National Accreditation Board for

Testing and Calibration Laboratories
Department of Science & Technology, India

CERTIFICATE OF ACCREDITATION

SRI NATHELLA SAMPATHU CHETTY CLINICAL LABORATORY,
MEDICAL RESEARCH FOUNDATION
has been assessed and accredited in accordance with the standard

50 15189:2007

"Medical Laboratories - Particular requirements for quality and competence”

forits factlities at
No. 41 (Old No. 18), College Road, Chennai
in the field of
MEDICAL TESTING
Certificate Number M-0094
Issue Date 04/08/2011 Valid Until 03/08/2013

This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to
continued satisfactory compliance to the above standard & the additional requirements of NABL.

Signed for and on behalf of NABL
W ot K o

Devaki Devi Mandava Anil Relia Dr T. Ramasami

& Convenor Director Chairman j
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SCOPE OF ACCREDITATION

Sri Nathella Sampathu Chetty Clinical Laboratory, Medical Research
Foundation, No. 41 (Old No. 18), College Road, Chennai

Laboratory

Accreditation Standard 1SO 15189 : 2007

Field Medical Testing Issue Date  04.08.2011
Certificate Number M-0094 Valid Until 03.08.2013
Last Amended on 18.05.2012 Page 10f13

S.No. Product/ Specific Test Performed Test Method Range of Testing/ CV %
Material of Test Limits of Detection

I. CLINICAL BIOCHEMISTRY

1. PLASMA Glucose Hexokinase - glucose 6 0- 500 - mg/dL 6
phosphate dehydrogenase

2. PLASMA Urea Urease- GLDH 0- 150 mg/dL 12

3. PLASMA Creatinine Modified Jaffe - Kinetic 0 - 20 mg/dL 7.67

4. PLASMA Cholesterol, Total DEA-HCI/ 0-600mg/dL 6.4
AAP Enzymatic

5. PLASMA Sodium ISE -Direct 100- 200 mEq/L 2.6

6. PLASMA Potassium ISE -Direct 2.3 —-6.6 mEq/L 33

7. PLASMA Chloride ISE -Direct 68-112 mEq/L 4.1

8. SERUM Calcium, Total OCPC / End Point 5-15 mg/dL 4.1

9. SERUM Phosphorus Phosphomolybdate/ 0-9 mg/ dL 6.3
End point

10. SERUM Bilirubin, Total Jendrassik Grof 0- 25mg/dL 8.7

11. SERUM Bilirubin, Direct Jendrassik Grof 0 - 20mg/dL 16

12. SERUM Total Proteins Biuret Method 2-12¢g/dL 3.9

13. SERUM Albumin BCP-dye binding method 0.6 -8 ¢g/dL 4.8

14. SERUM Alkaline Phosphatase PNPP - DRA Method 0-1000 U/L 13

15. SERUM Alanine amino Transferase UV-kinetic Method/IFCC ~ 0-1000 U/L 8.5
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SCOPE OF ACCREDITATION

Laboratory Sri Nathella Sampathu Chetty Clinical Laboratory, Medical Research
Foundation, No. 41 (Old No. 18), College Road, Chennai

