XuMmunyeckun mynbTukanuoparop
(Chemistry Multi-Calibrator Set)

KaTanoxHbin Ne

High Technology, Inc HT-C1000-CAL

Reagent is stable for 5 days after opening.

Intended Use

The Multi-Analyte Chemistry calibrator is for use as a calibrator of HTI Inc.
clinical chemistry assays. This calibrator material is well suited for automated
and semi-automated analytical procedures.

Summary

The HTI, Inc. Multi-Analyte calibrator is a human based serum.

The concentration of the calibrator components have been adjusted to ensure
optimal calibration of the HTI, Inc. methods on specified analyzers.

Product Description

The product consists of lyophilized human serum for reconstitution.

Use DI water for reconstitution.

The human serum contains additives to provide the defined assay values. The
concentrations of the calibrator components are lot specific.

Calibrator Values1

The calibrator values were determined using HTI, Inc. reagent methods and the
analyzers listed in the value assignment table. (See reverse side of package
inserts.) Determinations were performed under strictly standardized conditions,
utilizing known reference materials. Traceability information available upon
request.

Calibrator Storage and Stability

Unreconstituted chemistry calibrator is stable until the expiration date when
stored at 2-8°C. Reconstituted chemistry calibrator is stable for five days when
stored at 2-8°C with the exception of Bilirubin, which is stable for four days at 2-
8°C. Store calibrator tightly capped and protected from light when not in use.
Precautions

For in vitro diagnostic use only. Human serum was used in the manufacture of
this product. Each donor unit was tested for antibodies to HIV1/2, HCV

and found to be non-reactive for HBsAg and HIV-1Ag by FDA accepted test
methods. Because no test method can offer complete assurance that

products derived from blood will not transmit infectious agents, it is
recommended that this product be handled with the same precautions used for
patient specimens. In the event of exposure, the directives of the responsible
health authorities should be followed.2, 3 Safety data sheets are available upon
request. Disposal of all waste material should be in accordance with local
guidelines.

Handling Instructions

Carefully open one bottle, avoiding the loss of lyophilizate. Using a volumetric
pipette, add exactly 5.0 ml of DI water to the lyophilized serum.

Gently invert the vial intermittently over a period of 20 minutes to ensure
complete dissolution of contents. Immediately prior to use, gently invert the vial 5
to10 times.

Materials Provided

Multi-Analyte calibrator.

Materials Required but not Provided

1. Accurate volumetric pipetting devices

2. Timer

3. De-ionized water

4. General laboratory equipment.

Assay

Follow the calibration procedure recommended by the instrument manufacturer.
References

1. Department of Labor, Occupational Safety and Health Standards:
Bloodborne pathogens. (29CFR part 1910.1030). Federal register. July 1,
1998; 6:267-280.

2. Council Directive (2000/54EC). Official Journal of the European Communities
No. L262 from Oct. 17th, 2000.

Consult instructions for use
CMOTPH HHETRYKLMID N Dﬂ
Use by

NPUEHE HIKD.
Y Y-MM-DD ar YYYY-MM 8

Manufacturer / Mpouagogurens

In vitre diagnostic

Ana auardocTiin Invitro Wenanssneams A

PETT-MN- i TTTT-MM

Authorized
Catalog number E IEC REpI representative In the
KatanowHbiil Homep - Euray c i
A npeas

B Esplwneucxuu CooBuecree

Mponasegero High Technology Inc.
108 Production Rd

Walpale, MA 02081 USA

Fan: 1508 660-22-24

e-mail: medtech@htmed.com

Temperature limitafi
_,HF Oonycrmmen  auanazom
TEMNEpaTYPE XPAHEHNA

C1000-INS, Rev. 13.6

HTI-C7506-5
HTI-C7506-50

HT-C1005K-CAL
HT-C1050K-CAL

Peazenm cmabuneH 5 OHeli nocrie eCKpbimusi.

HasHauyeHune
Xumunueckuii kanmbpaTop npeaHasHaveH Anst KannMbpoBKM B KONMYECTBEHHbIX
TecTax Ha aBTOMaTUYECKMX U NONyaBTOMaTUYECKUX aHanM3aTopax.

Onucanue

[MpoaykT cocTonT 13 NMOUNM3NPOBaHHOW YeNoBEYECKOW CbIBOPOTKMX. [ns
pa3BefeHVsa Ucnonb3ynTe AEMOHN3NPOBaHHYI0 BoAy. YenoBeyeckasi CbiBOpPOTKa
COAEPXMWT TOYHbIE KOHLIEHTPaLMK onpeaeneHHbIX KOMMNOHEHTOB Anst
onpepgeneHusi B npouecce kannbposku o6opyaoBaHus. KoHueHTpaums
KOHKPETHOro BeLLecTBa 3aB/UCUT OT NapTUW NpoaykTa.

KannbpoBo4Hble 3HaYeHus

KoHKkpeTHble 3HaueHUst kanubpaTopa Obinv onpeaeneHbl B CTPOroM
COOTBETCTBUM C NPOLIEAYPOI B CTAHAAPTHBIX YCMOBUSX C UCMOMNb30BaHUEM
3TanoHHbLIX MaTepuanos. 3HayeHWs ykasaHbl B Tabnuue Ha o6opoTe BknagbiLa.

