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Website: www.cmss.gov.in, email- dgceocmss@cmss.gov.in, anujprakash@cmss.gov.in,
agmproc4@cmss.gov.in
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CENTRAL MEDICAL SERVICES SOCIETY
(An Autonomous Society Under Ministry of Health & Family Welfare, Govt. of India)
2" Floor, Vishwa Yuvak Kendra, Pt. Uma Shankar Marg, Teen Murti Marg, Chankayapuri,
New Delhi-110021
Phone: 011-21410905, 21410906

website: , email-

NOTICE INVITING E-TENDER
(E-PROCUREMENT)
Tender No- CMSS/PROC/2025-26/FP/017, Dated 04" July 2025

1. The Central Medical Services Society, an autonomous body under Ministry of Health and Family
welfare, Government of India, invites online tenders in prescribed format on GeM Portal, from eligible and
qualified tenderers for supply of following goods for Family Planning Program:

Schedule | Name of Item Quantity to Unit of EMD in Rs. for EMD in Rs. for
No. be Procured Measurement | 100% quoted 50% quoted
quantity quantity

1 Condoms (Free Supply) 19,76,98,750 Pieces 74,73,013 37,36,506

11 OCP (Free Supply) 3,05,35,200 Packet 48,73,418 24.36,709
111 Emergency Packet 2,47,983 1,23,992
Contraceptives Pills 46,09,350
(ECP)
I\% Pregnancy Test Kit 1,50,50,700 Pack 10,32,478 5,16,239
A% Injectable Contraceptive 39.82,000 Doses 28,11,292 14,05,646
(Antara)

VI IUCD 380A 26,52,750 Pieces 19,44,996 9,72,498
VII IUCD 375 20,10,150 Pieces 13,22,679 6,61,339
VIII Tubal Rings 9,52,200 Pairs 4,10,779 2,05,390

Note: This bid is reserved for Class I and Class II bidders only as per Government of India Public
Procurement (Preference to Make in India) Order dated 19th July, 2024). Only manufacturers are
authorized to participate in the bidding process.

2. Tender timelines are as under:

Sr. No. | Description Scheduled date

(a) Availability of tender documents on GeM portal for download | 04/07/2025

(b) Last date and time for receipt of pre-bid queries, if any 09/07/2025 till 05:00 PM
() Pre-bid meeting date, time and venue 09/07/2025 at 11:00 AM
Venue- Conference Hall,
CMSS HQ New Delhi
(d) Last date and time for bid submission 28/07/2025 at 03:00 PM
(e) Last date and time for submission of original documents 28/07/2025 at 03:00 PM
) Date and time for tender opening (technical bid) 28/07/2025 at 03:30 PM

3. Further details of the NIT along with the terms and conditions, tender document, other specification
and Corrigendum (if any) can be published and downloaded from the GeM portal www.gem.gov.in.

04/07/2025 DG&CEO
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SECTION II: INSTRUCTIONS TO BIDDERS (ITB)
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1.1 Scope of Bid

Purchaser as defined in Bid Data Sheet invites bid for supply of goods as
stipulated in “Schedule of Requirement” conforming to specification as
indicated in the “Technical Specification and Quality Assurance” and as
per terms and conditions as indicated in GCC (General Condition of
contract) read with SCC (Special Condition of Contract). The Bids should
be submitted as per instruction given below and in the prescribed bidding
forms.

1.2 Interpretations, Definitions, Abbreviations and Document
Conventions

General Conditions of Contract (GCC), details Tenets of interpretation
(GCC-clause 1.1), Definitions (GCC-clause 1.2), Document conventions
(GCC-clause 1.3) and Abbreviations (GCC-clause 1.4), which shall also
apply to the rest of the Tender Document.

2. Procuri
ng
Entity -
Rights
and
Disclai
mers

2.1 The Procuring Entity

Bids are to be addressed to the DG & CEO CMSS, complete details given
in Bid Data Sheet, herein after called the Tender Inviting Authority. The
Tender Inviting Authority is the designated officer for uploading and
clarifying this Tender Document. The contract may designate, as required,
Inspection Agency/ Officer and interim/ ultimate Consignee(s) and
Paying authority who shall discharge designated function during contract
execution.

2.2 Right to Intellectual Property and confidentiality:

1. The Tender Document and associated correspondence are subject
to copyright laws and shall always remain the property of the Procuring
Entity and must not be shared with third parties or reproduced, whether in
whole or part, without the Procuring Entity’s prior written consent.

2. However, Bidders may share these to prepare and submit its bid
with its employees, subcontractor(s), or holding Company. Bidders shall
obtain from them an undertaking of confidentiality similar to that imposed
on Bidder under this clause.

3. This condition shall also apply to bidders who do not submit a bid
after downloading it or who are not awarded a contract in the process.

4. The obligation of the Bidders under sub-clauses above, however,
shall not apply to information that:

i.  now or hereafter is or enters the public domain through no fault
of Bidder;
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is legally possessed by Bidder at the relevant time and was not
previously obtained, directly or indirectly, from the Procuring
Entity; or

otherwise lawfully becomes available to Bidder from a third
party that has no obligation of confidentiality.

5. The provisions of this clause shall survive completion or
termination for whatever reason of the Tender Process or the contract.

2.3 2.3 Right to reject any or all Bids

The Procuring Entity reserves its right to accept or reject any or all Bids,
abandon/ cancel the Tender process, and issue another tender for the same
or similar Goods at any time before the award of the contract. It would
have no liability to the affected Bidder or Bidders or any obligation to
inform the affected Bidder or Bidders of the grounds for such action(s).

2.4 Disclaimers
2.4.1 Regarding Purpose of the Tender Document

The Tender Document is neither an agreement nor an offer to prospective
Bidder(s) or any other party hereunder. The purpose of the Tender
Document is to provide the Bidder(s) with information to assist them in
participation in this Tender Process.

2.4.2 Regarding Documents/ guidelines

The Tender Document, ensuing communications, and Contracts shall
determine the legal and commercial relationship between the bidders/
contractors and the Procuring Entity. No other Government or Procuring
Entity’s document/ guidelines/ Manuals including its Procurement
Manual (for internal and official use of its officers), notwithstanding any
mention thereof in the Tender Document, shall have any locus-standii in
such a relationship. Therefore, such documents/ guidelines/ Manuals shall
not be admissible in any legal or dispute resolution or grievance redressal
proceedings.

2.4.3 Regarding Information Provided

Information contained in the Tender Document or subsequently provided
to the Bidder(s) is on the terms and conditions set out in the Tender
Document or subject to which that was provided. Similar terms apply to
information provided verbally or in documentary or any other form,
directly or indirectly, by the Procuring Entity or any of its employees or
associated agencies.

2.4.4 Regarding Tender Document:

1. The Tender Document does not purport to contain all the
information Bidder(s) may require. It may not address the needs of
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all Bidders. They should conduct due diligence, investigation, and
analysis, check the information's accuracy, reliability, and
completeness, and obtain independent advice from appropriate
sources. Information provided in the Tender Document to the
Bidder(s) is on a wide range of matters, some of which may depend
upon interpreting the law. The information given is not intended to
be an exhaustive account of statutory requirements and should not
be regarded as a complete or authoritative statement of law. The
Procuring Entity, its employees and other associated agencies
accept no responsibility for the accuracy or otherwise for any
interpretation or opinion on law expressed herein.

The Procuring Entity, its employees and other associated agencies
make no representation or warranty for the accuracy, adequacy,
correctness, completeness or reliability, assessment, assumption,
statement, or information in the Tender Document. They have no
legal liability, whether resulting from negligence or otherwise, for
any loss, damages, cost, or expense that may arise from/ incurred/
suffered howsoever caused to any person, including any Bidder, on
such account.

3. Eligibility 3.1 Bidder
and
Qualification
Criteria for
Participation
in this Tender

Subject to provisions in this Tender Document, participation in this
Tender Process is open to all bidders who fulfill the eligibility criteria
detailed in this bid document. Bidder should meet (as on the date of
his bid submission and should continue to meet till the award of the
contract) the ‘Eligibility Criteria’ detailed in this bid document.
Bidder shall submit a declaration about the ‘Eligibility Criteria’
compliance in Form 1.2 — Eligibility Declarations.

3.2 Eligibility of bidders from specified countries

Entities having beneficial ownership in land border sharing countries,
as defined in Department of Expenditure Order No. F.7/10/2021-
PPD dated 23.02.2023, as amended from time to time, shall be
eligible to bid only if they are registered with competent authority in
accordance with the provisions of the Order.

3.3 Contflict of Interest - Any bidder having a conflict of interest, which
substantially affects fair competition, shall not be eligible to bid in
this tender. Bids found to have a conflict of interest shall be rejected
as nonresponsive. Bidder shall be required to declare the absence of
such conflict of interest in Form 1.2 - Eligibility Declarations. A
bidder in this Tender Process shall be considered to have a conflict
of interest if the bidder:
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directly or indirectly controls, is controlled by or is under common
control with another Bidder; or
receives or have received any direct or indirect subsidy/ financial
stake from another bidder; or
has the same legal representative as another bidder for purposes of
this bid; or
has a relationship with another bidder, directly or through
common third parties, that puts it in a position to have access to
information about or influence the bid of another Bidder or
influence the decisions of the Procuring Entity regarding this
Tender process; or
Participates in more than one bid in this tender process.
Participation in any capacity by a Bidder (including the
participation of a Bidder as sub-contractor in another bid or vice-
versa) in more than one bid shall result in the disqualification of
all bids in which he is a party. However, this does not limit the
participation of a non-bidder firm as a sub-contractor in more than
one bid; or

. would be providing goods, works, or non-consulting services
resulting from or directly related to consulting services that it
provided (or were provided by any affiliate that directly or
indirectly controls, is controlled by, or is under common control
with that firm), for the procurement planning (inter-alia
preparation of feasibility/ cost estimates/ Detailed Project Report
(DPR), design/ technical specifications, terms of reference (ToR)
/ Activity Schedule/ schedule of requirements or the Tender
Document etc) of this Tender process; or
has a close business or family relationship with a staff of the
Procuring Organization who: (i) are directly or indirectly involved
in the preparation of the Tender document or specifications of the
Tender Process, and/or the evaluation of bids; or (ii) would be
involved in the implementation or supervision of resulting
Contract unless the conflict stemming from such relationship has
been resolved in a manner acceptable to the Procuring Entity
throughout the Tender process and execution of the Contract.

3.4  Eligibility of Distributors/ Agents/ Resellers — Unless otherwise
stipulated in Bid Data Sheet, only manufacturers of the quoted items are
authorized to participate in this bid. Distributors/ Agents/ Resellers are
not eligible to bid

3.5 Eligibility of Class-1/ Class-II/ Non-local Suppliers - As detailed in
Bid Data Sheet.
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1. Minimum local content requirement for bidder’s classification
as Class-1/ Class-II local Suppliers shall be as detailed in Bid Data
Sheet.

. The 'Class-I local Supplier'/ 'Class-II local Supplier' at the time of
tender, bidding, or solicitation are required to indicate the
percentage of local content and provide self-certification that the
item offered meets the local content requirement for 'Class-I local
Supplier'/ 'Class-II local Supplier' as the case may be. In cases of
procurement for a tender value above Rs. 10 crores, the 'Class-I
local Supplier'/ 'Class-II local Supplier' shall be required to
provide a certificate, in the prescribed format, from the statutory
auditor or cost auditor of the company (in the case of companies)
OR from a practicing cost accountant or practicing chartered
accountant (in respect of suppliers other than companies) giving
the percentage of local content. Bids with false declarations
regarding Local contents shall be rejected as responsive, in
addition to punitive actions under the MII orders and for violating
the Code of Integrity as per the Tender Document.

. Failure to comply with declared local content shall attract penalty
as prescribed in GCC 10.1.7

3.6 Eligibility of Non-MSE entities (MSE means Micro and Small
Enterprises) - As detailed in Bid Data Sheet.

3.7  Debarred/ black listed bidders — In accordance with DoE
guidelines vide OM No F.1/20/2018/PPD dt. 02.11.2021, the bidder
should not be debarred, in general or for the goods tendered, by CMSS,
MoH&FW and DoE on the date of tender opening and on the date of
award of contract. Aforesaid debarred bidders are not eligible to bid.

3.8  Qualification Criteria — Only the bidders, who meet the
qualification criteria as detailed in Section IV of the bid document shall
be considered for award of contract. Bidders are required to submit
supporting documents, as indicated in Section IV “Qualification Criteria”.

4. Purchase
Preference
Policies of
the
Government

4.1 Support to local manufacturers

Policies of the Government to support local manufacturers shall apply to

this procurement. Accordingly, the provisions of Public Procurement
(Preference to Make in India) Order 2017 dated 19.07.2024, as amended
from time to time, shall apply to this procurement. In accordance with
aforesaid provisions:

1. If the nodal Ministry has notified the item as having sufficient local
capacity and competition, and to be procured exclusively from Class-
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I'local suppliers, under Para 3(a) of PPP-MII Order, only Class-I local
suppliers shall be eligible to submit a bid and be considered.

. If the item is not reserved for procurement exclusively from Class-I
local suppliers and if Class-1I/ Non-local suppliers are also eligible to
participate in the tender, as per ITB 3.5, purchase preference shall be
given to Class-I local suppliers over Class-I1I/ Non-local suppliers
provided its quoted rates fall within 20% margin of purchase
preference, in accordance with PPP-MII Order dated 19.07.2024.

The 'Class-I local Supplier'/ 'Class-1I local Supplier' availing aforesaid
benefit are required to indicate at the time of tender, bidding, or
solicitation the percentage of local content and provide self-
certification that the item offered meets the local content requirement
for 'Class-I local Supplier'/ 'Class-II local Supplier', as the case may
be. In cases of procurement for a tender value above Rs. 10 crores, the
'Class-I local Supplier'/ 'Class-II local Supplier' shall be required to
provide a certificate, in the prescribed format, from the statutory
auditor or cost auditor of the company (in the case of companies) OR
from a practicing cost accountant or practicing chartered accountant
(in respect of suppliers other than companies) giving the percentage
of local content. Bids with false declarations regarding Local contents
shall be rejected as responsive, in addition to punitive actions under
the MII orders and for violating the Code of Integrity as per the Tender
Document.

4.2 Support to MSEs

Policies of the Government to support Micro and Small Industries shall
apply to this procurement. Accordingly, the provisions of M/o MSME
Public Procurement Policy for the Micro and Small Enterprises (MSEs)
Order, 2012, as amended from time to time shall apply to this
procurement. In accordance with aforesaid provisions:

1. MSE:s shall be exempted from payment of Earnest Money.
They shall be required only to submit Bid Securing
Declaration.

. If the item is reserved for exclusive purchase from Micro and
Small Enterprises (MSEs) as per the Public Procurement
Policy for the Micro and Small Enterprises Order, 2012, only
MSE:s shall be eligible to submit a bid and be considered.

. If the item is not reserved for procurement exclusively from
MSE:s and if Medium/ Large enterprises are also eligible to
participate in the tender, purchase preference shall be given to

MSEs over Medium/ Large enterprises provided its quoted
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rates fall within 15% margin of purchase preference, in
accordance with Public Procurement Policy for the Micro and
Small Enterprises (MSEs) Order, 2012.

. Relaxation in Prior Turnover and Experience: The prior
turnover and prior experience requirement for MSEs
enterprises shall be as indicated in Qualification Criteria/
Section I'V.

. In accordance with M/o MSME Gazette Notification No S.O.
2119 (E) dt. 26" June 2020, “ In case of reverse-graduation of
an enterprise, whether as a result of re-classification or due to
actual changes in investment in plant and machinery or
equipment or turnover or both, and whether the enterprise is
registered under the Act or not, the enterprise will continue in
its present category till the closure of the financial year and it
will be given the benefit of the changed status only with effect
from 1st April of the financial year following the year in
which such change took place.”

. In accordance with M/o MSME Gazette Notification No S.O.
4926 (E) dt. 18" October 2022, “In case of an upward change
in terms of investment in plant and machinery or equipment
or turnover or both, and consequent re-classification, an
enterprise shall continue to avail of all non - tax benefits of
the category (micro or small or medium) it was in before the
re-classification, for a period of three years from the date of
such upward change."

MSE:s interested in availing aforesaid benefits must enclose in
Form 1.2 with their offer the Udhyam Registration Certificate
with the Udhyam Registration Number as proof of their being
MSE registered on the Udhyam Registration Portal. The
certificate should be valid on the date of bid submission.

4.3 Support to Start-up Enterprises - Policies of the Government to
support Start-ups shall apply to this procurement. Accordingly, in
accordance with Department of Expenditure OM No F.20\212014-PPD
dated 25.07.2016 and its subsequent clarifications:

1. Exemption from submission of Bid Security: DPIIT registered
Start-ups shall be exempted from payment of Earnest Money.
They shall be required only to submit Bid Securing Declaration.
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2. Relaxation in Prior Turnover and Experience: The prior
turnover and prior experience requirement for DPIIT registered
start-up enterprises shall be as indicated in Qualification Criteria/
Section IV.

4.4 The guidelines regarding concurrent applicability of
“Public Procurement (Preference to Make in India) Order 2017 and
“Public Procurement Policy for the Micro and Small Enterprises
(MSEs) Order, 2012 for simultaneous purchase preference to both
Class-I local suppliers and MSE suppliers are detailed as under:

1. The applicability of “Public Procurement Policy for MSEs Order
2012” (PPP MSE Order) and “Public Procurement (Preference to Make
in India) Order 2017” (PPP-MII Order) in various scenarios, involving
simultaneous purchase preference to MSEs and Class-I local suppliers
respectively, shall be in accordance with Department of Expenditure OM
No. F.1/4/2021-PPD dated 18.05.2023 read with “Public Procurement
(Preference to Make in India) Order 2017” and “Public Procurement
Policy for the Micro and Small Enterprises (MSEs) Order, 2012”, as
amended till date.

5. The Goods,
Eligible Goods
and Basis of
Evaluation

5.1 Eligible Goods —Origin and Minimum Local Content

Unless otherwise stipulated in the Tender Document, all ‘Goods’ and
‘incidental Works/ Service’ to be supplied under the contract must
conform to i) restrictions on certain countries with land-borders with India
(ITB-clause 3.2; ii) minimum local content (Make in India Policy (ITB-
clause 3.5 and 4.1); iii) Procurement Policy for the Micro and Small
Enterprises (MSEs) Order, 2012 (ITB-clause 3.6 and 4.2). If Bidder avails
benefits under any preferential policy as Class-I Local Supplier or as MSE
or Start-up enterprise, the Goods must not circumvent the provisions
relating to such benefits.

5.2 Basis of Evaluation for Schedules

5.2.1 Unless otherwise stipulated in Bid data sheet, if there is more than
one schedule in Section V: Schedule of Requirements, evaluation of
financial ranking of bids shall be done separately for each schedule, and
Bidder has the option to submit its quotation for any one or more
schedules.

5.2.2 Bidder shall submit bid for minimum 50% of the scheduled quantity,
unless otherwise defined in the bid data sheet.
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6. Bid Prices, | 6.1 Prices
Taxes and

6.1.1 Competitive and Independent Prices
Duties

a. The prices should be arrived at independently, without restricting
competition, any consultation, communication, or agreement
with any other bidder or competitor relating to:

those prices; or
the intention to submit an offer; or

The methods or factors used to calculate the prices
offered.

The prices should neither be nor shall be knowingly disclosed by
the Bidder, directly or indirectly, to any other bidder or competitor
before bid opening or contract award unless otherwise required by
law.

6.1.2 Undue profiteering

1. Controlled Price, if any or MRP: The price quoted by Bidder
shall not be higher than the controlled price fixed by law for
the Goods, if any, or where there is no controlled price, it shall
not exceed the prices or contravene the norms for fixation of
prices if any, laid down by Government or where the
Government has fixed no such prices or norms, it shall not

exceed the price appearing in any agreement, if any, relating
to price regulation by any industry. In any case, save for
special reasons stated in the bid, if any, the price charged shall
not be higher than the Maximum Retail Price (MRP).

. Undue profiteering: If the price quoted is higher than the
controlled price in the sub-clause above, Bidder shall
specifically mention this fact in his bid giving reasons for
quoting a higher price(s). If he fails to do so or makes any
misstatement, it shall be lawful for the Procuring Entity either
to revise the price at any stage to bring it in conformity with
the sub-clause (1) above or to terminate the contract for default
as per the contract and avail all the remedies available therein
in addition to other punitive actions for violation of Code of
Integrity.

Price Components

Bidder shall indicate in the Price Schedule all the specified
components of prices shown therein, including the unit
prices and total bid prices.
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2. The prices in the corresponding price schedule shall be
entered separately in the following manner:

a. The price of the Goods quoted ex-factory, ex-showroom, ex-
warehouse or off-the-shelf, as applicable, shall be assumed
to include all taxes and duties like GST, customs duty, etc.
already paid or payable on the components and raw material
used in the manufacture or assembly of the Goods.

b. Any GST, which shall be payable on the Goods in India if

the contract is awarded.

Charges towards inland transportation, insurance, and
other local costs incidental to the delivery of the Goods to
their final destination as stipulated in Section V: Schedule
of Requirements.

6.1.4 Price Schedule

1. Bidders are to upload only the downloaded Price Schedule (in
excel format) after entering the relevant fields without any
alteration/ deletion/ modification of other portions of the excel
sheet. All the columns shown in the price schedule should be
filled up as required. If any column does not apply to a Bidder, he
should clarify the same.

2. Bidders shall fill in their rates other than zero value in the specified
cells without keeping it blank.

3. The quoted price shall be considered to include all relevant
financial implications, including inter-alia the scope of the Goods
to be supplied, location of the bidder, location of the consignee(s),
terms of delivery, extant rules and regulations relating to taxes,
duties, customs, transportation, environment, labour etc. in India.

6.1.5 Provisions of GST

1.

3.

Break up of different price elements, i.e., as per GST Act, shall be
indicated separately, along with its associated HSN code and GST
rate.

While quoting the basic rate, the bidder should offset the input
credit available/ to be availed as per the GST Act.

Please refer to ITB-clause 6.3 for further details.

6.1.6 Currencies of Bid and Payment

1

The currency of bid and payment shall be quoted by Bidder entirely
in Indian Rupees. All payments shall be made in Indian Rupees
only.
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6.1.7 Non-compliance

Tenders, where prices are quoted in any other way, shall be rejected as
nonresponsive.

6.2.2 Firm/ Variable Price
1. Firm Price

Prices quoted by Bidder shall remain firm and fixed during the currency
of the contract and not subject to variation on any account.

6.2.3 Exchange Rate Variation- Deleted
6.3 Goods and Services Tax (GST)
6.3.1 GST Registration Status:

1. All the bidders/ Bidders should ensure that they are GST
compliant and their quoted tax structure/ rates as per GST Act/ Rules.
Bidder should be registered under GST and furnish GSTIN number
and GST Registration Certificate in their offer unless they are
specifically exempted from registration under specific notification/
circular/ section/ rule issued by statutory authorities.

2. GST Registration Number (15-digit GSTIN).

If the bidder has multiple business verticals in a state and has
separate registration for each vertical, the GSTIN of each vertical is
concerned with the supply and service involved, as per the scope of
Schedule of Requirements and Price Schedule quoted. If the supply/
service provided is from multiple states, the bidder should mention
GST registration numbers for each state separately.

3. Composition scheme:

If the Bidder has opted for a composition levy under Section 10 of
CGST, he should declare the fact while bidding along with GSTIN
and GST registration certificate.

4. Exemption from Registration:

If a bidder is not liable to take GST registration, i.e., having turnover
below threshold, he shall submit undertaking/ indemnification

against tax liability. Bidder claiming exemption in this respect shall
submit a valid certificate from practising Chartered Accountant (CA)/
Cost Accountant with Unique Document Identification Number
(DIN) to the effect that Bidder fulfils all conditions prescribed in
notification exempting him from registration. Such bidder/ dealer
shall not charge any GST and/ or GST Cess in the bill/ invoice. In
such case, applicable GST shall be deposited under Reverse Charge

Page 15 of 282




Mechanism (RCM) or otherwise as per GST Act by the Procuring
Entity directly to concerned authorities. Bidder should note that his
offer would be loaded with the payable GST under the RCM. Further,
Bidder should notify and submit to the Procuring Entity within 15
days from the date of becoming liable to registration under GST.

5. The principal place of business for purchase (CMSS) is Delhi. CMSS
has GSTN registration no in 18 states including Delhi, as per details

given below:

Address

S No.| LOCATION

CMSS,
CWC
Complex,
Hapania,
Near
ONGC
complex,
Opposite of
Satsangha
Ashram,
Agartala,
Tripura Pin-
799014
CMSS,
Central
warehousin
g
corporation
premises,
Opposite
P&T

16AABAC6275

AGARTALA FlZV

TRIPURA

AHMEDABA
D

GUJRAT

24AABAC6275
F1ZY

Colony,
Teen Batti
Road, Near
Shahalam
Gate,
Shahalam,
Ahmedabad
,  QGujarat
Pin- 380028

BANGLORE

KARNATAK
A

29AABAC6275
F1Z0

CMSS,
Ministry of
Health &
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Family
Welfare,
Central
warehousin
g
corporation
premises,
APMC
Yard,
Yeshwantha
pur,
Bangalore,
Pin- 560
022

BHOPAL

MADHYA
PRADESH

23AABAC6275
F1Z0

CMSS,
Central
warehousin
g
corporation
premises,
Godown no.
1A, Near
railway
cabin no. 3,
Chhola
road,
Nishatpura,
District:
Bhopal Pin-
462 010.
Landline
No. 0755-
2508050

BHUBANES
WAR-
JAJPUR

ODISHA

21AABAC6275
Fl1z4

CMSS, 326,
Khata No-
456/948
Mouza-
Johal,
PO/PS-
PAHALA,
District —
Khurda,
Bhubanesw
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ar, Odisha-
751032.

CHENNAI

33AABAC6275
F1ZZ

CMSS Clo
Central
warehousin
g
corporation
Warehouse
no: 11C
Opposite to
Varadharaja
Theatre
Chitlapakka
m,
Chrompet,
Chennai
Pin- 600064

07AABAC6275
F1ZU

CMSS,
Khata No -
81, Village-
Bamnoli,
Sector -28,
Dwaraka,
Delhi-
110075.

GUWAHATI

18AABAC6275
F1ZR

CMSS,
EPIP

Complex,
CWC

premises,
Opp.
Emami,
Amingaon,
Guwabhati,

Pin-
031

781

HYDERABA
D

TELANGAN
A

36AABAC6275
F1ZT

CMSS
Block No.
A3 Go
down C W
C Nampally
Hyderabad
Pin- 500001
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Landline
No. 040-
29705969

JAIPUR

RAJASTHAN

08AABAC6275
F1ZS

CMSS C/O
CWC, Plot
No.-SPL-
1296,
EPIP,
Sitapura
Ind. Area,
Goner
Road,
Jaipur,
Rajasthan-
Pin- 302022

KOLKATTA

WEST
BENGAL

19AABAC6275
F1ZP

CMSS Clo
Central
Warehousin

g
Corporation

Bonhooghly
, RIC
Estate,
Kolkata,
West
Bengal-
700108

LUCKNOW

UTTAR
PRADESH

09AABAC6275
F1ZQ

CMSS C/o
Central
Warehousin
g
Corporation
, Naveen
Galla
Mandi,
Sitapur
Road
Lucknow
UP-226020

MUMBAI

MAHARASH
TRA

27AABAC6275
F1ZS

CMSS C/O-
Central
Warehousin

Page 19 of 282




g
Corporation

, GN. 01,
Regional
Office
Mumbai,
Sector-20,
NR, Turbe
RLY
Station,
Vashi
Navi
Mumbai-
400703
Landline
No.  022-
27830009.

10AABAC6275
F1727

CMSS C/O-
Central
Warehousin
g
Corporation
, Katra
Bazar,
Bazar
Samiti,
Patna City
Pin -
800008.

CHHATISGA
RH

22AABAC6275
F1Z2

CMSS,
C/O-
Central
Warehousin
g
Corporation
, Near
Harish
Petrol
Pump,
Rauabhata,
Birgaon,
Raipur, Pin-
493221
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JHARKHAN
D

20AABAC6275
F1Z6

CMSS C/O-
Central
Warehousin
g
Corporation
, Near OTC
ground,
Ranchi, Pin
no. 834005

TRIVANDRU
M

32AABAC6275
F1z1

CMSS C/O-
Central
Warehousin
g
Corporation
Kinfra
Aplarel
Park
Menamkula
m,
Trivandrum
Kerala Pin-
695586
Landline
No. 0471-
2704470

ZIRAKHPUR

PUNJAB

03AABAC6275
F172

CMSS,
Ground
Floor,
Warehouse
No.
B014/3433,
Godown
Area. 35
Feet Road,
Village
Bhabat,
Thana
Zirakpur,
SAS
NAGAR,
Punjab Pin-
140603
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i) Supplier supplying goods to CMSS warehouses or any of its
consignee having delivery address within the state listed above, the
supplier to issue tax invoice to CMSS, using the registration number
of that state only.

Supplier supplying goods directly to any consignee having delivery
address in a state other than the 18 states mentioned above, the
supplier to issue tax invoice to CMSS using the registration number
of its principal place of Business i.e. Delhi GSTIN -
07AABAC6275F1ZU only.

The Billing —to Address will be
Central Medical Services Society
2nd Floor, Vishwa Yuvak Kendra,
Teen Murti Marg, Chanakyapuri,
New Delhi-110021.
GSTIN-07AABAC6275F1ZU

(iii) And, the Shipping—to Address will be the address of the consignee

given in the Purchase order.

6.3.2 HSN Code and GST Rate:

1.

It shall be the responsibility of Bidder to ensure that they quote the
exact HSN Code and corresponding GST rate for the goods being
offered by them.

. As per the GST Act, the bid and contract must show the GST Tax
Rates (and GST Cess if applicable) and GST Amount explicitly and
separate from the bid/ contract price (exclusive of GST). If the price
is stated to be inclusive of GST, the current rate included in the price
must be declared by the bidder.

. IfaBidder asks for GST (and GST Cess if applicable) to be paid extra,
the rate and nature of such taxes applicable should be shown
separately. Bidders should quote 'GST' if payable extra on the total
basic rate of each cost element and quote GST in ‘%' inclusive of cess.

. If GST, other taxes, duties are not specified, or column is left blank in
the price schedule, it shall be presumed that no such tax/ levy is
applicable or payable by the Procuring Entity.

. Applicability to Imported Goods/ Services: Following the
implementation of GST, the import of commodities shall not be
subject to such erstwhile applicable duties like safeguard duty,
education cess, basic customs duty, anti-dumping duty, etc. All these
supplementary custom duties are subsumed under GST. The supply of
commodities or services or both, if imported into India, shall be
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considered as supply under inter-state commerce/ trade and shall
attract integrated tax (IGST). The IGST rate and GST cess shall be
applicable on the ‘Custom Assessable Value’ plus the ‘Basic Customs
duty applicable thereon’.

6.4 Payments
6.4.1 General

Payment terms as laid down in clause GCC 10.3 shall be applicable.

6.4.2 No Advance Payments

No advance payment of any type (Mobilization, secured advances etc.),
shall be made by the Procuring Entity to the contractor.

7.
Downloading
the Tender
Document;
Corrigenda
and
Clarifications

7.1 Downloading the Tender Document

The Tender Document shall be published and be available for download.
The Bidders can download the Tender Document after the date and time
of the start of availability till the deadline for availability. If the office
happens to be closed on the deadline for the availability of the Tender
Document, the deadline shall not be extended.

7.2 Corrigenda/ Addenda to Tender Document

Before the deadline for submitting bids, the Procuring Entity may update,
amend, modify, or supplement the information, assessment or
assumptions contained in the Tender Document by issuing a corrigenda
and addenda. The corrigenda and addenda shall be published in the same
manner as the original Tender Document. Without any liability or
obligation, the Portal may send intimation of such corrigenda/ addenda to
bidders who have downloaded the document under their login. However,
the bidders' responsibility is to check the website(s) for any corrigenda/
addenda. No, separate communication shall be sent by procuring entity to
the bidders regarding corrigendum/addendum. Any corrigendum or
addendum thus issued shall be considered a part of the Tender Document.
To give reasonable time to the prospective bidders to take such
corrigendum/ addendum into account in preparing their bids, the
Procuring Entity may suitably extend the deadline for the bid submission,
as necessary. After the procuring entity makes such modifications, any
Bidder who has submitted his bid in response to the original invitation
shall have the opportunity to either withdraw his bid or re-submit his bid
superseding the original bid within the extended time of submission as per
ITB-clause 10.4.1 below.

7.3 Clarification on the Tender Document

A Bidder may seek clarification of the Tender Document from Office/
Contact Person/ e-procurement Help Desk as mentioned in BDS, provided
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the clarifications are raised before the clarification end date mentioned in
BDS (or if not mentioned, within 7 days before the deadline for the bid
submission). The Procuring Entity shall respond within 5 working days
of receipt of such a request for clarification. The query and clarification
shall be shared on the portal with all the prospective bidders. No separate
communication shall be sent to the bidders. Accordingly, bidders are
advised to regularly visit the portal for any update. Any modification of
the Tender Document that may become necessary due to the clarification
shall be made by the Procuring Entity through an Addendum/
Corrigendum issue under the sub-clause above.

8. Pre-bid
Conference

1. Prospective bidders interested in participating in this tender may
attend a Pre-bid conference to clarify techno-commercial conditions
of the Tenders at the venue, date and time specified in Bid Data Sheet.
Participation in the Pre-bid conference is restricted to prospective
bidders who have downloaded the Tender Document.

. Participation is not mandatory. However, if a bidder chooses not to
(or fails to) participate in the Pre-bid conference or does not submit a
written query, it shall be assumed that they have no issues regarding
the techno/ commercial conditions.