Accreditation Standard SO 15189 : 2007

Field Medical Testing Issue Date  04.08.2011
Certificate Number M-0094 Valid Until 03.08.2013
Last Amended on 18.05.2012 Page 20f13
S.No. Product/ Specific Test Performed Test Method Range of Testing/ CV %
Material of Test Limits of Detection
16. SERUM AHDL Cholesterol Automated HDL 10 - 150mg/dL 9.6
cholesterol
17. PLASMA Triglyceride LPL-GK-GPO 0-1000mg/dL 8.8
(FASTING)
18. SERUM Angiotensin converting Kinetic Determinaiton 80-120 U/L 12
enzyme
19. PLASMA/URINE  Amino acid profile HPLC- OPA method 100 pmole to 1
a. Serine UV detector nmole. 8.1
b. Histidine 8.8
c. Glycine 9.3
d. Threonine 9.4
e. Alanine 9.4
f. Arginine 9.0
g. Tyrosine 9.0
h. Valine 8.4
i. Methionine 9.8
j. Phenylalanine 9.7
k. Isoleucine 8.1
l. Leucine 9.4
m. Lysine 8.5
20. URINE Inborn errors of metabolism — Dinitro phenyl Hydrazine ~ Qualitative Positive /
o Keto acid test Negative
21. URINE Inborn errors of metabolism — Cyanide nitro pruside test ~ Qualitative Positive /
cystine Negative
22. URINE Inborn errors of metabolism — Million’s test Qualitative Positive /
Tyrosine Negative
23. URINE Inborn errors of metabolism — Molisch’s test Qualitative Positi\_/e /
carbohydrates Negative
Devatr Den’
Convenor
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Sri Nathella Sampathu Chetty Clinical Laboratory, Medical Research
Foundation, No. 41 (Old No. 18), College Road, Chennai

ISO 15189 : 2007

Medical Testing Issue Date  04.08.2011
M-0094 Valid Until  03.08.2013
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S.No. Product/ Specific Test Performed Test Method Range of Testing/ CV %
Material of Test Limits of Detection
24. URINE Inborn errors of metabolism — Benedict’s test Qualitative Positive /
reducing sugars Negative
25, URINE Inborn errors of metabolism — Silver diamino — Qualitative Positive /
homocystine. nitroprusside test Negative
26. URINE Inborn errors of metabolism — Ferric chloride test Qualitative Positive /
Phenyl pyruvic acid Negative
II. CLINICAL PATHOLOGY
i STOOL Motion Routine Macroscopic / Qualitative NA
Microscopic / Chemical
2 STOOL Occult Blood or Manual Method - Qualitative NA
Hemoglobin Hemospot
3. URINE Urine Routine Automated — Reflectance Colour NA
method Appearance
Specific gravity
Reaction
Bilirubin
Nitrite
Leucocytes
Proteins
Sugar
Ketones
Bile salts
Bile pigments
Blood
Urobilinogen
4. URINE pH Dip stick method Qualitative NA
5. URINE Specific Gravity Dip stick method Qualitative NA
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Sri Nathella Sampathu Chetty Clinical Laboratory, Medical Research
Foundation, No. 41 (Old No. 18), College Road, Chennai

ISO 15189 : 2007
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M-0094

18.05.2012

Issue Date 04.08.2011
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Page 4 0of 13

Range of Testing /

S.No. Product/ Specific Test Performed Test Method CV %
Material of Test Limits of Detection
6. URINE Glucose Benedicts qualitative Nil-2% NA
method
7 URINE Glucose Dip stick method Nil-2% NA
8. URINE Albumin Sulpho salicylic Acid Nil - +++ NA
Method
9. URINE Albumin Dip stick method Nil - +++ NA
10. URINE Acetone & Acetoacetic Rothera’s Test Nil - ++++ NA
Acid
11. URINE Acetone & Acetoacetic Dip stick method Nil - +++ NA
Acid
12; URINE Bile Salts Hay’s test Qualitative NA
13. URINE Bile Pigments Fouchet’ s Method Qualitative NA
14. URINE Urobilinogen Ehrlich - Aldehyde Qualitative NA
method
15. URINE Urobilinogen Dip stick method Qualitative NA
16. URINE Occult Blood or Dip stick method Qualitative NA
Hemoglobin
17. URINE Leucocyte Dip stick method Negative - ++ + NA
18. URINE Bilirubin Dip stick method Negative - + ++ NA
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SCOPE OF ACCREDITATION

Sri Nathella Sampathu Chetty Clinical Laboratory, Medical Research
Foundation, No. 41 (Old No. 18), College Road, Chennai

