: . National Accreditation Board for
2;& o Testing and Calibration Laboratories

CERTIFICATE OF ACCREDITATION

STUDIO DIAGNOSTICS PRIVATE LIMITED, MOLECULAR
TESTING

has been assessed and accredited in accordance with the standard

ISO 15189:2012

""Medical laboratories - Requirements for quality and
competence''

for its facilities at
9/54, KIRTI NAGAR INDUSTRIAL AREA, NEW DELHI, DELHI, INDIA

in the field of

Medical Testing

Certificate Number: MC-6131

Issue Date: 13/11/2023 Valid Until: 12/11/2025

This certificate remains valid for the Scope of Accreditation as specified in the annexure subject to continued
satisfactory compliance to the above standard & the relevant requirements of NABL.
(To see the scope of accreditation of thislaboratory, you may also visit NABL website www.nabl-india.org)

Name of Legal Entity: Studio Diagnostics Private Limited

Signed for and on behalf of NABL

,Q/Mw

N. Venkateswaran
Chief Executive Officer




Laboratory Name :

Accreditation Standard

National Accreditation Board for

Testing and Calibration Laboratories

SCOPE OF ACCREDITATION

STUDIO DIAGNOSTICS PRIVATE LIMITED, MOLECULAR TESTING, 9/54, KIRTI NAGAR
INDUSTRIAL AREA, NEW DELHI, DELHI, INDIA

SO 15189:2012

Certificate Number MC-6131 Page No lof4
Validity 13/11/2023 to 12/11/2025 Last Amended on 18/01/2024
Component, parameter or Test Method Specification against
S.No Discipline / Group Materials or Products tested T:::‘: ;Zﬁ,tfi:i:,'t;z 59.?:235/ osrpt?;;)izcof “:::-i:::::ﬁran;-:u';ir/ﬂ;;:?:r:::t/
tests performed used
Permanent Facility
1 CLINICAL BIOCHEMISTRY Plasma Glucose Hexokinase
2 CLINICAL BIOCHEMISTRY Serum Urea Urease GLDH
3 CLINICAL BIOCHEMISTRY Serum ALT IFCC UV Kinetic Without P5P
4 CLINICAL BIOCHEMISTRY Serum Globulin Calculated
5 CLINICAL BIOCHEMISTRY Serum Albumin BCG
6 CLINICAL BIOCHEMISTRY Serum ALP IFFC PnP AMP
7 CLINICAL BIOCHEMISTRY Serum AST IFCC UV Kinetic Without P5P
8 CLINICAL BIOCHEMISTRY Serum Direct Bilirubin Diazo
9 CLINICAL BIOCHEMISTRY Serum GGT Glupa C
10 CLINICAL BIOCHEMISTRY Serum Indirect Bilirubin Calculated
11 CLINICAL BIOCHEMISTRY Serum Phosphorus Molybdate UV
12 CLINICAL BIOCHEMISTRY Serum Sodium ISE Direct
13 CLINICAL BIOCHEMISTRY Serum Total Bilirubin Diazo
14 CLINICAL BIOCHEMISTRY Serum Total Protein Biuret Method
15 | CLINICAL BIOCHEMISTRY Serum HDL Cholesterol g orous PEG Cholesterol
16 CLINICAL BIOCHEMISTRY Serum Triglycerides Enzymatic GPO
17 CLINICAL BIOCHEMISTRY Serum A/G Ratio Calculated
18 CLINICAL BIOCHEMISTRY Serum Calcium Arsenzo Il
19 CLINICAL BIOCHEMISTRY Serum Chloride ISE Direct
20 CLINICAL BIOCHEMISTRY Serum Creatinine Enzymatic
21 CLINICAL BIOCHEMISTRY Serum HDL / LDL Ratio Calculated
22 CLINICAL BIOCHEMISTRY Serum LDL Cholesterol Calculated
23 CLINICAL BIOCHEMISTRY Serum Potassium ISE Direct
24 CLINICAL BIOCHEMISTRY Serum Total Cholesterol CHOD PAP
25 CLINICAL BIOCHEMISTRY Serum Total Cholesterol / HDL Ratio Calculated
26 CLINICAL BIOCHEMISTRY Serum Uric Acid Uricase - POD
27 CLINICAL BIOCHEMISTRY Serum VLDL Cholestrol Calculated
28 CLINICAL PATHOLOGY Urine Appearance Visual
29 CLINICAL PATHOLOGY Urine Colour Visual

