrnegoBaHua Tem Xe nyTeMm, 4Tto M npoba nauueHta. ITO 3HAYUT, 4YTO
kanunnap 20uL end-to-end gosmkeH GbITb HAMOMHEH KOHTPOMbHBIM MaTepuarnom
(MOXXHO HEMocpefcTBEHHO W3 eMKoCcTM) M pgobaBneH B HaMOMHEHHYHO
peakLMOoHHYI0 NpobupKy, nepemellatb U MOMECTUTb B NPUOOp ANst U3MepeHus.
lMocne uMcnonb3oBaHUA EMKOCTb C KOHTPOSibHbIM MaTepuanoMm Kak cnegyet
3aKpbITb U MOMECTUTb B XONOAMITbHMK.

BHumaHue:

lMepen npvMeHeHVeM, noxarnymcra O3HAKOMbTECb C WHCTPyKUMen npubopa,
rnaea « NogrotoBka Npobbl». KOHTpoONbHLI MaTepman OOSKeH ObiTb pasBeaeH
nepeg namepeHnem B npubope (cMoTpy NHCTPYKUMIO).

[aHHbIN KOHTPOSb paccMaTpmBaTh Kak MOTEHLMaIbHO ONacHbIN K 3apaXXeHuto

3HayveHus: c €

6 Mykpo Npobupok

0201-0005-012P6
HanonHeHHbIX 1Mn p-pa

(Kat. No.):

LOT 50521-1R
= CpOK rogHocCTu: 2016-09 8°C
"ogeH nocne BCKpbITUS: 14 gHen 2°C

CpefHee 3HayeHue rmoKo3bl: 6,07 mmonb/n 109,3 mr/an
5,40-6,73 mmonb/n  97,3-121,3 mr/gn
3,07 mmonb/n 27,6 mr/an

2,73-3,41 mmonb/n  24,6-30,6 mr/an

[onyctumble rpaHnLb:
CpefHee 3HadeHve nakraTta:
[onyctumble rpaHnLb:
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Instructions for use

DIAGNOSTIC

of the quality control material EasyConp.;

Intended Use:

EasyCon is a liquid quality control material intended for use in general
chemistry to monitor the precision and accuracy of glucose- and lactate
measuring.

Handling Instructions:

EasyCon is recommended to be used on the following devices: BIOSEN
C_line and BIOSEN S_line.

The quality control material EasyCon must be prepared and evaluated in the
same way as a patient sample. Which means that a 20uL end-to-end capillary
must be filled with the material (the capillary can be filled directly out of the
storage container) and given after that into a pre-filled reaction cup, shook and
placed in the device to be evaluated. After use of the storage container it
should be closed properly and placed back in the fridge.

Warning:

Before applying, please refer to devices manual chapter ,Preparing samples,,.
The quality control material must be diluted before evaluating in BIOSEN
devices (see Handling).

Treat the material as potentially infectious.

Values: C €

. 6 micro test tubes
(Item No.): 0201-0005-013P6 each filled with 1 mL
LOT 50521-2R
= (Expiry date unopened): 2016-09 8°C
Period of use if opened: 14 days 2°C
Target value glucose: 16.38 mmol/L 295.2 mg/dL
Confidence limits: 14.58-18.18 mmol/L  262.7-327.7 mg/dL
Target value lactate: 15.29 mmol/L 137.6 mg/dL

Confidence limits: 13.61-16.97 mmol/L  122.5-152.7 mg/dL

0201-0005-0136_ghF1_Glukose-Laktat-Kontrollloesung-Easycon-Pat-6x1mL_Anwendungshinweis_en+ru_A4-2xA5-20JJ-MM-LOT__ VORLAGE

MHCTPYKUMSA NO NPUMEHEHUID

DIAGNOSTIC

KonmponbHbii pacmeop EasyConp,;
O6nacmb NpumMeHeHuUs1:

EasyCon XKNOKUn KOHTPOJIb Ka4decTBa npeaHas3HadYyeH and MOHUTopupoBaHUA
TOYHOCTU U3MEPEHUA INIOKO3bl 1N NakTaTta .