ISO 15189 : 2007
Medical Testing
M-0094

18.05.2012

Issue Date 04.08.2011
Valid Until 03.08.2013
Page 50f13

S.No. Product/ Specific Test Performed Test Method Range of Testing/ CV %
Material of Test Limits of Detection
19. URINE Nitrite Dip stick method Negative - Positive NA
20. URINE Microscopic examination ~ Microscopy Qualitative NA
IIIl. HAEMATOLOGY & IMMUNOHAEMATOLOGY
1. K2 EDTA Total White Blood Cell Automated Cell counter 0.4 — 120 X10*/uL 5.0
WHOLE BLOOD Count
(BD Vaccutainer
tube)
2 K2 EDTA Red Blood Cell (RBC) Automated Cell counter 0.3— 8.0 X10%/uL 3.0
WHOLE BLOOD count
(BD Vaccutainer
tube)
3; K2 EDTA WHOLE  Differential count Microscopy/Leishman - NA
BLOOD Stain
(BD Vaccutainer
tube)
4. K2 EDTA WHOLE  Peripheral smear Study Microscopy/ Leishmann Qualitative NA
BLOOD Stain
(BD Vaccutainer
tube)
5: CITRATED Erythrocyte Sedimentation Automated Vesmatic 20 0 — 140mm -
WHOLE BLOOD Rate (ESR) ESR Analyzer
(4NO)
(Pro-evacuated
plexiglass tubes)

Convenor
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Laboratory Sri Nathella Sampathu Chetty Clinical Laboratory, Medical Research

Foundation, No. 41 (Old No. 18), College Road, Chennai

Accreditation Standard 1SO 15189 : 2007

Field Medical Testing Issue Date  04.08.2011
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S.No. Product/ Specific Test Performed Test Method Range of Testing/ CV %

Material of Test

Limits of Detection

10.

11.

12.

K2 EDTA WHOLE
BLOOD

(BD Vaccutainer
tube)

K2EDTA BLOOD
(BD Vaccutainer
tube)

K2EDTA WHOLE
BLOOD

(BD Vaccutainer
tube)

K2EDTA WHOLE
BLOOD

(BD Vaccutainer
tube)

K2 EDTA WHOLE
BLOOD

(BD Vaccutainer
tube)

K2 EDTA WHOLE
BLOOD

(BD Vaccutainer
tube)

K2 EDTA WHOLE
BLOOD

(BD Vaccutainer
tube)

Platelet Count

Absolute Eosinophil Count

Reticulocyte Count

Red blood Cell Indices

(MCV, MCH, MCHC)

Haematocrit

Hemoglobin

Blood Grouping & Rh

Automated Cell counter

Microscopy/Neubaur
chamber method

Manual / Microscopy

Derivation

Automated Cell counter

Automated Cell Counter

Slide & Tube
Agglutination Method

10.0- 100.0 X10°/uL

2.0-67.0%

1.3- 24 g/dL

Qualitative

Deuae '

10.0

MCV-3.0
MCH - 3.0
MCHC-3.0

4.0

2.5
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Sri Nathella Sampathu Chetty Clinical Laboratory, Medical Research
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S.No. Product/ Specific Test Performed Test Method Range of Testing/ CV %
Material of Test Limits of Detection
13. CITRATED Partial Thromboplastin Electro Magnetic Method 10-600 seconds -
PLASMA (3.2% Time
Sodium Citrate
Vaccutainer tube)
14. CITRATED Prothrombin Time Electro Magnetic Method 10-600 seconds -
PLASMA
(3.2% Sodium
Citrate Vaccutainer
tube)
15. - Bleeding Time Ivy’s method Upto 6 min -
16. PLAIN BLOOD Clot Retraction Time - - -
(BD Vaccutainer
tube)
17. K2 EDTA WHOLE  Smear for MF Microscopy/ Manual Qualitative NA
BLOOD method / Leishmann’s
Citrated blood Stain, 1% Methylene blue
(3.2% Sodium
Citrate Vacutainer
tube)
18. K2 EDTA WHOLE  Smear for MP Microscopy/ Manual Qualitative NA
BLOOD method / Leishmann’s
(BD Vaccutainer Stain/Giemsa stain
tube)
19. K2 EDTA WHOLE  Sickle cells Microscopy/ Manual Qualitative NA
BLOOD method / Sodium Meta bi
(BD Vaccutainer Sulfite
tube)