. The date and time by which the written queries for the Pre-bid must
reach the authority and the last date for registration for participation
in the Pre-bid conference are also mentioned in the Bid Data Sheet. If
the dates are not mentioned, such date and time shall be 7 days before
the date and time of the pre-bid conference.

. Delegates participating in the Pre-bid conference must provide a
photo identity and an "Authorization for attending a Pre-bid
Conference” from their Company/ principals; else, they shall not be
allowed to participate. The pre-bid conference may also be held online
at the discretion of the Procuring Entity.

. After the Pre-bid conference, Minutes of the Pre-bid conference shall
be published on the Procuring Entity’s portal. If required, a
clarification letter and corrigendum to Tender Document shall be
issued, containing amendments of various provisions of the Tender
Document, which shall form part of the Tender Document. As per
ITB-clause para under 7.2 above, to give reasonable time to the
prospective bidders to take such clarifications into account in
preparing their bids, the Procuring Entity may suitably extend, as
necessary, the deadline for the bid submission.

. No separate communication shall be sent to the prospective bidders
regarding their pre-bid queries/ any other clarification. Purchaser’s
response to the queries/ clarifications shall be uploaded only on the
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portal. Accordingly, bidders are advised to regularly visit the portal
for any update.

9. Preparation
of Bids

9.1 The bid

9.1.1 Language of the bid

The bid submitted by Bidder and all subsequent correspondence and
documents relating to the bid exchanged between Bidder and the
Procuring Entity shall be written in English Language. However, the
language of any printed literature furnished by Bidder in connection with
its bid may be written in any other language provided a translation
accompanies the same in the bid language. For purposes of interpretation
of the bid, translation in the language of the bid shall prevail.

9.1.2 Acquaintance with Local Conditions and Factors

The Bidder, at his own cost, responsibility, and risk, is encouraged to visit,
examine, and familiarize himself with all the site/ local conditions and
factors. The Bidder acknowledges that before the submission of the bid,
he has, after a complete and careful examination, made an independent
evaluation of the Site/ local conditions, the legal, environmental,
infrastructure, logistics, communications and any other conditions or
factors of which would have any effect on the price to be quoted by him
or affecting performance/ completion of the contract. Bidders shall
themselves be responsible for compliance with Rules, Regulations, Laws
and Acts in force from time to time at relevant places. On such matters,
the Procuring Entity shall have no responsibility and shall not entertain
any request from the bidders in these regards.

9.1.3 Cost of Bidding

The Bidder(s) shall bear all direct or consequential costs, losses and
expenditure associated with or relating to the preparation, submission, and
subsequent processing of their Bids, including but not limited to

preparation, copying, postage, delivery fees, expenses associated with any

submission of samples, demonstrations, or presentations which the
Procuring Entity may require, or any other costs incurred in connection
with or relating to their Bids. All such costs, losses and expenses shall
remain with the Bidder(s), and the Procuring Entity shall not be liable in
any manner whatsoever for the same or any other costs, losses and
expenses incurred by a Bidder(s) for participation in the Tender Process,
regardless of the conduct or outcome of the Tender Process.

9.1.4 Interpretation of Provisions of the Tender Document

The provisions in the Tender Document must be interpreted in the context
in which these appear. Any interpretation of these provisions far removed
from such context or other contrived or in between-the-lines interpretation
is unacceptable.
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9.1.5 Quote Quantities/ Prices in both Numerals and Words
Although the software on the Portal may convert quantities/ rates/
amounts in numerical digits in Bids to words, the bidders are advised to
ensure that there is no ambiguity in this regard.

9.1.6 Alternative Bids not Allowed
Conditional offers, alternative offers, multiple bids by a bidder shall not
be considered. The Portal shall permit only one bid to be uploaded.

9.2 Documents comprising the bid:

9.2.1 Techno-commercial bid/ Cover

"Technical Bid" shall include inter-alia the original or scanned copies of
duly signed or digitally signed copies of the following documents in pdf
format. Pdf documents should not be password protected. If so, stipulated
in BDS, specified originals or self-certified copies of originals shall also
be required to be physically submitted as per instruction contained therein.
No price details should be given or hinted at in the Technical bid:

Form 7: Documents relating to Bid Security: Scanned copy of Bid
Securing Declaration (applicable for MSEs and Startups)/ EMD
(applicable for all other bidders i.e. other than MSEs and Startups),
as applicable, is to be uploaded along with electronic bid. Also,
the original EMD documents (if applicable) are to be deposited
with the Tender Inviting Authority within timelines as prescribed
in the Bid Data Sheet. Failure to upload scanned copy of bid
securing declaration / EMD and/or to deposit the original EMD
document by the specified date and time shall result in summarily
rejection of bid. Format of Bid Security Declaration and EMD
Bank Guarantee shall be as under;

a. Form 7: Bid Securing Declaration Format

b. Form 7A: EMD Bank Guarantee Format

Form 1: bid Form (to serve as covering letter and declarations
applicable for both the technical bid and financial bid);

a. Form 1.1: Bidder Information;

b. Form 1.2: Eligibility Declarations;

Following documents are to be attached mandatorily:

i. Self-attested copy of registration certificate/ Partnership
deed, as the case may be.
ii. Self-attested copy of PAN
iii.  Self-attested copy of GSTIN Registration
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Self-attested copy of Power of Attorney authorizing
signatories to sign the bid.
Self-attested copy of Registration Certificate for entities
having beneficial ownership in land border sharing
countries, if applicable.
Self-attested copy of MSME Registration, if applicable.
Self-attested copy of Startup Registration, if applicable

. Any other document stipulated in the bid document to
establish bidder’s eligibility to participate in the bidding
process.

. Form 1.3: Local content Declaration from Statutory Auditor
or Cost Auditor for Companies/ Cost or Chartered Accountant
for others for purchases above Rs. 10 Crore.

Form 1.4: Integrity Pact duly signed by the bidder.

Form 4: ‘Qualification Criteria — Compliance and Deviations’:
Unless otherwise stipulated in Bid Data Sheet; Following
documentary evidence to establish the Bidder’s qualifications as
stipulated in Section IV: Qualification Criteria, apart from any
other document listed explicitly in the bid document may also be
attached.

Valid Manufacturing license

Valid WHO GMP Certificate

Valid COPP Certificate

Market Standing Certificate for last 02 years

Non-Conviction Certificate for last 02 years

Certificate of Annual Production Capacity

Performance Statement in support of having supplied same

or similar items in the past in the Form 4.1

Annual Turnover Statement of previous years in the Form 4.2

Audited Annual Reports of previous years

Any other document stipulated in Section -IV: “Qualification

Criteria”/ Bid document.
. Form 2: Schedule of Requirements — Compliance and Deviation:
Bidders should fill this form to detail the Schedules of Goods
offered by them, maintaining the same numbering and structure.
They may add additional details not covered elsewhere in their
bid. They should highlight here any deviations/ exceptions/

reservations regarding Section V: ‘Schedule of Requirements’ in
tabular format. Even in case of no deviation, please fill in
confirmations and nil deviation statements. If mentioned
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elsewhere in the bid, such deviations shall not be recognized and
shall be null and void.

. Form 3 - Technical Specifications and Quality Assurance —
Compliance and Deviation: Bidder is required to provide clause
by clause compliance/ deviation Statement in a tabular form
relating to all parameters of Technical Specifications, Quality
Assurance. Even in case of no deviation, please fill in
confirmations and nil deviation statements. If mentioned
elsewhere in the bid, such deviations shall not be recognized and
shall be null and void. Unless otherwise stipulated in Bid Data
Sheet; Bidder shall upload following documents with the
compliance statement, along with any other supporting documents
explicitly stipulated in bid documents:

Long Term (Real Time) Stability Data of the quoted
product in specified packing for at least for 3 batches, to
support shelf life as per technical specification
requirement and it should be for the same manufacturing
premises from which quoted goods have been offered for
supply. However, for the drugs recently introduced in the
county (i.e. if the time period from the date of introduction
of drug in the country to the tender opening date is less
than shelf life of the drug), the requirement for Long Term
(Real Time) Stability Data of the quoted product in
specified packing for at least for 3 batches, to support shelf
life shall be waived off. Point no (iii) shall be applicable.
Only for the drugs introduced in Indian Pharmacopoeia in
the recent past (i.e. if the time period from the date of
introduction of drug in Indian Pharmacopoeia to the tender
opening date is less than shelf life of the drug), Long Term
(Real Time) Stability Data for previously approved
Pharmacopoeia or In-house Standards shall be accepted, as
the case may be.
Accelerated Stability data for a period of 6 months in
specified packing for at least 3 batches and available long
term (Real Time) stability data as available for the quoted
product shall be submitted.
Certificate of Analysis of one batch of the quoted product
should be submitted. Latest version of IP (2022) shall be
referred.

a. Any other document as stipulated in the Section VI:

“Technical Specifications and Quality Assurance”/ Bid document.
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6. Form 5 - Terms and Conditions — Compliance and Deviation:
Bidder must comply with the entire commercial and other clauses
of this Tender Document. Any deviations should be listed in a
tabular form without ambiguity or conditionality. Even in case of
no deviation, please fill in confirmations and nil deviation
statements. If mentioned elsewhere in the bid, such deviations
shall not be recognized and shall be null and void.

. Form 6- Bidder must upload the Bid Summary in the format as
prescribed in Form 6 of the bid document to confirm that he has
complied with all the instructions in the Tender Document, and
nothing is inadvertently left out. This summary is only for general
guidance and may not be comprehensive, and does not absolve
Bidder from complying with all the requirements stipulated
elsewhere in the Tender Document.

. Any other format/ form, not covered above but part of bid
document/ considered relevant by the bidder

9.2.2 Financial bid/ Cover

"Financial bid" shall comprise the Price Schedule (To be submitted
separately as an excel sheet) considering all financially relevant details,
including Taxes and Duties as per ITB-clause 6.3. No additional technical
details, which have not been brought out in the Technical bid shall be
brought out in the Financial bid.

9.3 Bid Validity
1. Unless specified to the contrary in the BDS, Bids shall remain
valid for a period not less than 150 days from the deadline for the
bid Opening stipulated in BDS. A bid valid for a shorter period
shall be rejected as nonresponsive.

. In case the day upto which the bids are to remain valid falls on/

subsequently declared a holiday or closed day for the Procuring
Entity, the bid validity shall automatically be deemed to be
extended upto the next working day.
In exceptional circumstances, before the expiry of the original
time limit, the Procuring Entity may request the bidders to extend
the validity period for a specified additional period. The request
and the bidders' responses shall be made in writing or
electronically. A bidder may agree to or reject the request. A
bidder who has agreed to the Procuring Entity's request for
extension of bid validity, in no case, he shall be permitted to
modify his bid.
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9.4 Bid Security - Related Documents

1.

Bidders shall submit Earnest Money Deposit (EMD) for the
amount as indicated in Bid Data Sheet.

. The EMD shall be paid by Account payee Demand Draft/ Fixed

Deposit Receipt/ Banker’s Cheque /Bank Guarantee or
RTGS/NEFT/Insurance Surety Bonds.

. For EMD fund transfer, purchaser’s bank account details are as

under:

Beneficiary Name: Central Medical Services Society

A/C No. : 50100729160644

Bank Name: HDFC Bank

Branch: SAFDARJUNG ENCLAVE-DEER PARK, New
Delhi

IFSC Code: HDFC0000503

. EMD Bank Guarantee format is given in Section — IX/ Form:

7A. The name of beneficiary in Bank Guarantee shall be
Central Medical Services Society. EMD shall remain valid for
45 days beyond the validity period for the bid and will be
extended accordingly beyond any extension subsequently
requested by purchaser. The Bank guarantee shall be issued by
a Commercial bank in India to make it enforceable and
acceptable to the purchaser.

. Offers of the firms submitted without EMD / EMD for a shorter

period/EMD for an amount lesser than the amount as
demanded will summarily rejected.

. The EMD will be forfeited, if the bidder withdraws or amends,

impairs or derogates from the tender in any respect within the
period of validity of his Tender

. The EMD will be refunded to the successful bidder/s within 30

days from the date of signing the contract agreement and on the
deposit of the Performance Security.

. The EMD furnished by all unsuccessful tenderers will be
returned as early as possible after the expiration of the period of
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tender validity but not later than 30 days of the award of the
contract.

. For bidders falling in the category of MSEs and Startup, EMD
requirement has been waived off as detailed in ITB Section 4.2
and 4.3 respectively. In lieu of Bid Security, such Bidders shall
furnish Bid Securing Declaration (BSD) as Form 7: The BSD is
required to protect the Procuring Entity against the risk of the
Bidder’s unwarranted conduct as amplified under the sub-clause
below.

a) The BSD provides for automatic suspension of the
Bidder from being eligible for bidding in any
tender in Ministry/ Department of Procuring
Organisation for 2 years from the date of such
enforcement. This declaration shall stand enforced
if Bidder breaches the following obligation(s)
under the tender conditions:
withdraws or amends his bid or impairs or
derogates from the bid in any respect within the
period of validity of its bid; or
after having been notified within the period of bid
validity of the acceptance of his bid by the
Procuring Entity:
refuses to or fails to submit the original documents
for scrutiny or the required Performance Security
within the stipulated time as per the conditions of
the Tender Document.

iv.  fails or refuses to sign the contract.

10. Unsuccessful Bidders’ Bid-Securing Declaration shall expire, if
the contract is not awarded to them, upon:
a) receipt by Bidder of the Procuring Entity’s
notification

of cancellation of the entire tender process or
rejection of all bids or
ii.  of the name of the successful bidder or

b) forty-five days after the expiration of the bid
validity or any extension thereof
11. The bid-Securing Declaration of the successful bidder shall stand
expired only when Bidder has furnished the required Performance
Security and signed the Agreement.

9.5 Non-compliance with these provisions
Bids are liable to be rejected as nonresponsive if a Bidder:
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fails to provide and/ or comply with the required information,
instructions etc., incorporated in the Tender Document or gives
evasive information/ reply against any such stipulations.
furnishes wrong and/ or misguiding data, statement(s) etc. In
such a situation, besides rejection of the bid as nonresponsive,
it is liable to attract other punitive actions under relevant
provisions of the Tender Document for violation of the Code
of Integrity.
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10.Signing and
Uploading
of Bids

10.1 Relationship between Bidder and eProcurement Portal

The Procuring Entity is neither a party nor a principal in the relationship
between Bidder and the organisation hosting the e-procurement portal
(hereinafter called the Portal). Bidders must acquaint and train themselves
with the rules, regulations, procedures, and implied conditions/
agreements of the Portal. Bidders intending to participate in the bid shall
be required to register in the Portal. Bidders shall settle clarifications and
disputes, if any, regarding the Portal directly with them. In case of conflict
between provisions of the Portal with the Tender Document, provisions
of the Portal shall prevail. Bidders may study the resources provided by
the Portal for Bidders.

10.2 Signing of bid

The individual signing/ digitally signing the bid or any other connected
documents should submit an authenticated copy of the document(s),
which authorizes the signatory to commit and submit bids on behalf of the
bidder in Form 1.1: Bidder Information.

10.3 Submission/ uploading of Bids.

10.3.1 Submission/ Uploading to the Portal
1. No manual Bids shall be made available or accepted for

submission (except for originals of scanned copies as per sub-

clause 6 below). In the case of downloaded documents, Bidder
must not make any changes to the contents of the documents while
uploading, except for filling the required information — otherwise,
the bid shall be rejected as nonresponsive.

. Bids shall be received only Online on or before the deadline for

the bid submission as notified in BDS.
Only one copy of the bid can be uploaded, and Bidder shall
digitally sign all statements, documents, certificates uploaded by
him, owning sole and complete responsibility for their
correctness/ authenticity as per the provisions of the IT Act 2000
as amended from time to time.

. Bidder need not sign or up-load the Bid documents above while
uploading his bid unless otherwise instructed in the Tender
Document. It is assumed that Bidder commits itself to comply with
all the Sections and documents uploaded by the Tender Inviting
Officer.

. Bidder must upload scanned copies of originals (or self-attested
copies of originals — as specified). Uploaded Pdf documents
should not be password protected. Bidder should ensure the
clarity/ legibility of the scanned documents uploaded by him.

. If stipulated in the BDS, copies/ originals of such specified
uploaded scanned documents must also be physically submitted
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sealed in cover to TIA. Failure to do so is likely to result in the bid
being rejected as non-responsive. If the office is closed on the
deadline for physical submission of originals, it shall stand
extended to the next working day at the same time and venue. The
Procuring Entity reserves its right to call for verification originals
of all such self-certified documents from the Bidders at any stage
of evaluation.

. Regarding the protected Price Schedule (excel format, Cover-2),
Bidder shall write his name in the space provided in the specified
location only. Bidder shall type rates in the figure only in the rate
column of respective item(s) without any blank cell or Zero values
in the rate column, without any alteration/ deletion/ modification
of other portions of the excel sheet. If space is inadequate, Bidder
may upload additional documents under "Additional Documents"
in the "bid Cover Content."

. The date and time of the deadline for the bid submission shall

remain unaltered even if the specified date is declared a holiday
for the Tender Inviting Officer.

. The date and time of the e-Procurement server clock, which is also

displayed on the dashboard of the bidders, shall be taken as the
reference time for deciding the closing time of bid submission.
Bidders are advised to ensure they submit their bid within the
deadline and time of bid submission, taking the server clock as a
reference, failing which the portal shall not accept the Bids. No
request on the account that the server clock was not showing the
correct time and that a particular bidder could not submit their bid
because of this shall be entertained. Failure or defects on the
internet or heavy traffic at the server shall not be accepted as a
reason for a complaint. The Procuring Entity shall not be
responsible for any failure, malfunction or breakdown of the
electronic system used during the e-Tender Process.

. All Bids uploaded by Bidder to the portal shall get automatically
encrypted. The encrypted bid can only be decrypted/ opened by
the authorised persons on or after the due date and time. The
bidder should ensure the correctness of the bid before uploading
and take a printout of the system generated submission summary
to confirm successful bid upload.

. The Procuring Entity may extend the deadline for bids submission
by issuing an amendment as per ITB-clause 7.2 above, in which
case all rights and obligations of the Procuring Entity and the
bidders previously subject to the original deadline shall then be
subject to the new deadline for the bid submission.
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12. Bid submitted through modalities other than those stipulated in
BDS shall be liable to be rejected as nonresponsive.

10.3.2 Implied acceptance of procedures by Bidders
Submission of bid in response to the Tender Document is deemed to be
acceptance of the e-Procurement and tender procedures and conditions of
the Tender Document.

10.3.3 Late Bids
The bidder shall not be able to submit his bid after the expiry of the
deadline for the bid submission (as per server time). Therefore, in
eProcurement, a situation of Late Tender does not arise.

10.4 Modification, Resubmission and Withdrawal of Bids

10.4.1 Modification & Resubmission
Once submitted in e-Procurement, Bidder cannot view or modify his bid
since it is locked by encryption. However, resubmission of the bid by the
bidders for any number of times superseding earlier bid(s) before the date
and time of submission is allowed. Resubmission of a bid shall require
uploading of all documents, including financial bid afresh. The system
shall consider only the last bid submitted as the valid bid.

10.4.2 Withdrawal
1. The bidder may withdraw his bid before the bid submission
deadline, and it shall be marked as withdrawn and shall not get
opened during the Bid opening.

. No bid should be withdrawn after the deadline for the bid
submission and before the expiry of the bid validity period. If a
Bidder withdraws the bid during this period, the Procuring Entity
shall be within its right to forfeit EMD/ enforce Bid Securing
Declaration, as applicable, in addition to other punitive actions
provided in the Tender Document for such misdemeanor.
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11.Bid
Opening

The date & time of the opening bid is as stipulated in BDS. Bids cannot
be opened before the specified date & time, even by the Tender Inviting
Officer, the Procurement Officer, or the Publisher. If the specified date of
Bid Opening falls on is subsequently declared a holiday or closed day for
the Procuring Entity, the Bids shall be opened at the appointed time on
the next working day.
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12.Evaluation
of Bids
and
Award of
Contract

12.1 General norms

12.1.1 Evaluation based only on declared criteria.

The evaluation shall be based upon scrutiny and examination of all
relevant data and details submitted by Bidder in its/ his bid and other allied
information deemed appropriate by Procuring Entity. Evaluation of bids
shall be based only on the criteria/ conditions included in the Tender
Document.

12.1.2 Deviations/ Reservations / Omissions - Substantive or Minor

1. During the evaluation of Bids, the following definitions apply:

a. “Deviation” is a departure from the requirements specified in the
Tender Document;
“Reservation” is the setting of limiting conditions or withholding from
complete acceptance of the requirements specified in the Tender
Document; and
“Omission” is the failure to submit part or all of the information or
documentation required in the Tender Document.

A deviation/ reservation/ omission from the requirements of the
Tender Document shall be considered as a substantive deviation as per
the following norm, and the rest shall be considered as Minor
deviation:
a. which affects in any substantive way the scope, quality, or
performance of the product;
which limits in any substantive way, inconsistent with the Tender
Document, the Procuring Entity's rights or the Bidder's obligations
under the contract; or
Whose rectification would unfairly affect the competitive position
of other Bidders presenting substantively responsive Bids.
The decision of the Procuring Entity shall be final in this regard.
Bids with substantive deviations shall be rejected as
nonresponsive.
Variations and deviations and other offered benefits (techno-
commercial or financial) above the scope/ quantum of the Goods
specified in the Tender Document shall not influence evaluation
Bids. If the bid is otherwise successful, such benefits shall be
availed by the Procuring Entity, and these would become part of
the contract.
The Procuring Entity reserves the right to accept or reject bids with
any minor deviations. Wherever necessary; the Procuring Entity
shall convey its observation as per ITB-clause 12.1.3 below, on
such ‘minor’ issues to Bidder by registered/ speed post/
electronically etc. asking Bidder to respond by a specified date. If
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Bidder does not reply by the specified date or gives an evasive
reply without clarifying the point at issue in clear terms, that bid
shall be liable to be rejected as nonresponsive.

12.1.3 Clarification of Bids and shortfall documents

1. During the evaluation of Techno commercial or Financial
Bids, the Procuring Entity may, at its discretion, but without
any obligation to do so, ask Bidder to clarify its bid by a
specified date. Bidder should answer the clarification within
that specified date. The request for clarification shall be
submitted in writing or electronically, and no change in prices
or substance of the bid shall be sought, offered, or permitted
that may grant any undue advantage to such bidder. Any
clarification submitted by a Bidder regarding its Bid that is not
in response to a request by the Purchasing Entity shall not be
considered.
If discrepancies exist between the uploaded scanned copies
and the Originals submitted by the bidder, the original copy's
text, etc., shall prevail. Any substantive discrepancy shall be
construed as a violation of the Code of Integrity, and the bid
shall be liable to be rejected as nonresponsive in addition to
other punitive actions under the Tender Document for
violation of the Code of Conduct.
The Procuring Entity reserves its right to, but without any
obligation to do so, to seek any shortfall information/
documents only in case of historical documents which pre-
existed at the time of the Bid Opening, and which have not
undergone change since then and does not grant any undue
advantage to any bidder. There is a provision on the portal for
requesting Short-fall documents from the bidders. The system
allows taking the shortfall documents from any bidders only
once after the technical bid opening.

12.1.4 Contacting Procuring Entity during the evaluation

From the time of bid submission to awarding the contract, no Bidder shall
contact the Procuring Entity on any matter relating to the submitted bid.
If a Bidder needs to contact the Procuring Entity for any reason relating
to this tender and/ or its bid, it should do so only in writing or
electronically. Any effort by a Bidder to influence the Procuring Entity
during the processing of bids, evaluation, bid comparison or award
decisions shall be construed as a violation of the Code of Integrity, and
bid shall be liable to be rejected as nonresponsive in addition to other
punitive actions for violation of Code of Integrity as per the Tender
Document.
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12.2 Evaluation of Bids

12.2.1 Preliminary Examination of Bids - Determining
Responsiveness
A substantively responsive bid is complete and conforms to the Tender
Document's essential terms, conditions, and requirements, without
substantive deviation, reservation, or omission. Only substantively
responsive bids shall be considered for further evaluation. Unless
otherwise stipulated in the BDS, the following are some of the crucial
aspects for which a bid shall be liable to be rejected as nonresponsive:
1. The bid is not in the prescribed format or is not submitted as per
the stipulations in the Tender Document.
. Required EMD/ Bid Securing Declaration, applicable, has not
been provided.
. Bids with EMD for a shorter period/lesser amount as demanded
will be summarily rejected.
. Bidder is not eligible to participate in the bid as per laid down
eligibility criteria;
. The Goods offered are not eligible as per the provision of this
tender.
. Bidder has quoted conditional bids or more than one bid or
alternative bids unless permitted explicitly in the BDS.
. The bid validity is shorter than the required period.
. The bid departs from the essential requirements stipulated in the
bidding document;
. Against a schedule in Section V: Schedule of Requirement, Bidder
has not quoted the entire Goods as stipulated in that schedule.
10. Non-submission or submission of illegible scanned copies of
stipulated documents/ declarations.

12.2.2 The evaluation process

Unless otherwise stated, this Tender Process is for two covers Bids.
Initially, only the techno-commercial bids shall be opened on the
stipulated date of opening of bids. After that, the techno-commercial
evaluation shall be done whether these bids meet the eligibility &
qualification criteria and techno-commercial aspects. Subsequent opening
of financial bids and financial evaluation shall be done only of bids
declared successful in techno-commercial evaluation.

12.3 Techno-commercial Evaluation

Only substantively responsive bids shall be evaluated for techno-
commercial evaluation. In evaluating the techno-commercial bid,
conformity to the eligibility/ qualification criteria, technical
specifications, and Quality Assurance; and commercial conditions of the
offered Goods to those in the Tender Document is ascertained. Additional

Page 39 of 282




factors incorporated in the Tender Document shall also be considered in
the manner indicated therein. Bids with substantive techno-commercial
deviations shall be rejected as nonresponsive. Procuring entity reserves its
right to consider and allow minor deviations in technical and Commercial
Conditions as per ITB-clause 12.1.2.

12.3.1 Evaluation of eligibility

Procuring Entity shall determine, to its satisfaction, whether the Bidders
are eligible as per ITB-clause 3 above to participate in the Tender Process
as per submission in Form 1.2: Eligibility Declarations in Form 1: bid
Form. Tenders that do not meet the required eligibility criteria prescribed
shall be rejected as nonresponsive.

12.3.2 Evaluation of Qualification Criteria

Procuring Entity shall determine, to its satisfaction, whether the Bidders
are qualified and capable in all respects to perform the contract
satisfactorily as per submission in Form 4. This determination shall, inter-
alia, consider the Bidder’s financial, technical and production or other
prescribed capabilities for satisfying requirements incorporated in the
Tender Document. The determination shall not consider the qualifications
of other firms such as the Bidder’s subsidiaries, parent entities, affiliates,
subcontractors (other than specialized subcontractors if permitted in the
bidding document), or any other firm(s) different from the Bidder.

12.3.3 Evaluation of Conformity to Schedule of Requirements and

Technical Specifications/ Quality Assurance
Procuring Entity shall evaluate schedule-wise conformity of the
description, scope of supply, quantity, delivery schedules, terms of
delivery, transportation of the offered goods to Section V- Schedule of
requirements as per submissions in Form 2: ‘Schedule of Requirements -
Compliance’. Technical specifications, drawings, quality assurance and
other technical terms and conditions of the Bids shall be examined, as per
Form 3: “Technical Specifications and Quality Assurance - Compliance’.
Unless otherwise stated in the BDS, alternative offers/ makes/ models
shall not be considered.

12.3.4 Evaluation of Conformity to Commercial and Other Clauses

Bidder must comply with all the Commercial and other clauses of the
Tender Document as per submissions in Form 5. The Procuring Entity
shall also evaluate the commercial conditions quoted by Bidder to confirm
that all terms and conditions stipulated in the Tender Document have been
accepted without substantive omissions/ reservations/ exception/
deviation by the Bidder. Deviations from or objections or reservations to
critical provisions such as those concerning Governing laws and
Jurisdiction (GCC Clause 3), Contractor’s Obligations and Restrictions of
its Rights (GCC Clause 5), Performance Bond/ Security (GCC Clause
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5.8), Warranty/ Guarantee (GCC Clause 6.7), Force Majeure (GCC
Clause 9.13), Taxes & Duties (GCC Clause 10.2) and Code of Integrity
(GCC Clause 13) will be deemed to be a material deviation.

12.3.5 Declaration of Techno-commercially Suitable Bidders and
Opening of Financial Bids
Bids that succeed in the above techno-commercial evaluation shall be

considered techno-commercially suitable, and financial evaluation shall

be done only of such Bids. The list of such techno-commercially suitable
bidders and date/time and venue for the opening of their financial bids
shall be declared on the Portal in accordance with ITB-clause 12.2.2 as
per the type of Tender Processes.

12.4 Evaluation of Financial Bids and Ranking of Bids

12.4.1 Ranking of Financial Bids

1. Unless otherwise stipulated, evaluation of the financial bids shall
be on the price criteria only. Financial Bids of all Techno-
commercially suitable bids are evaluated and ranked to determine
the lowest priced bidder.
Unless otherwise stipulated, the comparison of the responsive Bids
shall be on total outgo from the Procuring Entity’s pocket, to be
paid to the contractor or any third party, including all elements of
costs as per the terms of the proposed contract, duly delivered,
commissioned, etc. as the case may be, including any taxes, duties,
levies etc., freight, transit Insurance, loading/ unloading/ stacking,
insurance etc.
The bid for a schedule shall not be considered if the complete
requirements prescribed in that schedule are not included in the bid;
If any bidder offers conditional discounts/ rebates in his bid or suo
motu discounts and rebates after the Bid Opening (techno-
commercial or financial), such rebates/ discounts shall not be
considered for ranking the offer. But if such a bidder does become
L-1 without discounts/ rebates, such discounts/ rebates shall be
availed and incorporated in the contracts;
Unless announced beforehand, the quoted price shall not be loaded
based on deviations in the techno-commercial conditions. If it is so
declared, such loading of the financial bid shall be done as per the
relevant provisions;
As per policies of the Government, from time to time, the Procuring
Entity reserves its option to give purchase preferences to eligible
categories of Bidders as indicated in the Tender Document.
evaluation of Bids shall include and consider the following taxes/
duties, as per ITB-clause 6.3 above:
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a. GST & other similar duties, which shall be contractually payable,

on the Goods if a contract is awarded on the bidder;

b. The offers shall be evaluated based on the GST rate quoted by each
bidder, and the same shall be used for determining the inter-se
ranking. The Procuring Entity shall not be responsible for any
misclassification of HSN Number or incorrect GST rate if quoted
by the bidder. Any increase in GST rate due to misclassification of
HSN number shall have to be absorbed by the supplier; and

. If GST is quoted extra, but with the provision that it shall be charged
as applicable at the time of delivery, the offer shall be evaluated for
comparison purposes by loading the maximum existing rate of GST
for the product/ HSN code.

Price Variation: Deleted

Ambiguous Financial bid: If the financial bid is ambiguous and
leads to two equally valid total price amounts, it shall be rejected as
nonresponsive.

12.4.2 Global Tender Enquiry (GTE, International Competitive
Bidding)- Deleted

12.4.3 Evaluation Process in Tender cum e-Reverse Auction-
Deleted

12.4.4 Cartel Formation/ Pool Rates
1. If Procuring Entity decides this to be a case of Cartel/ Pool Rates,
leading to “Appreciable Adverse Effect on Competition” (AAEC)
as identified in Competition Act, 2002, as amended from time to
time, it reserves its rights to:

a) order any quantity on any one or more bidders

without assigning any reason thereof.

And/ or

b) consider it as a violation of the Code of Integrity
and reject the bid(s) as nonresponsive in addition
to other punitive actions provided in this regard in
the Tender Document. In addition to such
remedies, the Procuring Entity also reserves the
right to refer the matter to the Competition
Commission of India (CCI) for obtaining
necessary relief. In addition, the attention of the
bidders is drawn to Chapter VI of the “The
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Competition Act 2002”, which deals with
Penalties. Such actions shall be in addition to other
rights and remedies available to the Procuring
Entity under the contract and Law.

12.4.5 Reasonableness of Rates Received

Procuring Entity shall evaluate whether the rates received in the Bids in
the zone of consideration are reasonable. If the rates received are
considered abnormally low or unreasonably high, it reserves its right to
take action as per the following sub-clauses, or as per ITB-clause 2.3,
reject any or all Bids; abandon/ cancel the Tender process and issue
another tender for the identical or similar Goods.

12.4.6 Consideration of Abnormally Low Bids

An Abnormally Low bid is one in which the bid price, in combination
with other elements of the bid, appears so low that it raises substantive
concerns as to the Bidder's capability to perform the contract at the offered
price. Procuring Entity shall in such cases seek written clarifications from
the Bidder, including detailed price analyses of its bid price concerning
scope, schedule, allocation of risks and responsibilities, and any other
requirements of the Tender Document. If, after evaluating the price
analyses, procuring entity determines that Bidder has substantively failed
to demonstrate its capability to deliver the contract at the offered price,

the Procuring Entity shall reject the bid/ proposal, and evaluation shall
proceed with the next ranked bidder.

12.4.7 Price Negotiation

Usually, there shall be no price negotiations. However, the Procuring
Entity reserves its right to negotiate with the lowest acceptable bidder (L-
1), who is techno-commercially suitable for supplying bulk quantity and
on whom the contract would have been placed but for the decision to
negotiate.

Page 43 of 282




13. Award of
Contract

13.1The Procuring Entity's Rights

13.1.1 Right to Vary Quantities at the Time of Award

Unless otherwise stipulated in Bid Data Sheet, at the time of contract
award, the Procuring Entity reserves the right to increase or decrease,
without any change in the unit prices or other terms and conditions of the
bid and the Tender Document, the quantity of Goods originally stipulated
in Section V: Schedule of Requirements, provided this increase/ decrease
does not exceed 25 (twenty-five) percent of tendered quantity (or any
other percentage indicated in the Tender Document).