UHcmpyKkyust no ucnosib308aHuUro:

EasyCon pekomeHOyeTCs MCMoNnb3oBaTb Ha cneayrowmx npudopax: BIOSEN
C_line n BIOSEN S _line.

KoHTponbHbIn  MmaTepuan EasyCon pormkeH ObiTb nogrotoBneH Ans
nccnegoBaHMs TeEM Xe nyTemM, 4Yto M npoba nauyueHta. OTO 3HAYUT, 4YTO
kanunnsap 20uL  end-to-end pomkeH  6GbITb  HanMoOMHEH  KOHTPOSbHbIM
maTepuanom (MOXHO HEMNOCPeACTBEHHO U3 eMKocTu) u  pobaeneH B
HamnosNIHEHHYIO PeaKUMOHHY0 NpoOMpKy, nepemMellaTs M NOMECTUTb B Npubop
ana  usmepeHus. [locne  UCMNOMb30BaHUS €MKOCTb C  KOHTPOSMbHbIM
MaTepuanom Kak crnefyet 3aKpbiTb U MOMECTUTb B XONOAMUITbHUK.

BHumaHue:

Mepen npyMeHeHWeEM, NOXanyncTa O3HaKOMbTECb C MHCTPyKUMen npubopa,
rmaBa « [logrotoBka npoObl». KOHTponbHbLIM MaTepuan [OImkeH ObiTb
pa3BedeH nepeq namepeHnemM B npubope (cMoTpy MHCTpYKLUIO).

[laHHbIN KOHTPOSb paccMaTpmBaTh Kak NOTEHUMASIbHO ONacHbIN K 3apaXXeHuto

3HayeHus: c €

6 Mykpo Npobupok

(Kar. No.): HanosnHeHHbIX 1Mn p-pa

0201-0005-013P6

LOT 50521-2R

= CpOK rogHoCTH: 2016-09 8°C
"oaeH nocne BCKPbITUS: 14 oHen 2°C
CpenHee 3Ha4eHune rnoKo3bl: 16,38 mmonb/n 295,2 mr/on
Jonyctumble rpaHuLb: 14,58-18,18 mmonb/n  262,7-327,7 mr/on
CpenHee 3Ha4yeHue nakrara: 15,29 mmonb/n 137,6 mr/on

Jonyctumble rpaHuLb: 13,61-16,97 mmonb/n 122,5-152,7 mr/an
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Instructions for use

DIAGNOSTIC

MHCTpYKUMA ANA ncnosnb30BaHUs

DIAGNOSTIC

Linearity test kit, glucose / lactate, 2 mmol/L, 7 mmol/L, 18 mmol/L
Diluted 51-fold, ready for use

Intended Use:
For in vitro diagnostic use with BIOSEN C_line and BIOSEN S_line glucose and lactate
analyzers. Also for non-diagnostic use. Not for food or drug use.

Handling Instructions:
Set-Lin-Test Glucose/Lactate can be used for linearity or calibration verification studies.
Place the micro test tube in a sample position of the sample tray and start measurement as
usual.

Chemical Composition:
0,039 mmol/L Lactate (2 mmol/L diluted 51-fold),
0,137 mmol/L Lactate (7 mmol/L diluted 51-fold) and
0,353 mmol/L Lactate (18 mmol/L diluted 51-fold)
in a phosphate buffered solution (pH 7.2) containing further ingredients.

Warning:
Avoid contact with eyes and skin. Do not swallow.
Keep away from foodstuff, beverages and food.
After skin contact rinse with water. After eye contact rinse opened eye under
running water. If symptoms persist, consult doctor.

Values: C €

3x 1 mL 2 mmol/L in micro test tubes blue
Item-No.: 0209-0102-391 3x 1 mL 7 mmol/L in micro test tubes green
3x 1 mL 18 mmol/L in micro test tubes red

Charge-No.: see label

Expiry date unopened see label

Discard if expiration date is past.
Lagertemperatur: 2-8°C
8 hours (15 - 25 °C)

—| [=
]

Stability after opening:

