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ﬂaﬂ'ﬂm| Contract No: GEMC-511687787775228
3iae fafer| Generated Date : 03-Feb-2024

Tra+ faarur| Organisation Details
=Y | Type :
AT | Ministry : -
famT| Department : Health & Family Welfare Department Gujarat
Fi1e &1 919 | Organisation Name : N/A

Frafe 87| Office Zone:

State Autonomous

Dharpur

@R faazor| Buyer Details

Tg | Designation :

Fudh HeR | Contact No. :

EAt gt | Email ID :
SHeESTEeT | GSTIN :

udr| Address :

Buyer consignee

buycon674.hfwdg.gj@gembuyer.in
Near Dharpur Village, Dist: Patan,
PATAN, GUJARAT-384265, India

farfta wfiepfa faaror | Financial Approval Detail

T yiferRRoT faaRor| Paying Authority Details

ST wenfd| IFD Concurrence : No Role: PAO
TR STAIG T UeA STTTAT ST AT
. . . l . MEDICAL SUPERINTENDENT l Internet Banking
Designation of Administrative Approval: Payment Mode:
it srgies @1 ueam 9| Designation : Account Officer
o e ACCOUNT OFFICER | Pesignation '
Designation of Financial Approval : e oSt | Email ID pay1.health.sdh@gembuyer.in
@SSy | GSTIN : 24AHMG07043B1DY
Near Dharpur Village, Dist: Patan,
Tar|Address: P 9 .
Patan, GUJARAT-384265, India
fathar faerun | Seller Details
S falhar STEA| GeM Seller ID : C8EA190000828244
Ut T A1 | Company Name : S K DISTRIBUTERS
dudhs FeR | Contact No. : 09824009761

gaet gt | Email ID :

sk.distributers2017@gmail.com

THIRD FLOOR,OFFICE NO 4,AYUSHAYMAN PLAZA NAVA NARODA,NARODA DEHGAM HIGHWAY,

uar| Address :

Ahmedabad, GUJARAT-380016, -

THTEEHE Usfienvor T | MSME Registration number :  UDYAM-GJ-01-0159810

TAgEs arATfSia Sioft | MSE Social Category General
gaeEs fefr goft| MSE Gender : Male
Sgeérange | GSTIN: 24BARPM5735L124

*Sich T o er § GST/TAX gHaisH Usr fehat SITQem| GST / Tax invoice to be raised in the name of - Buyer

faemor f3&s1 | Delivery Instructions : NA

I fdarur| Product Details

Ta
(INR & Tft
3geH SIS I e AR AR
# 3mgen faarur| item Description | e | (NR)| M (NR)| )|
Ordered | Unit Unit Price Tax Bifurcation (INR) Price
Quantity (INR) (Inclusive of
all Duties and
Taxes in INR)
Id1E &1 AW | Product Name : Merilisa HCV Total Antibody Detection ELISA Test Kit
sig|Brand : Merilisa
§is WehR | Brand Type : Registered Brand
et Y Catal Status: OEM verified catal
] & aa.ogue atus: i verified catalogue 480 Test 20 NA 19,200
& Ja1 I @1 8| Selling As : OEM verified Reseller
Soft &7 I 9k Igafar| Category Name & Quadrant : HCV ELISA Test Kits (Q2)
Hisel | Model: HCV ELISA Test Kits
QEUHEA @i | HSN Code: 9021
Fel € g | Total Order Value (in INR) 19,200
wRfSeh fdaror| Consignee Detail
. AR @ e
i Fac kS
as hT B
dfe AR fexhtadl g Delivery To
%.4.|S.No wfsedt| Consignee axg|Item Lot No. | ™I Quantity HEATR| Bery
’ Delivery Start
Completed
After
By
g | Designation : Buyer consignee
ﬁr&r 3mgdt| Email ID : buycon674.hfwdg.gj@gembuyer.in Merilisa HCY Total
1 | Contact : - Antibody Detection - 480 03-Feb-2024 18-Feb-2024
G| GSTIN : - ) ) ELISA Test Kit
udr| Address : Near Dharpur Village, Dist: Patan,




| PATAN, GUJARAT-384265, India

Product Specification for Merilisa HCV Total Antibody Detection ELISA Test Kit

faf&=r| Specification

Iu-faf&sr| Sub-Spec

g | Value

GENERAL FEATURES

Product Description

HCV ELISA Test Kits

Clinical Purpose

To provide diagnosis of Hepatitis C virus
infection

Type of Kit

HCV Total Antibody Detection ELISA Test Kit

Generation

3rd Generation

Assay Coating

Microplate ELISA Coated with recombinant
and/or synthetic peptide antigens for core
NS3, NS4 and NS5