Devani Den
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Laboratory Sri Nathella Sampathu Chetty Clinical Laboratory, Medical Research
Foundation, No. 41 (Old No. 18), College Road, Chennai
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Field Medical Testing Issue Date  04.08.2011
Certificate Number M-0094 Valid Until 03.08.2013
Last Amended on 18.05.2012 Page 8 of 13

. S.No. Product/ Specific Test Performed Test Method Range of Testing/ CV %

‘ Material of Test Limits of Detection

IV. MICROBIOLOGY & SEROLOGY

1. ANY CLINICAL Gram’s stain Manual/Microscopy Qualitative NA
SPECIMEN /
TISSUE BIOPSY /
BODY FLUIDS
RECEIVED FOR
BACTERIAL
INVESTIGATIONS

2. ANY CLINICAL AFB stain Ziehl Neelsen stain/ Qualitative NA
SPECIMEN / Manual / Microscopy
TISSUE BIOPSY /
BODY FLUIDS
RECEIVED FOR
BACTERIAL
INVESTIGATIONS

3: ANY CLINICAL KOH-Calcofluor white Fluorescence stain/ Qualitative NA
SPECIMEN / stain Manual/Microscopy
TISSUE BIOPSY /
BODY FLUIDS
RECEIVED FOR
FUNGAL/
ACANTHAMOEBA
INVESTIGATIONS

4, ANY CLINICAL Giemsa stain Manual/Microscopy Qualitative NA
SPECIMEN /
TISSUE BIOPSY /
BODY FLUIDS
RECEIVED FOR
ACANTHAMOEBA
AND
CYTOLOGICAL
INVESTIGATIONS

Mevnas Des
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Laboratory Sri Nathella Sampathu Chetty Clinical Laboratory, Medical Research
Foundation, No. 41 (Old No. 18), College Road, Chennai

Accreditation Standard 1SO 15189 : 2007

Field Medical Testing Issue Date  04.08.2011
Certificate Number M-0094 Valid Until 03.08.2013
Last Amended on 18.05.2012 Page 9of 13
S.No. Product/ Specific Test Performed Test Method Range of Testing/ CV %
Material of Test Limits of Detection
5. ANY CLINICAL Bacterial Culture & Culture —Aerobic/ Qualitative except for NA
SPECIMEN / sensitivity Anaerobic urine and
TISSUE BIOPSY / Sensitivity for Aerobic Conjunctival swab
BODY FLUIDS bacteria-Disc diffusion which are semi-
OTHER THAN Quantitative.
BLOOD RECEIVED
FOR BACTERIAL
INVESTIGATIONS
6. ANY CLINICAL Fungal Culture Culture Aerobic Qualitative NA
SPECIMEN /
TISSUE BIOPSY /

BODY FLUIDS
RECEIVED FOR

FUNGAL
INVESTIGATION
Te CORNEAL Acanthamoeba culture Non-nutrient agar over laid  Qualitative NA
SCRAPING/ with Escherichia. coli
CORNEAL
BIOPSY/
CONTACT LENS
SOLUTION FOR
ACANTHAMOEBA
CULTURE
8. SERUM RPR Slide flocculation Semi- quantitative NA
Neat- 1:32
9, SERUM TPHA Micro haemagglutination Semi quantitative NA
1:80 - 1:1280
10. SERUM RA Latex agglutination Semi quantitative NA
10-320 IU/ml
Deuwotr e
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11. SERUM ASO Latex agglutination Semi -quantitative NA
200-3200 IU/ml
12. SERUM CRP Latex agglutination Semi- quantitative NA
6 - 96 mg/l '
13. SERUM WIDAL Tube agglutination Semi -quantitative NA
1:25 - 1:400
14. SERUM Brucella agglutination Tube agglutination Semi- quantitative NA
1:10 - 1:160
15, SERUM Antibodies to HIV -1 & 2 TRI-DOT method Qualitative NA
16. SERUM Antibodies to HIV -1 & 2 Rapid Immuno Qualitative NA
Concentration Method
17. SERUM Antibodies to HIV -1 & 2, ELISA Qualitative 13.49
HIV-1 p24 Antigen
18. SERUM Antibodiesto HIV—-1 & 2 Western Blot Qualitative NA
19. SERUM HBs Ag Immuno filtration/ Qualitative NA
Immuno chromatography
20. SERUM HBsAg ELISA test Qualitative 16.24
21. SERUM Anti HBs antibodies ELISA test Quantitative 19:9
22 SERUM Ab to HCV Immuno filtration Qualitative NA
23, SERUM Antinuclear antibody Indirect Immuno Semi- quantitative NA
fluorescence 1:8—1:32
24. SERUM Antinuclear antibody ELISA test Qualitative 16.24
Devaki Sen
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Laboratory Sri Nathella Sampathu Chetty Clinical Laboratory, Medical Research
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S.No. Product/ Specific Test Performed Test Method Range of Testing/ CV %
Material of Test Limits of Detection
25. SERUM Antinuclear antibodies ELISA test Qualitative 16.67