Mean Glucose Range
2.00 mmol/L 1.80 — 2.20 mmol/L
36.0 mg/dL 32.4 — 39.6 mg/dL
7.00 mmol/L 6.75 —7.25 mmol/L
126.1 mg/dL 121.6 — 130.6 mg/dL
18.00 mmol/L 17.50 — 18.5 mmol/L
324.1 mg/dL 315.1 — 333.1 mg/dL
Mean Lactate Range
2.00 mmol/L 1.80 — 2.20 mmol/L
18.0 mg/dL 16.2 — 19.8 mg/dL
7.00 mmol/L 6.75 — 7.25 mmol/L
63.1 mg/dL 60.8 — 65.3 mg/dL
18.00 mmol/L 17.50 — 18.5 mmol/L
162.1 mg/dL 157.6 — 166.7 mg/dL

0209-0102-3911_gaD2__Linearitaets-Test-Glukose+Laktat-2-7-18mmol-3x3x1mL_Gebrauchsanweisung_en+ru_A4-2xA5 2019-02.doc

JluHenHbIN TecT, Habop, rnoko3a/nakrart, 2 mmon/n, 7 mmon/n, 18 mmon/n
Pa3BepgeHo B 51 pa3, roTOBO K UCMOJIb30BaHUIO

Ucnonb3yemcs dns:
in vitro gmnarHoctukm ¢ npubopamm BIOSEN C_line n BIOSEN S_line ans uamepeHus
rMOKO3bl U MakTaTa. Tak e [AomnycKaeTcst UCNoNb3oBaHWe He ANs ANarHoCTUHECKMX Lienen.
He ncnone3oBath AN nccrnefoBaHWs NPOAYKTOB MUTAHWUSA U NEKapCTB.

UHCcmpykyusi o npuMeHeHUro:
JIHeMHbIN TecT wWcnonb3yeTcs AnA NPOBEPKM FNMHEMHOCTW U KOHTPONs Kanmbposku
npubopoB. omecTtute NPobUpKy C NMHEWHBIM TECTOM B Kapyceflb Ha W3MEpPUTENbHYIO
MO3VLMIO N HAYHUTE M3MEPEHNE Kak 0ObIYHO.

Xumuyeckuli cocmase:
0,039 mmon/n rnioko3a/naktata ( 2 mmon/n passeaeHo B 51 pas),
0,137 mmon/n rmioko3a/naktata ( 7 MMon/n pa3seaeHo B 51 pas),
0,353 mmon/n rnoko3a/naktata (18 mmon/n passeaeHo B 51 pas)
PactBopbl pa3segeHsl B hocdaTHoM byddepe (pH 7.2).

BHumaHue:
M3beratb nonagaHus B rnasa u Ha koxy. He rmotatb.
[epxaTb B fanv oT N1LLEBbIX NPOAYKTOB, HAMUTKOB U €fbl.
Mocne nonagaHus Ha KoXy NpomoiTe BoAoi. Nocne nonagaHus B rnasa npoMmounTe
nog npotoyHon Bogon. Ecnu cumntTombl MoXpaHstorcs, obpaTturech K Bpayy.

Values: c €

3x 1 Mn 2 mmon/n B MK. npobupkax, cuHue

KaTt - No.: 0209-0102-391 3x 1 Mn 7 Mmon/n B MK. Npobupkax, 3eneHble
3x 1 mn 18 MMon/n B MK. NpoBupkax, KpacHble
LOT| Charge-No.: CMOTpU 3TUKETKY
CpOoK rogHOCTU A0 BCKPbLITUS CMOTpU 3TUKETKY

Bbl6paCbIBaTb nocrne AoCTUXeHNsA Cpoka roagHoCTU.

= &

TemnepaTypa XpaHeHus: 2-8°C
CrabunbHocTb nocne BekpbiTus 8 yacos (15 — 25°C)

3Ha4YeHust rnoKo3bl panHuubI
2.00 mmon/n 1.80 — 2.20 mmon/n
36.0 mr/gn 32.4 — 39. mr/gn
7.00 mmon/n 6.75 —7.25 mmon/n L
126.1 mr/gn 121.6 — 130.6 mg/dL
18.00 mmon/n 17.50 — 18.5 mmon/n
324.1 mr/gn 315.1 — 333.1 mr/gn
3HayeHua nakrarta paHunubl
2.00 mmon/n 1.80 — 2.20 mmon/n
18.0 mr/gn 16.2 —19.8 mr/an
7.00 mmon/n 6.75 — 7.25 mmon/n
63.1 mr/gn 60.8 — 65.3 mr/gn
18.00 mmon/n 17.50 — 18.5 mmon/n
162.1 mr/gn 157.6 — 166.7 mr/an