Detection Type

Qualitative

Testing Principle

Indirect ELISA

Species Reactivity

Human

Type of Sample

Serum,Plasma

Time to Result

=< 180 minutes

Sensitivity (%) =99%
Specificity (%) >98%
PRODUCT Declared sensitivity and specificity shall be claimed by the manufacturer in the kit literature Yes
INFORMATION
All necessary reagents in sufficient quantity required to perform the assay shall be included in the kit like v
es
microplate, sample diluent, wash buffer, substrate, conjugate, stop solution etc
Positive and negative controls provided with the kit Yes
. . Sufficient for at least 4 runs for the number
Quantity of controls provided _ i .
of tests provided in the pack size
Maintenance of cold chain by the supplier during storage and transportation of Kits at 2°C to 8°C and v
es
placement of cumulative time temperature indicator technology on every pack of kits
Cumulative time/temp indicator shall indicate exposure to high temperature above 8°C and indicator
changes color uniformly, irreversibly & color change shall have a well defined start & end point that can be | Yes
correlated to heat stability of the kit
Adequate document detailing principle, components, methodologies, validity criteria, interpretation of
results, performance characteristics, bio-safety, limitations of assay, storage condition, mfg & exp date Yes
and method of disposal provided with kit
Kit shall be compatible with all common ELISA readers and washers Yes
Original kit literature (not photocopy) provided with each kit Yes
PACKAGING Pack size of the kit 96 Tests (in strips of 12 x 8 wells)

CERTIFICATIONS &
REPORTS

Compliance to Medical Device Rules (MDR) 2017 as amended till date Yes
Availability of valid drug license for the product issued from the competent authority defined under v
es
Drugs and Cosmetic Act 1940 and Rules made there under as amended till date
Valid Drug License Number MFG/MD/2018/000029

Manufacturing unit certification

1S0O:13485 (Latest)

Additional voluntary certification available MFG/MD/2018/000029
Availability of Test Report for each supplied batch/product as per Medical Device Rules (MDR) 2017 as v
es
amended till date
Submission of all necessary certifications, licenses and test reports to the buyer at the time of bid v
es
submission or along with supplies as per buyer requirement
Shelf Life from the date of manufacture (in months) 12 month
SHELF LIFE
Minimum shelf life of the product at the time of delivery to the consignee 3/4th of Total Shelf Life
Agree to provide advance sample of the product for buyer's approval before commencement of supply in
ADVANCE SAMPLE 9 ‘p ) P P Y PP PPy Yes
case of bidding
ADDITIONAL . .
Additional Requirements NA
REQUIREMENT

Sdfiefisht faemor | ePBG Detail




NA

7 sk 21| Terms and Conditions

1. Special terms and conditions- Version:1 effective from 04-05-2023

1.1 SPECIAL TERMS AND CONDITIONS (STC)

1

. All Provisions of Drugs and Cosmetics Act, 1940 and Rules (including Medical Device Rule 2017) made there under as amended till date will always be applicable. This

will include all notifications issued by Central Drugs Standard Control Organization (CDSCO), Ministry of Health & Family Welfare (MoHFW) and Department of
Pharmaceuticals (DOP), Ministry of Chemicals & Fertilizers time to time in this regard.

. The sellers are registered on GeM based on self-declaration of valid Drug License, product certification, test reports etc. However, buyers must check and validate

the details at their end for all applicable licenses and certifications e.g., validity and authenticity/genuineness of drug license, product certification, manufacturer
certification/licenses, test reports etc.

. In case of authorized resellers/distributors, it will be the legal & regulatory liability of the manufacturer to ensure that their resellers/distributors are operating in

compliance with all relevant laws and regulations and are properly licensed to sell the manufacturer's products, including verifying the validity and authenticity of
drug license held by them.

. The price offered by the seller/bidder shall not, in any case exceed the DPCO/NPPA controlled price or price fixed by State Government, if any. The seller must reduce

the prices if there is any reduction in DPCO/NPPA ceiling price or price fixed by State Government, if any.

. Any other Terms and Conditions which is not included or at variance with the conditions specified in STC/GTC, may be added by the buyer through Additional Terms

and Conditions (ATC) in the bid to ensure items are procured from authentic/validated source with appropriate and applicable quality. The above terms and
conditions are in reverse order of precedence i.e. ATC shall supersede specific STC which shall supersede General Terms and Conditions (“GTC"), whenever there are
any conflicting provisions.

2. General Terms and Conditions-

2.1This contract is governed by the General Terms and Conditions, conditions stipulated to this Product/Service as provided in the Marketplace.

2.2 This Contract between the Seller and the Buyer, is for the supply of the Goods and/ or Services, detailed in the schedule above, in accordance with the General Terms and
Conditions (GTC) unless otherwise superseded by Goods / Services specific Special Terms and Conditions (STC) and/ or BID/Reverse Auction Additional Terms and Conditions
(ATC), as applicable
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