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1. Type of Kit: HCV Total Antibody Detection ELISA Test Including
Kit Taxes
2. Detection Type: Qualitative
3. Assay C‘oating: Microplate E_LISA Cf)ated T«A.»rith kit of 96 test
HCV recombinant and/or synthetic peptide antigens f_or core (in strips
I Elisa NS3, NS4 and NS5 and antibody to HCV Core Antigen of 12 x 8
4. Testing Principle: Sandwich ELISA
5. Species Reactivity: Human wells)
6. Type of Sample: Serum, Plasma
7. Kit shall be compatible with all common ELISA
readers and washers: Yes
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® Valid WHO GMP Certificate and WHO GMP Product list or COPP for quoted Items.

e In House test report for purchased item.

e National Accreditation Board for Testing and Calibration Laboratories (NABL
test report). Compulsory.

® Non conviction certificate issued from concern FDA for Manufacturer/Distributor.



® For Consumables: ISO 13485 (International Organisation for Standardisation), 150
17025,150 45001, ISO 14001, GMP (Good Manufacturing Practices)/Schedule M,
Quality Management System (QMS) for Medical Devices, Central Drugs Standard
Control Organisation (CDSCO) approved MD License.
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Pre-Bid Demonstration Report (Format)

Sr.No | Produ Specification Deviation Name of the Expiry date Demonstration is
ct from manufacturing | more than 12 Satisfactory
specificat company of months Yes/ No
ion the Reagent
which supplier (This column to be
assures to Yes/ No filled by
Yes/ No provide for Microbiology
final supply.
(to be filled by dbporenient]
supplier)
1.Type of Kit: HCV Total
Antibody
2. Detection ELISA Test Kit
3. Assay Coating: Microplate
ELISA Coated with
recombinant and/or
synthetic peptide antigens
' for core NS3, NS4 and NS5
) HCV and antibody to HCV Core
: Elisa Antigen
. Testing Principle: Sandwich
ELISA
. Species Reactivity: Human
- Type of Sample: Serum,
Plasma
- Kit shall be compatible
with all common ELISA
readers and washers: Yes

Undertaking of the Supplier: I hereby confirm to supply above mentioned items/
Consumabels-Culture Media in good condition and as per given specification and
mentioned manufacturer with expiry date more than 12 months from the date of supply.

Name of the Supplier:

Sign with Stamp:

For office use only

Demonstration of above mentioned items/ Consumables-Culture Media was

conducted GMC Alibag.
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