0209-0102-3911_gaD2__Linearitaets-Test-Glukose+Laktat-2-7-18mmol-3x3x1mL_Gebrauchsanweisung_en+ru_A4-2xA5 2019-02.doc

EKF - diagnostic GmbH  Ebendorfer Chaussee 3 39179 Barleben, Germany
Made in Germany

EKF - diagnostic GmbH  Ebendorfer Chaussee 3 39179 Barleben, Germany
Made in Germany



NHCTPYKLUMM NO UCNONMb30BaHUIO

DIAGNOSTIC

DIAGNOSTIC

Instructions for use

Pacmeop ceHcopa

Ha3Ha4veHue:
Ons In-vitro gnarHocTukmn
CeHCOp-TeCTOBbIM pacTBOp AN [MOKO3bl W JlakTata, roTOBbIA K WCMONb30BAHMIO,
npegHasHa4yeH Ans NpoBepKM CENEKTUBHOCTU 4un-ceHcopa rmokosbl Tun |, ymn-ceHcopa
nakrata tvn Il

HNHCcmpykyus Mo npuMeHeHUro:
CeHCOp-TeCTOBbI pPacTBOP PeKkoMeHAOBaH Ans  UCMOMb30BaHUA Ha  CreayoLmx
aHanusatopax: BIOSEN C_line n BIOSEN S_line.

Bam Heobxoammo n3mepsTb CeHCOp-TECTOBLIN pacTBOP repBble TPW AHA C Hadvana
MCMOb30BaHNS YMM-CEeHCopa U Aanee ABaxAdbl B Heaento. Pe3ynbtatbl M3aMepeHus AOKHbI
ObITb B Npegenax oT 4,8 mmol/L (86 mg/dl ntoko3a, 43 mg/dL JlaktaT) go 6,4 mmol/L (115
mg/dL nioko3a, 57 mg/dL Jlaktat) . B npoTuBHOM cnyyasi umn-ceHcop AOMkeH GbiTb
3aMeHeH. JTOT pacTBOp onpeaenseT MexaHn4eckne NoBPeXAeHNs Ynn-ceHcopa.

Xumu4eckuli cocmas:

5 mmol/L nwoko3bl, 5 mmol/L Naktata, 1 mmol/L MoyeBow kucnotsl n 1 mmol/L MuHodeH

auuTata, pa3BefeHHble B 51 pa3 B pocaTtHom B6ydepe ¢ pH 7,2

BHumaHue:

W3beratb KOHTaKTa c rnasamm " KOXeN. He rnotarb.
XpaHuTb BAanM OT MUWEBLIX NPOAYKTOB, HanWTKOB W NPOOYKTOB MUTaHUS.
[Mpn nonagaHum Ha KOXy MPOMbITL BodowW. lMocne npombiTe rnasa nog cTpyewn BoAbl.
Ecnn CUMMTOMbI He npoxoasT, obpaTtutech K Bpauy.

IModpo6bHas uHgopmayusi:

Sensor Test Solution

Intended Use:

In-vitro-diagnosticum
Sensor test solution, glucose and lactate, ready for use, is used to check the selectivity of
chip sensor glucose type Il and chip sensor lactate type II.

Handling Instructions:

Sensor test solution is recommended to be used on the following devices:
BIOSEN C_line and BIOSEN S_line.

You should measure sensor test solution daily as a control sample on the first 3 days of
sensor use and after that at least twice a week. The results obtained with that solution must
be within 4.8 mmol/L (86 mg/dL glucose, 43 mg/dL lactate) and 6.4 mmol/L (115 mg/dL
glucose, 57 mg/dL lactate). Otherwise the sensor must be replaced. That solution detects the
mechanical integrity of the sensor.