13.1.2 Parallel Contracts or Splitting of Award

1. After the Price Bid opening, the lowest offer will be declared as the
L1 bidder. CMSS reserves right to negotiate prices with L1 bidder in
justified cases.
If two or more than two bidders are declared as lowest bidders for the
same item(s) (i.e. emerge L1), such bidders will be eligible for
placement of Purchase Orders for equal proportion of tendered
quantities (50:50 or 33.33:33.33:33.33) for such item(s) for which
they are declared as lowest (L1).
In all other cases, unless stipulated otherwise in bid data sheet, in
order to maintain uninterrupted supplies, CMSS will place orders
with minimum of two bidders for tendered product with 70% of the
orders given to L1 and the balance 30% to the next Matched Lowest
bidder.
Accordingly, CMSS will counter offer the lowest rate (L1 rate) to
other bidders in the order of their ranking i.e. L2, L3 and so on will
be asked to match the L1 price. In case there is no L2 /matched
bidder, 100% of the tendered quantity can be offered to L1 bidder.
Quantity beyond quoted quantity including delivery schedule thereof
will be ordered on mutual consent. Also, delivery schedule for
quantity in consideration in accordance with Para 13.1.1 above will
be with mutual consent.

In case L1 bidder has quoted for 50% quantity, the balance quantity
will be offered to L2 and L3 bidders for 30% and 20% quantity
respectively. In case, there is no L3/matched bidder, 70% of tendered
quantity shall be offered to L1 bidder on mutual consent. However,
if L1 bidder does not agree to supply 70% of tendered quantity,
balance 50% quantity may be offered to L2/matched bidder in case.

13.1.3 Deleted
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13.2 Letter of Award (Acceptance - LoA) and Signing of Contract

13.2.1 Selection of Successful Bidder(s)

The Procuring Entity shall award the contract to the Bidder(s) whose
bid(s) is Techno-commercially suitable and bid price(s) is lowest and
reasonable, as per evaluation criteria detailed in the Tender Document.

13.2.2 Verification of Original Documents

The Procuring Entity may, at its discretion, ask Bidder to submit for
verification the originals of all such documents whose scanned copies
were submitted online along with the technical bid. If so decided, the
photocopies of such self-certified documents shall be verified and signed
by the competent officer and kept in the records as part of the contract
agreement. If the Bidder fails to provide such originals or in case of
substantive discrepancies in such documents, it shall be construed as a
violation of the Code of Integrity. Such bid shall be liable to be rejected
as nonresponsive in addition to other punitive actions in the Tender
Document.

13.2.3 Letter of Award (LoA)

1. The Bidder, whose bid has been accepted, shall be notified of the
award by the Procuring Entity before the expiration of the Bid-
Validity period by written or electronic means. This notification

(hereinafter and in the Conditions of Contract called the "Letter of
Award - LoA") shall state the sum (hereinafter and in the contract
called the "Contract Price") that the Procuring Entity shall pay the
contractor in consideration of the supply of the Goods. The Letter
of Award (LoA) shall constitute the legal formation of the contract,

subject only to the furnishing of performance security as per the
provisions of the sub-clause below.

It shall be mandatory for the successful bidder to be registered on
GeM and obtain a unique GeM Seller ID before the placement of
LoA or the contract. This ID shall be incorporated in the contract.

13.2.4 Performance Security

1. Within 14 days of receipt of the Letter of Award (LoA, or the
contract if LoA has been skipped), performance Security as per
details in GCC-5.8 shall be submitted by the contractor to the
Procuring Entity.
If the contractor, having been called upon by the Procuring Entity
to furnish Performance Security, fails to do so within the specified
period, it shall be lawful for the Procuring Entity at its discretion to
annul the award, besides taking any other administrative punitive
action.
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If the bidder, whose bid is the lowest evaluated bid withdraws or
whose bid has been accepted, fails to sign the procurement contract
as may be required or fails to provide the security as may be
required for the performance of the contract or otherwise
withdraws from the procurement process, the Procuring Entity
shall cancel the procurement process. If the Procuring Entity is
satisfied that it is not a case of cartelization and that the integrity of
the procurement process has been maintained may offer the next
successful bidder an opportunity to match the financial bid of the
first successful bidder, and if the offer is accepted, award the
contract to the next successful bidder at the price bid of the first
successful bidder.
13.2.5 Signing of Contract

Within seven working days of receiving performance security, the
Procuring Entity shall send the Long-Term Agreement (LTA) form
duly completed and signed, in duplicate, by registered/ speed post
or by suitable digital means to the successful Bidder.

The successful Bidder shall return the original copy of the LTA,
duly signed and dated, within seven days from the date of its
receipt, to the Procuring Entity by registered/ speed post or by a
suitable digital means.

Purchase Orders, containing complete details including consignee
wise allocation, against LTA shall be issued separately by tender
inviting authority. There can be multiple purchase orders against
the LTA quantity.
The format of LOA, LTA, Purchase Order is given at format -1, 1A
& 1B respectively

13.2.6 Return of EMD/ Expiry of bid Declaring Declarations — In
accordance with ITB 9.4 above, the EMD shall be returned back within
30 days of award of contract and receipt of Performance Security from
successful bidder. Bid Securing declaration submitted by MSEs/ Startups
shall also expire on award of contract and receipt of Performance
Security from successful bidder.
13.2.7 Publication of Tender Result
The name and address of the successful Bidder(s) receiving the
contract(s) shall be published in the Portal and notice board/
bulletin/website of the Procuring Entity.
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14. Grievance
Redressal/
Complaint
Procedure

b.

Bidder has the right to submit a complaint or seek de-briefing
regarding the rejection of his bid, in writing or electronically,
within 03 days of declaration of techno-commercial or financial
evaluation results. The complaint shall be addressed to the Head of
Procurement.

Within 03 days of receipt of the complaint, the Tender Inviting
Officer shall acknowledge the receipt in writing to the complainant
indicating that it has been received, and the response shall be sent
in due course after a detailed examination.

The Tender Inviting Officer shall convey the final decision to the
complainant within 15 days of receiving the complaint. No response
shall be given regarding the confidential process of evaluating bids
and awarding the contract before the award is notified, although the
complaint shall be kept in view during such a process. However, no
response shall be given regarding the following topics explicitly
excluded from such complaint process:

. Only a bidder who has participated in the concerned Tender Process,

i.e., pre-qualification, bidder registration or bidding, as the case may
be, can make such representation.
Only a directly affected bidder can represent in this regard.

1. In case a technical bid has been evaluated before the opening of
the financial bid, an application for review concerning the
financial bid may be filed only by a bidder whose technical bid is
found to be acceptable.

Following decisions of the Procuring Entity shall not be subject to
review:
Determination of the need for procurement.
Complaints against specifications except under the premise
that they are either vague or too specific to limit competition
Selection of the mode of procurement or bidding system;
Choice of the selection procedure.
Provisions limiting the participation of bidders in the Tender
Process, in terms of policies of the Government
Provisions regarding purchase preferences to specific
categories of bidders in terms of policies of the Government
The decision to enter into negotiations with the L-1 bidder; and
Cancellation of the Tender Process except where it is intended
to subsequently re-tender the same Goods.
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15. Code of Procuring authorities, bidders, suppliers, contractors, and consultants

Integrity should observe the highest standard of integrity and not indulge in
in Public | prohibited practices or other misdemeanours, either directly or indirectly,
Procureme | at any stage during the Tender Process or during the execution of resultant
nt, contracts. GCC-clause 13 (including the penalties prescribed therein)
Misdemea | shall be considered to be part of this clause of ITB (even though it is not
nours and | being reproduced here for the sake of brevity) and shall apply mutadis
Penalties: | mutandis during the pre-award tender process.

16. Integrity . Unless otherwise stipulated in the BDS, the Integrity Pact is part of

Pact the contract and its conditions bind the parties concerned.
Accordingly, Bidders will have to sign Integrity Pact with the
procuring entity as per Form 1.4. Only those vendors/bidders who
commit themselves to such a pact with the buyer would be considered
competent enough to participate in the tender process. In other words,
entering into this Pact would be an eligibility criterion.

The pact envisages an agreement between the prospective
vendors/bidders and the buyer, committing the persons/officials of
both sides not to resort to any corrupt practices in any aspect/stage of
procurement process and the contract. Only those vendors/bidders
who commit themselves to such a pact with the buyer would be
considered competent enough to participate in the tender process. In
other words, entering into this Pact would be an eligibility criterion.

The essential ingredients of the Pact include:

a) Promise on the part of the Procuring Entity to treat all bidders with
equity and reason and not to seek or accept any benefit that is not
legally available;

b) Promise on the part of bidders not to offer any benefit to the
employees of the Procuring Entity not available legally;

¢) Promise on the part of Bidders not to enter into any undisclosed
agreement or understanding with other bidders with respect to
prices, specifications, certifications, subsidiary contracts, etc.
Promise on the part of Bidders not to pass any information
provided by Principal as part of business relationship to others and
also not to commit any offence under Prevention of Corruption
Act, 1988 or Indian Penal Codel41 (IPC) 1860;

Foreign bidders are to disclose the name and address of agents and
representatives in India, and Indian Bidders are to disclose their
foreign principals or allied firms;

Bidders to disclose the payments to be made by them to agents /
brokers or any other intermediary;

Bidders are to disclose any transgressions with any other public /
government organization that may impinge on the anti-corruption
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principle. The date of such transgression, for the purpose of
disclosure by the bidders in this regard, would be the date on
which the competent authority took cognizance of the said
transgression. The period for which such transgression(s) is/ are to
be reported by the bidders shall be the last three years to be
reckoned from the date of bid submission. The transgression(s) for
which cognizance was taken even before the specified period of
three years but is pending conclusion shall also be reported by the
bidders.

Any violation of the Integrity Pact would be considered as a
violation of the Code of Integrity and would entail punitive
provisions thereof including disqualification of the bidders and
exclusion from future business dealings, as per the of GFR, 2017,
PC Act, 1988 and other Financial Rules/ Guidelines, etc., as may
be applicable to the organization concerned;

. The integrity Pact would be implemented through a panel of
Independent External Monitors (IEMs). The particulars of all IEMs,
including their email IDs, are mentioned in BDS.

. A person signing the Integrity Pact shall not approach the Courts while
representing the matters to IEMs, and they shall await their decision.

In the case of a joint venture, all the partners of the joint venture
should sign the Integrity Pact. In the case of sub-contracting, the
principal contractor shall take responsibility for the sub-contractor's
adoption of the integrity pact. It is to be ensured that all sub-
contractors also sign the Integrity Pact. In the case of sub- contractors,
the integrity pact shall be a tri-partite arrangement to be signed by the
Organization, the contractor, and the sub-contractor. With respect to a
particular contract, the Integrity Pact shall be operative from the date
both parties sign it.

Role of IEMs in Integrity Pact Contracts:

a) Bidders or their authorised representative may address to the IEMs
all the representations/grievances/complaints related to any
discrimination on account of lack of fair play in modes of
procurement and tendering systems, tendering method, eligibility
conditions, bid evaluation criteria, commercial terms &
conditions, choice of technology/specifications etc.

The entire panel of I[EMs should examine the matter jointly, who
would investigate the records, conduct an examination, and
submit their joint recommendations to the Management of the
Procuring Entity. If the entire panel is unavailable for unavoidable
reasons, the available IEM(s) shall examine the complaints.
Consent of the IEM(s), who may not be available, shall be taken
on record. The IEMs would be provided access to all
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documents/records of the tender for which a complaint or issue is
raised before them, as and when warranted.

The role of IEM is advisory, and the advice of IEM is non-binding
on the Organization; however, their advice would help properly
implement the Integrity Pact.

In case of any dispute between the management and the contractor
relating to those contracts where an Integrity Pact is applicable, in case
both the parties are agreeable, they may try to settle the dispute
through mediation before the panel of IEMs in a time-bound manner.
If required, the organisations may adopt any mediation rules for this
purpose. However, no more than five meetings shall be held for
dispute resolution. Both parties shall equally share the fees/expenses
on dispute resolution. If the dispute remains unresolved even after
mediation by the panel of IEMs, the organisation may take further
action as per the terms & conditions of the contract.

Page 50 of 282




SECTION III: BID DATA SHEET (BDS)
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Reference
ITB
Section

Description.

ITB1.1

Purchaser- The Central Medical Services Society, an autonomous body under
Ministry of Health and Family welfare, Government of India.

ITB 2.1

Tender Inviting Authority — DG & CEO, Central Medical Services Society,
Ministry of Health and Family welfare, Government of India, New Delhi
Address: 2™ floor, Vishwa Yuvak Kendra, Pt. Uma Shankar Dikshit Marg,
Teen Murti Road, Opposite Police Station Chanakaya Puri,
New Delhi-110021
Telephones: 011-21410905, 21410906

Only manufacturers of the quoted items are authorized to participate in this bid.
Distributors/ Agents/ Resellers are not eligible to bid

For item Schedule no. I (Condoms Free Supply), VI JUCD 380A), VII
(IUCD 375) & VIII (Tubal Rings):

In accordance with DPIIT Public Procurement (Preference to Make in India)
Order, 2017 dated 19.07.2024 read with DOP Circular F.No0.31026/36/2016-
MD dated 16.02.2021 as amended till date, only Class-I and Class II local
suppliers, as defined in aforesaid notifications are eligible to bid.

For item Schedule no. IV (Pregnancy Test Kits):

In accordance with DPIIT Public Procurement (Preference to Make in India)
Order, 2017 dated 19.07.2024 read with DOP order no. 31026/36/2016-MD
Circular dated 16.02.2021 as amended till date, only Class-I local suppliers, as
defined in aforesaid notifications are eligible to bid.

Minimum local content requirement for bidders- classification as Class-1/
Class-1I local Suppliers shall be as per the DOP Circular F.N0.31026/36/2016-
MD dated 16.02.2021 as amended till date. Accordingly, Class I Local
Supplier means a supplier or service provider, whose goods, services or works
offered for procurement, has local content equal to or more than 50%. Class I1
Local Supplier means a supplier or service provider, whose goods, services or
works offered for procurement, has local content more than 25% but less than
50%.

For item Schedule no. II (OCP-Free Supply), III Emergency
Contraceptives Pills & V (Injectable Contraceptive (Antara)):

In accordance with DPIIT Public Procurement (Preference to Make in India)
Order, 2017 dated 19.07.2024 read with DOP Circular F.N0.31026/65/2020-
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MD dated 30.12.2020 as amended till date, only Class-1 and Class II local
suppliers, as defined in aforesaid notifications are eligible to bid.

Minimum local content requirement for bidders- classification as Class-I/
Class-1I local Suppliers shall be as per the DOP Circular F.N0.31026/65/2020-
MD dated 30.12.2020 as amended till date. Accordingly, Class I Local
Supplier means a supplier or service provider, whose goods, services or works
offered for procurement, has local content equal to or more than 80%. Class 11
Local Supplier means a supplier or service provider, whose goods, services or
works offered for procurement, has local content more than 50% but less than
80%.

Special treatment for items covered under PLI Scheme- In accordance with
Department of Pharmaceuticals Order No. 31026/83/2021-MD dated
17.10.2024, bidders manufacturing the quoted item under PLI scheme as
notified vide aforesaid order, shall be treated as deemed “Class II Suppliers”
under PPP-MII order. It is further clarified that the deemed class II supplier
status does not preclude their qualification as Class I supplier, if they fulfil the
criteria as Class I supplier.

ITB 3.6

MSEs (Micro & Small Enterprises) and Non- MSEs entities are eligible to bid.

ITBS5.2.1

No change

ITB5.2.2

No change

ITB7.3

All clarifications to the tender document should be addressed to Tender Inviting

Authority. An email, seeking clarification to the bid document, should be sent

at email id. agmproc4@cmss.gov.in; with copy to anujprakash@cmss.gov.in
and dgceocmss@cmss.gov.ins

Tender timelines are as under:

Sr. Descriptions Scheduled date
No.
(a) Availability of tender documents on | 04/07/2025
GeM portal for download
Last date and time for receipt of 09/07/2025 till 05:00 PM
pre-bid queries, if any

The pre-bid queries should
be addressed to Tender
Inviting Authority at email
Id agmproc4(@cmss.gov.in
with copy to
anujprakash@cmss.gov.in
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and
dgceocmss@cmss.gov.in

Pre-bid meeting date, time and 09/07/2025 at 11.00 AM at
venue CMSS, Conference Hall,
New Delhi

Last date and time for online bid 28/07/2025 at 03:00 PM
submission
(e) Last date and time for submission 28/07/2025 at 03:00 PM
of Original EMD
) Date and time for tender opening 28/07/2025 at 03:30 PM
(technical bid)

Schedule wise EMD shall be as under:

Sr. Schedule No. EMD Amount in INR | EMD Amount in INR
No. for 100% quantity for 50% quantity
quoted quoted

(a) Schedule 1 74,73,013 37,36,506

(b) Schedule 11 48,73,418 24.,36,709

(©) Schedule 111 2,47,983 1,23,992

(d) Schedule IV 10,32,478 5,16,239

(e) Schedule V 28,11,292 14,05,646

() Schedule VI 19,44,996 9,72,498

(2) Schedule VII 13,22,679 6,061,339

(h) Schedule VIII 410,779 2,05,390

Note: The applicable EMD has been indicated in above table and is for
100% and 50% quantity of the schedule. If quoted quantity is anywhere
between 50% to 100% of the quantity of schedule, the applicable EMD
may be calculated by the tenderer proportionately.

“ITB

9.2.1 Sub-
para 1”
and
“10.3.1
Sub-para
6

Original copies of Earnest Money Deposit (if applicable), is to be submitted in
a sealed cover. The envelope should be superscribed as Earnest Money Deposit
against Tender No CMSS/PROC/2025-26/FP/017, Dated 04/07/2025
Scheduled to be opened on 28/07/2025 at 03:30 PM.

The documents should be sent in person/ courier so as reach the Tender Inviting
Authority by the scheduled date and time, as indicated in Bid Data Sheet at ITB
8.

For Sch I, IV, VI, VII & VIII only:

The requirement of Valid WHO GMP Certificate and Valid COPP Certificate
is deleted and bidder will submit valid ISO 13485 certificate in compliance with
tender clause no. (c) of Section IV.

No Change
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The bid is published on GeM Portal. Accordingly, bidders are requested to
submit their bid online on GeM Portal. In case of any contradiction in
terms and conditions stipulated in this bid document and the terms of and
conditions of GeM portal, the clauses of this tender document shall prevail.

ITB
13.1.2 (2)

Deleted

ITB
13.12 (3)

No Change

ITB 16.1

No Change

ITB 16.3

IEM’s : Name and Contact Details are as under:
a) Sh. B. Siddhartha Kumar,
Email Id : bsiddharthak 66@rediffmail.com
b) Sh. Arun Kumar Sinha
Email Id: aksinha2@yahoo.com
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SECTION-1V -QUALIFICATION CRITERIA
a) Tenderer must be a manufacturer of quoted product.

b) For Sch 1,1V, VI, VII & VIII only:

Tenderer shall be a domestic manufacturer of the quoted item having valid own manufacturing
license for the offered product issued by Central Licensing Authority. The Manufacturing
License should be valid on the date of tender opening packet 1. In case of failure to submit
the same, the bid shall not be considered any further.

For Sch IL, Il & V only:

Tenderer must submit own manufacturing license in the indicated pharmacopeia (as indicated
in technical specification) valid on the date of tender opening (technical bid). If the tendered
drug is in Indian Pharmacopoeia (IP), then the manufacturing license has to be submitted
in IP only.

For drugs that are not available in IP, other official Pharmacopeia (s) are applicable. If a drug
is not available in any of the official pharmacopeias, ‘In House’ standards are applicable as
per the Drugs and Cosmetics Act 1940 and the Rules therein.

Bidder is requested to submit an undertaking that the drug is not available in IP or any
other approved pharmacopeia.

For Sch L 1L, IT1, IV, V. VL, VII & VIII:
Note:
1. License certificate should be for the same manufacturing premises from which quoted
goods have been offered for supply.
Loan license, Contract manufacturing license etc. shall not be considered.
. License for export of goods shall not be considered.

For Sch I, 1V, VI, VII & VIII only:

Tenderer must submit [SO 13485 certificate issued by an independent recognized certification
body for the factory where the specific goods are manufactured and are being offered for
supply. Certificate should be valid on the date of tender opening.

For Sch IL, 111 & V only:
Tenderer must submit WHO GMP certificate valid on the date of tender opening (technical
bid).

Tenderer must submit Certificate of Pharmaceutical Product (COPP) as recommended by
WHO in any of the pharmacopeia (IP/BP/USP) or In-house Standards valid on the date of
tender opening (technical bid).
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d) Tenderer must submit Market standing certificate issued by the Licensing Authority, as a
Manufacturer of the item quoted, for any two out of last three financial years i.e. 2023-24,
2024-25 and 2025-26. However, this would not apply to products which have been licensed
by DCG () less than two years ago.

Note:

1.  Unless or until Market standing certificate explicitly state that the bidder has
manufacturing and marketing experience for more than one financial year, the said
certificate issued on a particular date shall be treated as valid certificate for the
financial year in which it has been issued. For example, Market Standing Certificate
issued on 15.07.2022 shall be treated as Market Standing Certificate for the FY 22-
23 only.

Market standing certificate should be for the same manufacturing premises from
which quoted goods have been offered for supply.

Only for the drugs introduced in Indian Pharmacopoeia in the recent past (last 2yrs),
Market standing certificate for previously approved Pharmacopoeia or In-house
Standards shall be accepted, as the case may be.

For the drugs recently introduced drugs in the county (introduced in the last two
financial years), the requirement for Market standing certificate shall be waived off.

The tenderer should not have been convicted by the Licensing Authority in the past three

years prior to the date of bid submission. Bidder shall give explicit undertaking for the
same in Form 4 of the Bid Document. Also, tenderer must submit Non-Conviction
Certificate issued by the Licensing Authority certifying that the tenderer (as well as the
manufacturer firm in case of non-manufacturer bidders) has not been convicted for the last
three financial years i.e. 2023-24, 2024-25 and 2025-26.

Note:

. Unless or until Non-Conviction Certificate explicitly state that the bidder has not been
convicted for more than one financial year, the said certificate issued on a particular
date shall be treated as valid certificate for the financial year in which it has been issued.
For example, Non-Conviction Certificate issued on 15.07.2022 shall be treated as Non-
Conviction Certificate for the FY 22-23 only.

. Non-Conviction Certificate should be for the same manufacturing premises from
which quoted goods have been offered for supply.

. In case, the tenderer stands convicted by the Licensing Authority in due course of
time, i.e. after submission of bid but before award of contract, tenderer should
promptly intimate the same to the Tender Inviting Authority.

For Sch 1. 1V, VI, VII & VIII only:
Tenderer must submit long term stability data and CoA (Certificate of Analysis) in accordance
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with ITB 9.2.1 (5) along with copy of License Certificate authorizing bidder to manufacture
stability batches.

For Sch IL, 111 & V only:

Tenderer must submit long term stability data and CoA (Certificate of Analysis) in accordance
with ITB 9.2.1 (5) along with copy of License Certificate authorizing bidder to manufacture
stability batches. Long term stability data & COA should mandatorily include parameters like
Assay Dissolution, “Uniformity of Weight” or “Content Uniformity” (whichever is
applicable) and “Related Substance Parameters”.

The tenderer must have supplied at least the following quantity of the same or similar item
during the last two financial years:

Schedule No. | Minimum Quantity of the same or similar item during the last
two financial years including the period of current F.Y. till the
date of Tender Opening

Qty for 100% quantity Qty for 50% quantity
Quoted against the tender Quoted against the tender

7,90,79,500 Pieces 3,95,39,750 Pieces
1,22,14,080 Packet 61,07,040 Packet
18,43,740 Packet 9,21,870 Packet
v 60,20,280 Pack 30,10,140 Pack

A\ 15,92,800 Doses 7,96,400 Doses

VI 10,61,100 Pieces 5,30,550 Pieces
Vil 8,04,060 Pieces 4,02,030 Pieces
VIII 3,80,880 Pairs 1,90,440 Pairs

Note: The applicable quantity has been indicated in above table and is for 100% and
50% quantity of the schedule. If quoted quantity is anywhere between 50% to 100%
of the quantity of schedule, the applicable quantity may be calculated by the tenderer
proportionately.

In support of above, the tenderer shall submit details of past purchase orders executed by
them along with the copy of GST invoice and E-way bill against the proof of execution of
order for every submitted Purchase Order. If GST invoice is not applicable for any Purchase
Order, the affidavit to that effect on stamp paper of Rs. 100/- should be submitted. For the
supply of export, bidder should submit the copy of invoice, bill of lading/airway bill/any
other document issued by custom authority against the proof of execution of order for every
submitted Purchase Order. The details shall be duly certified by the practicing Chartered
Accountant in the form 4.1. The certifying Chartered Accountant must indicate the details
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along with its UDIN.

Note: Similar item means will be as follows:

Schedule No. | Similar Items means

I Any type of Condoms

II Any type of OCP or ECP

Any type of OCP or ECP

v Pregnancy Test Kits

\" Any Injectable Contraceptive
VI Any type of [UCDs

VII Any type of [IUCDs

VI Tubal Rings

h) The tenderer must have annual production capacity at least 1.5 times the quoted quantity.
For Sch I, IV, VI, VII & VIII only: Annual capacity certificate, issued by the licensing
authority/ practicing chartered accountant, must be submitted along with the bid.

For Sch I1, III & V only: Annual capacity certificate, issued by the licensing authority,
must be submitted along with the bid

The tenderer must have average annual turnover of last three last three FY i.e. 2021-22,

2022-23 and 2023-24 OR 2022-23, 2023-24 and 2024-25 more than the followings:
Schedule No. Amount (in Rs)

Turnover for 100% quantity | Turnover for 50% quantity

quoted against the tender quoted against the tender

I 14,94,60,255 7,47,30,128

11 9,74,68,358 4,87,34,179

49,59,661 24,79,830

1\ 2,06,49,560 1,03,24,780

\Y 5,62,25,840 2,81,12,920

VI 3,88,99,926 1,94,49,963

VII 2,64,53,574 1,32,26,787

VI 82,15,582 41,07,791

Note: The applicable annual turnover has been indicated in above table and is for
100% and 50% quantity of the schedule. If quoted quantity is anywhere between

50% to 100% of the quantity of schedule, the applicable annual turnover may be
calculated by the tenderer proportionately.

Annual turnover statement for last three financial years i.e. 2021-22, 2022-23 and 2023-
24 OR 2022-23, 2023-24 and 2024-25 should be furnished in the format given in Section
IX Form 4.2 duly certified by the practicing Chartered Accountant. The certifying Chartered
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Accountant must indicate the details along with its UDIN. The MSEs and Startups bidders are
exempted from aforesaid minimum turnover requirement.

Copies of the audited Annual reports including the Balance Sheet and Profit and Loss
Account for the last three years i.e. 2021-22, 2022-23 and 2023-24 OR 2022-23, 2023-24
and 2024-25 duly certified by a practicing Chartered Accountant, where ever applicable.

For Schedule I: Condoms (Free Supply): -

The tenderer must have manufactured & supplied in their brand name (s) in the domestic
market or have export sales of their own brand name(s) of at least the following quantity
during the last two financial years i.e. 2023-24 & 2024-25: -

46,31,250 Pieces

This should be supported by Brand Registration Certificate, copy of Purchase Order, copy of
invoices, copy of E-way bill and a certificate by the Chartered Accountant certifying the
correctness of the claim based on the audited Balance Sheet.

For Schedule V (Injectable Contraceptive-Antara) only: -

The tenderer should manufacture the product in a dedicated sex hormonal facility in
compliance with schedule M of the drug and cosmetics act. (Certificate for the same will be
submitted by the tenderer).

m) For Schedule V (Injectable Contraceptive-Antara) only: -
Tenderer should enclose Test Reports for Injectable Contraceptive (Medroxyprogesterone
Acetate) manufactured by them duly tested from Accredited laboratory of NABL or
Accredited laboratory of the foreign country authorized for conducting tests of Injectable
contraceptives.

For Sch I, 1V, VI, VII & VIII only:

In case a bidder is successful past supplier of the item for CMSS/MoH&FW in last 02
years (last consignment supplied in last 02 years) from the date of tender opening but do
not meet some of the qualification criteria requirements, the bidder shall be considered to
be qualified in view of their proven credentials provided they meet essential tender
enquiry requirement viz. Valid manufacturing license and ISO 13485 certificate (all valid
on the date of tender opening). Also, bidder should not have been convicted in last 02
years.

For Sch I & 111 only:
In case a bidder is successful past supplier of the item for CMSS/MoH&FW in last 02

years (last consignment supplied in last 02 years) from the date of tender opening but do
not meet some of the qualification criteria requirements, the bidder shall be considered to
be qualified in view of their proven credentials provided they meet essential tender
enquiry requirement viz. Valid manufacturing license, WHO GMP and COPP (all valid
on the date of tender opening). Also, bidder should not have been convicted in last 02
years.
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For Sch V only:

In case a bidder is successful past supplier of the item for CMSS/MoH&FW in last 02
years (last consignment supplied in last 02 years) from the date of tender opening but do
not meet some of the qualification criteria requirements, the bidder shall be considered to
be qualified in view of their proven credentials provided they meet essential tender
enquiry requirement viz. Valid manufacturing license, certificate required as per
requirement of Section IV (1 & m), WHO GMP and COPP (all valid on the date of tender
opening). Also, bidder should not have been convicted in last 02 years.
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SECTION V
SCHEDULE OF REQUIREMENTS

LIST OF PRODUCTS & THEIR TECHNICAL SPECIFICATIONS

JItem Name |Total Unit (Detailed Order Inspection |Consignee
Tentative Technical Distribution[Methodology[Location
Quantity Specifications|Criteria (PDI/Non-
of the PDI)
Goods/Drugs
Condoms 19,76,98,750|Pieces|Section VI |Refer ITB [Refer GCC |Direct to
(Free Supply) clause no. |clauseno.  |State

13.1.2 7.1.7 Consignee
(DTC)

OCP (Free 3,05,35,200 |Packet CMSS
Supply) Warehouses
Emergency [46,09,350 [Packet
Contraceptives
Pills (ECP)
Pregnancy 1,50,50,700 |Pack
Test Kit
Injectable 39,82,000 |Doses
Contraceptive
(Antara)

VI [IUCD 380A |26,52,750 |Pieces

VII|IUCD 375 20,10,150  [Pieces

VIITubal Rings [9,52,200 Pairs

(Please refer Technical specifications attached in SECTION VI)
Delivery Terms:

(a) The delivery shall be on DDP (Destination basis).

(b) Delivery Schedule
Tranche I: 25% quantity to be delivered within 90 days from the date of issue of
LOA.
Tranche II: 25% quantity to be delivered within 91-180 days from the date of issue
of LOA.
Tranche III: 50% quantity to be delivered within 181-270 days from the date of issue
of LOA.

A. Delivery Locations:
The details of CMSS warehouses are indicated in ITB clause no. 6.3.1 (5).

CMSS reserve the right to change the consignee at any time if required.
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SECTION VI
TECHNICAL SPECIFICATIONS AND QUALITY ASSURANCE

Schedule-I

TECHNICAL SPECIFICATIONS OF LATEX RUBBER CONDOM UNDER FREE
SUPPLY OF CONTRACEPTIVES SCHEME

(As per the provision of Rule 7 of Medical Device Rule 2017)

Condom (Brand Name: Nirodh) with teat end, lubricated for single use with shelf life of 3
years,

Details of lubrication and lubricant (as per IS 17810:2022 / ISO 19671:2018 enclosed-
Annexure-I)

a. Quantity of lubricant 250mg minimum

b. Details of lubricant - Silicon lol (Dimethyl Poly Siloxane)
c. Viscosity - 200-350 CTSK

d. Properties - Non-toxic and non-irritant to skin

Dimensions;

i. Length: the length of condom when unrolled (excluding teat) shall not be less than
170mm.
Width: the width of a condom when laid flat and measured at any point within 85mm
from the open end shall be 49£2mm
Single wall thickness: the single wall thickness of a condom when measured at three
points, one at 30+2mm from open end, 30+5mm from the closed and excluding the
reservoir tip and at the mid distance between these two points shall be from 0.045mm
to 0.073mm.

Product should be licensed by competent authority for import or manufacture for sale and
distribution in the country as defined under Drugs & Cosmetic Act 1940 and Medical
Device Rules 2017. The Latex Rubber Condoms should be confirm requirement as
prescribed by Bureau of Indian Standards (BIS)- 1S 17692:2021 / ISO 16038:2017
(Annexure II).

Each condom (Brand Name: Nirodh) under Free Supply of Contraceptive scheme is to be
strip packed individually and one strip of cach 5 squire foiled condoms are to be placed in
one wallet, duly printed with the various instructions required under Standards of Weights
and Measures Act 1976 and rules made under the law.

The design and drawing of the strip, wallet, dispenser box and master carton should be in
conformity with the artwork attached. “Government of India, FREE SUPPLY. Not for

Sale” will be printed in indelible ink across each wallet, carton and master carton.

The label of the condom shall conform the requirements as prescribed in Rule 44 of the
Medical Device Rules 2017,

Condom width and length specification and that they comply to packaging instruction as
well as A type must be mentioned on wallets and cartons.
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9.

Packaging Specifications:

#

Specifications

No. of
Pieces

Material:

Size  of

each strip
A type:

Foil- Square Pack- Alumunium paper top foil
Specification: 40-42 GSM GIP (GLASSINE)
paper (similar paper)/18-20 micro polythene/9
micron  Aluminium/ 6-8 GSM Heal Seal
Coating (equivalent sealant) nor Nucrel

Square pack of strips.

