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ALL INDIA INSTITUTE OF MEDICAL SCIENCES, GORAKHPUR
Kunraghat, Gorakhpur, Uttar Pradesh 273008

(An autonomous organization under the Ministry of Health & Family Welfare,

i Govt. of Indla)

Technical Specifications for Internal Quality Control (QC) Materials

For the Clinical Biochemistry Laboratory, AlIMS Gorakhpur

I. Chemistry Control (Normal/Leyel 2)

Type: Assayed, third-party quality control material,
Matrix: Human serum-based,

Formulation: Lyophilized

Analyte Coverage: Comprehensive panel to cover routine and special chem istry parameters including,
but not limited to;

Routine Biochemistry: Glucose, Urea, Creatinine, Uric Acid, Total Protein, Albumin.
Electrolytes: Sodium, Potassium, Chloride.

o
o Liver Function Tests: Total & Direct Bilirubin, ALT, AST, ALP, GGT, Total Protein.
© Lipid Profile: Total Cholesterol, HDL Cholesterol, Triglycerides.

© Enzymes: Amylase, Lipase, Lactate Dehydrogenase (LDH), Creatine Kinase (CK).

© Minerals & Special Tests: Calcium, Phosphorus, Magnesium, Iron.

0

2. Chemistry Control (Pathological/Level 3)

Type: Assayed, third-party quality control material.
Matrix: Human serum-based.

®

@

* Formulation: Lyophilized
®

Analyte Coverage: Identical comprehensive panel as Level 2, with analytes at elevated (pathological)
concentrations.

® Target Values: Must be supplied with assayed, instrument-specific and method-specific target values
and ranges for a wide range of automated clinical chemistry analyzers,
o Stability:
o  Unreconstituted/Unopened: Shelf life of upto 2 years at 2°C to 8°C..

¢ Certification: Must be from an ISO certified manufacturer and suitable for use in NABL accredited
laboratories.

———————————

3. Immunoassay Control (Normal/Level 2)

Type: Assayed, third-party quality control material,
Matrix: 100% Human serum.

Formulation: Lyophilized. : S
Analyte Coverage: Comprehensive panel for immunoassay analyzers, including:
o Thyroid Profile; TSH, FT3, FT4, Total T3, Total T4.
o Tumor Markers: AFP, CEA, CA 19-9, CA [5-3, Total PSA. .
© Reproductive Hormones: Testosterone, Progesterone, Prolactin, LH, FSH.
o Cardiac Markers: Troponin IT, CK-MB.
o Others: Cortisol, Ferritin, Vitamin B12, Insulin, ‘
o Target Values: Must be supplied with assayed values for all listed analytes.
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7. Specific Protein Control (Level 2)

Type: Assayed, third-parly quality control material. -
Matrix: 100% Human serum,

Formulation: Liquid, ready-to-use.
Analyte Coverage: A comprehensive panel of specific serum proteins, including:

o Immunoglobuling: IgG, IgA, IgM, IgB,
o Complement Factors: C3, C4.

¢  Acute Phase Reactants: CRP, Alpha-1-Antitrypsin, Haptoglobin,
o Other Proteins: Transferrin, Prealbumin, Ferritin.

Target Values: Must be supplied with assayed target values and ranges.
Stability:

o Unopened: Shelf life of upto 2 years at 2°C to 8°C.

¢ Certification: Must be from an ISO 13485 certified manufacturer and suitable for use in NABL
accredited Izboratories.

8. Specific Protein Control (Level 3)

Type: Assayed, third-party quality control material,
Matrix: 100% Human serum,
Formulation: Liquid, ready-to-use,
Analyte Coverage: Identical panet as Level 2, with key proteins at elevated concentrations.
Target Values: Must be supplied with assayed target values and ranges.
Stability:
0 lyUnupcned: Shelf life of upto 2 years at 2°C to 8°C,

¢ Certification: Must be from an 1SO 13485 certified manufacturer and suitable for use in NABL
accredited laboratories,

General Requirements for All QC Materials

* & & & @ &

e Documentation: The vendor must provide comprehensive glnqua inserts with detailed mlm
specifications, assayed target values, expected ranges, stability mfbmnt_mn, and storage guidelines.

e Packaging: All materials must be securely packaged to maintain integrity and recommended
temperature during shipment and storage. :

e Quality Certiftcation: All QC materials must be from an ISO 13485 certified manufacturer and the
products must be suitable for use in NABL accredited laboratories
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Stabllity:

o Unreconstituted: Shelf life of upto 2 years at 2°C 1o $oc,,
Fgrunm’ﬁun: Must be from an 180 certified manufacturer and suitable for use in NABL aceredited
aboratories,

4. Immunoassay Control (Pathologleal/level 3)

Type: Assayed, third-party quality contro material,

Matrix: 100% Human serum,

Formulation: Lyophillzed.

Analyte Coverage; Identical comprehensive panel as Level 2, with key analytes at clevated
concentrations,

Target Values: Must be supplied with assayed vafyes for all listed analytes,
* Stabllity; :

.- ® 9 @

o  Unreconstituted: Shelf Jife of upto 2 years at 2°C 1o 4°C,,

o  Certifieation: Must be from an I1SO certified manufacturer and suitable for use in NABL accredited
laboratorics,

» Liguid Urine Control (L.evel 2)

* Type: Assayed, third-party quality control material,
* Matrix: 100% Human urine,
®
L

Formulation: Liquid, ready-to-use,

Analyte Coverage: A panel of commonly tested urine chemistry analytes, including:

o Routlnes Creatinine, Urea, Uric Acid, Total Protein, Microalbumin, Glucose.
o Electrolytes: Sodium, Potassium, Chloride, Calefum,
o Others: Amylase, Osmolality,

¢ Target Values: Must be supplied with assayed target values and ranges,
e Stability:

o  Unopened: Shelf life of upto 2 years at 2°C to 8°C..,

¢ Certification: Must be from an ISO certificd manufacturer and suitable for use in NABL accredited
laboratories,

6. Llgutd Urine Control (Level 3)

Type: Assayed, third-party quality control material,
Matrix: 100% Human urine,

Formulation: Liquid, ready-to-use,

Analyte Coverage: Identical panel as Level 2, with key analytes at elevated (pathological)
concentrations,

Target Values: Must be supplied with assayed target values and ranges.
e Stabllity;

o Unopened: Shelf life of upto 2 years at 2°C to 8°C.

¢ Certification: Must be from an 1SO certified manufacturer and su itable for use in NABL accredited
laboratories,
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