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On the letter pad ofChartered Accountant

This is to certify that the total turnover in the case of
Mis having PAN
....................................................... is as under:

Annexure-111

Financial Year/Period Amount in Amount in
Rupees (Figures) Rupees (words)

2020-21

2021-22

2022-23

Total

Average = Total/3

• »
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Kits, Reagents, Consumables List
SN. Items Specification QTY. Unit

1 Hepatitis B viral load
Testiong- Extraction &
PCRKits

• Intended use: Isolation of viral DNA
• Regulatory Status: CE Certified & for In Vitro Diagnostic Use
• Technique: Spin column
• Type of specimen: Plasma/ Serum/ Whole Blood
• Yield: >90% recovery
• Pack size: 250 extractions
• Contents: Spin columns, carrier RNA, Buffers, Collection tubes (2ml)
• Application: Real Time PCR
• Easy to use protocol
• Short run time

01 Pack

2 HAV IgM ELISA (96
tests)

• For invitro diagnostic use
• High sensitivity and specificity
• Convenient pack size 96 test/pack
• Ready to use control/TMB Substrate
• Breakapart wells for minimal wastage
• Long shelf life - more than 15 month
• Adaptable on all automated ELISA Processors
• Colour coded reagents to monitor procedural steps
• Short assay procedure/protocol
• Easy interpretation of result

01 Pack

3 HEV IgM ELISA (96 te • For invitro diagnostic use
• High sensitivity and specificity
• Convenient pack size 96 test/pack
• Ready to use control/TMB Substrate
• Breakapart wells for minimal wastage
• Long shelf life - more than 15 month
• Adaptable on all automated ELISA Processors
• Colour coded reagents to monitor procedural steps
• Short assay procedure/protocol
• Easy interpretation of result

01 Pack

4 HBV Genotype PCR
Kit

5 HCV Viral Load

• Real Time PCR based
• Specific detection ofmajor HCV Genotypes (I a, 1 b, 2, 3,4, 5, 6)
• Instruments: Compatible with Biorad CFX 96TM I Roche LC 96
• Storage: -30° ±5°C
• Short run time
• No post PCR product handling
• Long shelflife

• Real Time PCR based
• Nucleic acid detection and quantitation of HCV Genome of Genotype 1-6
• Instruments: Compatible with Biorad CFX 96TM / Roche LC 96
• Target Sequence: Conservative region of 5'UTR sequence
• Storage: -30° ± 5° C
• Pack Size: 50 tests
• Includes all reagents required to perform sample to result analysis
• Calibrators provided for viral load calculations
• Short run time
• No post PCR product handling
• Long shelf life

01 Pack

01 Pack
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SN. Items Specification QTY. Unit
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6 HBsAg Rapid test I. Should be coated with monoclonal antibodies covering all subtypes and variants ofHBsAg. 01 Pack
2. The assay should be able to detect surface antigen to hepatitis B virus.
3. Should be compatible with plasma and serum both.
4. Adequate documents detailing the principle, components, biosafety methodologies, validity criteria,
interpretation of results, performance characteristics, storage conditions, limitation ofassays,
manufacturing and expiry dates should be provided with each kit.
5. The kit should have approval of the statutory authority from the country oforigin.
6. In case of imported kits it should be registered and licensed by the DCG(I).
7. In case of indigenous manufactures should be licensed by the competent authority defined under
drugs and cosmetics Act (1940) & medical devices rule 2017.
8. The kit should have minimum shelf life of60% or 12 months (whichever is more) at the port/place
ofdischarge ofconsignees.
9. The total procedure time shall not be more than 30 minutes.
10. The assay component should include positive and negative control sufficient for conducting 20% of
the test ( 10% negative and 10% positive controls) which may be provided along with the kits if not a
part ofthe kit.
I 0. The assay should have sensitivity of I 00% and specificity of more than or equal to 98% as per the
office order ofMoHFW vide F.No. 29/Misc./4/2016-DC9650 dated 13/06/2017.
11 The control dot/band should be able to detect the presence of human immunoglobulin and should
not be just a procedural control or meant merely for checking the flow fo reagents or integrity of
antigens except in lateral flow technology.
. GENERAL SPECIFICATIONS ­
I. The manufacturer /authorized agent should ensure maintenance ofcold chain during storage and
transport ofkits at 2-8 c. the cumulative time temperature indicator technology should be used on
each kit and be pre- qualified by WHO.
2. The pack size should be not be more than 50 tests wherein each test is individually packed.
3. 8 kits should be supplied along with the procurement lot ofwhich four kits will be used for
validation subject to which the kits ofeach batch anf lot no. will be supplied to program and four kits
will be retained for evaluation close to the expiry of the kit or in case of legal dispute with regards to
performance of the kit as per specifird parameteres.
4. The kit will be evaluated on the above parameters by the centers approved by the program.