Size 55x 55 mm (L x B)

No. of color: Two

Printing:

Material:

As per the artwork

Duplex board. matt UV varnish,

GSM 250

Dimension ID- 65 x 65 x 25 mm (LxBxH)
No. of color: four

1 condom/
square
strip

5 square
strips/
wallet

Carton

Material:

3 ply ‘E’ micro flute with top open (250 GSM
Duplex board as the top layer and other inner
layers are virgin kraft paper of 100 GSM cach)

No. of color : four
GSM 450
Dimension ID- 205 x 135 x 110 mm (LxBxH)

5%24 =120
pieces.

Master
Carton

Material:

5 ply narrow flute corrugated cardboard box of
cach ply of 150 GSM virgin kraft paper

No. of color: two (Black and Red)

GSM 850

Dimension ID- 630 x 570 x 425 mm (LxBxH)

Bursting Strength: 19 kg/cm2(min)

Others: The minimum burst factor of the 5
layers are 40,24.40,24,40 stapled

5%24%45
=5400
pieces.

Leaflet

Material:

Printing:

Creamover paper GSM: 81 min.
Dimensions (ID): 55x55 mm (L x B)
No. of color : One (Black)

Leaflet illustrating how to use condoms must be
enclosed in each wallet of condoms.

Language:

English on one side and Hindi on other side

1 piece
leaflet/
wallet
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10. Specification for packing material for outer box

Narrow flue corrugated card board boxes of 7 ply, each ply of 150 gsm virgin Kraft paper of
which outer ply to be alkali resistant (chemically treated of bituminsed against white ants
and other insects). Outer layer will be 60 + 40 + 60 gsm and corners reinforced with 3 wide
gummed cloth tapes in dark tan colour as per write up as in previous supplies. Inside to be
lined with polythene liner.

As per above specitfication the total GSM is as follows:

Out of 7 piles 6 inner piles (1 to 6 piles)
150 gsm each - 900
7" out ply 160gsm x 1 - 160
Total - 1060
Extra GSM for - 158
Corrugation of 3 piles
(@35%)
G.Total 1218

Bursting strength not less than 19 KGs/sq.cm.

Note:
i. Name of the firm should be printed on the tape pasted on the cardboard for sealing
purpose.
The Batch No. would also be indicated in bar-code on the outer packaging in addition
to its indication in the alpha numeric form.
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SPECIFICATION FOR LATEX RUBER CONDOMS - IS/ISO 4074:2015
(Relevant IS/ISO attached)

1. Dimensions:
i.  Length: the length when unrolled (excluding teat) shall be net less than 170mm with

width 49+2mm measured as per details in part 2 below.
Width: the width of a condom when laid flat and measured at any point within 85mm
from the open end shall be 49+2mm.
Single wall thickness: the single wall thickness of a condom when measured at three
points, one at 30+2mm from open end, 30£5mm from the closed and excluding the
reservoir tip and at the mid distance between these two points shall be from 0.045mm to
0.075mm.

Freedom from Holes:
Statistical sampling from quality control assessmieit of the fini :

leakage test shall be done in accordance with the plan set out in Appendix I. Condom shall show
no evidence of water leakage when tested as follows:-

T i
Tifii Water

Unroll the condom and fit the open end on a suitable mount. The condom is thus suspended
open end upwards. Fill it with 300m] water at room temperature and inspect it after a period of
atleast | minute for leakage upto25mm from the open end. If, because of distension of the
condom, the water does not extend to 25mm from the open end. raise the closed end until water
level reaches the distance. Afller atleast 1 minute, inspect the newly-wetted part of the condom
for leakage.

Note: Air leakage test is deleted from requirements.

3. Bursting Volume and Pressure Test:
Sample condoms shall be tested for bursting volume and pressure test. Statistical sampling for
this test shall be done in accordance with the plan set out in Appendix-IL

Condom shall not leak or burst at a volume of less than that specified or pressure less than
1.0kpa(gauge), when test as in Appendix-1IA both before and after oven conditioning as
specified in Appendix-111. Bursting volume minimum limit in litres shall be equal to

= (Mean condom width in mm)® rounded to the nearest 0.5 litres,

151.8

Note: Tensile test is deleted from requirements.

4. Integrity of Individual Package Seals:

Sample condoms in individual packages shall be placed in a sealed, transparent container (such
as laboratory bell jar) and subjected to a vacuum of 50+10kpa(gauge) for a period of one
minute.

Condom packages that do not inflate and remain inflated for the period of the test shall be
deemed non-compliers. In doubtful cases. the test may be repeated and both the inflation and
deflation of packages may be observed on application and removal of vacuum.

An AQL of 2.5 will be applied in assessing the results of this test. 50 samples of condoms shall
be tested for integrity test of individual package seals. The compliance limit or acceptance
number shall be not more than 3 condoms.
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Appendix-1

Batch Size :35001 to 1.50 lakhs

Single Sampling Plan

Sample Size: 200

Batch Size : 1.50 lakhs to 5 lakhs

Sample Size: 315 AQL
AC
R

Batch Size ; Over 5 lakhs

Single Sampling Plan
Sample Size: 500

Note: AQL means Acceptance Quality Level.

AC means Acceptance Number i.e. the maximum allowable number of defectives for
acceptance of the Batch.

R Means Rejection Number i.e. the minimum number of defectives for rejection of the
Batch
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Appendix-11

Sampling plan for Bursting Volume and Pressure Test

Batch Size : 35001 to 1.50 lakhs

Single Sampling Plan

Sample Size: 200

Batch Size : 1.50 lakhs to 5 lakhs

Single Sampling Plan

Sample Size: 315

Batch Size : Over 5 lakhs

Single Sampling Plan
Sample Size: 500 y 1.5
14

15

AQL means Acceptance Quality Level.

AC means Acceptance Number i.e, the maximum allowable number of defectives for
acceptance of the Batch.

R Means Rejection Number i.e. the minimum number of defectives for rejection of the
Batch
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Appendix-1TA
Determination of Bursting Yolume and Pressure

Principle
Inflation of a constant length of the condoms with air and recording the volume and
pressure at the moment of bursting.

Apparatus:
2.1 Apparatus suitable for inflating the condom with clean air at a specified rate and
provided with equipment for measuring volume and pressure.
.2 Suitable mount for fitting the condoms to the apparatus.
.3 Rod, 140mm in length having a smooth sphere 20mm in diameter at its top for
hanging the unrolled condom when fixed to the apparatus,

Procedure:

3.1 Unroll the condom, hang it on the rod (2.3), affix to the mount (2.2) and inflate with
air at a rate of 0.4 to 0.5 litre/sec (24 to 30 litres/min.)

3.2 Measure and note the bursting volume, in litres rounded to he nearest 0.5 litre and
the bursting pressure. in kilopascals rounded to the nearest 0.1kpa.
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Appendix-111

Oven Conditioning

1. Principle of the method:
The test consists in subjecting test samples to control deterioration by air at an elevated temperature
and a atmospheric pressure after which Burst Volume and Pressure limits are measured.

2. Apparatus:

The air oven shall be of such a size that the total volume of the test samples does not exceed 10% of
the free air space of the oven. Provision shall be made for slow circulation of air in the oven of not
less than three changes and not more than ten changes per hour. The temperature of the oven shall
be thermostatically controiied so that the test samples are kept with+20C of the specified ageing
temperature. A thermometer shall be placed near the centre of the ageing test samples to record the
actual ageing temperature.

Note: Copper or Copper alloys shall not be used for the material of construction of the oven
prescribed.

3. Test Samples:

The foil limitations of individual packages should remain in tact throughout all laboratories
handling including oven conditioning.

4. Test Reports:
The test report shall include the following particulars;

a. The identification of the sample.
b. The bursting volume and bursting pressure of each test condom.
¢. The date of testing.

Page 8 of 8

Page 70 of 282




a3 LN aidn?

S N

‘wlEwep EumDe)y puE slauuns
ey Wy jpesand o duedald eiig ‘pajee AEowagses
B b i gl Mg @ nmib B ’ ;
25 b ek 08 w2 e MNINGS

UBEUET LEREIE | L ey muimucy b pepsy
. TN O T B
TP ERREERUEN TILZTE N

g fucsbanll 361 Y

SWopUOY PEEogIT §

HAQOHIN
L

Page 71 of 282

[swoanoo daivomam 5]
YPOUIN L. Bizie)

forerer

g

Ada

SuEpS S sy SUOPUOY AT §
HAOHIN

NIRODH
§ Lubricated Condoms
ﬁnmryﬂmmm
Instructions for the usa In the leafiel Inside.

WINS9

£10Z/01/z}:31v0

HOT0OY ¥ WO HOT0D
WIWIGOXGZXGY 13ZIS

HAOWIN AlddNs 3334
WHOMLYY YOV ¥INNSNOD

B ¢-alnxauuy




DISPENSER PACK ARTWORK
FREE SUPPLY NIRODH

SIZE: 205x135x110mm
COLOR: CM K_4COLOR
DATE:12/10/2017

= PhEr
L i . Pt i wosia
NIRODH

Lubricated Condom

Cirverunie o bt

—gg g ol e
A ﬂ_.Qﬂl?Ii
o W T

WOPUDZ PAREDHGM]

HAQOMIN
mizwe b fe)

. dwmermestaf Inils
FUER SN N S

e nafactarcd oy

CUPID LIMITED

A58, MLEDLT. (Nalegam . Siira

ot £22113 Mavarstia, nilii,

NFg. LicHe. NADAD

Gk e Carpusmyee Gl el + STHEGE sl

CUPID LIMITED

Page 72 of 282




FLUOMUDD PajELIgT|

HAOIN

0N IR T
B RN FIL 27 MU
Sy (SRR T A
TN BT
A ey
fupy v sifuig 20 yoeg )
SUOPUOD pAyEsIqIT]

34Is wo.Llog 30is dOl

LL0Z/0LZL:A1VA

MOY8 ' 2 LZ¥ INOLNYC 'HOT0D

HOOHIN Addns 3344

a3l aidns Adomidy 1od

Page 73 of 282




“SalfTUen P e pur RS e
‘U TR Lng R o5 038 KIp 1003 F b 34005

NOLLOYD

JHYD HLIM JTONYH

ARG 300N ATdANS TTHA
P 0 AN Ty

EiEat Lkl

Bk

“a[es 00 1N AT 1S B
B J0 S0

Toasromuins; g ]

e e
=g dvg

B B
"Ba ey

‘o D0FE = SITRTEE | SUBIN0D

PG 400 10 1445 ST

WV [0 T LAY

aanTRsn T

‘AEE RN "L T
TP 0 eI

e

HUOUIN

Page 74 of 282




n E [
e 1 | ceposng o el

Page 75 of 282




Schedule-I1

DESCRIPTION AND SPECIFICATION

Product Formulation (each tablet)
Free Distribution Programme: Mala-N-Packed as per 2 below
21 tablets containing Harmones as under:-

Levonorgestrel [.P. 0.15mg
Ethinyloestradiol I.P. 0.03 mg

7 tablets containing Ferrous Fumerate as per LP. — 60 mg
Social Marketing Programme: Mala-D-Packed as per 2 below
21 tablets containing Harmones as under :-

Levonorgestrel LP. 0.15 mg
Ethinyloestradiol I.P. 0.03 mg

7 tablets containing Ferrous Fumerate as per L.P. -60 mg
Other private Brands of Marketing Companies:- Packed upto strip stage
21 tablets containing Harmones as under :-

Levonorgestrel 1P, 0.15 mg
Ethinyloestradiol I.P. 0.03 mg

b) 7 tablets containing Ferrous Fumerate as per L.P. -60 mg

Tablet in all the three packing as above should conform to IP standards (Disintegration
time as per 1P}

2 Packaging insert, Logo Brand Name-Mala etc. will be same for both the products
under the two schemes except for colour scheme and printing of ‘Free Supply-Not
for Sale” both on the catch cover and on the strip of pills under the Free-
Distribution Scheme, To distinguish the two brands Mala-N or Mala-D will be
printed on both the strip and the catch cover respectively. A sample of each is
enclosed.

Tableting: The OCP strip will have 28 tablets constituting of twenty-one Oral
Pills with active ingredients as mentioned above and seven Ferrous Fumerate

tablets. The tablets will be coated and packed in *Blister packs’ only.

Colour Scheme:
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As per

sample attached-but actual printing material and colour scheme has to be

got approved by the supplier as per clause 10.

Catch Cover

a)

b)

Free Scheme- The paper of Mala-N catch cover will Meplitho 95
dimension will be 110x65+65+40mm. The paper will be of 120 GSM,
Social Marketing Scheme:- The paper of Mala-D catch cover will be
Chemo-art of good quality. Its dimension will be 110x65+65+40mm.
The paper will be of 140 GSM. For physician samples, the strip bear
Inscription Physician Sample — Not for Sale® and the same will be
inscribed on the catch cover also.

Packaging insert/instructions leaflets:

It should be both in English and Hindi and four Regional Languages. The size of
leaflet should be 290x220+-5mm on good quality white prints paper of 48 GSM.

Carton

i)

iii)

Free Distribution (Mala-N) 100 cycles each (in plain carton) and ten such
cartons in a corrugated box to fit in the Outer box. The paper of the inner
box will be the same as of the outer box. The outer box should be
conforming to specifications indicated in the attached Amnexure “A°. The
size of inner box will be 350x225x70mm.

Social Marketing: 10 cycles in a carton with five sides marking as on
catch cover and bottom plain and 100 such cartons in a outer corrugated

box.

The size and specification of the Outer box will be as per Annexure ‘B’

Paper for wallet/catch cover/carton:

i)
ii)

iii)

Brand

Both for wallet/catch cover for free Scheme (Mala-N)-Mplitho.,
Paper for carton for Social Marketing-GSM 25 Duplex Board
The size of Carton will be 115x75x70mm.

Name ie. Mala-N or Mala-D Name of Manufacturer, date of

Manufacturing etc.., and batch number should be indicated on both the catch

covers

and strip.

Approval of packaging materials
Samples of strips, catch cover, carton ete. will have to be approved in advance.
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SIZE OF PACKAGING MATERIAL OF MALA-N’

Name of material

Size

Leaflet

290 x 220mm

Catch Cover

110 x 65 + 65 + 40mm

Inner Box

115x75x70mm

Outer Box

470x 370 x 390mm

L | B | H
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HLL LIFECARE LIMITED
KANAGALA, BELGAUM- DIST. KARNATAKA

FINAL APPROVED ARTWORK FORMAT
Artwork Name: INST LEAFLET MALA-N GMps  (HLL/KFB/QA-022R01)

Item code number: 1110322075 Mode: Domestic

Effective Date: 23.07.2016 Revision No.:01

Reason:change in size
PAGE 1 OF 2
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Prepared By: Checked By:
(Lab Dept.) (Lab Dept.)
Date: Date:

Reviewed By: Approved by:
Executive ((1A) Head of QA
Date: Date:
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HLL LIFECARE LIMITED
KANAGALA, BELGAUM- DIST. KARNATAKA

FINAL APPROVED ARTWORK FORMAT
Artwork Name: INST LEAFLET MALA-N GMPS (HLL/KFB/QA-022R 01)

Item code number: 1110322075 Mode: Domestic

Effective Date: 23.07.2016 Revision No.:01
Reason:change in size
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HLL LIFECARE LIMITED
KANAGALA, BELGAUM- DIST. KARNATAKA
Artwork Name: INST LEAFLET MALA-N TMTK

FINAL APPROVED ARTWORK FORMAT

Iltem code number: 4410322074 (HLL/KFB/QA-022R01)
Effective Date: 23.07.2016
Reason:change in size

Mode: Domestic

Revision No.:01
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Artwork Name: INST LEAFLET MALA-N TMTK

Item code number: 1110322074

Effective Date: 23.07.2016
Reason:change in size

HLL LIFECARE LIMITED
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HLL LIFECARE LIMITED
KANAGALA, BELGAUM- DIST, KARNATAKA

Artwork Name: INST LEAFLET MALA-N BAOU FINAL APPROVED ARTWORK FORMAT
(HLLIKFB/QA-022R 01)
Item code number: 1110322073 Mode: Domestic

Effective Date: 23.07.2016 Revision No.:01
Reason:change in size
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Schedule-II1

Specification for Emergency Contraceptives Pills (ECP)
Specifications : LLP. 2014 (Indian Pharmacopoeia)

Apgainst this enguiry, the procurement decision as well as the subsequent supply in pursuance to
such decision shall be on the condition that Emergency Contraceptive Pills are manufactured out
of the material of Levonorgestrel 1.5 mg with three years shelflife as specified in the IP. 2014. The
supplier shall furnish a certification from the Drug Authority in the country of origin that the
material offered by him meets the requisite standard of quality. Such certificate shall also be
furnished with each batch supply for inspection by successful tenderer.

1. Product Formulation (each tablet)

Name of the Pill "Ezy Pill"

Packing 1 pill per strip.

Composition Each film coated tablet contains Levonorgestrel 1.5 mg
Colour Titanium Dioxide I.P

Shelf life 3 years

2, Packing and Marking:

The store should be packed as per details given in the relevant specifications. Each pack will have
the following printed in indelible ink across each label. For Free Supply: “Government of India.
FREE SUPPLY, Not for Sale". The packing will also be marked as under

i, Nomenclature of the stores.
ii.  Manufacturers name, Address and Licence No,
iii.  Date of Manufacture, Expiry and Batch No.
iv.  Quantity contained therein,
v.  Inspection Note No. and Date.

vi.  Any other particulars required under the Drugs and Cosmetics Act of India and theRules
framed there under.

Artwork of the EC Pills for Free Supply should be approved by theMinistry before
manufacturing the tablets.

Special Note:

i The identification mark "initial” for Emergency Contraceptive Pills should be
embossed on the tablet itself.

The packing of the outer cases of Emergency Contraceptive Pills should bear batch
numbers indicated prominently both in "Alphanumeric characters” and in Bar-code.
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% DIMEN OF PA
(Free Supply)

SPECIFICATION

NO.OF PIECES

Catch cover

CARTON

1.SIZE : 23 X 11.5 CM (OPEN WALLET)

2. GSM ; 250 MIN

3.WHITE BACK DUPLEX BOARD, with "Matt UV
- Varnish" after printing. PRINTED IN FIVE
COLOURS ON FRONT SIDE AS PER ARTWORK.
4,CUT, CREASED, & SUPPLIED FLAT, Supply in
bundles of 100

Size:165(L) X 190 W X 57 (H) mm GSM:300
(min) Grey back duplex board with "Matt UV-
Varnish " after printing with locked bottom .
Partition plate of size :155 X 50 mm Thick:2 mm
. Printed in 05 colours. Punched, creased &
pasted with resin glue and supplied. mode of
packing : Supply in bundles of 100

One tab / Catch Cover

50 Strip/Carton

CORRUGATED
BOX

*INTERNAL DIMENSIONS L:395MM, W:345MM,
'H:300 MM’ *NARROW FLUTE 7 PLY BOXES
WITH INNER & OUTER PLY VIRGIN KRAFT
PAPER OF WHICH OUTER PLY TO BE ALKALI
RESISTANT WITH BITUMIN

*THE BOX SHALL BE IN SINGLE PIECE WITH
DOUBLE STAPPLING AS PER ISI 10066-
1981*TOTAL GSM COMPRISING OF

1)OUTER LINING 160(BIT.) I

2)LINING 120X3 1>1.1147

3)FLUTING 150x3 |

DIRECTION OF FLUTE:VERTICAL PUNCTURE
RESISTANCE NOT LESS THAN 45 C' 0ZS INCH
PER TEAR INCH

NATURE OF GUM:STARCH BASED

BURSTING STRENGTH : 15KG/SQ'CM(MIN)
STYLE: UNIVERSAL

BURST FACTOR : NLT 20

STAPPLING : NLT 20

NO OF COLOURS FOR PRINTING: 02

20 Cartons/Master
Carton
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ARTWORK OF EZY PILL (LEVONORGESTREL 1.5 MG TABLETS I.P.) LEAFLET

160 mm

INSTRUCTIONS FOR EZY-PILL USE

Whal is EZY-PILL ? unprotected sexual intercourse by 85 percent.

EZY-PILL Is an Oral Emergency Contraceptive for women, It is a ’

hormanal which can prevent pregnancy iF used within 72 hours of Pragnancy and Lactation.

unprotected intercourse; There is no evidence of harmful effects of EZY-PILL on pregnancy or
|lactaton

Side effects:

When to use EZY-PILL ? MNaused, pain in abdomen and vomiting may occur 0 some cases.
EZY-PILL should be used only in Emergency Less comman side effects are headache, breast tendarmness,
situations like: dizziness, imegular bleeding and eflect on skin due to over
. Any unprotected sex sansitivity.

. Contraceptive mistakes (Failure fto use regular
contraceptive methed in a correct and consistent manner) Contraindicalions:
. Sex was forced {rape) or coerced. - Hypersensitivity to Levonorgestral,
. Known or suspected pregnancy.

Dosage
One Pill of Levonorgestrel 1.5 mg. Impartant:
.

EZY-PILLs are not a substitute for regular
contraception. Hence, after taking EZY-PILL it Is
advised to visit nearest health centraihealth waorker for
regular contraception as soon as possible.

EZY -PILLs neither prevent nor increase the chance
of anectopic pregnancy.

It is nat an abortion Pill.

How to take?

The Pil must be taken within 72 hours of unprotected intercoursa.
preferably within 12 hours. If vomiting occurs within 2 hours after
taking EZY-PILL, the dose should be repeated wilh anli-nausea
medication (As per the direction of Health Care Provider)

I vamiting occurs after two hours of taking EZY-PILL, she need not
take any extra Pill

Effectivenass
EZY-PILL reduces the nsk of pregnancy from a single act of i Baigaw Kinaliks Blate. N0
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Schedule-1V

Annexure-13

APPROVED SPECIFICATIONS FOR ONE STEP PREGNANCY TEST KIT (Card/Cassette Format)

TEST SPECIMEN

URINE

TEST PRINCIFLE

SINGLE STEP, SELF PERFORMING SANDWICHED
IMMUNQSSAY USING COULLOINDAL GOLD &
ANTI  hCG  ANTIBODIES IN  LATERAL
FLOWIMMUNOCHROMATOGRAPY FORMAT

SENSITIVITY

NOT LESS THAN 25 MILLI 1.U PER ML. OF URINE

SPECIFICITY

100% (NO CROSS REACTIVITY WITH OTHER
GONADOTROPIN HORMONES LIKE LH, FSH ETC.)

BUILT IN CONTROL

SHOULD HAVE BUILD IN CONTROL FOR
CORRECTNESS OF THE TESTING PROCEDURE

NITROCELLULOSE PAPER

NITROCELLULOSE PAPER COATED WITH ANTI
HCG  ANITBODIES FOR TEST BAND &
APPROPRIATE REAGENTS FOR CONTROL BAND

CASSESTTE

CASSETTE MADE OF ABS OR PP

POUCH

TRIPPLE LAYERED LAMINATED POUCH HAVING
ALUMIMIUM FOIL IN THE MIDDLE LAYER

SILICA GEL

EVERY TEST PACK SHOULD HAVE MOISTURE
INDICATING SLIICA GEL POUCH

DROPER

SHELF LIFE

EVERY TEST POUCH SHOULD HAVE DISPOSABLE
DROPER FOR URINE SPECIMEN ADDITION

1824 MONTH FROM THE DATE OF
MANUFACTURING

PACK SIZE

10 TESTS PER BOX

STORAGE CONDITION

THE KIT SHOULD BE STAELE AT ROOM
TEMPERATURE

PACKING

LAMINATED PRINTED CARTON, THE CARTONS
SHOULD BE PACKED IN SUITABLE CORRUGATED
SHIPPER BOX FOR DISPATCH.
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a) The mode of offering supply and procedure adopted for sampling will be governed as per
specification.

b) A packing slip indicating the quantity of the contents in the box should invariably be kept
in each box by the manufacturer / supplier. Quantities withdrawn from the boxes as
samples for test should be indicated in the packing slip contained therein.

i) ISl specification is meant to be a reference to the latest issue of the said
specification.

IS1 specifications are priced publications and can be procured on payments from the Bureau of
Standards, Manak Bhavan, 9 Bahadur Shah Zafar Marg, New Delhi - 2 or from any of the regional
offices.
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Schedule-V

ANNEXURE-A

Technical Specifications

Approved Specifications for the Injectable Contraceptive (Medroxyprogesterone Acetate)

1

Name of

Injection

Medroxyprogesterone Acetate Injection 1P

Mode

IM vial with Sterile Disposable Syringe 2 ml & alcohol cotton
swab.

Amount

1 ml. of Medroxyprogesterone Acetate injection vial+1 sterile
single use syringe (2 ml) with needle+] alcohol swab
(containing isopropyl alcohol 70% viv)

Medroxyprogesterone Acetate [.P. 150 mg

SHELF LIFE

36 Months

PACK SIZE

STORAGE

CONDITION

Will be intimated later on

Store at room temperature (15 C to 30° €), Protect from light,
do not freeze.

PACKING

Pack Size

Unit Pack: | ml. Medroxyprogestrone acetate injection vial +
1 sterile single use syringe 2ml

with needle + 1 alcohol swab + | patient information leaflet
(all 4 components in

one Mono carton)

Outer Pack: § x 15 (8 mono cartons each carrying one unit
pack)

Shipper Pack: 30 x 8s x 1s (30 outer packs of 8 unit packs.
Shipper contains total 240 units packs)

Packaging Dimensions

Unit Pack: Length 12em X Width 3.5 em X Height 4.5 cm
Outer Pack: Length [Sem X Width 9.5 em X Height 12.5 cm
Shipper Pack: Length 45cm x Width 49 cm x Height 32 cm
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Fae thy s ey ol registeral midial prictitioner, ur i hospital o a borstory

Medroxyprogesterone Injection IL.P.
(;4;{/;1 i;’lu.;cm AT e

NAME OF THE MEDICINAL PRODUCT

Midronyprogsstenine Igeetion 1,1
QUALITATIVE AND QUAN ATIVE COMPOSITION

Esch ml contais medioxypeogesteion seetane 1P 15 mg

Fox & full list of oxciplents, 320 section 6.1

PHARMACEUTICAL FORM

il sigoous suspension,

CLINICAL PARTICULARS

Therspeutic Indleations

Medmayprogesterane acctate (MPA) injectable suspension s indicated
for

» Comraciplion

Lang-term Lse
Since Joss of bone miveral devesty { DM}y occar in pre-menopaysal
wornem wha s MPA injection I tm (soc Section 4.4 - Spocial
Warnings and Precautions for Use and Section 3.1 — Pharmacodynamic
Propontiest. o risbonelil snesanmenl, which also takos mio consakerutivn
the decreass in BMD that occurs durme prewnarey andlor laclation,
shoull be sopsidered.

Pusaligy and Method of Administratio

Injeetible suspersions shoult be shaken well hefrg s,
Coutracepinn
MPA mtramscular (IM) showld be vigorousty shaken just before use 1w

bl suspension avery

1 manths ||1 13 v\u‘kw dministered by ineranmscular injection in the

| muscle. upper ouber portiond, upper arm {detoid

 fouter anterior). The prefirred, ensily nceessible and

 is delioad muscle. Dosape does mot neod o be adpusted

fise body weight. The IM suspension is mat Tiimulaied for subcutancius

ajcetion

First infecti

The initsal T8 imjection should be piven during the first 7 days after the

ct of a normal wenstreal porod. In pest-padum women nod

brcamfieding nd boon osa thant 4 woeks e ghving Bk the TH

micction can be stated angtime. TF il is more fhan 3 weeks after giving

birth 7 p« o s it becqsaoading s have

| be Luvu stitime she woukl need u
days after the |n|mmn In case of 0
exclusively  breast fex or, il exelusively
o7 7wk s
Sevowd and urbsequens infections
e imterval betwoen 18 injections
should be ruled our hefore sdmimistering the next IM

\hrillnhm Fraum ather weilads of confraceion
When swiezhing from ather wun.u\-pm & methads, (MPA 1M} should be

e bl S
fiazm oral contrceptives curl
Hepasie: insnfficioncy
N clinscal stodees have evahsaed the effect of heputic diseuse on the
pharmacekinetics of MPA, However, MPA s nlmos enc I||\|\vr|)‘
eliminated by hepatic metabolism aml sieroi
metabolized in patienis with severe lver |m.ul‘|..|em (see §
Contrindicntions)
Reental inssffeclesncy
Mo clinical studies have evnhmted the effect of renal disense on the
pharmacokinetics of MPA. However, since MPA lemne enclusivet
climinated by heputic metabolism, no Gosuze sdjustment skould ke
mecessary in woiren with renal isufficincy.
Cantraindications
\w\..u—m;..mlm b i putienis wieh the fidliwing coaditions

susprocted pregnany

gino] biceding
n

= Kmma hypersensitivity o MPA ur any compuoent of the drug

ith metheds, (e.g , ptient
i table [ imamedistely)

Coditivems with speciat precautions applying ofimical fwdgement
& Known or susrected maligrancy of the brenst cor genital qzzns
® Bevers heputic ampuiment
® Menbobe bone dissase
= Active thromboembolic discase and i cliests with current or post
history of cenebrovascular disease
Speclal Warnings and Precawiions for Use General
» Umexpected vaginal bloeding daring thernpy with MPA should be
mvestigaed.
MPA may cau degree of fluid resention, therefore, cution
shull be oxercised In freatng any putient with o pre-oxising
medical condition thar mighn he adversely affected by finid resenrion
jents with 1 history of reatment for clinical depressasn. shouk] be
carclully |n|u|l:|rfd while receiving '\lI’A I||r C
| socrenced ghizose
¢ observed whils

Thie patbolcgist (aborsucy) shoald be i
af MPA it endomerrinl or ende-cervi
amination
The physicsnishoratory shoukl be informed thal se of MPA may
dexrese the kevels et ik
n Plemsiurinary
g lera, lesiosl

b Phsmaturinary ponadeamphin (g, LH and FSH)
& Sen-hormone-bading-glebulin
» Medication shoabl not by re-administered pemding examimation (|
e §s & sudkden partil o con
sulilen emsct ol proploss, diphpi
reveals papitledenu or reinsl vaseular lessns, medication shoull
ot be dmasisened.
MPA e or

recommi sl x| |||-\- p-mm
holism (VTE) y
in paticaits wha ..-.-.\-L.p W | T while uswlergoing therapy with MEA
Warnings & F for Specific Use ar
Formmbatian:
© Jon/E:

Tfoetable Farmular
Loss of Hone Viinersd Densley
Lise o MIPA injection reduces serum esiregen levels n premenapausal
women and is associnted with loss of BMD s bonc metdbolism
accommudaiey © & lower estrogen level. This boss of BMD is of
particulir cancern during adikescence und early wdulthoed, & eritical
period of hane .lcru‘hcm In both aduk nnd adolescent females, the
decreave in MDD appesms to be pubstantially
reversible n s \|Iv€\III[II'AIN| and ovarian estrogen
productiog increases (see Secticn 5.1 - Pharmacedy ¢ e
Oither birth contrsl methads ¢ treatments should b
askdered in the rsk/benef analysis for the use of MPA mnjection
i wotnen wills psteopanli rish Eeiors sl ok
Clroniz alechol andor wbaveo wse
» Chranic use oF drugs that ran reduce hare mass, &g, ahconvuliants
i conticosteniids
Low buady mass mden or sating disowder, £ mreia nervosa or

tary of asteaparist
W is recommended fhat all patienis bave adequate calcium. and
Vitamin T intnke
k i
women  waing MPA
i el ;
predietable  bleedingspattis,  rarcly, beavy o eontinusous
Bleeding), As wimen continve nsing MEA ingectable suspenskon
fewer  eaperience imepular  bleeding  and - more . expericnes
amesorrhes
Lonig-term casc-coniralled sty
saspens won found slighe o el ol rlsk of hreas) canec
e nar overa ] increased eigk oFavariam, lver, or eervacal eancer and
i prebged, protecive effect of reducing the sk of endomerrial
cancer
MPA IM injesrable suspension has 5 prokeoged comrcepgive effeet
The muesage rima 1o return of forlity & 7-14 monhs from dace of
last injeetion and & uneclated o 8 ian of
o tendeacy for wamen 1 gain wel

et ol wsers of MPA micctable

« develops, cousidenation shoukl be given to Tt Te-

crthe drug
Pavents shoukl be counseled that MPA imjectable suspens ion docs
1V infecion (AIDS)] or other sexmally

The use of combined aml stopenfrossdin by post-mcropaisal
wormen by been repurted o merese the risk of breast cuncer. Resids
m o modamized placebo-conmmolied frial, the WHI

i essally ssseckingd with the (nduetion of

47

MEDDRA SOC
Infectiors and msiwes Waginil
Tmamine System dicarders

» Contrameptive - when and whal was Lo bist coceraceplive used. 1
discorsimmel, whon acl why,
* Modieal
o Hisory of illness and other modical canditions in the past o
ar present as mentioned wader the screcning checklist
adapted from WHO MEC 2015, Ruk out amy fobrile ilincs
o diabetes
Kawwn allogies especiatly o progesenne or fo
cunstitients of inEetion,
o Cument medwations and reasous thereol
Although s detsiled examisaion &

vy neher eximinaion ns indicased ty the cliem's
hittinry.

» General Physical Exasston: inshudes geesval condition, puls,
Hiond pressare, respiratiry Tate, lemperature, body weight, pallor,
nutritioral stalus gic.

» A Routene AbJoming Exsmsnataon should be dune.

+ Pelvie Examination: It 5 net manditors but fhe oppastnity may
e uged o cule gut STISR TS or ather pebvie discases.

Ganecahigy - firfecible Forsalativn

Prolonged nnovalution with amenorvken andior emarie menstrua
patterne iy Rollow the adeninistration of either @ single ar mukipl
injectable dose of MPA.