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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30 CLINICAL PATHOLOGY Urine Glucose Glucose oxidase & Benedicts test

31 CLINICAL PATHOLOGY Urine Protein Protein error of indicator

32 CLINICAL PATHOLOGY Urine Specific Gravity Acid-base indicator

33 CLINICAL PATHOLOGY Urine Epithelial Cell Microscopic Examination

34 | CLINICAL PATHOLOGY Urine Leucocyte Siirzixszn‘idsghe”y'py”°'e and

35 CLINICAL PATHOLOGY Urine Pus Cells Microscopic

36 | CLINICAL PATHOLOGY Urine Bilirubin f:sot coupigg reaction and Fouchet's

37 CLINICAL PATHOLOGY Urine Nitrite Sodium nitropruside

38 CLINICAL PATHOLOGY Urine Bacteria Microscopic Examination

39 CLINICAL PATHOLOGY Urine Blood Peroxidase & Benzidine

40 CLINICAL PATHOLOGY Urine Cast Microscopic Examination

41 CLINICAL PATHOLOGY Urine Crystal Microscopic

42 | CLINICAL PATHOLOGY Urine Ketone Sadiuaitroprsside reaction &
Rothera

43 CLINICAL PATHOLOGY Urine pH Double Indicator

44 CLINICAL PATHOLOGY Urine RBC Microscopic Examination

45 CLINICAL PATHOLOGY Urine Urobilinogen Modified Ehrlich

46 HAEMATOLOGY EDTA Whole Blood Peripheral Blood Smear Microscopic

47 HAEMATOLOGY EDTA Whole Blood Absolute Basophils Count Impedance

48 HAEMATOLOGY EDTA Whole Blood Absolute Lymphocyte Count Impedance

49 HAEMATOLOGY EDTA Whole Blood Absolute Neutrophils Count Impedance

50 HAEMATOLOGY EDTA Whole Blood HCT (Hematocrit) Calculated

51 HAEMATOLOGY EDTA Whole Blood Mean Corpuscular hemoglobin (MCH) | Calculated

52 |HAEMATOLOGY EDTA Whole Blood r:;ggclg[ji’:csgggntration AMCHO) Calculated

53 HAEMATOLOGY EDTA Whole Blood Mean Corpuscular volume (MCV) Calculated

54 HAEMATOLOGY EDTA Whole Blood Absolute Eosinophils Count Impedance

55 HAEMATOLOGY EDTA Whole Blood Absolute Monocyte Count Impedance

56 HAEMATOLOGY

EDTA Whole Blood

Basophils Count (%)

Impedence/Leishman Stain &
Microscopy

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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57 HAEMATOLOGY

EDTA Whole Blood

Eiosinophils Count (%)

Impedence/Leishman Stain &
Microscopy

58 HAEMATOLOGY

EDTA Whole Blood

Haemoglobin

SLS technique

59 HAEMATOLOGY

EDTA Whole Blood

Lymphocyte Count (%)

Impedence / Leishman Stain &
Microscopy

60 HAEMATOLOGY

EDTA Whole Blood

Monocytes Count (%)

Impedence/Leishman Stain &
Microscopy

61 HAEMATOLOGY

EDTA Whole Blood

Neutrophils Count (%)

Impedence/Leishman Stain &
Microscopy

62 HAEMATOLOGY

EDTA Whole Blood

Platelet Count

Electric Impedance

63 HAEMATOLOGY EDTA Whole Blood RBC Electric Impedance
64 HAEMATOLOGY EDTA Whole Blood RDW - CV Calculated
65 HAEMATOLOGY EDTA Whole Blood WBC Electric Impedance

66 MOLECULAR TESTING

Direct Nasal Swab/Throat
Swab/Nasopharyngeal Swab

SARS-CoV-2 RNA Qualitative

Isothermal Nucleic Acid Amplification
test (Closed System)

67 MOLECULAR TESTING

EDTA Whole Blood

BCR-ABL1 PCR Qualitative

Real Time RT PCR (Open System)

68 MOLECULAR TESTING

EDTA Whole Blood

BRCAL & BRCA2 PCR Qualitative

Real Time RT PCR (Open System)