7 Anti HCV Antibody 1. Should utilize recombinant and/ or synthetic peptide antigens for core, NS3, NS4, and NS5. 01 Pack
Rapid test 2. The assay should be able to detect total anti HCV antibodies.

3. Should be compatible with plasma and serum both.
4. Adequate documents detailing the principle, components, biosafety methodologies, validity criteria,
interpretation ofresults, performance characteristics, storage conditions, limitation ofassays,
manufacturing and expiry dates should be provided with each kit.
5. The kit should have approval of the statutory authority from the country oforigin.
6. In case of imported kits it should be registered and licensed by the DCG(I).
7. In case of indigenous manufactures should be licensed by the competent authority defined under
drugs and cosmetics Act ( 1940) & medical devices rule 2017.
8. The kit should have minimum shelf life of60% or 12 months (whichever is more) at the port/place
ofdischarge ofconsignees.
9. The total procedure time shall not be more than 30 minutes.
I 0. The assay component should include positive and negative control sufficient for conducting 20% of
the test ( I 0% negative and I 0% positive controls) which may be provided along with the kits if not a
part ofthe kit.
10. The assay should have sensitivity of99% and specificity of more than or equal to 98% as per the
office order ofMoHFW vide F.No. 29/Misc./4/2016-DC(65) dated 12/07/2017.
I 1. The control dot/band should be able to detect the presence ofhuman immunoglobulin and should
not be just a procedural control or meant merely for checking the flow fo reagents or integrity of
antigens except in lateral flow technology.
. GENERAL SPECIFICATIONS-
1. The manufacturer /authorized agent should ensure maintenance ofcold chain during storage and
transport ofkits at 2-8 c . the cumulative time temperature indicator technology should be used on
each kit and be pre- qualified by WHO.
2. The pack size should be not be more than 50 tests wherein each test is individually packed.
3. 8 kits should be supplied along with the procurement lot ofwhich four kits will be used for
validation subject to which the kits of each batch anf lot no. will be supplied to program and four kits
will be retained for evaluation close to the expiry of the kit or in case of legal dispute with regards to
performance of the kit as per specifird parameteres.
4. The kit will be evaluated on the above parameters by the centers approved by the program.

~
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SN. Items Specification QTY. Unit

8 HBsAg ELISA (96
tests)

9 'HCV Genotype PCR
Kit

1.Microplate ELISA coated with monoclonal antibodies covering all subtypes and variants ofHBsAg
2. The assay should be able to detect surface antigen to Hepatitis B virus
3. Should be compatible with plasma and serum both.
4. Adequate documents detailing the principle, components, biosafety methodologies, validity criteria,
interpretation of results, performance characteristics, storage conditions, limitation ofassays,
manufacturing and expiry dates should be provided with each kit.
5. The kit should have approval ofthe statutory authority from the country oforigin.
6. In case of imported kits it should be registered and licensed by the DCG(I).
7. In case of indigenous manufactures should be licensed by the competent authority defined under
drugs and cosmetics Act (1940) & medical devices rule 2017.
8. The kit should have minimum shelf life of60% or 12 months (whichever is more) at the port/place
ofdischarge ofconsignees.
9. All the assay component provided in the kit including positive and negative controls should be
sufficient for at least 4 runs for the 96 tests provided.
I 0. The assay should have sensitivity more than or equal to 99% and specificity ofmore than or equal
to 98% as claimed by the manufacturer in the kit literature.
11 The assay should have analytical sensitivity ofdetecting <0.2IU/ml
GENERAL SPECIFICATION I.The manufacturer /authorized agent should ensure maintenasnce of
cold chain during storage and transport ofkits at 2-8 C the aumulative time temperature indicator
technology should be used on each kit and be pre - qualified by WHO 2. the kit size should be 96
tests/kit (in strip of 12 x8 wells) such that individual strips can be used for testing and the same are
compatible with ELISA reader and washer 3. 4
kits should be supplied along with the procureement lot ofwhich two kits will be used for validation
subject to which the kits ofeach batch and lot no. will be supplied to program and two kits will be
retained for evalution close to the expiry ofthe kit or in case of legal dispute with regards to
performance of the kits as per specified parameters
4. The kit will be evaluated on the above parameters by the centers approved by the program.

• Real Time PCR based
• Specific detection of major HCV Genotypes (la, lb, 2, 3, 4, 5, 6)
• Instruments: Compatible with Biorad CFX 96TM / Roche LC 96
• Storage: -30° ± 5° C
• Short run time
• No post PCR product handling
• Long shelf life

4
01

01

5
Pack

Pack
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