Pregnancy amd Lactation
I‘lq,nnms

in woten whe e pregi

[

! ol I wetivity or s toke identity o
teenage children exposed in utcr to MPA as compared wih ma iiv
ubern exposure
Ifthe parient beeomas preanam whilc uemg this drg. the patient shoal
b appeeised of the potential hazard to the fetas.
Lactatinn
MP'A and s memaholites are excreed im bresst milk. There % neo
eviderce to sagges that this presents any hazard 10 the mirsing chik
{soe Section 3 Phammacokimctic Propertics),
EMects on Ability 16 Drive and Use Machines
The effeet of medraxaprogesierams acetate om 1he ability 1o drive and
stk mchimery bas ot been systematically eva hinied
Undesirable Effects
CONTRACEPTION fmtramusender (IM) Farmrlrtion:

FviND

Thypersemairivity cn
anaphylasis & wnaphylactoid reactions.

Fndox

e disonders Trokirged ancvikon

Metabolizm aod nuiriinal
disarders

Fhaid retention, weight change

Peychitric fiarders

Digres dan. , rerwisness

Nervous system disorders

durzimess, headac

Viscnd disorders o hurt flushes

Cistoineestingl disorders

‘\hdnrvmwl pin o diseeminr, blantng,

Hepato-bitinry disorcders

fakedny. estrogen o
WHI conjuguted squine sstrogens (CEED phs MPA

, the excess risk incrensed with cinifion af use fsee

¢ sl Metod ol |

Hhin
s disordors

ued  subcutineis opesin, himuian, pricis, sk,

urtiari]

Muscubskeleml and | Amhmlgin, backeehe, leg coumps
connestive tissug sl bune
dizarders

i in am merense in

In several \'|'|II|\"II|I‘|I"'I\ -l||.!|u overall mcnoased risk Gor breast
comcer was fousd amimy injectabie depol progesh
comparisan o rorkusers, However, an ineresed rebitive rsk (e

iny e stucly) wars foaind o somen who curremtly nsed micctsiile depot
or bod wsed them only 2 few years before. I i not
infier frorn these data whether this increassd mie of brest

Feproducive wten snl
brenst discrders

Abeormal aierme  bleeding (fregubs,
mcrease,  decreased.  nmenomhea,
beukorhes, el pan,  galctorrhea,
missodynii, brest ténderness

ieneral
admunsttion sl
conditions

disorders il | Futlpoe usthensa, mjecthe-sie rewtbons,

pyTess

Tnvestigntionss

Docreared _ghicase tokernce, di
liver fanction, bess of booe ¢

Estrogens with 1 progesting shoikl o fior the

RGeS S
[P

m'u'mon of curdiovaseular diseuse. Several ol
 tha loag-toem effects {502 Section 3.2 - Pazolgy and Method
Lol s cembined odregenrogestin regimen in

al

cardipvascubae veits such ws nvovandi

e aind venuss tmbuendobsn,

= Stroke and Vemous trmmbeenolsm)/ Falmoenary smbelism
In Targe trinks, no chsiumtial increase in the overall incilence nff
Wenous thromboembntism ( VTE) or stroke has been noted

Hlistory nmd Physical Examnmination
Menstrunl - Dae of |asst Menstnia | Berind {LAMPEY. mersins)
cyvle details meleding kength of cpcle, durstion and amaunt of
Ao, any dysmennrrhois, regularity of perads, ony
intermenstranl bleading.
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Schedule-VI

Annexure-A

STANDARDS FOR COPPER-T 380 A

Definition: Copper-T 380A is a T shaped intrauterine device having a copper
collar on each of the horizontal arms and a copper wire wound on to the vertical
arm with dimensions as shown in figure 1. with a plastic mono filament tied to the
ball end of the vertical arm of the T. The T shall be dispensed with a plastic
insertion tube and a solid rod having dimensions as shown in figure 1. to facilitate
insertion of the device in to the uterine cavity.

1.1

This standards, cover the shape dimensions, manufacturing specification
and the finished product specifications required for intra uterine
contraceptive device Copper-T 380 A and its components.

References:

The following standards contain provisions which through reference in
this text, constitute provisions of this standards. At the time of
publications, the edition indicated were valid. All standards are subject to
revision. and parties to agreements based on this standard are encouraged
to investigate the possibility of applying the most recent edition of the
standards indicated below:

IS No.

Title

3395:1997 $ Low density, Poly Ethylene (LDPE) and Linear Low

Density Poly Ethylene (LLDPE) — materials for
moulding & extrusion (2™ Version)

13360 (partd/Secl): s Plastics-methods of testing : part 4 Rheological

1995

properties:

Section 1 determination of the melt mass flow rate
(MFR) and the melt volume flow rate (MVR) of
thermo plastics.

3.

3.1

3.1.a

Procedure/specification for testing during manufacture:
Shape and dimensions

The shape and dimensions of Copper-T 380A components are shown in

Figure 1.

3lb

The flange as shown in figure shall be positioned so as to be at 70£5mm
from T end on the insertion tube. The dimension of the flange given in the
figure | are for guidance only.
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Mass of Copper wire and collar
Mass of Copper wire:

The mass of the copper wire wound on the vertical frame of the T shall be
176+1 lmgs — Sampling Plan: Single Plan General Inspections level 1T —
AQL 1%

Mass of Copper Collar-

The mass of each copper collar fitted on the horizontal arm shall be
68.7+-3mgs — Sampling Plan General Inspections level I — AWL 1%

Materials for Copper-T components
T

The T shall be made of a compound obtained by blending low density
poly ethylene (see IS 3395) and barium sulphate (20-24%) quality of
BaSO, shall be as per [P JUSP/BP/EP. The low density poly ethylene
shall pass the extractable test as per MethodA given in IS 12418(Part-4)
and shall have melt mass flow rates between 1.8 to 2.2 g-per 10 minutes
when tested according to the method in IS 13360 (part 4/Sec. 1). The
blend of LDPE and BaSOy shall meet the requirements of the implantation
test as per methodB given in IS 12418(Part-4).

.1 The lower end of the vertical arm of the T shall not deviate by more than

3mm from the central axis.

. Solid Rod

The solid rod shall be made of polypropylene with approximately 0.5%
pharmaceuticals grade titanium dioxide.

3.3.b.1 The solid rods with following shape structures shall be accepted:

33

a. Rod without having ball or fin
b. Rod with ball
c: Rod with fin

Insertion tube
The insertion tube shall made of high density poly ethylene which shall

pass the extractable tests as per pharmacopoeia requirements. The
polyethylene shall be tested at the manufacturing stage. It shall have a
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melt mass flow rate between 0.6 to 0.8 g/10 minute when tested according

to the method given in IS 13360(part4/Sec.1).

3.3.c.1 It is optional to have the marking on the scale in ¢cm on the insertion tube
with a pharmaceutical grade material so that it does not produce any toxic

3.3.e

effects when in contract with the body fluids.

. Flange

The flange shall be made of ply vinyl chloride containing approx. 1%
titanium di oxide and pharmacopoeial grade “blue™ or “yellow™ (IP grade).

Tie (Thread)

The tie shall be made of high density polyethylene with approx. 1%
titanium di oxide (IP grade) or iron oxide to give white or dark colour
respectively. The material shall pass implantation test when tested as per Method
B. The tie shall be monofilament.

3.3.f. Copper wire/Copper Collar

other individual element shall be more than 50ppm.
ascertain the purity of copper wire and copper collar used.

34

The material of copper wire and copper collar shall be 99.99% pure and no

Dimensions

The manutacturer shall

Specification

Sampling Plan

T frame
Horizontal arm
length

31.6mm-32.3mm

| Single plan General
Inspection Level 11

Horizontal arm
diameter

1.5mm-1.7mm

- do -

Vertical arm length

35.7mm-36.2mm

do

Vertical arm
diameter

I.4mm-1.6mm

do

Suture

Diameter

0.25+0.05mm

Copper Wire

Diameter of Copper
Wire

0.2540.005mm

Copper Collar
Length

4.9-5.15mm

Outer diameter

2.17-2.22mm

Inner diameter

1.65-1.7mm
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Insertion Tube

Length 203-208mm
Inner diameter 3.6-3.8mm

Outer diameter 4.3-4.5mm

Solid Rod
Length of the Stem | 188-193mm

Tip diameter 2.5-2.8mm

Stem diameter 2.3-2.6mm

Flange

Hold diameter Approx. 4.14mm

3.5  Flange Displacement force

Moulded flanges selected at random after 24 hours of moulding when assembled
on insertion tubes selected at random and allowed to age for 24 hours shall show a
displacement force between 180-630 gms. This test should not be carried out in
the finished product — Sampling Plan General [nspections level [1 - AQL 2.5%.

3.6 Flexibility

The standard flexibility test measures the deflection in mm when a 20gm weight
is applied to the cross arm of the T for 30 seconds at a distance of 12mm from the
stem of the T. T units are subjected to the test between 24 and 96 hours after
moulding. Before measurements are made the Ts are equilibrated for atleast 6
hours at within + 1.5°C of the temperatures they will encounter during
measurements. Measurements made at other than 24°C, but within the range 20°C
- 29°C, may be corrected by subtracting 0.1235 units for each degree above 24°C
and adding a similar amount for each degree below. Sample 50 units of moulded
Ts from each batch. Not more than 5 of the 50 samples shall show a flexibility of
less than 4.8mm or more than 6.5mm. None shall show a flexibility above
7.0mm. A batch shall be defined a units made with a single moulding mixture
and in an uninterrupted manner except for momentary turn off.

3.7  Memory

Memory is measured in terms of recovery after acute flexation. The
horizontal arms are folded and inserted to a depth of 6.35mm in a hole of 4mm
diameter. They are allowed to remain in this position for 5 minutes and then
removed and allowed to recover their shape under zero load for 1 Minute. The
recovery of the arms must be such that the tips of the arms are not displaced by
more than Smm from the horizontal. Test shall be conducted on 10 pes. from a
batch and if the average recovery is greater than 5.5mm then reject. If between 5
and 5.5mm then sample another 10 units and the average of the 20 tested shall be
below Smm.
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4. Standards for the finished product
4.a  Amount of Copper wire

The weight of the wire on the T arm shall be between 165-187mg.
Sampling plan Single Plan General Inspection level 11— AQL 1%,

4.a.1 The ends of the copper wire shall be round and shall not have any sharp
pomt at the edges and the end of the wire shall not protrude out more than
0.25mm from the outer surface of the copper wire winding on T-Sampling Plan:
Single Plan General Inspection level Il — AQL 0.65%.

4.b Dimension and position of the copper collar

The outer diameter of the copper collar on the finished product shall be smooth
and shall be between 2.05-2.11mm and shall be positioned at a distance of
5.4+0.4mm from the ends of the horizontal arm of the T — Sampling Plan: Single
Plan General Inspections level I — AQL 1.5%.

d.c Length of the Tie

The length of the Tie attached to the T arm shall be 100mm minimum from the
ball end of the T — Sampling Plan: Single Plan General Inspections level Il - AQL

2.5%.
4.d  Strength of the Tie

Place the [UD in the tensile machine. The upper part of the IUD in the upper
clamp and thread at a distance of 5 cm from the attachment of the lower clamp.
Apply the force steadily at a separation speed of 3.3. + 0.3mm/sec (200 +
mm/min.). The thread shall not come out of the T or break a load of less than
9.5N-Sampling Plan: Single Plan General Inspections level 1l - AQL 0.65%.

4.e Pouch Burst Strength

Select one pouch at random from each 800 units of finished goods or at least a
total of 32 units. Apply 60 mm Hg or equivalent air pressure inside the pouch
section extending approximately 20cm beyond the added seal. The pouch shall
hold the pressure for 30 seconds. No seal may open. If one opens repeat the
sampling procedure. Not more than total or one seal may open in the combined
sampling.

Page 115 of 282




4.f  Copper Collar Pull force

The Copper Collar on the finished product shall withstand a minimum pull force
of 5N or 500gm when a force is steadily applied at the rate of 200 + 20mm/min.
Sampling Plan: Single Plan General Inspections level 11 — AQL 4%.

4.g  Sterility

The device shall meet the requirements of the sterility test as specified in the latest
Indian Pharmacopoeia.

5. Batch size of Copper-T 380A shall not exceed 35,000 nos.

The sampling shall be as per IS 2500 (Part 1) and the samples size shall be
as per single normal plan general inspection level 1.

Hence when the batch size is between 3201 to 10000, then 120 pes. shall
be sampled and if the batch size is between 10001 to 35000 then 165 pes. shall be
sampled. The above said samples will be tested as follows;

120 pes. 165 pes.

Amount of Copper Wire 80 125

Dimensions and position of 80 125
Copper Collar

Length of Tie 80

Strength of Tie 80
Pouch Burst Strength 32

Copper Collar Pull Force 80

Sterility 20

In addition to the tests to be conducted on the finished product as above, the
following tests are to be added-

Visual Inspection for (80/125)
(1) Package integrity

(ii) Pouch contents & integrity of components

6. In the case of supply and field samples, the sample packed in each inner
carton shall not exceed 50 nos.
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Annexure-B
Inspection

a) The mode of offering supply and procedure adopted for sampling will be
governed by specification No. IS: 12418 (Part-4) 2000.

b) A packing slip indicating the quantity of the contents in the box should
invariably be kept in each box by the manufacturer/supplier.  Quantities
withdrawn from the boxes as samples for test should be indicated in the packing
slip contained therein.

i) ISI specification is meant to be a reference to the latest issue of the
said specification.

ISI specifications are priced publication and can be procure on payments from the
Bureau Standards Manak Bhavan, 9 Bahadur Shah Zafar Marg, New Delhi-2 or
from any of the regional offices
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Schedule-VII

Specifications for

Copper Intra Uterine Contraceptive Device 375

1. Scope

1.1 The standard covers the shape, dimensions and other requirements for Copper
intra-uterine contraceptive device. 375 and its components.

2. Normative references

The following Indian and international standards are necessary adjunct to this
standard. However subsequent amendments have been made to the conlents of the
following references as per the requirements of this standard.

IS 3395 1984, Low density polvethvlene materials for moulding and extrusion
(First revision)

IS 12418 (Part 3):1987, Intra Uterine Contracepiive device: Part 3 Packaging
and labeling

The Cu 373 Intra Uterine Conitraceptive Device (TUD) WHO/UNEFPA
Specification, 2011 (UNFPA/CPH/9/31)

ASTM D638: 2010, 10 Standard Test Method for Tensile Praperties of
Plastics

ASTM D790 - 10 Standard Test Methods for Flexural Properties of

Unreinforced and Reinforced Plastics and Electrical Insulating Materials

ISO 10993; Standards for evaluating the biocompatibility of a medical device
prior 1o a clinical study. Special reference fo ISO 10993:1; 1SC1:10993: 5;
IS 1099318
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3. Shapes and Dimensions

O Cross section of vertical stem
Fundal Ball

;.+— Finger stub
\‘o
‘p |
| Cross section of wing ' Frontal View of Finger
e

stub

-] Cross section of body of Finger stub

Wll‘!g \ Rounded end of

Vertical Stem with \ Einges stub

Copper wire around
\ Body of Finger

Terminal Enlargement il

Tie (Threads)

Figurel Copper IUCD 375 (FRONTAL VIEW)

e— 17.0 — 20.5 mm —x 3.3-36 mm (E)

t
i

AN
A

LRI

34.0 - 36.20 mm
(B)

4, 2
3.0-3.6 mm (G) | 1.70 — 2.65 mm (D)

g Enlarged part of Copper TUCD 375

1.7- 3.0 mm (F)

- 210 - 230 mm->:

|
0.2 - 0.3 mm

Figure2 Copper IUCD 375 with dimensions
a

e
Fers s bk
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0.5-0.9 mm (C)
0.5 - 0.9 mm ( Form C)

Hole for threads

Figure3d Copper IUCD 375
(CORONAL VIEW)
Copper TUCD 375 (FRONTAL VIEW)

Flange

r Insertion Tube

Tie/Threads

Figure 4 Copper IUCD 375 with Insertion Tube

3.1 General Deseription

The [UCD as shown in Figure 1 represents the IUCD in the “Frontal plane” and
TUCT as shown in Figure 3 is in the “Coronal plane™.

The Copper IUCD 375 consists of a M shaped frame comprising of two "Wings®
joined to an enlargement of the Vertical Stem termed the “Fundal Ball™, The shape is
loosely deseribed as inverted *U” shape. The shape shall be as shown in Figure 1.

The vertical stem has a terminal enlargement at the bottom to guard against cervical
penetration. A small hole is located on the vertical stem 10 act as an anchor for Ahe

'JG"M"Y C o 4 ’
i }{1\.1"-: o iR, e

st
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copper wire which is wound over vertical stem, A filament is tied in a knot through a
small hole in the terminal enlargement to provide two equal length marker threads
(termed as “Tie™), as a means to locate and remove the device. There will be 5 ‘Finger
stubs® on both wings.

[he device is supplied with a tubular insertion instrument as shown in Figure 4. A
moveable plastic flange is positioned on the insertion tube to assist in positioning the
TUCD correctly in relation to the uterine furdus during insertion thus minimizing risk
of perforation of the uterus.

The TUCD device with the insertion instrument is pre-positioned ready for insertion as
shown in Figure 5 is supplied sterile within a sealed primary pack.

The TUCD and associated components ar¢ made up of:
e Frame - Low-density polyvethylene(LDPE) or High Density Polyethylene

(HIDPE) + ethylene vinyl acctate copolymer
Wire wound around Vertical stem - Copper
Tie — Nylon
Insertion Tube - HDPE (High Density Polyethylene) or gamma radiation
resistant Polypropylene
Flange — Polyvinyl chloride
Package — Polyester and polyethylene

FRAME

Material

The Frame shall be made from Low-Density polyethylene (LDPE) or Gamma
Radiation resistant High Density Polyethvlene (HDPE) + ethylene vinyl acetate
copolymer free of stahilizers having a minimum tensile strength of 15 MPa and a 2%
secant flexural modulus in the range 133.5 MPa to 180.6 MPa.

The material shall be blended with 20% to 24% barium sulphate with a particle size of
95% less than 10 micron, The implant material shall pass the cytotoxicity tests,
implantation test and extractables test as per the international standards.

The finger stubs shall be moulded together with the wings and have the same material
as that of the frame.

Dimensions and Form
Dimension A: Width of horizontal wings shall lie between 17.00 to 20.5 mm
Dimension B: Vertical stem length shall lie between 34.00 to 36.20 mm
Dimension C: Thickness of wings shall lie between 0.5 to 0.9 mm
Dimension D: Diameter of vertical stem (before winding) shall Tie hetween
1.70 to 2.65 mm. a uniform over the length of the stem between fundal ball
and terminal enlargement.
Dimension E: Fundal ball should be solid hemisphere with diameter 3.3 to 3.6
mm
The size of the terminal enlargement should be in the range of:
Dimension F: Lateral — 1.7 to 3.0 mm
Dimension G: Vertical - 3.0 10 3.6 mm
Dimension H: Height of the fundal ball shall lie between 1.7 to 2.8 mm
Form A: Hole for anchoring an end of the copper wire may be provided.
Form B: Cross section of the wings should be rectangular.

4
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e Form C:
v There will be 5 finger stubs on the either side.
¥ The stubs will be knob shaped as shown in Figure 1 and the thickness
of the stubs will be 0.5 to 0.9 mm as shown in figure 3.
Cross sections of the finger stubs should be rectangular.
Finger Stubs will be sloping downwards in the frontal view.
Slope angle as Sl‘l(}\\'];l in figure 5 is to be in the range of 40° to 70°

= Angle 40 to 70°

|

Figure 5 Measurement of slope angle of finger stuhs

Requirements and Tests

The material of the frame to meet the ISO 10993 standards for chronic biomedical
implants Specifically the IS0 10993: 5 Cytotoxicity test, 10993:18 Implantation and
extractables test must give comparable biocompatibity as USP grade negative control.

Memory test

Memory is measured in terms of recovery afier acute flexion quantified by restoration
of width of the horizontal wings (Dimension A). On removal and observation after |
minute of the frame following an insertion into 6 mm internal diameter tubing for 2
minutes. Dimension A to be no less than 25% less than the original pre stressed width
of the wings (Provisional ).
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Insertion Flexibility test

Insertion Flexibility Test

Insertion flexibility relates to the recoiled force exerted by the wings onto the inner
wall of the uterine cervix at the time of insertion of IUCD. The force to compress the
wings to bring the width of the wings to 6 mm should not exceed 1 N (Provisional}

Implant Flexibility test
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Implant flexibility relates to the recoiled force when the wings are compressed by
uterine contractions under normal placement of the TUCD within the uterus. The force
is quantified by the bending of the wings on application of the bilateral force
perpendicular to the wings at a point where a horizontal line of length 6 mm is
calculated from the base of the first finger stub to the centre of the fundal ball. The
force required to displace the point towards the vertical stem by 1.5 mm is to be in
the range of 7-12 N (Provisional)

Frame shall be radio-opaque and shall have two ties for easy removal

Ash Content
Ash Content (as barium sulphate) of moulded frame shall be between 20-24 percent
when tested in accordance with the method specified in latest Indian Pharmacopoeia.

Sterility Test
When Copper 375 is distributed as sterile, it shall be capable of meeting the
requirements of any suitable sterility test specified in latest Indian Pharmacopocia

WIRE

The copper wire should be wound tightly around the vertical stem with the loops even
spaced. “Single” or “Double”"wounding format may be used. The two ends of the
copper wire are 50 closely positioned on the vertical stem surface that there are no
projections of the wire end.

Material
The wire shall be made from 99.99% pure copper.

Dimensions

Copper wire of should be of 349 - 392 mm’ surface area and of diameter 0.38 to
(0.41mm

The mass of copper wire wound shall be 310 to 360 mg.

TIE (THREADS)

Material

The thread shall be made from Polyamide Nylon 6 or polyamide nylon 66
monofilament thread. The material shall pass ISO 10993 test as applicable for
chronic implantation,

Dimension

Thread Length

Thread Length shall be 210 to 230 mm.
Colour of the thread should be medical grade green.

Thread Knot
The knot shall be secure and not promote breakage under normal use.

Thread dimension
The thread shall be made of Nylon of diameter 0.20 to 0.30mm.
Tensile strength of the thread shall be more than 9.5 N for a force applied for 30 S.
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Extractables test

The thread shall pass currently applicable USP extractable test class 1T and shall be
evaluated for biological safety in accordance with ISO 10993-1: 2003 requirements
for mucosal membrane contact devices intended for permanent contact.

INSERTION TUBE

198 — 204 mm

Figure 6 Insertion Tube Dimensions

Material

The insertion tube shall be made of HDPE {High Density Polyethylene) or gamma
radiation resistant Polypropylene. The material shall pass the 10993:18 Implantation
and extractables test and must give comparable biocompatibity as USP grade negative
control

Dimensions

Length must lie between 198 to 204mm.

Internal Diameter must lie within 2.6 to 3.1mm.

Outside Diameter must lie within 3.40 to 4.00 mm (As shown in Figure 6)

Requirement

The insertion tube must slip out of the tic and vertical stem without exerting excessive
drag force on the frame when the insertion tube is pulled in a direction axial to the
vertical stem and away from the fundal ball.

Test

When gripping the fundal ball, the frame and insertion tube assembly is held in a
position with the vertical stem being vertical and the fundal ball being topmost the
insertion tube should slip out by virtue of its own weight. .
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FLANGE

Material
The flange shall be made of polyvinyl chloride contaming titanium dioxide.

110.9-13 mm

Figure 7 Insertion tube with Flange and Flange Dimensions

Dimension

The lateral length of the flange shall be in the range of 10.9 to 13 mm (as shown in
Figure 7).

The vertical length of the flange shall be in the range of 6 to 7 mm.

Diameter of central hole shall be chosen and specified with a tolerance to achieve the
flange displacement force. The shape and dimensions of the central hole may be
changed 1o facilitate meeting the specified flange displacement force

Flange Displacement Force

Flange selected at random is placed on the insertion tube selected at random and
allowed to age in place for minimum of 24 hours. The resistance to displace the flange
by a steadily applied force shall be between 1.8-10 N.

PACKAGING AND LABELING

The packaging shall be done in film film pouch. Double cover packaging preferred for
withstanding adverse storage conditions.

Continuous pin hole free Gamma radiation resistant pelymer films shall be used.
Manufacturers shall select films that reduce the risk of tarnishing the copper &
withstand extremes of storage conditions. For optimum protection against tarnishing
continuous pin hole free polyester-polyethylene laminate or other material giving
equivalent or better protection may be used.

Sealed Pouch
IUCD shall be packed in individual sealed pouches.
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Sealed Pouch Integrity

Sealed pouch integrity shall be tested according to ASTM D3078:1994 (Standard test
method for determination of leaks in flexible packaging by bubble emission).

The integrity is to be maintained under test exposure to an envoirnment of
temperature 60 deg.and80% relative humidity for a period of 12 hrs.

Sealed Pouch Peel Strength

When tested according to ASTM F 88: 2000 (Standard test method for seal strength of
flexible barrier materials) the peel force shall be not less than 4 N and not greater than
17 N. when a double cover packaging is used & the pealable inner cover is not the
primary barrierthe peeling force of the inner packaging will be in the range of 4N-17
N.The outer cover of a double layer pouch is to be “tear open’.

Labelling and Inserts

Information required in accordance with ISO 7439: 2002 including information
intended for the women shall be provided in accordance with the contractual
requirements agreed with the purchaser.

The Expiry Date is the date after which the product cannot be inserted.

The Expiry shall be printed on the sealed pouch/ID card and shall be based on the
maximum product shelt-life trom the date of sterilization.

The sterilization shall be completed within 30 days of sealing the finished device in
the pouch.

In addition, the duration of the maximum period the device can remain in urere shall
be printed on the primary container. This period shall not exceed 5 years from the date
of insertion.

Printing
All printing shall be clear and readily legible.

Cleanliness
The device. insertion tube, flange and any insert such as instructions included in the
pack shall be free of visible particulate matter and cuttings should be non-adherent.

Pouch Peeling Force

The packing pouch shall peel off when a force of 4 to 17 N is applied on both the
edges of the pouch.

Product Shelf Life before Insertion
The maximum permitted shelf life for storage of the device prior lo insertion is 4
years.

General Requirements

The materials of which the frame, insertion tube, flange and tie are made shall be
sufficiently resistant to the unintended influence by body fluids and tissues, and shall
be biologically compatible without causing undue/unacceptable allergic, toxic or
inflammatory reaction.

The tic or thread attached to the frame shall be monofilament which is casily feclable
after the insertion of the Copper IUCD375.

10
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Copper IUCD 375 shall be free from sharp edges, rough surfaces and shall be finished
smooth,

Copper IUCD 375 when inserted shall produce an acceptable level of efficacy and
minimal incidence of adverse reactions.
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Schedule-VIII

Specification for Tubal Rings

(Undertaking should be given by the manufacturers that Implantation Test will be
done by the manufacturers)

Technical Specifications of Tubal Rings under Family Planning Programme:

Specificafions: 15 13009:2021 (relevant IS enclosed).
Units: Pair
Life: 4 Years

Packing and Marking :

The store should be packed os per details given in Specifications 15-13009:2021. The
pouch should be made of Tyvek on cne side and Transparent Polyester Folyethylene
film on other side, as per past practice. Each will have to following prinfed in
indelible ink across each label 'Government of India FREE SUPPLY, Not for Sale’.

The packing will also be marked as under
i} Nomenclature of the stores.
i) Manufacturers name, Address and License No.
iii) Date of Manufacture, Expiry and Batch No.
iv) Quantity contained therein,
v) Inspection Note No. and Date.

vi] Any other particulars required under the Drugs and Cosmetics Act
of India and the Rules framed there under,

Page 137 of 282




HRAT Aledw IS 13009 : 2021
f’ ISO 19351 : 2019
Indian Standard

Teraarel fog — argermd AR
udteror gerfaat

( & GG )

Fallopian Rings — Requirements
and Test Methods

( Second Revision )

ICS 11.200

© BIS 2021

AT A =
BUREAU OF INDIAN STANDARDS
T WA, O wETEEE wE A, 7 feel - 110002

e MANAK BHAVAN, 9 BAHADUR SHAH ZAFAR MARG
NEW DELHI-110002
www.bis.govin  www.slandardsbis.in

September 2021 Price Group 10

Page 138 of 282




Obstetrics and Gynaecological Instruments and Appliances Sectional Committee, MHD 03

NATIONAL FOREWORD

This Indian Standard (Second Revision) which is identical with 1SO 19351 : 2019 ‘Fallopian rings —
Requirements and test methods’ issued by the International Organization for Standardization is
adopted by the Bureau of Indian Standards on recommendation of the Obstetrics and Gynaecological
Instruments and Appliances Sectional Committee and approval of the Medical Equipment and Hospital
Planning Division Council,

This standard was first published in 1990 as 1S 13008 : 1990 ‘Contraceptive devices — Tubal ring —
Specification’ at the instance of Ministry of Health and Family Welfare, Government of India. This
standard was subsequently revised in 2000 based on the experience gained through its implementation
by the Ministry of Health and Family Welfare. The second revision of this standard has been undertaken
to align it with the latest version of 1ISO 19351 : 2019.

The text of 1ISO Standard has been approved as suitable for publication as an Indian Standard
without deviations. Certain terminologies and conventions are, however, not identical to those used in
Indian Standards. Attention is particularly drawn to the following:

a) Wherever the words 'International Standard' appear referring to this standard, they should be
read as 'Indian Standard’,

b) Comma (,) has been used as a decimal marker, while in Indian Standards, the current practice
is to use a point (.) as the decimal marker.
In this adopted standard, reference appears to certain International Standards forwhich Indian Standards

also exist. The corresponding Indian Standards, which are to be substituted in their respective places,
are listed below along with their degree of equivalence for the editions indicated:

International Standard

ISO 10983-1 Biological evaluation of
medical devices — Part 1: Evaluation
and testing within a risk management
process

ISO 10993-3 Biclogical evaluation
of medical devices — Part 3! Tests
for genotoxicity, carcinogenicity and
reproductive toxicity

ISO 10993-5 Biological evaluation of
medical devices — Part 5: Tests for in
vitro cytotoxicity

ISO 10993-6 Biological evaluation of
medical devices — Part 8: Tests for
local effects after implantation

1SO 10993-10 Biclogical evaluation of
medical devices — Part 10: Tests for
irritation and skin sensitization

ISO 10993-11 Biological evaluation of
medical devices — Part 11: Tests for
systemic toxicity

Corresponding Indian Standard

IS/ISO 108931 2018 Biological
evaluation of medical devices: Part 1
Evaluation and testing within a risk
management process

I1S/1ISO  10993-3 2014 Bioclogical
evaluation of medical devices: Part 3
Tests for genotoxicity, carcinogenicity
and reproductive (first revision)

IS/ISO  10993-5 2008 Biological
evaluation of medical devices: Part 5
Tests for in vitro cytotoxicity

IS/ISO  10893-6 2016 Biclogical
evaluation of medical devices: Part 6
Tests for local effects after implantation
IS1ISO  10993-10 2010 Biological
evaluation of medical devices: Part 10
Tests for irritation and skin sensitization
IS/ISC  10993-11 2017 Biclogical
evaluation of medical devices: Part 11
Tests for systemic toxicity

Degree of
Equivalence

Identical with
ISO 10893-1 :
2018

Identical with
1SO 10993-3 :
2014

Identical with
IS0 10993-5 ;
2009

Identical with
ISO 10893-6 :
2016

Identical with
ISO 10983-10 :
2010
Identical with

1SO 10993-11 ;
2017

(Continued on third cover)
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Introduction

Fallopian rings are devices which provide permanent contraception. These devices are elastic bands
made from medical grade silicone. They are implanted bilaterally using a laparoscopic surgical
procedure, After the rings are applied to each fallopian tube, they cut off the blood supply and ecclude
the tubal lumen. This stops the ova from travelling to the uterus, thereby preventing fertilisation.
Fallopian rings are provided sterile and packaged as a set of two.

This document has been necessitated as a result of the product marketing experience gained hy
manufacturers and procurement agencies.
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Indian Standard

FALLOPIAN RINGS — REQUIREMENTS
AND TEST METHODS

( Second Revision )

1 Scope

This document specifies the minimum requirements and test methods for fallopian rings used for tubal
occlusion in women for permanent contraception. This document does not address the applicator or
other accessories used to place the fallopian rings.

2 Normative references

The following documents are referred to in the text in such a way that some or all of their content
constitutes requirements of this document. For dated references, only the edition cited applies. For
undated references, the latest edition of the referenced document (including any amendments) applies.

IS0 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk
management process

150 10993-3, Biological evaluation of medical devices — Part 3: Tests for genotoxicity, carcinogenicity and
reproductive toxicity

150 10993-5, Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity

IS0 10993-6, Biological evaluation of medical devices — Part 6: Tests for local effects after implantation
150 10993-10, Riological evaluation of medical devices — Part 1ik: Tests for irritation and skin sensitization
150 10993-11, Biological evaluation of medical devices — Part 11: Tests for systemic toxicity

180 11135, Sterilization of health-care products — Ethylene oxide — Reguirements for the development,
validation and routine control of a sterilization process for medical devices

150 11137-1, Sterilization of health care products — Radiation — Part 1: Requirements for development,
validation and routine control af a sterilization process for medical devices

150 11137-2, Sterilization of health care products — Radiation — Part 2: Establishing the sterilization dose

IS0 15223-1, Medical devices — Symbols to he used with medical device labels, lahelling and information to
be supplied — Part 1: General requirements

IS0 15223-2, Medical devices — Symbols to be used with medical device labels, labelling, and information
to be supplied — Part 2: Symbaol development, selection and validation

ASTM Fe40, Standard test methods for determining radiopacity for medical use

3 Terms and definitions
For the purposes of this document, the following terms and definitions apply.
150 and [EC maintain terminological databases for use in standardization at the following addresses:

— 150 Online browsing platform: available at https://www.iso.org fobp

— IEC Electropedia: available at
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31

fallopian rings

elastic band made of medical grade silicone placed arovund a loop of fallopian tube bilaterally using
a laparoscopic surgical procedure or open surgery, cutting off the blood supply te occlude the tubal
lumen and prevent fertilization

3.2

lot

collection of fallopian rings (3.1) manufactured at essentially the same time, using raw materials of the
same specifications, the same process and common equipment, packed in the same type of individual
container

Note 1 to entry: The recommended maximum individual lot size for production is 10 000 pairs, but it is possible
for a purchaser to specify the lot size as part of the purchasing contract and quality management system of the
manutacturer.

