Bialex:

717 Ohio Ave,
Wichita Falls, TX 763001

PassCheck Lip Calibrator for Biochemistry reagent for HDL and LDL Direct method,
FORM 195 Rev No: New

Use: IVD
Item: GQ-LIP-1
Intended Use

PassCheck lip Calibrator was designed for use with the reagent of the same brand
Bialex and is comparable with specific lot, please check before use the lot
number. That is not universal calibrator, however many of reagent’s brand, due
to the similar characteristics and values could be works fine.

Preparation

Using Class, A volumetric pipette add DI Water (pH: 7.0) 1mL, let for 30
minutes, time to time stir gently.

Keep 2-8°C

After opened it is stable for 30 days. Reconstituted Frozen Stability 90 days at
-20°C < 3%

Note:

We recommend using new calibrators for each calibration in your automatic instrument

Precaution

All specimens using in the PassCheck Li Calibrator should be handled in
accordance with good laboratory practices using appropriate precautions as
described in the CDC/NIH Manual, “Biosafety in Microbiological and
Biomedical Laboratories! 2« edition, 1988 HHS Publication No (CDC)88- 8395

DBA Bialex, certifies all individual human plasma donor units used to manufacture this lot were
tested by FDA approved methods and found to ne nonreactive for HBsAg, HIV-1, HIV-2, and
HCV



Bialex:

PassCheck LIP Calibrator Lot 25LIP0201 Exp.2027.02.01 (YYYY/MM/DD)

Serum analytical (@600nm) Value Units

HDL DIRECT (LOT 24HDL0401) 96.10 mg/dL
HDL DIRECT (LOT 24HDL0501) 97.30 mg/dL
HDL DIRECT (LOT 25HDL0201) 42.00 mg/dL
HDL DIREC (LOT 25HDL0301) 80.52 mg/dL
HDL DIRECT (LOT 25HDL0302) 80.86 mg/dL
HDL DIRECT (LOT 25HDL0303) 61.00 mg/dL
LDL DIRECT (LOT 24LDL0801) 62.30 mg/dL
LDL DIRECT (LOT 24L.DL0901) 62.30 mg/dL
LDL DIRECT (LOT 24LDL0902) 56.90 mg/dL
LDL DIRECT (LOT 25LDL0201) 107.00 mg/dL




