3gsier | Contract

37 shHieh | Contract No: GEMC-511687776602170
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Effcient = Trarparent - Inclusive

3iaie fafe| Generated Date : 25-Apr-2024

Tra+ faarur| Organisation Details
=Y | Type :
AT | Ministry :

Union Territories
Ministry of Health and Family Welfare

@R faazor| Buyer Details

Tg | Designation :

Fudh HeR | Contact No. :

Sr Assistant
01960-234454-

famT| Department : Department of Health and Family Welfare EAt gt | Email ID : buyer22.hfwdjk.jk@gembuyer.in

T @1 A1 | Organisation Name : N/A SHeESTEeT | GSTIN : -

Frafera & | Office Zone: Block Medical Officer Sunderwani Block Medical Officer Sunderbani, Near vetnery hospital.
Tar|Address : District Rajouri. Jammu and kashmir.,

RAJAURI, JAMMU & KASHMIR-185153, India

farfta wfiepfa faaror | Financial Approval Detail

T wiferRRoT faaRor| Paying Authority Details

ST wenfd| IFD Concurrence : No Role: BUYER
T STATE &l T ST &l AT
X . . l . MEDICAL SUPERINTENDENT l Offline
Designation of Administrative Approval: Payment Mode:
faxita srgies @1 ueam 9 | Designation : Sr Assistant
. . . l MEDICAL SUPERINTENDENT I 9 . L .
Designation of Financial Approval : e Sm$t | Email ID buyer22.hfwdjk.jk@gembuyer.in
eSSy | GSTIN : -
Block Medical Officer Sunderbani, Near vetnery hospital.
Tar|Address: District Rajouri. Jammu and kashmir.,

Rajauri, JAMMU & KASHMIR-185153, India

fadhar faaror | Seller Details

S fdhar amsEt| GeM Seller ID : F380190000857200
Ut T A1 | Company Name : PRADEEP ENTERPRISES
dudhs Fer | Contact No. : 09419802367
gAd Y| Email ID : pradeepenterprisesiammu@gmail.com
H NO. 78 EXT JANIPUR COLONY, NEAR KALI MATA MANDIR,H NO. 78 EXT JANIPUR COLONY, NEAR KALI MATA MANDIR,ROOP
uar| Address : NAGAR,

JAMMU, JAMMU & KASHMIR-180013, -

THTHEHE UsfieRvor T | MSME Registration number :  UDYAM-JK-07-0024703
THEs "rTSie Sioft | MSE Social Category : General
gaeEs fefT goft| MSE Gender : Male

SHqEétemse | GSTIN: 01BACPP6658N1ZC (B), (R)

*fSich T o uer § GST/TAX $HarsH Usr fehar SITQem | GST / Tax invoice to be raised in the name of - Buyer

faemor f7&s1 | Delivery Instructions : NA

I fdarur| Product Details
Ta
(INR & &=ft
3MgeH SIS T e AR IR
- faror| | s INR R faTs (INR afga
# 3n1gen faarur| item Description | : l a ).l - ( )| - |
Ordered | Unit Unit Price Tax Bifurcation (INR) Price
Quantity (INR) (Inclusive of
all Duties and
Taxes in INR)
Id1E 6T AW | Product Name : TRUST LINE HBsAg Rapid Test Kit
§ig|Brand : TRUST LINE
§ig UehR | Brand Type : Registered Brand
] miﬁr@mCatélogue Status: OE.I\{I verified catalogue 200 Test 18 NA 3600
& Ja1 9 @1 8| Selling As : OEM verified Reseller
Soft &7 I 9k Igafer| Category Name & Quadrant : HBsAg Rapid Test Kits (Q2)
Hised | Model: TRUSTIine HBsAg Rapid Test
Wﬁm HSN Code: HSN not specified by seller
Gl € 7 | Total Order Value (in INR) 3,600
wRfSeh fgaror| Consignee Detail
. AR &
feien & @ kS
PRleN, dsh BT 8|
die FeR| I& | Delivery To
%.4.|S.No wfEdt| Consignee aY|Item Lot No. WET|Quantity|  FRATS| Bery
: Delivery Start
Completed
After
By
g | Designation : Sr Assistant
$Ae amgEt | Email ID : buyer22.hfwdjk.jk@gembuyer.in