against specific antigen ds
DNA, Histones, ribosomal,
P-proteins , nRNP / Sm,
SS-A, SS-B, Scl-70

26. SERUM Antibodies to HCV ELISA ELISA Test Qualitative 15.24

V. HISTOPATHOLOGY

1. EYEBALL HPE, ENAB Microscopy Qualitative NA

2. EXENTERATED HPE Microscopy Qualitative NA
SPECIMEN

3. EVISCERATED HPE Microscopy Qualitative NA
SPECIMEN

4. CORNEAL HPE Microscopy Qualitative NA
BUTTON

S. EPIRETINAL HPE Microscopy Qualitative NA
MEMBRANE

6. SUB RETINAL HPE Microscopy Qualitative NA
MEMBRANE

de BIOPSY-LID HPE Microscopy Qualitative NA

8. BIOPSY-CORNEA HPE Microscopy Qualitative NA

9. BIOPSY-ORBIT HPE, FNAC Microscopy Qualitative NA

10. IRIS TISSUE HPE Microscopy Qualitative NA

Devats Dew
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11. OTHERS- TISSUE HPE Microscopy Qualitative NA
AND CELL
BLOCK OF
FLUIDS
12. FROZEN HPE Microscopy Qualitative NA
SECTION
13. OCULAR TISSUE, Perodic acid Schiff Stain Microscopy Qualitative NA
PARAFFIN
BLOCKS, Alcian blue (pH2.5) Microscopy Qualitative NA
UNSTAINED
SLIDES Congo red Microscopy Qualitative NA
(Benhold's Method)
Gomoris one step Trichrome Microscopy Qualitative NA
Grams Microscopy Qualitative NA
(Brown- Hopps method)
Acid fast bacilli Microscopy Qualitative NA
Grocott's methanamine Microscopy Qualitative NA
silver nitrate (GMS)
Alizarin Red Microscopy Qualitative NA
Bleaching Microscopy Qualitative NA
Perl's Iron Microscopy Qualitative NA
14. FROZEN Oil's red Microscopy Qualitative NA
SECTION
el v
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Material of Test

Limits of Detection

VI. CYTOPATHOLOGY

i AQUEOUS
ASPIRATE

2. VITREOUS
ASPIRATE

3. SUBRETINAL
FLUID

4. SMEAR
CYTOLOGY- LID

S, SMEAR
CYTOLOGY-
CONJUCTIVA

6. SMEAR
CYTOLOGY-
CORNEA

Te IOL CYTOLOGY

8. OTHER
SPECIMENS

Cytology Microscopy Qualitative NA
Cytology Microscopy Qualitative NA
Cytology Microscopy Qualitative NA
Impression Cytology Microscopy Qualitative NA
Impression Cytology Microscopy Qualitative NA
Impression Cytology Microscopy Qualitative NA
Cytology Microscopy Qualitative NA
Cytology Microscopy Qualitative NA

XXX X-X-X-X-X- XX X-X-X—
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