Chemical Composition:

5.0 mmol/L glucose, 5.0 mmol/L lactate, 1 mmol/L uric acid and 1 mmol/L acetaminophen
diluted 51-fold a phosphate buffered solution (pH 7.2) containing further ingredients.

Warning:

Avoid contact with eyes and skin. Do not swallow.

Keep away from foodstuff, beverages and food.

After skin contact rinse with water. After eye contact rinse opened eye under running
water. If symptoms persist, consult doctor.

F Pedp. Ne: 5130-6055 CeHcop-TeCTOBblyl pacTBOp Ans FMKO3bl U
nakTaTa, rotToBbllii K ucrnonb3oBaHuio, 20 x 1 mL
Lot CMOTpM ynakoBky
g Cpok romfocm 3aKPbITbIX CMOTpH ynakosky
npoGupok:
’L TemnepaTypa XxpaHeHus: 2°C-8°C

Details:
e ltem No.- 5130-6055 Sensor test solution, glucose and lactate,
ready for use, set of 20 pcs.
Lot see label
g Expiry date unopened tubes: see label
d Storage temperature: 2°C-8°C

Ce

5130-6055-0769_gaC2__Sensor-Testloesung-Glukose+Laktat_Gebrauchsanweisung_en+ru_A4-2xA5_2019-02.doc
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DIAGNOSTIC

Instructions for use

Multi Standard Solution 12 mmol/L (216.2 mg/dL) glucose and
12 mmol/L (108.7 mg/dL) lactate
diluted 51-fold , ready for use

Intended Use:
For in vitro diagnostic use with BIOSEN, EBIO, ESAT and ECONOMIC enzymatic
instruments.
Also for non-diagnostic use.
Not for food or drug use.

Handling Instructions:
See instruction booklet of the instrument.

Chemical Composition:
0.235 mmol/L glucose (12 mmol/L diluted 51-fold) and 0.235 mmol/L lactate (12
mmol/L diluted 51-fold) in a phosphate buffered solution (pH 7.2) containing further
ingredients.

Traceability:
The value of the calibrator for glucose is traceable to NIST (National Institute of
Standards & Technology, Gaithersburg USA) Standard Reference Material 917b (D-
Glucose).
Concentration: 12 mmol/L + 0.25 mmol/L, diluted 51-fold, ready for use.

Warning:
Avoid contact with eyes and skin. Do not swallow.
Keep away from foodstuff, beverages and food.

After skin contact rinse with water. After eye contact rinse opened eye under
running water. If symptoms persist, consult doctor.

Values:

to REF (Item No.): 5211-3011 10x 2mL in micro test tube red
to REF (Item No.): 5211-3015 50x 2mL in micro test tube red
to REF (Item No.): 5211-3017 100x 2mL in micro test tube red
to REF (Item No.): 5211-3028 50mL in bottle

LOT: see label

£ (Expiry date unopened): see label

Storage: 5-8°C

Discard if expiration date is past.
Stability after opening: 8 hours (15 -25°C)

DIAGNOSTIC

EKF - diagnostic GmbH  Ebendorfer Chaussee 3  Technologiepark Ostfalen D — 39179 Barleben / Magdeburg
% +49-(0)39203/785-0 & +49-(0)39203/785-16 info@EKF-diagnostic.de www.EKF-diagnostic.com www.EKF-diagnostic.de

MHCTpYKUMA nonb3oBaTens

PactBop mynbtu-ctaHgapt 12 mmon/n (216.2 mr/gu) rntoko3sa u
12 mmon/n (108.7 mr/au) nakrar
Pa3BepeHue B 51 pas, roroBo kK MCNONb30BaHUIO

Bo3MO)XHOe npuMeHeHue:
Onsa In Vitro gnarHoctukn Ha aHanunsaTopax BIOSEN, EBIO, ESAT n ECONOMICTak
e He ANt ANarHOCTUYECKUX Lienen.
He onst uccnegoBaHms NpoayKTOB U NNEKAPCTB.

UHcmpykyust no ucnosb308aHuUo:
CMOTPW MHCTPYKLMIO NOMb3oBaTens Ha npudop.