3.3

lot number

number or combination of numerals, symbols or letters used by the manufacturer to identify a lot (3.2)
or individually packaged product, and from which it is possible to trace that lot through all stages of
manufacture up to packaging

3.4
lot test
test to assess the conformity of a lot (3.2)

Note 1 to entry: A lot test may be limited to include only those parameters which may change from lot to lot.

3.5
inspection level
relationship between lot size and sample size

Note 1 to entry: Inspection level designates the relative amount of inspection.

3.6

sampling plan

specific plan which indicates the number of units of products from each lot (3.2) which are to be
inspected (sample size or series of sample sizes) and the associated criteria for determining the
acceptability of the lot (acceptance and of manufacture to the use before date)

3.7

shelf life

period of time from the date of manufacture during which the fallopian rings (3.1) are required to
confirm to the requirements specified in this document

3.8
radio-opacity
quality or state of being radio-opaque

Note 1 to entry: It is the property of the material in obstructing the passage of radiation energy such as X-rays and
will produce a white image on the exposed X-ray film, which confirms that the implanted device is in position.

39

visible defects

defects which are visible to unaided eye during inspection, such as discolouration, any fibres or
protrusions on the fallopian ring

3.10

laparoscope

instrument inserted through an incision in the abdominal wall and used to visualize the surgical field,
where it has working channels with the applicator to insert the fallopian rings (3.1)
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4 Requirements

4.1 Quality verification

Fallopian rings are mass produced articles manufactured in very large quantities. [nevitably, there will
be some variation between individual rings, and a small proportion of rings in each production run
might not meet the requirements of this document. Further, the majority of the test methods described
in this document are destructive. For these reasons, the only practicable method of assessing conformity
with this document is by testing a representative sample from a lot or series of lots. Basic sampling
plans are given in 150 2859-1. Reference should be made to 150/TR 8550 (all parts) for guidance on
the use of acceptance sampling system, scheme or plan for the inspection of discrete items in lots.
When on-going verification is required of the quality of fallopian rings, it is suggested that, instead of
concentrating solely on evaluation of the final product, attention is also directed at the manufacturer’s
quality system. It should be noted that 150 13485 covers the provision of an integrated quality system
for the manufacture of medical devices. Sampling plans shall be selected to provide an acceptable level
of consumer protection. Suitable sampling plans are given in Annexes A and B.

a) Annex A describes sampling plans based on IS0 2859-1 and is most applicable to manufacturers
or purchasers assessing the conformity of a continuing series of lots. The full level of consumer
protection available depends upon the switch to tightened inspection if deterioration in quality
is detected. The switching rules, described in 150 2859-1:1999, Clause 9, cannot offer their Full
protection for the first two lots tested but become progressively more effective as the number of
lots in a series increases. Use the sampling plans in Annex A when five or more lots are being tested.

Annex B describes sampling plans, based on 1S0 2859-1, that are recommended for the assessment
of isolated lots. The sampling plans in Annex B provide approximately the same level of consumer
protection as those given in Annex A when used with the switching rules. It is recommended that
these sampling plans are used for the assessment of fewer than five lots, for example in cases
of dispute, for referee purposes, for type testing, for gualification purpeses or for short runs of
continuing lots.

It is necessary to know the lot size in order to derive the number of fallopian rings to be tested from
IS0 2859-1. The lot size will vary between manufacturers and is regarded as part of the process and
quality controls used by the manufacturer. If the lot size is not known or cannot be confirmed by the
manufacturer, then a lot size of 10,000 fallopian rings shall be assumed for determining the sample
sizes for testing.

4.2 Physical requirements

4.2.1 Dimensions

Fallopian rings are tested for the inner diameter and outer diameter in accordance with Annex € and
shall conform to the requirements given in Figure 1.

Cut rings shall be free from fibrous protrusions at the outer and inner surface, Angle of cut shall be at
90° (=5° angulations is allowed).
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Dimensions in millimetres
@1,0:0,10

|, 9L0s030

Figure 1 — Fallopian ring

4.2.2 Tensile properties

Fallopian rings tested in accordance with Annex D for the tensile properties shall conform to the
requirements stated below.

a) The force at break shall be 220,50 N.

b) Elongation at force at break shall be 2560 %.

4.2.3 Loading force on ring applicator

Fallopian rings tested in accordance with Aunex E for the force of loading on ring applicator shall
conform to the requirement stated below.

The force required to load fallopian rings en the ring applicator shall be =35 N.
4.2.4 Elastic memory

Fallopian rings tested in accordance with Annex F for the elastic memory shall conform to the
requirement stated below.,

The recovery of the inner diameter shall be such that the increase in the inner diameter €25 % of the
original diameter.

4.2.5 Repeatloading strength

Fallopian rings tested in accordance with Annex G for the repeat loading strength shall neither break
nor develop any cracks when viewed using =20 magnification.

4.2.6 Visible defects

Fallopian rings tested for the visible defects shall not have defects such as discolouration, any fibres or
protrusions on the ring.

4.3 Packaging

4.3.1 Packing mode

One pair of fallopian rings shall be packaged in peel open pouch/blister pack with seal width 22 mm.
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4.3.2  Primary pouch
Each pouch/blister pack shall ensure:

a) adequate protection of the contents during normal handling, transit and storage for a period of
4 years;

b) maintenance of sterility of the contents under dry, clean and adequately ventilated storage
conditions at a temperature(s) ranging from 0 °C to 50 °C; and

¢} minimal risk for contamination of the contents during removal from the pouch/blister pack.

4.3.3 Instruction for use

Every dispenser box shall be provided with at least one instruction for use describing the method to be
adopted for:

a) loading of rings on the ring applicator; and

b) storage and handling requirements in clean and dry place.

4.3.4 Package seal strength

Fallopian rings packs shall be tested for package seal integrity and seal strength in accordance with
Annex ] and peel force shall be 44 N to 15,0 N.

4.3.5 Package seal integrity

Fallopian rings packs shall be tested for package seal integrity and seal strength in accordance with
Annex ] and there shall be no evidence of leakage of the package.

4.3.6 Sterility

Fallopian rings supplied as sterile shall meet the requirements of sterility test as specified in the latest
version of national/international pharmacopoeia.

The manufacturer shall establish procedures and systems to validate the type of sterilization used for
the fallopian rings as sterility testing alone cannot be deemed as the criteria for confirming the sterility
of the product. Validation of ethylene oxide sterilization process shall be done according to 150 11135
and gamma sterilization shall be done according to 150 11137-1 and 150 11137-2.
4.4 Biological requirements
The biological safety of fallopian rings shall be evaluated in accordance with the principles given in
IS0 10993-1, according to which fallopian rings are classified as a permanent contact implant device,
and the following tests shall be complied with:
a) cytotoxicity as per [S0 10993-5;
b) sensitization as per IS0 10993-10;
¢} irritation or intracutaneous reactivity as per 150 10993-10;

subchronic (Subacute) toxicity as per [SD 10993-11;

genotoxicity as per 150 10993-3;

acute systemic toxicity as per [50 10993-11;

implantation as per 1S0 10993-6.
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These tests shall be repeated only in the case of a significant change such as change in formulation or
grade of silicone tubing material, change in sterilization method, change in manufacturing process, etc.

The results of the test shall be reviewed and interpreted by a qualified toxicologist.

4.5 Radio-opacity

Fallopian rings shall be radiopaque. This test shall be a type test used for the initial evaluation of the
silicone elastomeric tubing material. ASTM F640 shall be referred for determining radio-opacity of the
elastomeric material,

4.6 Clinical evaluation

4.6,1 General

Fallopian rings made of silicone-based elastomer have been used to effect female sterilization for nearly
50 years, They have been studied extensively, and clinical reports from the published literaturel2l show
a long history of safety and effectiveness. Rings manufactured in accordance with the requirements of
this document are expected to have comparable clinical performance. This means the manufacturers'
fallopian rings are similar to the fallopian rings used in the cited published clinical studies and comply
with this document with respect to the following characteristics:

— peak load;
elongation at peak load;
strain capacity;
loading force on ring applicator;
elastic memory;
— repeat loading strength.

To establish conformance with this document for a new design of fallopian rings, the manufacturer
shall demonstrate, using a one-sided test, that the upper limit of the 95 % confidence interval for a
one-year pregnancy rate is 2,0 %. To establish this, the manufacturer shall sponsor a clinical study of
its new design and demonstrate clinical safety and effectiveness. Completion of the one-year phase of
the study is sufficient to begin marketing. However, the women in the study should be followed for an
additional four years to record any additional pregnancies and serious adverse events.

4.6.2 New clinical study of manufacturer’s fallopian rings

A manufacturer may make significant changes to the fallopian ring with respect to design, materials or
manufacturing procedures. In this case, the manufacturer shall sponsor a clinical study of its fallopian
ring and demonstrate clinical safety and effectiveness. To this end, the sponsor shall conduct a single-
arm clinical study, enrolling sexually-active women of reproductive age, following these women for a
total of five years. Biostatistical analysis of the study shall show, using a one-sided test, that the upper
limit on the 95 % confidence interval for the one-year failure rate (pregnancy] is less than 2,0 9.
Completion of the one-year phase of the study is sufficient to begin marketing. However, the women in
the study should be followed for an additional four years (a total of five years) to record any additional
pregnancies and serious adverse events. Any unusual findings shall be included in updated labelling.

5 Storage condition

The fallopian rings shall be stored at a temperature ranging from 0 °C to 50 °C.
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6 Labelling

6.1 If symbols are used on packaging information and marketing materials, the symbals shall meet the
requirements as given in IS0 15223-1 and IS0 15223-2.

6.2 Printing and illustrations shall be clear, legible and indelible. If labels are used, they shall be free

from gross particulate matter and fibres.

6.3 Each individual container shall be marked with the following:

a) full name and address of manufacturer;

L) batch number;

¢} method, month and year of sterilization (for year use four digits);

d) storage directives;

&) use/implant before (specify month and year, or year and month as per the national regulation; use
four digits for year).

6.4 Inaddition to those stated in 6.3, each individual package shall carry the following text:

a) warning-sterile unless package is opened or damaged;

k) fallopian rings shall not be kept loaded on the applicator for more than 15 minutes;

¢} areference to this document (i.e. 150 19351:2019) and reference to the instructions for use;

d) the pouch/blister pack, once opened, shall not be resealed;

e) any other requirement(s) mandated by the regulatory authorities in the country of use.

7 Shelflife

7.1 General

The fallopian rings shall meet performance specification as per the requirements given in Clause 4 for
the complete duration of the declared shelf life.

In case of a significant change in formulation, grade or source of the silicone tubing raw material, change
in construction of the primary packing material, sterilization method, or manufacturing process, the
shelf life of the fallopian rings shall be established by the following processes.

7.2 Procedure for determining shelf life by real-time stability studies

After testing in accordance with Annex H, the fallopian rings shall meet the requirements given in
Clause 4. If the real time data indicate a shorter shelf life than that claimed on the basis of accelerated
stability studies, the manufacturer shall notify the relevant regulatory authorities and direct purchasers
on the shelf life of the product. The manufacturer shall change the shelf life claim for the product based
upon the real time study. In no case shall the shelf life exceed 4 years. Real-time stability studies shall
be performed for the full period of the shelf-life claim.

7.3 Procedure for determining shelf life by accelerated stability studies

After testing in accordance with Annex |, the fallopian rings shall meet the requirements given in
Clause 4.
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Annex A
(normative)

Sampling plan and acceptance criteria for a continuing series of lot

A.1 If a party wishes to establish, by inspection and testing of samples of the final product, whether a
continuing series of lots are in compliance with the requirements of this document, the sampling plans
and acceptance criteria given in Table A.1 shall be applied.

A2 Manufacturers may use the schemes in Table A1 or they may devise and implement validated
alternative quality control methods that result in at least equivalent consumer protection.

Table A.1 — Sampling plans and acceptance criteria for a continuing series of lots

Attributes

Inspection level

Acceptance criteria

Dimensions

Tensile properties

20 pairs from each lot

Level 53 as in IS0 2859-1

All samples shall meet the
requirements for dimensions

AQL 0,65

Loading force on ring
applicator

Level 53 asin IS0 2859-1

AQL 0,65

Elastic memory

Repeat loading strength

Level 53 as in [50 2859-1
Level 52 as in 150 2859-1

AQL 0,65

AQL 0,65

Visible defects 20 pairs from each Lot No discoloration, fibres, protrusions

Package seal integrity and

.evel 83 as in 1S0 2859- i
seal strength Level 33 as in 150 2859-1 AQL 0,65

Packaging and labelling 20 pairs from each Lot No printing defects

Sterility As per National/International pharmacopeia | Shall comply

A3 Applications for these sampling plans include the following:
a} on-going production testing and guality control by a manufacturer;
b) on-going testing by a purchaser for contractual purpeses; and

c] on-going inspection by a regulatory or certification authority.
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Annex B
(informative)

Sampling plans intended for assessing compliance of isolated lots

B.1 The sampling plans given in Tahle B.1, normal inspection, when applied to isolated lots, provide
approximately the same level of consumer protection as those given in Annex A when used in conjunction
with the switching rules. Attention is drawn to the possibility of using double or multiple sampling plans,
which may reduce the total number of fallopian rings that need to be tested to demonstrate compliance
when quality is significantly better than the AQLs. Sample sizes may be increased independently of the
lot size to achieve a more reliable estimate of ot quantity,

Table B.1 — Sampling plans and acceptance criteria for isolated lots

Attributes Inspection level Acceptance criteria
All samples shall meet the
required dimensions

Dimensions 20 pairs from each lot

Tensile properties Level 54 to letter code ] as in 1SO 2859-1 AQL 0,65
Loading force on ring applicator | Level 54 to letter code | as in 150 2859-1 AQL 0,65
Elastic memory Level 54 to letter code | as in 150 2859-1 AQL 0,65

Repeat loading strength Level 54 to letter code ] as in 150 2859-1 AQL 0,65

No discoloration, fibres,
protrusions

Visible defects 20 pairs from each Lot

Package seal integrity and seal
strength

Paclkaging and labelling 20 pairs from each Lot No printing defects
Sterility As per National/International pharmacopeia| Shall comply

Level 54 to letrer code | as in 1S0 2859-1 AQL 0,65

B.2 Applications for these sampling plans include the following:
type testing as part of a certification procedure;

in case where the total number of lats being assessed are insufficient to allow the switching rules
to be effective;

in case of dispute involving isolated lots, e.g. for referee testing.
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Annex C
(normative)

Determination of dimensions

C.1 General

This test is used to determine the dimensions of the fallopian rings.

C.2 Apparatus
C.2.1 Profile projector (minimum = 20 magnification).

C.2.2 Thickness gauge of least count 0,01 mm.

C.3 Procedure

Open the pouch and remove the rings carefully.

Place the ring on the profile projector, and measure the inner diameter and outer diameter.
Thickness of the ring is measured using no load thickness gauge.

The test sampling plan and acceptance criteria are given in Annex A and Annex B.

Test shall be carried at (25 + 2) °C.

The test report shall be prepared as given in Annex K.
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Annex D
(normative)

Determination of tensile properties

D.1 General

This test is used to determine the force at break (maximum load) and elongation at maximum load.

D.2 Apparatus

D.2.1 U-shaped steel clips.

Dimensions in millimetres
a0

. 135201

-

]

Key
1 fallopian ring

2 U-shaped steel clips

Figure D.1 — Fallopian ring testing using U-shaped steel clips
D.2.2 Universal testing machine (UTM), table top type universal testing machine having the following
specification shall be used to perform the tensile test:
— machine type: one-pillar traction;

drive: motor;
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— measuring range: 0 kN to 50 kN;
— testspeed: 0 mm/min to 200 mm/min.
D.3 Procedure

D.3.1  The test is performed on a universal testing machine with special adaptors to hold two ‘U shaped
steel clips (see Figure D.1]. The crosshead separation speed is kept at 100 mm/min.

D.3.2  Place the fallopian rings on two U-shaped steel clips and insert these clips into two adapter tubes,
one attached to the fixed crosshead and other to the moving crosshead.

D.3.3 The jaws are separated 100 mm/min and measure the load with the help of a load cell.
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Annex E
(normative)

Determination of loading force on ring applicator

E.1 General
This test is used to determine the force required to load the fallopian rings on a ring applicator.
E.2 Apparatus

E.2.1 Example of dilator cone.

Dimensions in millimetres

Figure E.1 — Dilator cone

E.2.2 Eye bolt.
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Dimensions in millimetres

M8 x 125 |

| I

Figure E.2 — Eye bolt (for attaching to UTM])

E.2.3 Adaptor/fallopian rings pusher.

Dimensions in millimetres

@'E_IL
M8 x 125

Figure E.3 — Adaptor/fallopian rings pusher
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Dimensions in millimetres
210,0

p6.6

[—

Figure E.4 — "0" ring
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H.4 Test method

The relative humidity (RH) for the real time stability study shall be maintained at (65 + 5) % RH and
temperature (30 % 2) °C.

The sample shall be evaluated for the attributes mentioned in Table H.1 at a frequency not more than
12 months between two consecutive test periods.
H.5 Testreport

The test report shall be prepared as given in Annex K.
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Annex I
(normative)

Determination of shelf life by accelerated stability study

L1 General

Accelerated stability study shall be conducted under varied set of storage conditions to determine the
minimum shelf life until the real time stability studies are completed.

.2 Apparatus

Humidity chamber and hot air oven would be used to maintain the storage conditions for the accelerated
stability studies.

I.3 Procedure

The study shall be conducted from the representative samples from three consecutive lots
manufactured. The fallopian rings shall be stored in its primary package under conditions mentioned
in L4. Sufficient number of samples shall be taken for evaluation of properties mentioned in Table H1.
I.4 Test method

The test samples will he maintained at three sets of storage conditions and tested at intervals as below:

Set 1 The test samples will be maintained at a relative humidity of 75 % and temperature of
50°C.

The samples will be tested at intervals of 30, 60, 90, 120, 150 and 180 days.

Set2 The test samples will be maintained at a temperature of 60 °C maintained with dry heat.
The samples will be tested at intervals of 7, 14, 30, 60 and 90 days.

Set3 The test samples will be maintained at a temperature of 70 °C maintained with dry heat.
The samples will be tested at intervals of 7, 14, 30, 60 and 90 days.

The critical parameters to measure are as below:
a) tensile properties;

b) elastic memory;

¢} package seal integrity and seal strength.
The sampling plan is as per Table H.1.

NOTE Minimum stability requirements are finalized based on the results of the protocol on accelerated
stability study. This study is in progress.
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Annex |
(normative)

Package seal integrity and seal strength

J.1 General
This test is used to determine the seal strength of the packs and the package seal integrity of the packed

fallopian rings. This test is based on [50 11607-1 and 150 11607-2.

J.2 Apparatus
J.2.1  Package seal integrity tester, capable of generating an absolute pressure of (20 + 5) kPa.

J.2.2  Universal testing machine (UTM), table top type universal testing machine having the following
specification shall be used to perform the tensile test:

— machine type: two-pillar traction;
drive: motor;
measuring range: 0 kN to 50 kN; and

test speed: 0 mum,/min to 200 mm/min.

].3 Procedure

J.3.1 Package seal strength

The test is performed on a universal testing machine attached with jaws to carry out the peel strength
of the sealed layer.

The test method measures the force required to separate the standard seal in 25 mm width specimen
from the flexible packaging material.

The test specimen cut down from the pouches are clean and cut perpendicular to the direction of the seal,

The free ends of the specimen are fixed in a suitable grip for holding in a universal testing machine
adjusted with a cross head speed of 100 mm/min.

Continuously increasing tensile force is applied with sample supported at an angle of 90° by hand and
the maximum force required to separate the seal is recorded,

The test report shall be prepared as given in Annex K.

J-3.2 Package seal integrity

Individual containers are subjected to vacuum at (20 £ 5) kPa absolute pressure.
Hold the vacuum for (60 # 5] sec.

Any containers not expanding, when subjected on completion of the holding period is deemed to have
failed in the package seal integrity test,
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The test report shall be prepared as given in Annex K.
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Annex K
(normative)

Reporting of test results

K.1 The test report shall contain at least the following information:

a) name and address of the test laboratory;

b) name and address of the client;

¢] identification of the test report;

d) identification of the sample (device name, sample size, lot number and lot size);

e) arigin of the sample, date of the sample’s arrival to the laboratory and identity of the responsible
party who has taken the sample;

f] areference to this document, i.e. [SO 19351:2019, and the relevant annexes;
g)] description of all deviations from this document;

results according to relevant annexes including mean, standard deviation, maximum value,
minimum value, etc.;

measurement error, if available; and

date of test report and signature and title of the person(s) responsible for the report.
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National Annex A
( National Foreword )
A-1 BIS CERTIFICATION MARKING

The product(s) conforming to the requirements of this standard may be certified as per the conformity assessment
schemes under the provisions of the Bureau of Indian Standards Act, 2016 and the Rules and Regulations
framed thereunder, and the product(s) may be marked with the Standard Mark
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International Standard

IS0 11135 Sterilization of health-
care products — Ethylene oxide —
Requirements for the development.
validation and rouline conltrol of a
slerilization process for medical
devices

ISO 11137-1 Sterilization of health
care products — Radiation — Part 1:
Requirements  for  development,
validation and routine control of a
sterilization process  for  medical
devices

ISO 11137-2 Sterilization of health
care products — Radiation — Part 2:
Establishing the sterilization dose

IS0 15223-1 Medical devices
Symbols to be used with medical
device labels, labelling and information
to be supplied — Part 1: General
requirements

ISO 15223-2 Medical devices
Symbols to be used with medical
device labels, labelling, and
information to be supplied — Part 2:
Symbel development, selection and
validation

Corresponding Indian Standard

ISNSO 11135
health-care

2014 Sterilization of
products Ethylens
oxide Requirements  for  the
development, validation and routine
control of a sterilization process for
medical devices

IS0 11137-1 | 2006 Sterilization of
health care products — Radiation: Part 1
Requirements for development, validation
and routing control of a sterilization
process for medical devices

ISASO 11137-2 © 2013 Sterilization of
health care products — Radiation: Part 2
Establishing the sterilization dose

I1SMIS0 15223-1 : 2016 Medical devices —
Symbals to be used with medical device
labels, labelling and information to be
supplied: Part 1 General requirements
(second revision)

1SS0 15223-2 1 2010 Medical devices —
Symbols to be used with medical device
labels, labelling, and information to be
supplied: Part 2 Symbol development,
selection and validation

Degree of
Equivalence

|dentical with
SO 11135::
2014

|dentical with
ISO 11137-1:
2006

Identical with
150 11137-2 :
2013

Identical

ldentical with
ISO 15223-2 :
2010

The technical committee has reviewed the provisions of the following International Standard referred
in this adopted standard and has decided that it is acceptable for use in conjunction with this
standard:

Other Publication Title

ASTM FB40 Standard test methods for determining radiopacity for medical use

The standard also makes a reference to the BIS Certification Marking of the product, Details of which
are given in National Annax A.

For the purpose of deciding whether a particular requirement of this standard is complied with the
final value, observed or calculated, expressing the resull of a test or analysis shall be rounded off
in accordance with 1S 2 : 1960 ‘Rules for rounding off numerical values ( revised ). The number of
significant places retained in the rounded off value should be same as that of the specified value in this
standard.
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SECTION VII: GENERAL CONDITIONS OF CONTRACT (GCC)

1.

General

1.1 Tenets of Interpretation

Unless where the context requires otherwise, throughout the contract:

1)

2)

The heading of these conditions shall not affect the interpretation
or construction thereof.

Writing or written includes matter either whole or in part, in
digital communications, manuscript, typewritten, lithographed,
cyclostyled, photographed, or printed under or over signature or
seal or digitally acceptable authentication, as the case may be.

Words in the singular include the plural and vice-versa.

Words importing the masculine gender shall be taken to include
other genders, and words importing persons shall include any
company or association or body of individuals, whether
incorporated or not.

Terms and expression not herein defined shall have the meanings
assigned to them in the contract Act, 1872 (as amended) or the
Sale of Goods Act, 1930 (as amended) or the General Clauses
Act, 1897 (as amended) or of INCOTERMS, (current edition
published by the International Chamber of Commerce, Paris) as
the case may be.

Any reference to ‘Goods’ shall be deemed to include the
incidental Works/ Services also.

Any generic reference to GCC shall also imply a reference to
SCC as well.

In case of conflict, provisions of SCC shall prevail over those in
GCC.

Any reference to ‘Contract’ shall be deemed to include all other
documents (inter-alia GCC, SCC) as described in GCC-clause
2.5.

10) Any reference to any legal Act, Government Policies or orders

shall be deemed to include all amendments to such instruments,
from time to time, till date.

11) Deleted.
1.2 Definitions

In the contract, unless the context otherwise requires:
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1) “Agent” is a person employed to do any act for another or
represent another in dealings with a third person. In the context
of public procurement, an Agent is a representative participating
in the Tender Process or Execution of a Contract for and on
behalf of its principals.

“Allied Firm” are all business entities that are within the
‘controlling ownership interest’ (ownership of or entitlement to
more than twenty-five percent of the company's shares or capital
or profits) or ‘control’( including the right to appoint a majority
of the directors or to control the management or policy decisions
including by virtue of their shareholding or management rights
or shareholder agreements or voting agreements) of the principal
firm acting alone or together or through one or more juridical
persons. All successor firms or assigns of the principal firm shall
be considered allied firms.

"bid" (including the term ‘tender’, ‘offer’, ‘quotation’ or
‘proposal’ in specific contexts) means an offer to supply goods,
services or execution of works made as per the terms and
conditions set out in a document inviting such offers.

"Bidder" (including the term 'Bidder', 'consultant' or 'service
provider' in specific contexts) means any person or firm or
company, including any member of a consortium or joint venture
(that is an association of several persons, or firms or companies),
every artificial juridical person not falling in any of the
descriptions of bidders stated hereinbefore, including any agency
branch or office controlled by such person, participating in a
Tender Process.

“Bill of Quantities” (including the term Price Schedule or BOQ)
means the priced and completed Bill of Quantities forming part
of the bid.

"Commercial Bank" means a bank, defined as a scheduled bank
under section 2(e) of the Reserve Bank of India Act, 1934.
“Consignee” means the person to whom the goods are required
to be delivered as stipulated in the contract. A contract may
provide the goods to be delivered to an interim consignee for
further dispatch to the ultimate consignee.

“Contract” (including the terms ‘Purchase Order’ or ‘Supply
Order’ or ‘Withdrawal Order’ or “Work Order’ or ‘Consultancy
Contract’ or ‘Contract for Services’, ‘rate contract’ or
‘framework contract’ or ‘Letter of Award — LoA’ (letter or
memorandum communicating to the contractor the acceptance of
his bid) or ‘Agreement’ or a ‘repeat order’ accepted/ acted upon
by the contractor or a ‘formal agreement’, under specific

Page 173 of 282




contexts), means a formal legal agreement in writing relating to
the subject matter of procurement, entered into between the
Procuring Entity and the contractor on mutually acceptable terms
and conditions and which are in compliance with all the relevant
provisions of the laws of the country;

“Contractor” (including the terms ‘Supplier’ or ‘Service
Provider’ or ‘Consultant’” or ‘Firm’ or ‘Vendor’ or
‘Manufacturer’ or ‘Successful Bidder’ under specific contexts)
means the person, firm, company, or a Joint Venture with whom
the contract is entered into and shall be deemed to include the
contractor's successors (approved by the Procuring Entity),
agents, subcontractor, representatives, heirs, executors, and
administrators as the case may be unless excluded by the terms
of the contract.;

10) “Day”, “Month”, “Year” shall mean calendar day/ month or year
(unless reference to financial year is clear from the context).

11) “Drawing” means the drawing or drawings stipulated in or
annexed to the Specifications or the Tender Document/ Contract;

12) “General Conditions” means the General Conditions of Contract,
also referred to as GCC.

13)"Goods" (including the terms ‘Stores’, ‘Material(s)’ in specific
contexts) includes all articles, material, commodity, livestock,
medicines, furniture, fixtures, raw material, consumables, spare
parts, instruments, machinery, equipment, industrial plant,
vehicles, aircrafts, ships, railway rolling stock assemblies, sub-
assemblies, accessories, a group of machines comprising an
integrated production process or such other categories of goods
or intangible, products like technology transfer, licenses, patents
or other intellectual properties (but excludes books, publications,
periodicals, etc., for a library) under specific context), procured
or otherwise acquired by a Procuring Entity. Any reference to
Goods shall be deemed to include specific small work or some
services that are incidental or consequential to the supply of such
goods;

14) “Government"” means the Central Government or a State
Government as the case may be and includes agencies and Public
Sector Enterprises under it, in specific contexts;

15) “Inspection” means activities such as measuring, examining,
testing, analysing, gauging one or more characteristics of the
goods or services or works, and comparing the same with the
specified requirement to determine conformity.
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16) “Inspecting Officer” means the person or organisation stipulated
in the contract for inspection under the contract and includes his/
their authorised representative;

17) “Intellectual Property Rights” (IPR) means the rights of the
intellectual property owner concerning a tangible or intangible
possession/ exploitation of such property by others. It includes
rights to Patents, Copyrights, Trademarks, Industrial Designs,
Geographical indications (GI).

18) “Parties”: The parties to the contract are the "Contractor" and the
Procuring Entity, as defined in this clause;

19) “Performance Security” (includes the terms ‘Security Deposit’
or ‘Performance Bond’ or ‘Performance Bank Guarantee’ or
other specified financial instruments in specific contexts) means
a monetary guarantee to be furnished by the successful Bidder or
Contractor in the form prescribed for the due performance of the
contract;

20) “Place of Delivery” the delivery of the Goods shall be deemed to
take place on delivery of the Goods, at consignees’ premises,
unless otherwise stipulated in the contract.

21) “Procurement” or “public procurement” (or ‘Purchase’, or
‘Government Procurement/ Purchase’ including an award of
Public-Private Partnership projects, in specific contexts) means

the acquisition of Goods/ Services/ works by way of purchase,
lease, license or otherwise, either using public funds or any other

source of funds (e.g. grant, loans, gifts, private investment etc.)
of goods, works or services or any combination thereof, by a
Procuring Entity, whether directly or through an agency with
which a contract for procurement services is entered into, but
does not include any acquisition without consideration. The term
“procure”/ “procured” or “purchase” “purchased” shall be
construed accordingly;

22)“The Procuring Entity” means the entity in The Procuring
Organization procuring Goods or Works or Services;

23) “Procurement Officer” means the officer signing the Letter of
Award (LoA) and/or the contract on behalf of the Procuring
Entity;

24) “Service(s)” (including the term ‘non-consultancy services’ or
‘Outsourcing of Services’ in specific contexts) are defined by
exclusion as services that cannot be classified as Consultancy
Services. Services (non-consultancy) involve routine, repetitive
physical, procedural, and non-intellectual outcomes for which
quantum and performance standards can be tangibly identified
and consistently applied and are bid and contracted on such basis
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but does not include the appointment of an individual made
under any law, rules, regulations, or order issued in this behalf.
Any reference to Services shall be deemed to include the supply
of goods or performance of consultancy service or small works,
which are incidental or consequential to such services;

25) “Special Conditions” means Special Conditions of Contract,
which override the General Conditions, also referred to as SCC.

26) “Specification” or “Technical Specification” means the drawing/
document/ standard or any other details governing the
construction, manufacture or supply of goods or performance of
services that prescribes the requirement to which goods or
services have to conform as per the contract.

27)“Signed” means ink signed or digitally signed with a valid
Digital Signature as per IT Act 2000 (as amended from time to
time). It also includes stamped, except in the case of Letter of
Award or amendment thereof;

28) “Tender”; “Tender Document”; “Tender Enquiry” or “Tender
Process”: ‘Tender Process’ is the whole process from the
publishing of the Tender Document till the resultant award of the
contract. ‘Tender Document’ means the document (including all
its sections, appendices, forms, formats, etc.) published by the
Procuring Entity to invite bids in a Tender Process. The Tender
Document and Tender Process may be generically referred to as
“Tender" or "Tender Enquiry", which would be clear from
context without ambiguity.

29)“Test” means such test as is prescribed by the particulars
governing the construction, manufacture or supply of Goods as
may be prescribed by the contract or considered necessary by the
Inspecting Officer whether performed or made by the Inspecting
Officer or any agency acting under the direction of the Inspecting
Officer;

30) “Works” refer to any activity involving construction, fabrication,
repair, overhaul, renovation, decoration, installation, erection,
excavation, dredging, and so on, which make use of a
combination of one or more of engineering design, architectural
design, material and technology, labour, machinery, and
equipment.

1.3 Document Conventions

All words and phrases defined in GCC-clause 1.2 are written as
‘Capitalized word’ and shall have the defined meaning. The rest of
the words shall be as per grammar, inter-alia ‘Goods’ shall indicate
definition as given in the GCC while ‘goods’ shall have usual

Page 176 of 282




dictionary meaning.

