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Enzyme Calibrator

Code No. 416-57191

Introduction

(1) The Enzyme Calibrator is a secondary enzyme reference material
(a secondary ERM) for Japan Society of Clinical Chemistry
transferable reagents (JSCC transferable reagents). By using this
product, routine test values of catalytic concentrations in human
serum enzymes can be standardized to the values by the JSCC
consensus methods.

(2) The Enzyme Calibrator is a lyophilized product, which contains
human enzymes. The base is bovine serum albumin (BSA). The
reactivity of enzymes in this product is equivalent to that in human
serum.

(3) The Enzyme Calibrator carries comparable physical and chemical
properties (specific gravity, viscosity, and pH) to those of human
serum. Therefore, the pipetting accuracy for this product is
comparable to that for human serum.

(4) The assigned values of AST, ALT, ALP (JSCC Transferable
Method, except IFCC Method), CK, LD and Y -GT are determined
by using Reference Standard-JSCC Enzyme as a reference
measurement standard. The assigned value of ChE is determined
by using Reference Standard-ChE for pseudo-ChE as a reference
measurement standard. The assigned value of AMY is determined
by the JSCC-IFCC transferable method and BG5P substrate
method. The assigned value of P-AMY is determined by BG5P
substrate method.

Reagent

Enzyme Calibrator 4 bottles X for 3 mL
Contains 0.004% (when reconstituted) sodium azide.
Store at 8°C or lower.

Preparation

Accurately add 3.0 mL of deionized or distilled water with a volumetric
pipet in a vial of Enzyme Calibrator (for 3 mL) and slowly swirl the vial to
completely dissolve the lyophilized cake. The reconstituted solution is
stable for 3 days at 2 — 8TC.

Assigned values

Precautions

< Precautions on assays >

(1) Do not use the reagent described above in any procedures other
than those described herein. Refer to package inserts in other
reagents used with this product.

(2) Do not use the reagents described above for any purposes other
than those described herein.

(3) The assigned values in the table below are effective only for the lot
number stated herein.

< Precautions for protection from hazards >

(1) If the reagent comes in contact with mouth, eye or skin, wash off
immediately with a large amount of water. Consult a physician if
necessary.

(2) Human blood material was used in the manufacture of Enzyme
Calibrator. The raw human material used was tested and found
negative for HBsAg, anti-HIV1 & 2 antibodies and anti-HCV
antibody. Because no test can offer complete assurance that
products derived from human blood will not transmit infectious
agents, it is recommended that the reagent be handled with the
same biohazard precautions used for patient specimens.

(3) Be careful not to cut yourself with the aluminum cap when
removing from the vial.

< Precautions on disposal >

(1) When discarding the reagent, dispose of it according to local or
national regulations. This product contains zinc chloride (6.7 mg/L
as zinc when reconstituted).

(2) This product contains 0.004% (when reconstituted) of sodium
azide as a preservative. Sodium azide may react with copper or
lead plumbing to form explosive compounds. Even though this
product contains minute quantities of sodium azide, drains should
be flushed well with a large amount of water when discarding the
solution.

Lot No. EK489

Enzyme Origin lsozyme Method for determining the assigned values A;signed valugs

(Manufacturer's standing measurement procedure) | (Catalytic concentration, U/L)

AST Recombinant * 2 S type JSCC Transferable Method 165 *1

ALT Recombinant * 2 S type JSCC Transferable Method 150 *1

ALP Recombinant * 2 Liver type JSCC Transferable Method 447 *1

CK Recombinant * 3 MM type JSCC Transferable Method 485 *1

ChE Human plasma pseudo JSCC Transferable Method 104

LD Recombinant * 4 | type JSCC Transferable Method 413 *1

y-GT Recombinant * 2 Il type JSCC Transferable Method 152 *1

AMY Human saliva, Recombinant %5 | S type, P type | JSCC - IFCC Transferable Method 307 *1

P-AMY Recombinant *5 P type Proposed JSCC Transferable Method * 6 125

ALP Recombinant * 2 Liver type IFCC Method 159 *8

AMY Human saliva, Recombinant 5 | S type, P type | BGSP Substrate Method * 7 309

P-AMY Recombinant * 5 P type Immunoinhibition, BG5P Substrate Method 3 7 141

*1 AST, ALT, ALP, CK, LD, Y -GT, AMY are Certified under a quality system that conforms with ISO 17034 : 2016.

*2 Human liver gene

*3 Human skeletal muscle gene
*4 Human 1 type gene

*5 Human pancreas gene

*6

*7 Calculated by the molar extinction coefficient of 4-nitrophenol.

*8 To be used as assigned value for L-Type ALP IFCC only.

Ordering information

JSCC : Japanese Journal of Clinical Chemistry, 37 Supp. 1, 25-27 (2008). (in Japanese)

Code No. Product Package

Storage

416-57191 Enzyme Calibrator 4 X for 3mL

8C or lower
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FUJIFILM Wako Pure Chemical Corporation
1-2, Doshomachi 3-Chome Chuo-ku, Osaka 540-8605, Japan

Tel : +81-6-6203-3749
Fax: +81-6-6203-1917
http ://www.wako-chem.co.jp
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