Xumu4eckuli cocmas:
0.235 mmon/n rnoko3a (12 mmon/n passegeHue B 51 pas) and 0.235 mmon/n nakrar
(12 mmon/n passegenve B 51 pas) B cdoccaTtHom Bydepe (pH 7.2) copepxaiiem
cneaytoLmne UHIPeaNEHTbI:

OmcnexueaemMocmsb:
3HayeHus kanmbpaTopoB rnoko3bl U naktata koHTponupyetcst NIST (HauvoHanbHbIA
WHCTUTYT  KOHTpormem wu  TexHonoruin, Gaithersburg CLUA) CraHgapTHbIn
pedepeHcHbin maTtepuan 917b (D- Glucose).
KoHueHTpaums: 12 mmon/n + 0.25 mmon/n, passegeHue B 51 pas, rotoBo K
MCMOSIb30BAHMIO.

BHumaHue:
M3beranTe nonagaHve pacTeopa B rfasa u Ha Koxy . He rmoTatb.
XpaHuTb B fanu OT HanWTKOB U NPOAYKTOB.

MNocne nonagaHusA Ha KOXy CMbITb BogoW. Mocrne nonagaHus B rnasa NpoMbITh
OTKpPbITLIA rnas nog NpoToYHoW Bogol. Ecnu cumMnTOMbl CcoXpaHsiloTCH,
o6paTuTech K Bpayy.

PeghepeHcHas uHgpopmayusi:

to REF (Item No.): 5211-3011 10x 2 M1 B KpacHbIX MUKPOMNpoOMpKax
to REF (Item No.): 5211-3015 50x 2 M B KpacHbIX MUKPONPOBMpKax
to REF (Item No.): 5211-3017 100x 2 Mn B KpaCHbIX MUKpONpobrpkax
to REF (Item No.): 5211-3028 50 mn donakoH

LOT: CMOTPW Ha 3TUKETKE

£ (CpOK roHOCTY 10 BCKPbITUSA): CMOTpPW Ha 3TUKETKe

XpaHeHwe: 5-8°C
He ncnonb3oBaTk MO UCTEYEHUN CPOKa FOAHOCTU

CTtabunbHbl Mocne BCKPbITUSA : 8 vacos (15 -25°C)

8001-0051-0120_gaR__Multi-Standard-G+L-12mmol_Gebrauchsanweisung_en+ru-A4-2xA5.doc
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MHCTPYKUMSA NO NCNOJIb30OBaHUIO

DIAGNOSTIC

KonmponbHbili pacmeop ReadyConyom 0551 Inoko3bl u Jlakmama

HasHnayeHue:
MpumeHsieTca Tonbko B In-vitro [OuarHoctuke. Xuakui, npeppasBefeHHbin 1:51,
rOTOBbIA K WCMOMb30BAHUIO KOHTPOMb C HOPMarnbHbIMU 3HAYEHUSAMU TIIOKO3bl U
naktaTa. [na Mcnonb3oBaHUsi Co CneayllyMM aHanuaaTopamu rioKo3bl U nakTaTta:
BIOSEN C_Line n BIOSEN S_line. Vcnonb3yiiTe KOHTPOmNb TOMbKO C peakTuBammu
npousBoactea EKF-diagnostic GmbH.

BHumaHune:  OpgHoBpemeHHoe UCnonb3oBaHWe  peareHToB  PasfuyHbIX
npoussoamTeneil MoXeT NPUBECTU K HETOYHbIM pesynbTaTam.

Mpouedypa usmepeHus:
MpoGupka C KOHTPONEeM [OfkHa MomellaTbCs B MO3vuuio Ans npobbl unv ans
KOHTPOSbHbIX PacTBOPOB M MOXET WU3MepPSTbCs Kak OTAeflbHO, Tak U BMecTe C
npob6amu NnaumeHToB.

lpedynpexdeHue:
Mepen nNpUMEHEHWEM MNPOYTUTE BHUMATENbHO WHCTPYKUMIO Monb3oBaTens
aHanusatopam, pasfen «npouegypa u3MepeHusi». PaccmaTpuBaTb KOHTPOSbHbI
mMaTepwuari, Kak NoTeHUManbHO OMNacHbIi K 3apayKeHuto.