1.4 Abbreviations:

Abbreviation

Definition

BOQ

Bill of Quantities (Excel sheet of Price
Schedule)

BSD

Bid Securing Declaration

CGST

Central Goods and Services Tax

CPPP

Central Public Procurement Portal

DoE

Department of Expenditure

DP

Delivery Period

DPIIT

Department for Promotion of Industry and
Internal Trade

DSC

Digital Signature Certificate

EFT/
NEFT

(National) Electronic Funds Transfer

GCC

General Conditions of Contract

GeM

Government e-Marketplace

GRIR

Goods Receipt and Inspection Report

GST

Goods and Services Tax

GTE

Global Tender Enquiry (International
Competitive Bidding)

HSN

Harmonized System of Nomenclature

IEM

Independent External Monitor

IPR

Intellectual Property Rights

INR

Indian Rupee

ITB

Instructions To Bidders

ITC (HS)

Indian Tariff Classification (Harmonised
System)

LoA

Letter of Award (Acceptance)

MII

Make in India

MSE

Micro and Small Enterprises

MSME

Micro, Small and Medium Enterprises
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MSME Development (Act)

Notice Inviting Tender

Original Equipment Manufacturer

Permanent Account Number

(Indian) Penal Code

Procurement Policy Division

Pre-Qualification Bidding

Reverse Charge Mechanism

Scheduled Caste

Special Conditions of Contract

ST Scheduled Tribe

TCS Tax Collected at Source

TDS Tax Deducted at Source

TIA Tender Inviting Authority

TIS Tender Information Summary

2. The Contract
2.1 Language of Contract

The contract shall be written in the English Language. All
correspondence and other contract documents, which the parties
exchange, shall also be written accordingly in English language.

2.2 The Entire Agreement

This Contract and its documents (referred to in GCC-clause 2.5 below)
constitutes the entire agreement between the Procuring Entity and the
contractor and supersedes all other communications, negotiations, and
agreements (whether written or oral) of the Parties made before the
date of this Contract. No agent or representative of either Party has the
authority to make, and the Parties shall not be bound by or be liable
for, any statement, representation, promise or agreement not outlined
in this Contract.

2.3 Severability

If any provision or condition of this Contract is prohibited or rendered
invalid or unenforceable, such prohibition, invalidity or
unenforceability shall not affect the validity or enforceability of any
other provisions and conditions of this Contract.
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2.4 Parties

The parties to the contract are the contractor and the Procuring Entity,
as defined in GCC-clause 1.2 above and nominated in the contract.

2.5 Contract Documents and their Precedence

The following conditions and documents in indicated order of
precedence (higher to lower) shall be considered an integral part of the
contract, irrespective of whether these are not appended/ referred to in
it. Any generic reference to ‘Contract’ shall imply reference to all these
documents as well:

1) Valid and authorized Amendments issued to the contract.

2) the Agreement consisting of the initial paragraphs, recitals and
other clauses set forth immediately before the GCC and including
the formats annexed to it and signatures of Procuring Entity;

3) the Letter of Award (LoA)

4) Final written submissions made by the contractor during
negotiations, if any;

5) the SCC
6) the GCC

7) the contractor’s bid;

8) any other document listed in the SCC as forming part of this
Contract.

9) Integrity Pact, if any
2.6 Modifications/ Amendments, Waivers and Forbearances
2.6.1 Modifications/ Amendments of Contract

1) If any of the contract provisions must be modified after the
contract documents have been signed, the modifications shall be
made in writing and signed by the Procuring Entity, and no
modified provisions shall be applicable unless such modifications
have been done. No variation in or modification of the contract
terms shall be made except by a written amendment signed by the
Procuring Entity. Requests for changes and modifications may be
submitted in writing by the contractor to the Procuring Entity. At
any time during the currency of the contract, the Procuring Entity
may suo-moto or, on request from the contractor, by written
order, amend the contract by making alterations and
modifications within the general scope of the Contract.
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2) If the contractor does not agree to the suo-moto modifications/
amendments made by the Procuring Entity, he shall convey his
views within 03 working days from the date of amendment/
modification. Otherwise, it shall be assumed that the contractor
has consented to the amendment.

Any verbal or written arrangement abandoning, modifying,
extending, reducing, or supplementing the contract or any of the
terms thereof shall be deemed conditional and shall not be
binding on the Procuring Entity unless and until the same is
incorporated in a formal instrument and signed by the Procuring
Entity, and till then the Procuring Entity shall have the right to
repudiate such arrangements.

2.6.2 Waivers and Forbearances

The following shall apply concerning any waivers, forbearance, or
similar action taken under this Contract:

1) Any waiver of a Procuring Entity’s rights, powers, or remedies
under this Contract must be in writing, dated, and signed by an
authorized representative of the Procuring Entity granting such
waiver and must specify the terms under which the waiver is
being granted.

2) No relaxation, forbearance, delay, or indulgence by Procuring
Entity in enforcing any of the terms and conditions of this
Contract or granting of an extension of time by Procuring Entity
to the contractor shall, in any way whatsoever, prejudice, affect,
or restrict the rights of Procuring Entity under this Contract,
neither shall any waiver by Procuring Entity of any breach of
Contract operate as a waiver of any subsequent or continuing
breach of Contract.

Governin | 3.1 Governing Laws and Jurisdiction
g Laws
and
Jurisdicti
on

1) This Contract, its meaning and interpretation, and the relation
between the Parties shall be governed by the Laws of India for
the time being in force.

Irrespective of the place of delivery, or the place of performance
or the place of payments under the contract, the contract shall be
deemed to have been made at the place from which the Letter of
Award (LoA or the contract Agreement, in the absence of LoA)
has been issued. The courts of such a place shall alone have
jurisdiction to decide any dispute arising out or in respect of the
contract.
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3.2 Changes in Laws and Regulations

Unless otherwise stipulated in the contract, if after the last deadline for
the bid submission (Techno-commercial), any law, regulation,
ordinance, order or bye-law having the force of law is enacted,
promulgated, abrogated, or changed in India (which shall be deemed
to include any change in interpretation or application by the competent
authorities) that subsequently affects the Delivery Date and/ or the
contract Price, then such Delivery Date and/ or Contract Price shall be
correspondingly increased or decreased, to the extent that the
contractor has thereby been affected in the performance of any of its
obligations under the contract. Notwithstanding the foregoing, such
additional or reduced cost shall not be separately paid or credited if the
same has already been accounted for in the price adjustment provisions
where applicable.

4. Communi | 4.1 Communications

cations 1) All communications under the contract shall be served by the

parties on each other in writing, in the contract's language, and
served in a manner customary and acceptable in business and
commercial transactions.

The effective date of such communications shall be either the date
when delivered to the recipient or the effective date mentioned
explicitly in the communication, whichever is later.

3) No communication shall amount to an amendment of the terms
and conditions of the contract, except a formal letter of
amendment of the contract, so designated.

Such communications would be an instruction or a notification or
an acceptance or a certificate from the Procuring Entity, or it
would be a submission or a notification from the contractor. A
notification or certificate which the contract requires must be
communicated separately from other communications.

4.2 The person signing the Communications

For all purposes of the contract, including arbitration, thereunder all
communications to the other party shall be signed by:

1) The person who has signed the contract on behalf of the
contractor shall sign all correspondences. A person signing
communication in respect of the contract or purported to be on
behalf of the contractor, without disclosing his authority to do so,
shall be deemed to warrant that he has authority to bind the
contractor. If it is discovered at any time that the person, so

signing has no authority to do so, the Procuring Entity reserves its
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right to, without prejudice to any other right or remedy, to
terminate the contract for default in terms of the contract and avail
any or all the remedies thereunder and hold such person
personally and/ or the contractor liable to the Procuring Entity for
all costs and damages arising from such remedies.

Unless otherwise stipulated in the contract, the Procurement
Officer signing the contract shall administer the contract and sign
communications on behalf of the Procuring Entity. Interim or
ultimate consignees; Inspecting Agency/ officers and the paying
authorities mentioned in the contract shall also administer
respective functions during Contract Execution.

4.3 Address of the parties for sending communications by the other
party.
1) For all purposes of the contract, including arbitration, thereunder

the address of parties to which the other party shall address all
communications and notices shall be:

The address of the contractor as mentioned in the contract unless
the contractor has notified the change of address by a separate
communication containing no other topic to the Procuring Entity.
The Contractor shall be solely responsible for the consequence of
an omission to notify a change of address in the manner aforesaid,
and

The address of the Procuring Entity shall be the address
mentioned in the contract. The contractor shall also send
additional copies to officers of the Procuring Entity presently
dealing with the contract.

In case of the communications from the contractor, copies of
communications shall be marked to the Procurement Officer
signing the contract, and as relevant also to Inspecting Agency/
Officer; interim/ ultimate consignee and paying authorities
mentioned in the contract. Unless already stipulated in the
contract before the contract’s start, the Procuring Entity and the
contractor shall notify each other if additional copies of
communications are to be addressed to additional addresses.

Contracto | 5.1 Changes in Constitution/ financial stakes/ responsibilities of a
r’s Contract’s Business

Obligatio
ns and
restrictio
ns on its
Rights

The Contractor must proactively keep the Procuring Entity informed
of any changes in its constitution/ financial stakes/ responsibilities
during the execution of the contract. Where the contractor is a
partnership firm, the following restrictions shall apply to changes in
the constitution during the execution of the contract:
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1) A new partner shall not be introduced in the firm except with the
previous consent in writing of the Procuring Entity, which shall
be granted only upon execution of a written undertaking by the
new partner to perform the contract and accept all liabilities
incurred by the firm under the contract before the date of such
undertaking.

On the death or retirement of any partner of the contractor firm
before the complete performance of the contract, the Procuring
Entity may, at his option, terminate the contract for default as per
the Contract and avail any or all remedies thereunder.

If the contract is not terminated as provided in Sub-clause (2)
above notwithstanding the retirement of a partner from the firm,
that partner shall continue to be liable under the contract for acts
of the firm until a copy of the public notice given by him under
Section 32 of the Partnership Act, has been sent by him to the
Procuring Entity in writing or electronically.

5.2 Obligation to Maintain Eligibility and Qualifications

1) The contract has been awarded to the contractor based on specific
eligibility and qualification criteria. The Contractor is
contractually bound to maintain such eligibility and qualifications
during the execution of the contract. Any change which would
vitiate the basis on which the contract was awarded to the
contractor should be pro-actively brought to the notice of the
Procuring Entity within 7 days of it coming to the Contractor’s
knowledge. These changes include but are not restricted to:

a) Change regarding declarations made by it in its bid in Form
1.2: Eligibility Declaration

b) Change in its qualification criteria submitted in its bid in Form
4: Qualification Criteria - Compliance and its sub-form(s).

5.3 Restriction on Potential Conflict of Interests

Neither the contractor nor its Subcontractors nor the Personnel shall
engage, either directly or indirectly, in any of the following activities:
1) during the term of this Contract, any business or professional
activities in India that would conflict with the activities assigned

to them under this Contract.

2) after the termination of this Contract, such other activities as may
be stipulated in the contract.

5.4 Consequences of a breach of Obligations

Should the contractor or any of its partners or its Subcontractors or the
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Personnel commit a default or breach of GCC-clause 5.1 to 5.7, the
Contractor shall remedy such breaches within 21 days, keeping the
Procuring Entity informed. However, at its discretion, the Procuring
Entity shall be entitled, and it shall be lawful on his part, to treat it as a
breach of contract and avail any or all remedies thereunder. The decision
of the Procuring Entity as to any matter or thing concerning or arising out
of GCC-clause 5.1 to 5.7 or on any question whether the contractor or
any partner of the contractor firm has committed a default or breach of
any of the conditions shall be final and binding on the contractor.

5.5 Assignment and Sub-contracting

1) the contractor shall not, save with the previous consent in writing
of the Procuring Entity, sublet, transfer, or assign the contract or
any part thereof or interest therein or benefit or advantage thereof
in any manner whatsoever.

the contractor shall notify the Procuring Entity in writing all
subcontracts awarded under the contract if not already stipulated
in the contract. In its original bid or later, such notification shall
not relieve the contractor from any of its liability or obligation
under the terms and conditions of the contract. Subcontract shall
be only for bought out items and incidental Works/ Services.
Subcontracts must comply with and should not circumvent
Contractor’s compliance with its obligations under GCC-clause
5.1 to 5.7, based on which the contract was awarded to him.

If the Contractor sublets or assigns this contract or any part
thereof without such permission, the Procuring Entity shall be
entitled, and it shall be lawful on his part, to treat it as a breach of
contract and avail any or all remedies thereunder.

5.6 Indemnities for breach of IPR Rights

1) the contractor shall indemnify and hold harmless, free of costs,
the Procuring Entity and its employees and officers from and
against all suits, actions or administrative proceedings, claims,
demands, losses, damages, costs, and expenses of any nature,
including attorney’s fees and expenses, which may arise in
respect of the Goods provided by the contractor under this
Contract, as a result of any infringement or alleged infringement
of any patent, utility model, registered design, copyright, or other
Intellectual Proprietary Rights (IPR) or trademarks, registered or

otherwise existing on the date of the contract arising out of or in
connection with:
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a) any design, data, drawing, specification, or other documents or
Goods provided or designed by the contractor for or on behalf
of the Procuring Entity, and

b) The installation of the Goods by the contractor or the use of
the Goods at the Procuring Entity’s Site

2) Such indemnity shall not cover any use of the Goods or any part
thereof or any products produced thereby:

a) other than for the purpose indicated by or to be reasonably
inferred from the contract

b) in association or combination with any other equipment, plant,
or materials not supplied by the contractor.

3) If any proceedings are brought, or any claim is made against the
Procuring Entity arising out of the matters referred above, the
Procuring Entity shall promptly give the contractor a notice
thereof. At its own expense and in the Procuring Entity’s name,
the contractor may conduct such proceedings and negotiations to
settle any such proceedings or claim, keeping the Procuring
Entity informed.

If the contractor fails to notify the Procuring Entity within twenty-
eight (28) days after receiving such notice that it intends to
conduct any such proceedings or claim, then the Procuring Entity
shall be free to conduct the same on its behalf at the risk and cost
to the contractor.

At the contractor’s request, the Procuring Entity shall afford all
available assistance to the contractor in conducting such
proceedings or claim and shall be reimbursed by the contractor
for all reasonable expenses incurred in so doing.

5.7 Confidentiality, Secrecy and IPR Rights
5.7.1 IPR Rights

All deliverables, outputs, plans, drawings, specifications, designs,
reports, and other documents and software submitted by the contractor
under this Contract shall become and remain the property of the
Procuring Entity and subject to laws of copyright and must not be
shared with third parties or reproduced, whether in whole or part,
without the Procuring Entity’s prior written consent. The contractor
shall, not later than upon termination or expiration of this Contract,
deliver all such documents and software to the Procuring Entity,
together with a detailed inventory thereof. The contractor may retain
a copy of such documents and software but shall not use it for any
commercial purpose.
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5.7.2 Confidentiality

All documents, drawings, samples, data, associated correspondence or
other information furnished by or on behalf of the Procuring Entity to
the contractor, in connection with the contract, whether such
information has been furnished before, during or following
completion or termination of the contract, are confidential and shall
remain the property of the Procuring Entity and shall not, without the
prior written consent of Procuring Entity neither be divulged by the
contractor to any third party, nor be used by him for any purpose other
than the design, procurement, or other services and work required for
the performance of this Contract. If advised by the Procuring Entity,
all copies of all such information in original shall be returned on
completion of the contractor’s performance and obligations under this
contract.

5.7.3 Secrecy

If the Contract declares the subject matter of this Contract as coming
under the Official Secrets Act, 1923 or if the contract is marked as
“Secret”, the contractor shall take all reasonable steps necessary to
ensure that all persons employed in any connection with the contract,
have acknowledged their responsibilities and penalties for violations
under the Official Secrets Act and any regulations framed thereunder.

5.7.4 Obligations of the contractor

1) Without the Procuring Entity’s prior written consent, the
contractor shall not use the information mentioned above except
for the sole purpose of performing this contract.

The contractor shall treat and mark all information as confidential
(or secret — as the case may) and shall not, without the written
consent of the Procuring Entity, divulge to any person other than
the person(s) employed by the contractor in the performance of
the contract. Further, any such disclosure to any such employed
person shall be made in confidence and only so far as necessary
for such performance for this contract.

3) Notwithstanding the above, the contractor may furnish to its
holding company or its Subcontractor(s) such documents, data,
and other information it receives from the Procuring Entity to the
extent required for performing the contract. In this event, the
contractor shall obtain from such holding company/
Subcontractor(s) an undertaking of confidentiality (or secrecy — as
the case may be) similar to that imposed on the contractor under the
above clauses.
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4) The obligation of the contractor under sub-clauses above,
however, shall not apply to information that:

a) the contractor needs to share with the institution(s)
participating in the financing of the contract;

b) now or hereafter is or enters the public domain through no fault
of Contractor;

c) can be proven to have been possessed by the contractor at the
time of disclosure and which was not previously obtained,
directly or indirectly, from the Procuring Entity; or

d) Otherwise lawfully becomes available to the contractor from a
third party that has no obligation of confidentiality.

5) The above provisions shall not in any way modify any
undertaking of confidentiality (or Secrecy — as the case may be)
given by the contractor before the date of the contract in respect
of the contract/ the Tender Document or any part thereof.

6) The provisions of this clause shall survive completion or
termination for whatever reason of the contract.

5.8 Performance Security

1) Unless stipulated otherwise in SCC, within fourteen days after the
issue of Letter of Award (LoA or the contract, if LoA is skipped)
by the Procuring Entity, the contractor shall furnish to the
Procuring Entity, performance security, as per details given in
SCC.

The Performance security shall be denominated in Indian Rupees
or the currency of the contract and shall be in one of the following
forms:

a) Unless otherwise stipulated in Tender Document or Contract,
Account Payee Demand Draft or Fixed Deposit Receipt or
Banker's Cheque drawn on any commercial bank in India,
favoring Central Medical Services Society payable at New
Delhi.

b) Bank Guarantee issued by a commercial bank in India, in the
prescribed form provided in Format 1.1.

3) Ifthe contractor, having been called upon by the Procuring Entity
to furnish Performance Security, fails to do so within the specified
period, it shall be lawful for the Procuring Entity at its discretion
to annul the award and forfeit the EMD/ enforce Bid Securing
Declaration, as the case may be.

Page 187 of 282




4)

6)

7)

If the contractor during the currency of the Contract fails to
maintain the requisite Performance Security, it shall be lawful for
the Procuring Entity at its discretion

to terminate the Contract for Default besides availing any or all
contractual remedies provided for breaches/ default, or
without terminating the Contract:

1. Recover from the contractor the amount of such security
deposit by deducting the amount from the pending bills of the
contractor under the contract or any other contract with the
Procuring Entity or

2. Treat it as a breach of contract and avail any or all contractual
remedies provided for breaches/ default.

In the event of any amendment issued to the contract, the
contractor shall furnish suitably amended value and validity of
the Performance Security in terms of the amended contract within
fourteen days of issue of the amendment.

The Procuring Entity shall be entitled, and it shall be lawful on
his part,

a) to deduct from the performance securities or to forfeit the said
security in whole or in part in the event of:

any default, or failure or neglect on the part of the contractor
in the fulfilment or performance in all respect of the contract
under reference or any other contract with the Procuring
Organisation or any part thereof

for any loss or damage recoverable from the contractor which
the Procuring Entity may suffer or be put to for reasons of or
due to above defaults/ failures/ neglect

and in either of the events aforesaid to call upon the contractor
to maintain the said performance security at its original limit
by making further deposits, provided further that the Procuring
Entity shall be entitled, and it shall be lawful on his part, to
recover any such claim from any sum then due or which at any
time after that may become due to the contractor for similar
reasons.

Subject to the sub-clause above, the Procuring Entity shall release
the performance security without any interest to the contractor on
completing all contractual obligations, including the warranty
obligations, if any.
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8) No claim shall lie against the Procuring Entity regarding interest
on cash deposits or Government Securities or depreciation
thereof.

5.9 Permits, Approvals and Licenses

Whenever the supply of Goods and incidental Works/ Services
requires that the contractor obtain permits, approvals, and licenses
from local public authorities, it shall be the contractor's sole
responsibility to obtain these and keep these current and valid. Such
requirements may include but not be restricted to export licence or
environmental clearance if required. If requested by the contractor, the
Procuring Entity shall make its best effort to assist the contractor in
complying with such requirements in a timely and expeditious
manner, without any dilution of the Contractor’s responsibility in this
regard.

5.10 Book Examination Clause

The Procuring Entity reserves the right for 'Book Examination' as
follows:

1) the contractor shall, whenever called upon and required to
produce or cause to be produced, for examination by any
Government Officer duly authorised in that behalf, any cost or
other book of account, voucher, receipt, letter, memorandum,
paper or writing or any copy of or extract from any such
document. The Contractor shall also furnish information relating
to the execution of this contract or relevant for verifying or
ascertaining the cost of executing this contract to such
Government Officer in such manner as may be required. The
decision of such Government Officer on the question of relevancy
of any document, information of return being final and binding
on the parties. The obligation imposed by this clause is without
prejudice to the contractor's obligations under any other statute,

rules or orders which shall be concurrently binding on the

contractor.

the contractor shall, if the authorised Government Officer so
requires (whether before or after the prices have been finally
fixed), afford facilities to the Government Officer concerned to
visit the contractor's premises to examine the processes of
production and estimate or ascertaining the cost of performance
of Contract. The authorised Government Officer shall have
power, mutadis mutandis, to examine all the relevant books of
Contractor’s subcontractor, or any subsidiary or allied firm or
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company, If any portion of the contract is entrusted or carried out
by such entities.

If on such examination, it is established that the contracted price
is more than the actual cost-plus reasonable margin of profit, the
Procuring Entity shall have the right to reduce the price and
determine the amount to a reasonable level.

The Contractor or its agency is bound to allow examination of its
books within 60 days from the date the notice is received by the
contractor or its agencies calling for the production of documents
under sub-clause (1) above. In the event of the contractor's or his
agency's failure to do so, the contract price would be reduced and
determined according to the best judgment of the Procuring
Entity, which would be final and binding on the contractor and
his agencies.

5.11- Deleted.
5.12— Deleted

Scope of | 6.1 The Scope of Supply

Supply 1) The contract is for supply of goods as stipulated in “Schedule of
and . Requirement” conforming to specification as indicated in the
Tech.nlcal “Technical Specification and Quality Assurance” and as per
.Spec1ﬁcat terms and conditions as indicated in GCC (General Condition of
tons contract) read with SCC (Special Condition of Contract).

Incidental Works/ Services: If so stipulated, the contractor shall
be required to perform specified incidental Works/ Services as an
integral part of the Goods in the contract.

6.2 Technical Specifications and Standards

The Goods & incidental Works/ Services to be provided by the
contractor under this contract shall conform to the technical
specifications and quality control parameters mentioned in ‘Technical
Specification and Quality Assurance’ under Section VI of the Tender
Document and as stipulated in the contract. Wherever references are
made in the Contract to codes and standards by which it shall be
executed, the edition or the revised version of such codes and
standards shall be those specified in the Contract. During Contract

execution, any changes in any such codes and standards shall be
applied only after approval by the Purchaser. For standards and
requirements where no applicable specifications/ Quality Assurance
are mentioned, appropriate latest authoritative standards and quality
assurance issued by the concerned institution shall be applicable. The
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Goods supplied shall be.

1) Entirely brand new, unused, and incorporate all recent
improvements in design and materials unless prescribed
otherwise by the Procuring Entity in the contract.

conform to materials, manufacture and workmanship as
stipulated in the contract, free of all defects and faults using
specified/ appropriate materials, manufacture, and workmanship
throughout and consistent with the established and generally
accepted standards for Goods of the type ordered and in full
conformity with the contract specification, drawing or sample, if
any.

3) No modification can be made in artwork of product unless prior
approved from programme division

6.3 Quantity Tolerance

Purchaser reserves the right to treat the supply obligations of
contractor complete if goods have been supplied to the extent of 98%
of the contracted quantity. Only the supplied quantity shall be paid for
as per the terms of the contract.

6.4 Eligible Goods - Country of Origin and Minimum Local Content

The country of origin of ‘Goods’ and ‘incidental Works/ Service’ to
be supplied under the contract shall have their origin in India and must
conform to the declaration made by the contractor in its bid regarding
but not limited to 1) restrictions on certain countries with land-borders
with India; ii) minimum local content and location of value addition
(Make in India Policy); iii) Contractor’s status as MSE or Start-up.
The term “origin” used in this clause means where the goods
(including subcontracted components) are mined, grown, produced, or
manufactured or from where the incidental Works/ Services are
arranged and supplied. For purposes of this Clause, the term ‘Goods’
shall have the meaning as defined in GCC-clause 1.2.

6.5- Option Quantity Clause

In exceptional situation where the requirement is of an emergent
nature and/ or it is necessary to ensure continued supplies from the
existing vendors, the purchaser reserves the right to place repeat order
up to 50% of the quantity of the goods and/or services contained in the
contract till the last scheduled date of supplies OR up to a period of
twelve months from the date of Long Term agreement (LTA),
whichever is later, at the same rate or a rate negotiated (downwardly)
with the existing vendors considering the reasonability of rates based
on prevailing market conditions and the impact of reduction in duties
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and taxes etc. The delivery period for the aforesaid ordered quantity
shall be scheduled after the completion of the delivery of the original
tendered quantity or on mutual consent between the supplier and
CMSS.

6.6 - Deleted.
6.7 Warranty/ Guarantee
The following warranty/ Guarantee clause shall apply:

1) the contractor hereby covenants that it is a condition of the
contract that all Goods supplied to the Procuring Entity under this
contract shall comply to technical specification, free of all defects
and faults arising from design, materials or workmanship or from
any act or omission of the contractor, that may develop under the
conditions prevailing in India.

the contractor also guarantees that the said Goods would continue
to conform to the description and quality as aforesaid, throughout
the specified shelf life as stipulated in the contract.

3) Obligations of the contractor under the warranty clause shall
survive even though:

a) The Goods may have been inspected, accepted, and paid for by
the Procuring Entity.
b) The contract is terminated for any reason whatsoever.

4) The Procuring Entity shall promptly notify in writing to the
contractor, if during the period above, the said goods/ stores/
articles are discovered not to conform to the description and
quality or have deteriorated. The decision of the Procuring Entity
in that behalf being final and conclusive.

If the said goods/ stores/ articles are declared not to conform to the
description and quality or have deteriorated during its shelf life in any
particular batch/different batches at any of the consignee location,
such cases shall be treated as localised failure of the goods supplied
and the entire quantity of the batch (Consumed as well as not
consumed) supplied to that particular location shall stand rejected.
However, if the aforesaid deterioration in quality is observed in same/
different batches at more than one locations, such cases shall be
treated as widespread failure of the goods supplied and the entire

quantity of the batch (Consumed as well as not consumed) supplied
under the contract at all the locations shall stand rejected.
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If any sample is declared as not to conform to the description or “Not

of Standard Quality such batch/ batches will be deemed to be rejected

goods and notice through Return Orders shall be issued to Contractor.

5) Upon receipt of such notice, the contractor shall, within 03

working days acknowledge the receipt of such notices and its

commitment to expeditiously, but not later within 60 days from

the date of receipt of such notice, replace the defective Goods free

of cost, at the Consignee destination. The Contractor shall take

over the replaced parts/ Goods after providing their replacements,

and no claim shall lie on the Procuring Entity for such replaced
parts/ Goods after that.

If the contractor, having been notified, fails to replace the
defect(s) within the aforesaid period of 60 days it shall amount to
breach of Contract for default under GCC-clause 12.1, and the
Procuring Entity shall avail any or all remedial action(s)
thereunder.

7) The warranty shall apply to replacement batches also.
6.8 — Deleted

7. Inspection | 7.1 QUALITY CONTROL

and 1) Quality Control is an essential part of the current procurement
Quality and it is the responsibility of the supplier to ensure the products
Assurance conform to the standards as specified in ‘Technical
Specification and Quality Assurance’ under Section VI of the
Tender Document during its entire shelf life.

The bidder/ supplier understand that the tendered item/items
is/are critical health goods and the quality parameters of
supplied goods are to be ensured during complete specified
shelf life as indicated in technical specification/bid document/
official compendium. Bidder/Supplier also appreciate that
failure in quality checks is serious default as it may derail entire
programme and can also risk the life of users of supplied health
goods.

Purchaser will embark on stringent quality checks to ensure that
tendered goods meet required standards throughout specified
shelf life. For this purpose, Purchaser reserves the right to carry
necessary inspections/tests at any of, or any combination of or/
all of following stages:

a) Pre-dispatch inspection
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b) Delivery Stage Inspection
c) Post-Delivery Surveillance

4) The goods supplied under the contract shall be subjected to PDI/
Delivery Stage Inspection/ “Accepted without PDI and Delivery
Stage Inspection”, as indicated in SCC. This is however without
prejudice to the Purchaser’s right to alter Inspection at any stage
for whole/ part of the supplies. The purchaser’s decision in this
regard shall be final.

Pre-dispatch inspection

5) Pre-dispatch inspection (PDI) for passing the quality of the
goods, would be done before direct shipment to the consignees
from supplier manufacturing premises. If the contract stipulates
pre-dispatch inspection, the supplier after completion of
manufacturing process, should offer goods for PDI inspection
in writing to Quality Assurance Department of the Purchaser at
least 10 days before proposed inspection date, which in turn
shall inform the contractor in writing of its programme for such
inspection and the officials' identity to be deputed for this
purpose. The samples of each batch 3 sets (Testing, Control and
Reserve) will be collected and Testing sample shall be sent to
designated laboratories (Government/ Private Drugs Testing
Laboratories) for testing as decided by the Purchaser. Sample
quantities will be borne by the supplier. However, handling and
testing charges will be borne by the Purchaser. After satisfactory
quality report of testing lab, dispatch clearance shall be given to
supplier by Quality Assurance Department of Purchaser. Only
after getting dispatch clearance, supplier will deliver the items
to the consignees as per the schedule mentioned in the Purchase
Order. If the supplier delivers/dispatches goods without
complying with aforesaid Quality Assurance and dispatch
clearance process, The Purchaser shall not accept such supplies
and will not process the bills for payments of such goods. The
supplier will be solemnly responsible for any of its actions.

6) In the event of the samples of Drugs/goods supplied fails in
quality tests/ found “Not of Standard Quality” (NSQ), and the
supplier disputes the rejection of goods, the control samples
collected during PDI shall be sent to designated laboratories
(Government/ Private Drugs Testing Laboratories) for testing as
decided by the Purchaser. If, the control samples also fail in
quality tests/ found “Not of Standard Quality”, purchaser shall
take actions against the supplier as per provisions of the contract
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including cancellation of contract, forfeiture of PBG and
blacklisting/debarment of the supplier for the quoted product for
a specific period.

In the event of the samples of Drugs/goods supplied fails in
quality tests/ found “Not of Standard Quality” (NSQ), and the
supplier does not dispute rejection of samples as detailed in sub
para above, the purchaser at its discretion may give one more
opportunity to the supplier to offer a fresh batch for pre-dispatch
inspection. If, the batch so offered also fails in quality tests/
found “Not of Standard Quality”, the purchaser shall take
actions against the supplier as per provisions of the contract
including cancellation of contract, forfeiture of PBG and
blacklisting/debarment of the supplier of the supplier for the
quoted product for a specific period.

Delivery Stage Inspection

8) Delivery stage inspection is done after the goods reach at
consignee location. If the contract stipulates inspection at
delivery stage, the supplier will deliver/dispatch the
manufactured items (as per the technical specifications) to
consignee’s location. The samples will be collected from the
consignee’s location and sent to designate Quality Control Labs,
as decided by Purchaser. Sample quantities will be borne by
Purchaser. Also, handling and testing charges will be borne by
Purchaser. The supplies will be deemed to be completed only
upon receipt of the quality certificates from the laboratories.
“Not of Standard Quality” or spurious or adulterated or
misbranded, such batch/ batches will be deemed to be rejected
goods.

If the said goods/ stores/ articles are declared not to conform to
the description or Not of Standard quality after analysis at
CMSS empaneled Lab and the entire quantity of the batch
supplied shall stand rejected. Upon receipt of such rejection
notice, the contractor shall, within 03 working days
acknowledge it and confirm its commitment to expeditiously,
but not later within 60 days from the date of receipt of such
notice, to replace the defective Goods free of cost, at the
ultimate destination, failing which supplier will be liable for
punitive actions as per tender terms and conditions.
Notwithstanding above, the LD will be applicable as per
original scheduled delivery.
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10)In case, a batch is declared ‘of standard Quality’ from one
location and from other location it is declared as ‘not of standard
quality’, then complete batch shall be declared as NSQ for all
locations.

Post-Delivery Surveillance

11) Notwithstanding pre-dispatch/ delivery stage inspection,
purchaser shall also carry out Post Delivery Surveillance/
Quality Monitoring Activities to ensure that the supplied
Drugs/goods have the active ingredients and all other
parameters at the prescribed level as indicated in official
compendiums or technical specifications throughout the shelf-
life period of the drugs/ goods. Samples, which do not meet
quality requirement/specifications, shall render the relevant
batches liable to be rejected and procedure of handling post
surveillance complaint is as per Warranty clause defined above
at GCC 6.7.

Consequence of Rejection

12) In the event of the samples of Drugs/goods supplied fails in
quality tests or found to be not as per specifications at any of
stage mentioned above, depending upon the type, nature and
seriousness of failure, consequences resulting from such
default, availability of alternate sources, the Purchaser is at
liberty to either:

a) Short Close the Purchase Order for entire quantity of batch
(localized/ widespread, as the case may be), which failed in
quality test and recover the cost of entire batch paid for
(whether consumed fully/ partially).
or
Ask the supplier to replace the entire quantity of relevant
batches (localized/ widespread, as the case may be), under
its warranty obligation.
or
To make alternative purchase of the items of Drugs from
other approved suppliers or in the open market or from any
other Tenderer who might have quoted higher rates, at the
risk and the cost of the supplier.

In addition to above, action to debar/blacklist the supplier
for suitable period, as decided by Purchaser may also be
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initiated. In addition to forfeiture of Performance Security

Deposit.

In addition, the FDA/ Drugs Control Authority of concerned

State will be informed for initiating necessary action on the

Tenderer in their state.

The decision of the Purchaser or any officer authorized by

Purchaser, as to the quality of the supplied drugs, medicines,

vaccines etc., shall be final and binding.

