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Traceability Statement

To Whom It May Concern
Catalogue Number: CAL2350, CAL2351

Each batch of serum is distributed to approximately 3000 laboratories.
worldwide and values are assigned by a consensus of results obtained by
these laboratories. The Calibration values for each instrument have been
determined in at least 10 independent laboratories,

Values are verified against a master lot of calibrator which is traceable to
reference methods or reference materials. In some cases, values may be
assigned at Randox Laboratories in comparison to a master lot of calibrator
whichis traceable to reference methods or reference materials listed in the
following table

For and on behalf of Randox Laboratories Limited.

L

Lauziata Christie
Product Registration Manager




" CALIBRATION SERA TRACEABILITY

Rel. Lab Values

Analyie

Reference Materjal

Imemnal Master Calibrator

Internal Master Calibrator

Intermal Master Calibrator

DA470

Internal Master Calibrator

Internal Masier Calibrator

Intemal Master Calibrator

IFCC 454

ALT with PP

JSCC TSO1/TS02

ALT without PP

Amylase (PNPGT) BCR476/Epsilon NADH

Pancreatic Amylase BCOR4T6/Epsilon NADH

AST with PP Internal Master Calibrator

AST without PP AD457

Bicarbonate SRM351 .

Internal Master Calibrator

Bile Acids

Internal Master Calibrator

Internal Master Calibrator_
Molar absorptivity

B
\5
M
e
z
5
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Atomic Absorption Spectroscopy |

| Calejum CPC NIST 909b + SRM956b
| Calcium Arsenazo 111 NIST 909b + SRM956b Atomic Absorption Spectroscopy |
| Chloride NIST 909b Coulometry
| Cholesterol NIST 909b, MIST 1952a ID-GCMS
[FEK ADA455
CHKMB IFCC-455
| Copper ] Seronorm Trace elements
Creatinine NIST 909b level 2/ SRMI6T level 2 1ID-GC/MS
| Giucose GOD NIST 917b, NIST965a 1D-GC/MS

Glucoge Hexokinase

NIST 917b, NIST365a

AD452 and JSCC TS01/TS02

¥-GT i
GLDH [DGKC)

Internal Master Calibrator

a-HEDH (DGKC)

Internal Master Calibrator

Internal Master Calibrator

Hydroxybutyrate
ron Internal Master Calibrator
LDH P-L Internal Master Calibrator
LDH L-P AD453
TIBC Internal Master Calibrator
Lactate Gravimetric
LAP Intzrmal Master Calibrator
Lithium r Reference lab, Atomic Absorption Spectroscopy
Lipase 1 Internal Master Calibrator
Magnesium * NIST 205b Atomic Absorption Spectroscopy
| Osmolality Internal Master Calibrator
Phosphorous NIST 18611g
Potassium ISE NIST 209b Flame photometry
Sodium ISE NIST 909b Flame photometry
Total Protein SRM927d Photometry
Trglycerides Internal Master Calibrator ID-GC/MS
Urea NIST 909b -
Uric Acid NIST 909 ID-GC/MS -
Zine Internal Master Calibrator

12-GCMA — Isotope Dilution-Gas Clammmogmpﬁ5 “Muss Speciromelry
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s Acceptance Criteria: % CV — Within 5% for Hematology and 10% for Clinical Biochemistry
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