K
n

3HaveHus:

Kat. Ne: 5130-6152 %f;eln;?eﬁi,loﬁ)mn npobupkax Safe-Lock
LOT|  Ne: XXX
& CpoK roHOCTM: JJJJ-MM 8°C

CTtabunbHOCTb NOCne BCKPbITUS: 8 yaca (15 - 25°C) 2°C /ﬂ/

CpeaHee 3HadeHue [MMoko3bi: 6,07 mmonb/n 109,3 mr/gn
Mpenensl namepenuns: 5,40-6,73 mmonb/n 97,3-121,3 mr/gn
CpeaHee 3HadeHue JlakTaTta: 3,07 mmonb/n 27,6 mr/on

Mpenensl namepenuns: 2,73-3,41 mmonb/n 24.6-30,6 mr/on
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Instruction for use

DIAGNOSTIC

Test serum solution ReadyConpyom for glucose and lactate

Intended Use:
Liquid, pre-diluted 1:51-fold, ready for use test serum with glucose and lactate
concentrations in the normal range.
For in vitro diagnostic use with the following glucose and / or lactate analyzers:
BIOSEN C_Line and BIOSEN S_line. Use the product only in combination with
reagents from EKF-diagnostic GmbH.

Attention: simultaneous use of reagent from different suppliers on one instrument
can lead to erroneous results.
Also for non-diagnostic use. Not for food or drug use

Handling Instructions:
The ready for use test solution must be placed in the sample or control solution
positions and must be measured separate or together with the patient samples.

Warning:
Please note that at use of a ready for use pre-diluted test solution the filling of the
capillaries and the quality and volume of the hemolyzing solution is not controlled.
Before applying, please refer to operator's manual of the device chapter
~,Measurement operation®. Treat the material as potentially infectious.

Values:
ltem No.:  5130-6152 25x L. n 2.0 ml. yellow safe lock
LOT XXX
< Expiry date unopened: JJJJ-MM 8°C

Stability after opening: 8 hours (15 — 25°C) 2°C /1/
Target value glucose: 6.07 mmol/L 109.3 mg/dL
Confidence limits: 5.40-6.73 mmol/L 97.3-121.3 mg/dL
Target value lactate: 3.07 mmol/L 27.6 mg/dL
Confidence limits: 2.73-3.41 mmol/L 24.6-30.6 mg/dL
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MHCTPYKUMSA NO NCNOJIb30BaHUIO

DIAGNOSTIC

KonmponbHbili pacmeop ReadyConp,: Onsi [nroko3bl u Jlakmama

HasHnayeHue:
MpumeHsieTca Tonbko B In-vitro [OuarHoctuke. Xuakui, npeppasBefeHHbin 1:51,
rOTOBbIA K WCMOMb30BAHUIO KOHTPOMb C HOPMarnbHbIMU 3HAYEHUSAMU TIIOKO3bl U
naktaTa. [na Mcnonb3oBaHUsi Co CneayllyMM aHanuaaTopamu rioKo3bl U nakTaTta:
BIOSEN C_line n BIOSEN S_line. Ncnonb3ynTe KOHTPOMNb TOMbKO C peakTuBammu
npoussoactea EKF-diagnostic GmbH.

BHumaHue:  OgHoBpemeHHoe UCMonb3oBaHWe  peareHToB  PasfnuyHbIX
npoussoamTene MoxeT NPUBECTU K HETOYHbIM pesynbTaTam.

Mpouedypa usmepeHus:
MpoGupka C KOHTpONEeM [OorkHa nomellaTbCs B MO3vuMio Ans npobbl unv ans
KOHTPOSbHbIX PacTBOPOB M MOXET WU3MepsTbCs Kak OTAeflbHO, Tak U BMecTe C
npo6amu naumeHToB.

lpedynpexdeHue:
Mepen nNpUMEHEHWEM MNPOYTUTE BHUMATENbHO WHCTPYKUMIO Monb3oBaTens
aHanusatopam, pasfen «npouegypa u3MepeHusi». PaccmaTpuBaTb KOHTPOSbHbI
mMaTepwuari, Kak NoTeHUManbHO OMNacHbIi K 3apayKeHuto.