uds | Contact : 01960-234454-

TRUST LINE HBsAg

1 SHTEESTET | GSTIN : - Ranid Test kit - 200 25-Apr-2024 10-May-2024
apid Test Ki
gdr| Address : Block Medical Officer Sunderbani, Near vetnery hospital. P
District Rajouri. Jammu and kashmir.,
RAJAURI, JAMMU & KASHMIR-185153, India
Product Specification for TRUST LINE HBsAg Rapid Test Kit
faf&=1| Specification | Ju-fafi&sr| Sub-Spec 7| Value

GENERAL FEATURES

Product Description

HBsAg Rapid Test Kit

Clinical Purpose

To provide diagnosis of Hepatitis B
Virus infection

Detects Hepatitis B Surface Antigen (HBsAg)
Should be solid phase/ particle coated with monoclonal antibodies to HBsAg Yes
Test Should be able to detect all 11 subtype and Variants of HBsAg Yes
Detection Type Qualitative
Lateral Flow

Testing Principle

Immunochromatographic Assay

Species Reactivity

Human

Type of Sample Serum,Plasma
PRODUCT Time to Result =< 30 minutes
INFORMATION
Ability to evaluate negative or positive test result Yes
Assay Sensitivity (%) 100%
Assay Specificity (%) =98%
Declared sensitivity and specificy shall be claimed by the manufacturer in the kit literature Yes
Contains an internal control dot/band for the confirmation that the test has been performed correctly Yes
The control dot/band able to detect the presence of human immunoglobulin and not be just a procedural control v
es
or meant merely for checking the flow of reagents or integrity of antigens except in lateral flow technology
Maintenance of cold chain by the supplier during storage and transportation of Kits at 2°C to 8°C and placement N
o
of cumulative time temperature indicator technology on every pack of kits
Test Card/Cassette with Desiccant,
Kit contents Sample Dropper, Assay Buffer (if any)
All the components shall be in the quantity as per pack size Yes
Adequate document detailing principle, components, methodologies, validity criteria, interpretation of results,
KIT CONTENTS performance characteristics, bio-safety, limitations of assay, storage condition, mfg & exp date and method of Yes
disposal provided with kit
Positive and negative controls provided with each pack of kit Yes
Sufficient for conducting 20% of the
Quantity of positive and negative controls provided tests (10% negative and 10% positive
controls)
Pack size of kit 30 Tests
PACKAGING The test kit packed in such a way that there is proivision to conduct single test at a time Yes
Each test card/cassette with desiccant individually packed in a hermetically sealed and non-permeable pouch Yes
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 Drugs and v
es
Cosmetic Act 1940 and Rules made there under as amended till date
Valid Drug License Number 5490
CERTIFICATIONS & Manufacturing unit certification 1S0:13485 (Latest)
REPORTS
Additional voluntary certification available 0000
Availability of Test Report for each supplied batch/product as per Medical Device Rules (MDR) 2017 as amended v
es
till date
Submission of all necessary certifications, licenses and test reports to the buyer at the time of bid submission or v
es
along with supplies as per buyer requirement
Shelf life in months from the date of manufacture 24 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 case of
ADVANCE SAMPLE Yes

bidding




Additional

K Additional Requirement NA
Requirement

Eefiefisft fgaRor | ePBG Detail

NA

7 3R 21d | Terms and Conditions
1. Special terms and conditions- Version:1 effective from 04-05-2023

11

-

. 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.

3. 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.

4. 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.

5. 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.

N

2. General Terms and Conditions-

2.1 This 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

ie: g fOeH SRS ISH &1 IS §EIER Sl STITehdT ol ¢ §9 GXTaS T e SIS HTTa/Ae 35 & g Ay 71 81
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