69 MOLECULAR TESTING

EDTA Whole Blood

HLA B27

Real Time RT PCR (Closed System)

70 MOLECULAR TESTING

EDTA Whole Blood

HLA B27

Real Time RT PCR (Open System)

71 MOLECULAR TESTING

EDTA Whole Blood/Serum/Plasma

Malaria PCR Quantitative

Real Time RT PCR (Closed System)

72 MOLECULAR TESTING

EDTA Whole Blood/Serum/Plasma

Dengue PCR Qualitative

Real Time RT PCR (Closed System)

73 MOLECULAR TESTING

EDTA Whole Blood/Serum/Plasma

Hepatitis B DNA Qualitative

Real Time RT PCR (Open System)

74 MOLECULAR TESTING

EDTA Whole Blood/Serum/Plasma

Hepatitis B DNA Quantitative

Real Time RT PCR (Closed System)

75 MOLECULAR TESTING

EDTA Whole Blood/Serum/Plasma

Hepatitis B DNA Quantitative

Real Time RT PCR (Open System)

76 MOLECULAR TESTING

EDTA Whole Blood/Serum/Plasma

Hepatitis C Virus (HCV RNA)
Qualitative

Real Time RT PCR (Open System)

77 MOLECULAR TESTING

EDTA Whole Blood/Serum/Plasma

Hepatitis C Virus (HCV RNA)
Quantitative

Real Time RT PCR (Closed System)

78 MOLECULAR TESTING

EDTA Whole Blood/Serum/Plasma

Hepatitis C Virus (HCV RNA)
Quantitative

Real Time RT PCR (Open System)

79 MOLECULAR TESTING

EDTA Whole Blood/Serum/Plasma

HIV RNA Quantitative

Real Time RT PCR (Closed System)

80 MOLECULAR TESTING

EDTA Whole Blood/Serum/Plasma

HIV RNA Quantitative

Real Time RT PCR (Open System)

This is annexure to 'Certificate of Accreditation' and does not require any signature.
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81 MOLECULAR TESTING

Nasopharyngeal swab /oropharyngeal
swab in VTM/ ET secretions /BAL in
VTM

SARS-CoV-2 RNA Qualitative

Real Time RT PCR (Closed System)

82 MOLECULAR TESTING

Nasopharyngeal swab /oropharyngeal
swab in VTM/ ET secretions /BAL in
VTM

SARS-CoV-2 RNA Qualitative

Real Time RT PCR (Open System)

83 MOLECULAR TESTING

Sputum / Non Sputum

Mycobacterium Tuberculosis PCR
Qualitative

Isothermal Nucleic Acid Amplification
Test (Closed System)

84 MOLECULAR TESTING

Sputum / Non Sputum

Mycobacterium Tuberculosis PCR
Qualitative

Real Time RT PCR (Closed System)

85 MOLECULAR TESTING

Sputum / Non Sputum

Mycobacterium Tuberculosis PCR
Qualitative

Real Time RT PCR (Open System)

86 MOLECULAR TESTING

Sputum / Non Sputum

Mycobacterium Tuberculosis with
Rifampicin & Isoniazid Resistance PCR
Qualitative

Isothermal Nucleic Acid Amplification
Test (Closed System)

87 MOLECULAR TESTING

Sputum / Non Sputum

Mycobacterium Tuberculosis with
Rifampicin & Isoniazid Resistance PCR
Qualitative

Real Time RT PCR (Closed System)

88 MOLECULAR TESTING

Sputum / Non Sputum

Mycobacterium Tuberculosis with
Rifampicin & Isoniazid Resistance PCR
Qualitative

Real Time RT PCR (Open System)

89 MOLECULAR TESTING

Urine, Rectal, Genital Swab

Sexually Transmitted Disease (STD) -
Chlamydia Trachomatis, Neisseria
Gonorrhoeae, Mycoplasma Genitalium

Real Time RT PCR (Open System)

90 MOLECULAR TESTING

Vaginal Swab in HPV Medium

Human Papilloma virus DNA RT PCR
Qualitative

Real Time RT PCR (Closed System)

91 MOLECULAR TESTING

Vaginal Swab in HPV Medium

Human Papilloma virus PCR
Qualitative

Real Time RT PCR (Open System)
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