K
n

3HaveHus:
Kat. Ne: 5130-6162 25x 1mn B 2,0 mn npobupkax Safe-Lock
T (uBET KOPUYHEBDLIN)
LOT Ne: XXX
& CpoK roHOCTM: JJJJ-MM

8°C
2°C

CTtabunbHOCTb MOCe BCKPbITUS: 8 yaca (15 - 25°C)

Instruction for use

DIAGNOSTIC

Test serum solution ReadyConp,: for glucose and lactate

Intended Use:
Liquid, pre-diluted 1:51-fold, ready for use test serum with glucose and lactate
concentrations in the pathological range.
For in vitro diagnostic use with the following glucose and / or lactate analyzers:
BIOSEN C_line and BIOSEN S_line. Use the product only in combination with
reagents from EKF-diagnostic GmbH.

Attention: simultaneous use of reagent from different suppliers on one instrument can
lead to erroneous results.

Also for non-diagnostic use. Not for food or drug use

Handling Instructions:
The ready for use test solution must be placed in the sample or control solution
positions and must be measured separate or together with the patient samples.

Warning:
Please note that at use of a ready for use pre-diluted test solution the filling of the
capillaries and the quality and volume of the hemolyzing solution is not controlled.
Before applying, please refer to operator's manual of the device chapter
~,Measurement operation®. Treat the material as potentially infectious.

CpeaHee 3HadeHue [MMoko3bi: 16,38 mmornb/n 295,2 mr/gn
Mpenensl namepenuns: 14,58-18,18 mmonb/n  262,7-327,7 mr/an
CpeaHee 3HadeHue JlakTaTta: 15,29 mmonb/n 137,6 mr/gn

Mpeaens! uaMepeHus:

13,61-16,97 mmonb/n

122,5-152,7 mr/gn
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Values:
ltem No.: 5130-6162 ?nsi;(r;TeI;ir;UZBgsmL brown safe lock
LOT XXX
< Expiry date unopened: JJJJ-MM 8°C

Stability after opening: 8 hours (15 — 25°C) 2°C /1/
Target value glucose: 16.38 mmol/L 295.2 mg/dL
Confidence limits: 14.58-18.18 mmol/L 262.7-327.7 mg/dL
Target value lactate: 15.29 mmol/L 137.6 mg/dL

Confidence limits:

13.61-16.97 mmol/L

122.5-152.7 mg/dL

8001-0121-2300_gaEY__Testserum-ReadyCon-Pat_Gebrauchsanweisung_en+ru_A4-2xA5_20JJ-MM-LOT__VORLAGE

Ce

EKF - diagnostic GmbH  Ebendorfer Chaussee 3
Made in Germany

39179 Barleben, Germany

EKF - diagnostic GmbH

Ebendorfer Chaussee 3 39179 Barleben, Germany

Made in Germany



	0201-0005-0126_ghFY__Glukose-Laktat-Kontrollloesung-Easycon-Norm-6x1mL_Anwendungshinweis_en+ru_A4-2xA5-20JJ-MM-LOT__VORLAGE
	0201-0005-0136_ghF1_Glukose-Laktat-Kontrollloesung-Easycon-Pat-6x1mL_Anwendungshinweis_en+ru_A4-2xA5-20JJ-MM-LOT__VORLAGE
	0209-0102-3911_gaD2__Linearitaets-Test-Glukose+Laktat-2-7-18mmol-3x3x1mL_Gebrauchsanweisung_en+ru_A4-2xA5_2019-02
	5130-6055-0769_gaC2__Sensor-Testloesung-Glukose+Laktat_Gebrauchsanweisung_en+ru_A4-2xA5_2019-02
	8001-0051-0120_gaR__Multi-Standard-G+L-12mmol_Gebrauchsanweisung_en+ru-A4-2xA5
	8001-0121-0100_gaEY__Testserum-ReadyCon-Norm_Gebrauchsanweisung_en+ru-A4-2xA5_20JJ-MM-LOT__VORLAGE
	8001-0121-2300_gaEY__Testserum-ReadyCon-Pat_Gebrauchsanweisung_en+ru_A4-2xA5_20JJ-MM-LOT__VORLAGE
	Инструкция Раствор гп в МП, раствор системный