XpaHeHue n CTabunbHocTb

HepasbaBneHHbli XMMU4eckuin kanubpaTop ctabuneH 4o OKOHYaHWS Cpoka
rO4HOCTK, MPU YCIOBUM XpaHeHus Npu Temnepatype 2-8Co. PazbaBneHHbili
XMMUYECKUI KanubpaTtop cTabuneH B TeueHne 5 aHen npu Temnepatype 2-8C<,
3a UCKIYeHeM BUnmpybrHa, KoTopbli CTabuneH B TedeHne 4 aHen npu
TemnepaTtype 2-8C:. XpaHuTb TLLaTeNbHO 3aKynopeHHbIM B 3aLLMLLEHHOM OT
cBeTa mMecTe.

MpepnocTopoxHoCcTN

Tonbko Ans guarHocTykm in Vitro. B npon3BoacTBe 3T0ro npoaykta obina
1crnonb3oBaHa YenoBeyeckasi CbiIBOpPOTKa. Kaxabii 4OHOP npeaBapuTenbHO Obin
NpoBepeH C NOMOLLIbIO 3anaTeHTOBaHHbIX peareHToB, 1 aHtuten BUY n
BUPYCHOrO renatuta o6Hapy»xeHo He 6bino. MockonbKy HY 0AWH METoZ,
TECTUPOBaHUS HE MOXET AaTb NOMHOW YBEPEHHOCTU B TOM, YTO UH(DEKLMOHHbIE
areHTbl MOrTN NepeaaThesi C KPOBbIO, PEKOMEHAyeTCs cobnioaaTh Te ke
NpefoCTOPOXHOCTH, YTO 1 Npu paboTe ¢ o6pasuamm NaumMeHToB.
YTunuampoaTtb B COOTBETCTBUM C MECTHBLIMMW NpaBuUnamu.

WHCTpyKLMA No ncnonb3oBaHUIo

Mcnonb3yst MexaHuueckuii fo3atop, Ao6aBbTe TO4HO 5.0MN 4EMOHNU3MPOBAHHOM
BObl B NIMOCUNN3NPOBaHHYIO CbIBOPOTKY. [eproanyeckn oCTOpoXHO
nepeBopaynBanTe nakoH ¢ peareHTom B TedeHne 20Tv MUHYT, 4O NOMHOro
pacTBopeHus BeLlecTB. HenocpencTBeHHO nepes UCnonb3oBaHWeM, OCTOPOXHO
nepeBepHUTE dnakoH ¢ peareHToM 5-10 pas.

Marepumansi
Kanu6patop Mynbtu-AHanut.

MaTepuanbi Heo6xoanMMble, HO He NocTaBnsieMble
1. O6bEMHbIE NUNETKN

2. Tanmep

3. devoHnsnpoBaHHas Boga

4. NNabopaTopHoe obopynoBaHue obLLero HasHaYeHust

Mpoueaypa aHanusa
Cnepyvite npouenype
npubopa.
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Product Name: Chemistry Calibrator

Product Catalog #: HT-C1000-CAL, HTI-C7506-5, HTI-C7506-50,
HT-C1005K-CAL, HT-C1050K-CAL

Lot#: 109604-096
Manufactured Date: February 28", 2011
Expiration Date: 2015-01
Storage Temperature: 2-8°C
Testing Date: April 6, 2011

Analyte Units Results Sl Units Results
Albumin g/dl 3.9 g/L 39
Bilirubin, Direct mg/d| 2.1 pmol/L 35.91
Bilirubin, Total mg/dl 4.1 pmol/L 70.11
BUN mg/d| 50 mmol/L 17.85
Calcium mg/dl| 9.8 mmol/L 2.45
Chloride mmol/L 102 mmol/L 102
Cholesterol mg/dl| 199 mmol/L 5.15
CO2 mmol/L 20 mmol/L 20
Creatinine mg/d| 4 pmol/L 353.6
Glucose mg/dl 197 mmol/L 10.93
Iron pg/dl 203 pmol/L 36.34
Magnesium mg/dl| 3.6 mmol/L 1.48
Phosphorus mg/dl 5.1 mmol/L 1.65
Potassium mmol/L 4.8 mmol/L 4.8
Sodium mmol/L 136 mmol/L 136
Total Protein g/dl 6 g/L 60
Triglycerides mg/dl| 153 mmol/L 1.73
Uric Acid mg/d| 5.9 pmol/L 350.93
OD@ 640 nm 0.541 nm 0.541
Moisture % 0.64 % 0.64
Microbial CFU/mI 0 CFU/mI 0

Each human serum or human plasma donor unit used in the preparation of this product was tested negative for antibodies to
HIV 1/2 and HCV and nin-reactive for HBsAg and HIV-1 Ag by FDA-accepted test methods. Because no test method can
offer complete assurance that HIV, HBV, HCV, or other infectious agents are absent, this material should be handled as if

capable of transmitting infectious diseases.

Approved: See Master Date: 2/12/12
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