13)In case, supplier is asked to make replacement of rejected

batches and if replaced batch is also found “NOT OF
STANDARD QUALITY?”, the supplier shall be blacklisted for
the product and no further supplies shall be accepted for the
particular product category. In addition, the licensing authority
will be informed for initiating necessary action on the supplier
in their state. The performance security will also be forfeited.
The decision of Purchaser, as to the quality of the supplied
goods shall be final and binding.

14) If the product is non-Pharmacopeial then the supplier must
provide the in-house test method along with the required
reference standards if asked for. The Master Formula (BMR) of
the products shall be provided whenever asked for.

15) The Purchaser may engage the services of a Quality Control
Agent & Quality Control Testing Laboratories for the purpose
of Inspection & Quality Control. In case of failure of batches
during or at any stage, the testing charges of all samples
(testing/control/reserve/field samples) would be claimed from
the defaulting vendor.

16) Upon the Goods being rejected by the Testing lab and
Inspecting Officer or Interim Consignee or Consignee at a place
other than the premises of the contractor, the Procuring Entity
shall be at liberty to:

a) Demand that such stores shall be removed by the contractor
at his cost subject as hereinafter stipulated, within 60 days
of the date of intimation of such rejection. Provided that the
Inspecting Officer may call upon the contractor to remove
dangerous, infected, or perishable stores within 48 hours of
the receipt of such communication and the decision of the
Inspecting Officer in this regard shall be final in all respects.
Provided further that where the price or part thereof has been
paid, the consignee is entitled without prejudice to his other
rights to retain the rejected stores till the price paid for such
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stores is refunded by the contractor or dispose off such
rejected Goods as per clause below save that such retention
shall not in any circumstances be deemed to be acceptance
of the stores or waiver of rejection thereon. The Contractor
shall bear all cost of such replacement, including testing,
taxes and freight, if any, on replacing and replacing Goods
without being entitled to any extra payment on that or any
other account.
All rejected Goods shall, in any event, and circumstances
remain and always be at the contractor's risk immediately on
such rejection. Ifthe contractor does not remove such Goods
within the periods aforementioned, the Procuring entity
/inspecting officer, as the case may be as per the place of
rejection, may remove the rejected Goods. The Procuring
Entity or Inspecting Officer may either return the same to
the contractor at his risk and cost by such mode of transport
as it may decide or dispose oftf such Goods at the contractor's
risk and on his account and retain such portion of the
proceeds from such disposal, as may be necessary to recover
any expense incurred in connection with such disposals (or
any price refundable as a consequence of such rejection).
The Procuring Entity shall, in addition, be entitled to recover
from the contractor ground rent/ demurrage charges on the
rejected Goods after the expiry of the time-limit mentioned
above.
Disposal of rejected goods in an aforesaid manner shall not
exonerate contractor but still hold him liable to pay to the
procuring entity, the dues as may arise as per the terms of
contract besides the cost of goods if already paid to the
contractor and any inspection charges. The Purchaser can
take action as per contract terms if the contractor fails to pay
the amount due to him.

d) Deleted.

7.2 Inspections at the last moment
1) If the contract stipulates pre-dispatch inspection of the ordered

Goods at Contractors premises, he shall put up the Goods for

inspection well ahead of the delivery period to complete the

inspection within that period. After completion of

manufacturing process, the supplier should offer goods for PDI

inspection in writing to Quality Assurance department of CMSS

at least 10 days before proposed inspection date.

In cases where only a portion of the Goods ordered is tendered

for inspection at the last moments of the delivery period and also
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in cases where inspection is not completed in respect of the
portion of the Goods tendered for inspection during the delivery
period, the inspector shall carry out the inspection and complete
the formality beyond the contractual delivery period at the
specific written request by and at the risk and expense of the
contractor. The fact that the Goods have been inspected after the
contractual delivery period shall not amount to keeping the
contract alive, and this shall be without any prejudice to the
legal rights and remedies available to the Procuring Entity under
the terms & conditions of the contract.
If the Goods tendered for inspection during or at the last
moments of the delivery period are not found acceptable after
carrying out the inspection, the Procuring Entity is entitled to
cancel the contract in respect of the same at the risk and expense
of the contractor. If the Goods tendered for inspection are found
acceptable, the Procuring Entity may grant an extension of the
delivery period subject to conditions mentioned in GCC-clause
9.11 below.
7.3 Consignee’s right of Rejection of Inspected Goods

1) Goods accepted by the Procuring Entity and/ or its inspector at
the initial inspection and final inspection in terms of the contract
shall in no way dilute the Procuring Entity’s right to reject the

same later if found deficient concerning ‘Technical
Specifications and Quality Assurance’.
2) Deleted.

7.4 Handling of quality complaints

1) In case of quality complaints at any stage during its shelf life,
purchaser shall investigate the nature of complaint by collecting
field samples and its discretion test the samples so collected at
any Govt. Lab/ purchasers approved lab, if considered
necessary. On evaluation, if it is established that the samples are
not of standard quality, the same may be rejected and supplier
shall be asked to give replacement supplies as prescribed in the
preceding paragraphs.
In case manufacturer raises objection/disputes purchaser’s
decision, the control samples collected during PDI/ delivery
stage inspection shall be tested at any Govt. Lab/ purchasers
approved lab. The findings of the control sample shall be
binding on both the parties.
Purchaser at its discretion may also test control sample at any
stage of investigation of complaint/ as part of post-delivery
surveillance.
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4) In case replacement supplies are not completed within the
stipulated period, liquidated damages as per GCC-9.12 shall be
levied for delayed supplies beyond the stipulated period.

8. Packing, 8.1 Packing Specifications and Quality
Transporta

i 1) The marking of the Goods must comply with the Goods of the laws
ion,

relating to merchandise marks for the time being in force in India.

Insurance
and 2) The packing for the Goods to be provided by the contractor should

be strong and durable enough to withstand, without limitation, the
entire journey during transit, including transshipment (if any),
rough handling, open storage etc., without any damage,

Receipt

deterioration etc. If necessary, the size, weights, and volumes of
the packing cases, the remoteness of the goods' final destination,
and availability or otherwise of transport and handling facilities at
all points during transit up to the final destination shall also be
considered.

The packaging unit should be strong, able to be stacked to a height
of 4 pallets as static storage and 2 pallets during transport, and
resistant to puncturing. Special attention of suppliers is invited to
ensure the material is of good quality and is free from development
of fungus/termites. In case fungus/termites develops within 15
days of delivery at specified locations, suppliers at their own cost
would lift the entire batch from various locations and supply fresh
replaced batches. For LD purposes the date of receipt of replaced
batches would count. In addition, the expenses on pest control to
be undertaken by CMSS would be borne by the tenderer.

The quality of packing, the manner of marking within & outside
the packages, and accompanying documentation shall strictly
comply with the "Technical Specification and Quality Assurance’
and in the contract. If the packing requirements are amended due
to any amendment to the contract, the contractor shall comply
accordingly.

Unless otherwise provided in the contract, all containers
(including packing cases, boxes, tins, drums, and wrappings) in
which the contractor supplies the Goods shall be considered non-
returnable and their cost included in the contract price.

8.2 Packing instructions

The suppliers are required to supply the product(s) with printed text
“GOVERNMENT OF INDIA SUPPLIES — NOT FOR SALE”
(Unless otherwise indicated differently in SCC) in red-colour on the
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strips, blisters, vials, ampoules & bottles and also on the external
packings. The type/thickness of packing materials used in Blister
packs may also be specified. Goods received without this print will
not be accepted by Consignee. Affixing of rubber stamp shall not be
accepted. However, the approved art work will prevail.

Unless otherwise mentioned in the 'Technical Specification and
Quality Assurance’ under Sections VI and SCC under Section VII, the
contractor shall make separate packages for each consignee (in case
there is more than one consignee mentioned in the contract) and mark
each package on three sides with the following with indelible paint of
proper quality:

1) An iconic graphical mark to visually identify a particular
consignment.

2) Name of the Procuring Entity; contract number and date
3) brief description of Goods including quantity.
4) the gross weight of the package

5) Serial number of this package and the total number of packages
in the consignment

6) packing list reference number

7) country of origin of goods

8) consignee’s name and full address and
9) Contractor’s name and address

8.3 Transfer of Title of Goods

1) Unless otherwise stated in the contract, notwithstanding any

inspection and approval by the Inspecting Officer on the
contractor's premises, or any payments made to the contractor,
property in the Goods (and resultant rights and liabilities) shall
not pass on to the Procuring Entity until the Goods have been
received, inspected, and accepted by the consignee. The Goods
and every constituent part thereof, whether in the possession or
control of the contractor, his agents or servants or a carrier, or the
joint possession of the contractor, his agents or servants and the
Procuring Entity, his agents, or servants, shall remain in every
respect at the risk of the contractor, until their actual delivery to a
person stipulated in the contract as the interim consignee for
dispatch to the consignee. The Contractor shall be responsible for
all loss, destruction, damage, or deterioration of or to the Goods
from any cause whatsoever while the Goods after approval by the
Inspecting Officer are awaiting dispatch or delivery or are in the
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course of transit from the contractor to the consignee. The
Contractor shall alone be entitled and responsible for making
claims against any carrier in respect of non-delivery, short
delivery, mis-delivery, loss, destruction, damage, or deterioration
of the Goods entrusted to such carrier by the contractor for
transmission to the consignee or the interim consignee as the case
may be.

Provided that where, under the terms of the contract, the Goods
are required to be delivered to an interim consignee for dispatch
to the consignee, the Goods shall be at the Procuring Entity's risk
after their delivery to the interim consignee.

8.4 Transportation

The contractor shall be responsible for free delivery of consignment at
consignees place. Accordingly, the contractor shall arrange
transportation, insurance etc. of the ordered Goods as per its procedure.

8.4.1 Distribution of Dispatch Documents for Clearance/ Receipt of
Goods

1) Supplier will integrate with e- aushadhi system of CMSS and
Supplier Interface Module in which supplier shall be required to
enter/upload batch no, qty, mfg & expiry date, tranche no,
invoice/challan copy etc. against PO no. Suppliers are requested
to submit their Original Invoice along with copies of Lorry
Receipt/ Deliver challans and original Consignee Receipt
Certificate (CRC) duly signed & stamped with other necessary
documents for smooth processing of payment.

The contractor shall notify the Procuring Entity, consignee, and

others concerned, if mentioned in the contract, the complete
details of dispatch and also supply the following documents (as
relevant) to them by registered post/ speed post/ courier besides
advance intimation by digital means (or as instructed in the
contract or SCC):

Required Documents from Supplier for Material Acceptance at
Consignee

Description Remark

Transporter's copy (Builty) of

LR Copy (Lorry receipt copy) delivery of consignment
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Invoice copy of material

To be provided by the supplier
having the following details:

. Invoice Number

. Invoice Date

. Item Name

. PO. No. and Date

. Tranche No.

. Quantity
. Batch Number
. Date of Manufacturing

O 00 I O W b~ W N —

. Date of Expiry

Packing list of inward
material

To be provided by the supplier
having the following details:

1. Total Number of Intact
Boxes/ Cartons

2. Quantity per Box

3. No. of Loose Box (if any)
4. Quantity in Loose Box

Certificate of Analysis (COA
in case of Drugs)

To be provided by the supplier
with the details of Inhouse
Quality Test Report with date of
Test. The COA contains the
following:

a) Manufacturer’s Name

b) Manufacturing Site Address
c¢) Generic name of the product
d) Date of Analysis

¢) Batch No.

f) Pharmacopeial Reference
and/ or In-house method

g) Date of manufacture
h) Expiry date

i) All identity, potency, purity,
sterility, pyrogen and all other
test required by the specified
pharmacopoeia and/or In-house
method. Both the actual results
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and the limits for the individual
tests should be given

j) Conclusion

k) Authorized signatures

To be provided by the supplier
with the details of Inhouse
Quality Test Report with date of
Test. The Performance
Evaluation Report shall
include:

a) Manufacturer’s Name
b) Manufacturing Site Address

¢) Product name

d) Date of Analysis

e) Lot/Batch Number
f) Date of manufacture
g) Date of Expiry

h) Testing principle

Performance Evaluation
Report (In case of Devices)

i) Information about reference
used

j) Testing Procedure-
Sensitivity, Specificity etc

k) Results

1) report number

m)Date of Analysis

n) Designation and signature
of analyst

0) Authorized signatory of lab

To be provided by the supplier,

E way Bill
way Bt the copy of the E way Bill

Any other document(s), as and if mentioned explicitly in the
contract.

3) The contractor shall send all the relevant dispatch documents well
in time to the Procuring Entity to enable it to clear or receive (as
the case may be) the Goods in terms of the contract. 8.5 — Deleted.

8.6 — Deleted.
8.7 Receipt of Consignment
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8.7.1 Preliminary Acknowledgement

At the time of the delivery at the destination, the consignee shall
receive the Goods on a "subject to inspection and acceptance in terms
of contract" basis and shall issue the preliminary receipt to
acknowledge having received the claimed quantity (not the quality) of
consignment.

8.7.2 Goods Receipt Note (GRN)/Consignee Receipt Certificate
(CRO)

If the received consignment successfully passes the quantity and
quality checks, procuring Entity shall issue a Goods Receipt
Note/Consignee Receipt Certificate (GRN/CRC, or a similar voucher
by any other name). The contractor may claim payment based on this
document inter-alia other specified documents.

8.7.3 Rejection of Consignment by the Consignee

If the received consignment or part thereof fails to pass quantity and
quality checks, the Procuring Entity shall issue a GRN/CRC only for
the accepted quantity.

8.7.4 Short Receipt Certificate

If the quantity received is less than claimed/ invoiced, GRN/Rejection
Note shall be issued only for the received quantity.

8.7.5 Perishable Goods

For Goods with a limited shelf life, the contractor shall ensure that at
least 5/6™ (or any other period/criteria stipulated in the SCC) of shelf-
life remains balance on delivery date. The Procuring Entity reserves
rights to reject expired or products with less than such specified shelf
life.

9. Terms of
Delivery
and delays

9.1 Effective Date of Contract

The effective date of the contract shall be the date on which letter of
award (LOA) has been issued by the Procuring Entity. The dates of
deliveries shall be counted from such date. No notice to commence the
contract shall be issued separately.

9.2 Time is the essence of the contract

The time for and the date for delivering the Goods stipulated in the
contract or as extended shall be deemed to be of the essence of the
contract. Delivery must be completed not later than the date(s) so
specified or extended.

9.3 Destination Places

The destination(s) where the Goods are to be delivered shall be as
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stipulated in the contract or Section V — Schedule of Requirements.
9.4 Terms of Delivery

1) Terms of delivery is DDP Consignee site unless otherwise
stipulated differently in Section V — Schedule of Requirements.
Accordingly, the contractor shall arrange transportation,
insurance etc. of the ordered Goods as per its own procedure.

The delivery shall not be complete unless the Goods are inspected
and accepted by the Consignee as provided in the contract. No
Goods shall be deliverable to the consignee on Sundays and
public holidays or outside designated working hours without the
written permission of the consignee.

the contractor shall not deliver the Goods after the expiry of the
delivery period. The Contractor must apply to the Procuring
Entity to extend the delivery period and obtain the same before
dispatch. If the contractor dispatches the Goods without obtaining
an extension, it would be doing so at its own risk, and no claim
for payment for such supply and/ or any other expense related to
such supply shall lie against the Procuring Entity.

9.5 — Deleted.
9.6 Progressing of Deliveries

The Contractor shall allow reasonable facilities and free access to his
Works/ records to the Inspecting Officer or such other Officer as may
be nominated by the Procuring Entity to ascertain the progress of the
deliveries under the contract. The Contractor shall, from time-to-time,
render such reports concerning the progress of the contract and/ or
supply of the Goods in such form as may be required by the Procuring
Entity. The submission, receipt and acceptance of such reports shall not
prejudice the rights of the Procuring Entity under the contract, nor shall
operate as an estoppel against the Procuring Entity merely because he
has not taken notice of/ or subjected to test any information contained
in such report.

9.7 Notification of Delivery.

Notification of delivery or dispatch regarding every installment shall be
made to the consignee and to the Procuring Entity immediately on
dispatch or delivery. The Contractor shall further supply to the
consignee, packing list of the consignment and the contract references.
All packages, containers, bundles, and loose materials part of every
installment shall be fully described in the packing list, and complete

details of the contents of the packages and quantity of materials shall be
given to enable the consignee to check the Goods on arrival at
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destination.
9.8 Dispatches at the last moment or after the expiry of the delivery

1) If the contractor supplies a consignment after the expiry of the
contracted delivery date, the Consignee may either refuse to
receive it or receive it without prejudice to the rights of the
Procuring Entity under the terms and conditions of the contract.
Such consignments shall lie at the risk and responsibility of the
contractor. Such a receipt by the consignee shall not acquiesce or
condone the late delivery and shall not intend or amount to an
extension of the delivery period or keeping the contract alive. The
Contractor must obtain an extension of the delivery date/period
from the Procuring Entity.

2) Deleted.
3) Deleted.
9.9 Delay in the contractor’s performance

If the contractor fails to deliver the Goods or any instalment thereof or
delays incidental Work/ Services within the period fixed for such
delivery in the contract or as extended or at any time repudiates the
contract before the expiry of such period, the Procuring Entity may
without prejudice to his other rights:

1) recover from the contractor liquidated damages as per clause 9.12
below, or

2) treat the delay as a breach of contract as per clause 12.1 below
and avail all the remedies therein.

9.10- Deleted.

9.11 Extension of Delivery Period:

1) If at any time during the currency of the contract, the contractor
encounters conditions hindering timely delivery of the Goods
and performance of incidental Works/ Services, he shall
promptly inform the Procuring Entity in writing about the same
and its likely duration. He must make a request to the Procuring
Entity for an extension of the delivery schedule. On receiving
the contractor’s communication, the Procuring Entity shall
examine the situation and, at its discretion, may agree to extend
the delivery schedule, with or without liquidated damages and
with and without denial clause by issuing an amendment to the
contract.

Conditions for Extension of Delivery Period: When the period
of delivery is extended due to unexcused delay by the contractor,
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the amendment extending the delivery period shall, inter alia, be
subject to the following conditions:

Liquidated Damages: The Procuring Entity shall recover from
the contractor, under the provisions of this clause, liquidated
damages on the Goods and incidental Works/ Services, which
the contractor has failed to deliver within the delivery period
stipulated in the contract.

Denial Clause:

No increases in price on account of any statutory increase in or
fresh Imposition of GST, customs duty or on account of any
other taxes/ duty/ cess/ levy), leviable in respect of the Goods
and incidental Works/ Services stipulated in the said contract
which takes place after the original delivery date, shall be
admissible on such of the said Goods, as are delivered after the
said date; and

Notwithstanding any stipulation in the contract for an increase
in price on any other ground, including price variation clause or
foreign exchange rate variation, or any other variation clause, no
such increase after the original delivery date shall be admissible
on such goods delivered after the said date.

Nevertheless, the Procuring Entity shall be entitled to the benefit
of any decrease in price on account of reduction in or remission
of GST, customs duty or on account of any other Tax or duty or
any other ground as stipulated in the price variation clause or
foreign exchange rate variation or any other variation clause
which takes place after the expiry of the original delivery date.

9.12Liquidated damages

1) Subject to GCC clause 9.11, if the contractor fails to deliver any or
all of the Goods or fails to perform the incidental Works/ Services
within the time frame(s) incorporated in the contract, the Procuring
Entity shall, without prejudice to other rights and remedies available
to the Procuring Entity under the contract, deduct from the contract

price, as agreed liquidated damages, but not as a penalty, a sum
equivalent to the /2 % (half percent) of the delivered price (including
elements of GST & freight) of the delayed Goods and/ or incidental
Works/ Services for each week of delay to be applied
proportionately on per day basis for first four weeks of delay. For
subsequent delays, a sum equivalent to 2.5% (two and half percent),
instead of 0.5%, for each week of delay to be applied proportionately
on per day basis of delivered price shall be deducted as liquidated
damages. The maximum deduction on account of LD shall not
exceed 10% of the delayed goods or incidental works/service
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contract price(s). Besides liquidated damages during such a delay,
the denial clause as per GCC-clause 9.11-2(b) shall also apply.

2) Deleted.
9.13 Force Majeure

1) On the occurrence of any unforeseen event, beyond the control
of either Party, directly interfering with the delivery of Services
arising during the currency of the contract, such as war,
hostilities, acts of the public enemy, civil commotion, sabotage,
fires, floods, explosions, epidemics, quarantine restrictions,
strikes, lockouts, or acts of God, the affected Party shall, within
a week from the commencement thereof, notify the same in
writing to the other Party with reasonable evidence thereof.
Unless otherwise directed by the Procuring Entity in writing, the
contractor shall continue to perform its obligations under the
contract as far as reasonably practicable and shall seek all
reasonable alternative means for performance not prevented by
the Force Majeure event. If the force majeure condition(s)
mentioned above be in force for 90 days or more at any time,
either party shall have the option to terminate the contract on
expiry of 90 days of commencement of such force majeure by
giving 14 days’ notice to the other party in writing. In case of
such termination, no damages shall be claimed by either party
against the other, save and except those which had occurred
under any other clause of this contract before such termination.

2) Notwithstanding the remedial provisions contained in GCC-
clause 9.12 or 12.1, none of the Party shall seek any such
remedies or damages for the delay and/ or failure of the other
Party in fulfilling its obligations under the contract if it is the
result of an event of Force Majeure.

10 Prices and
Payments

10.1 Prices
10.1.1Charged Prices

Prices to be charged by the contractor for the supply of Goods and
provision of incidental Works/ Services in terms of the contract shall not
vary from the corresponding prices quoted by the contractor in its bid or
during negotiations, if any, and incorporated in the contract except for
any price adjustment authorized in the contract.

10.1.2 Controlled Prices

1) The price charged by the contractor shall not be higher than the
controlled price fixed by law for the Goods, or where there is no
controlled price, it shall not exceed the minimum of Maximum
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Retail Price (MRP) at which the same or similar Goods are
available in the market in the relevant region, or contravene the
norms for fixation of prices laid down by Government, or where
the Government has not fixed such prices or norms, it shall not
exceed the price appearing in any agreement relating to price
regulation by any industry in consultation with the Government.

Penalties for overcharging: If the sub-clause above is violated,
unless the contractor had explicitly mentioned this fact in his bid
giving reasons for quoting a higher price (s), or makes any mis-
statement, it shall be lawful for the Procuring Entity to:

a) annul the award and treat it as a misdemeanour as per the
contract and take any or all punitive remedies available
thereunder, or

b) without annulling the award, take action as per GCC-
clause 10.4 to recover the overcharged amount, or

c) treat it as a breach of contract as per GCC-Clause 12.1
and avail any or all remedies thereunder.

10.1.3— Deleted.

10.1.4 Firm Prices

Prices stipulated in the contract shall be fixed and firm.
10.1.5— Deleted.

10.1.6 Fall Clause

1) The price charged for the Goods supplied under the contract by
the contractor shall in no event exceed the lowest price at which
the contractor sells the Goods or offers to sell Goods of identical
description, to any persons/ organizations including the Procuring
Entity or any Department or Undertaking of the Central
Government, as the case may be during the currency of the
contract. Contractor shall forthwith notify such reduction or sale
or offer of sale to the Procuring Entity and the price payable under
the contract for the Goods supplied after the date of coming into
force or such reduction or sale or offer of sale shall stand
correspondingly reduced.

2) The above stipulation shall, however, not apply to:

a) Exports by the contractor

b) Sale of Goods as original equipment at prices lower than
the prices charged for normal replacement

c) Sale of perishable Goods having a limited shelf life, such
as drugs that have expiry dates
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3) the contractor shall furnish the following certificate to the
concerned Accounts Officer with each bill for payment of
supplies made against the contract.

“We certify that there has been no reduction in the sale
price of the Goods of description identical to the Goods
supplied to the Procuring Entity under the contract herein,
and such Goods have not been offered/ sold by me/ us to
any person/ organisation including any Ministry/
Department/ Attached and Subordinate Office/ Public
Sector Undertaking of Central or State Government(s) as
the case may be upto the date of bill/ the date of
completion of Contract at a price lower than the price
charged under this contract except for the quantity of
Goods categories under (a), (b) and (c¢) of sub-clause (2)
above, details of which are as follows:-”

10.1.7 Compliance with PPP-MI Order

In accordance with provision of Para 9 (c) of PPPMII order dated
19.07.2024, for all contracts above INR 10 Crores, the contractor shall
provide local contract certificate from practicing Chartered / Cost
Accountant with last bill of each tranche. In case the contractor/ supplier
does not meet the stipulated local content requirement and the category
of the supplier changes from Class-I to Class-I1/ Non local or from Class-
II to Non-local, a penalty up to 10% of the contract value shall be
imposed. However, contract once awarded shall not be terminated on this
account.

10.2 Taxes and Duties

1) the contractor shall be entirely responsible for all taxes, duties,
fees, levies etc., incurred until delivery of the Goods to the
Procuring Entity.

If applicable under relevant tax laws and rules, the Procuring
Entity shall deduct from all payments and deposit required taxes
to respective authorities on account of GST Reverse Charge
Mechanism; Tax Deducted at Source (TDS), and Tax Collected
at Source (TCS) relating to Income Tax, labour cess, royalty etc.

3) Payment of GST Tax under the contract:

a) The payment of GST and GST Cess to the contractor shall
be made only on the latter submitting a GST compliant
Bill/ invoice indicating the appropriate HSN code and
applicable GST rate thereon duly supported with
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documentary evidence as per the provision of relevant
GST Act and the Rules made there under. The delivery
shall be shown being made in the name, location/ state,
and GSTIN of the consignee only; the location of the
procurement office of the procuring entity has no bearing
on the invoicing.

The supply of Goods or services or both, if imported into
India, shall be considered as supply under inter-state
commerce/ trade and shall attract integrated tax (IGST).
The IGST rate and GST cess shall be applicable on the
‘Custom Assessable Value’ plus the ‘Basic Customs duty
applicable thereon’.

While claiming reimbursement of duties, taxes etc. (like
GST) from the Procuring Entity, as and if permitted under
the contract, the contractor shall also certify that in case it
gets any refund out of such taxes and duties from the
concerned authorities at a later date, it (the contractor)
shall refund to the Procuring Entity, the Procuring Entity’s
share out of such refund received by the contractor. The
Contractor shall also refund the appropriate amount to the
Procuring Entity immediately on receiving the same from
the concerned authorities.

All necessary adjustment vouchers such as Credit Notes/
Debit Notes for any short/ excess supplies or revision in
prices or any other reason under the contract shall be
submitted to the Procuring Entity in compliance with GST
provisions.

In case of Price Variation or Exchange Rate variation, or
any other variation is applicable, GST shall be applicable
on the net invoice value after the variation is taken into
account.

GST shall be paid as per the rate at which it is liable to be
assessed or has been assessed provided the transaction of
the sale is legally liable to such taxes and is payable as per
the terms of the contract subject to the following
conditions:

i.  The Procuring Entity shall not pay a higher GST rate
if leviable due to any misclassification of HSN
number or incorrect GST rate incorporated in the
contract due to contractor’s fault. Wherever the

contractor invoices the Goods at GST rate or HSN
number, which is different from that incorporated in
the contract, payment shall be made as per GST rate,
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which is lower of the GST rates incorporated in the
contract or billed.

However, the Procuring Entity shall not be
responsible for the contractor's tax payment or duty
under a misapprehension of the law.

Bidder is informed that he shall be required to adjust
his basic price to the extent required by a higher tax
rate billed as per invoice to match the all-inclusive
price mentioned in the contract.

In case of profiteering by the contractor relating to
GST tax, the Procuring Entity shall treat it as a
violation of the Code of Integrity in the contract and
avail any or all punitive actions thereunder, in
addition to recovery and action by the GST
authorities under the Act.

The contractor should issue Receipt vouchers
immediately on receipt of all types of payments along
with tax invoices after adjusting advance payments, if
any, as per Contractual terms and GST Provisions.

4) Statutory Variation Clause: Unless otherwise stated in the
contract, statutory increase in applicable GST rate only during the
original delivery period shall be to Procuring Entity’s account.
Any increase in the rates of GST beyond the original completion
date during the extended delivery period shall be borne by the
contractor. The benefit of any reduction in GST rate must be
passed on to the Procuring Entity during the original and extended
delivery period. However, GST rate amendments shall be
considered for quoted HSN code only, against documentary
evidence, provided such an increase of GST rates after the last
date of bid submission.

5) Duties/ Taxes on Raw Materials

The Procuring Entity is not liable for any claim from the contractor
on account of fresh imposition and/ or increase (including statutory
increase) of GST, customs duty, or other duties on raw materials and/
or components used directly in the manufacture of the contracted
Goods taking place during the pendency of the contract unless such
liability is expressly agreed to in terms of the contract.

6) Deleted.
10.3 Terms and Mode of Payment
10.3.1

1) The payments shall only be made in Indian Rupees.
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2) The contractor shall send its claim for payment in writing as per
GST compliant Invoice and documents, when contractually due,
along with relevant documents etc., as stipulated in Contract and
a manner as also specified therein.

While claiming payment, the contractor is also to certify in the
bill that the payment being claimed is strictly in terms of the
contract and all the obligations on the part of the contractor for
claiming that payment has been fulfilled as required under the
contract.

The usual payment term is 100% on receipt of goods and its
acceptance by the consignee as per provisions of the contract on
submission of the following documents:

a) Copy of e-invoice generated from GST Portal.
b) Packing list (with Goods Description) of supplied items.

c) Copy of certificate of Analysis (COA)/Performance
Evaluation Report (PER) as applicable for each batch
supplied.

Proof of delivery

1) Lorry receipt duly signed, stamped and dated in case
of CMSS Warehouse.

i) Lorry receipt duly signed, stamped and dated along
with Original Consignee Receipt Certificate (CRC) in
case of Goods Delivered at Consignee’s Location
other than CMSS Warehouses.

Copy of e-Way Bill.
Warranty Certificate

Undertaking that the payment being claimed is strictly in
terms of the contract and all the obligations on the part of the
contractor for claiming that payment has been fulfilled as
required under the contract.

h) Undertaking for Fall Clause as per GCC 10.1.6
1) Local Content Certificate as per GCC 10.1.7

7)  Such other documents as indicated in SCC

All bills/ Invoices should be raised in duplicate and the bills
should be drawn in the name of Central Medical Services Society,
2nd Floor, Vishwa Yuvak Kendra, Pandit Uma Shankar Dikshit
Road, Chanakyapuri, New Delhi-1100210r in the name of any
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other authority as may be designated. Supplier has to mention e-
aushadhi PO No. and tranche/ lot on the invoice.

The CMSS shall endeavour to make payment within 75 days in
respect of items requiring sterility tests and within 60 days in
respect of items requiring non- sterility test from the date of
submission of invoice or from the date of receipt of material,
whichever is later along with all the relevant documents of tender.

Lot/Tranche/PO vise Part payments for supply will be considered
only after completion of supply of at least 50% quantity ordered
in the individual Purchase Order/Lot/Tranche PROVIDED
original consignee receipts are produced and the quality pass
reports of Standard Quality on samples testing are received from
approved laboratories of CMSS.

The payment will be made either by means of Cheque or through
RTGS (Real Time Gross Settlement System)/ Core Banking/
NEFT. The Contractor shall give his consent in a mandate form
for receipt of payment through NEFT. In case of non-payment
through EFT, or where the EFT facility is not available, payment
may be released through cheque.

The Tenderer shall furnish the relevant details in original in Bid
Forms to make the payment through RTGS/Core Banking/
NEFT. The payment will be in INR only.

10) Supplier will integrate with e- aushadhi system of CMSS and
Supplier Interface Module in which selected bidders shall be
required to enter/upload batch no, qty, mfg. & expiry date,
tranche no, invoice/challan copy etc. against PO no.

11) No advance payments towards costs of items will be made to the
Tenderer.

10.3.2 — Deleted.

10.3.3 - Deleted

10.3.4 — Deleted.

10.4 Withholding and lien in respect of sums claimed:

1) Whenever any claim or claims for payment of a sum of money
arises against the contractor, out of or under the contract, the
Procuring Entity shall be entitled, and it shall be lawful on his
part, to withhold and also have a lien to retain such sum or sums,
in whole or in part pending finalization or adjudication of any
such claim from-

Page 215 of 282




a) any security or retention money, if any, deposited by the
contractor.

b) any sum(s) payable till now or hereafter to the contractor under
the same Contract or any other contract with the Procuring Entity
if the security is insufficient or if no security has been taken from
the contractor.

2) Where the contractor is a partnership firm or a limited company,
the Procuring Entity shall be entitled, and it shall be lawful on his
part, to withhold and also have a lien to retain towards such
claimed amount or amounts in whole or in part from any sum
found payable to any partner/ limited company, as the case may
be, whether in his capacity or otherwise.

3) It is an agreed term of the contract that the sum(s) of money so
withheld or retained under the lien referred above shall be kept
withheld or retained till the claim arising out of or under the
contract is determined under clause GCC 11 and/ or 12. The
contractor shall have no claim for interest or damages whatsoever
on any account in respect of such withholding or retention under
the lien referred to supra and duly notified as such to the
contractor.

4) Lien in respect of Claims in other Contracts: Any sum of
money due and payable to the contractor (including the security
deposit returnable to him) under the contract may be withheld or
retained by way of lien by the Procuring Entity or Government
against any claim of the Procuring Entity or Government in
respect of payment of a sum of money arising out of or under any
other contract made by the contractor with the Procuring Entity
or Government.

10.5 Payment against Time-Barred Claims

All claims against the Procuring Entity shall be legally time-barred after
three years calculated from the date when the payment falls due unless
the payment claim has been under correspondence. The Procuring Entity
is entitled to, and it shall be lawful for it to reject such claims.

10.6 — Deleted.

11 Resolution Resolution of disputes
of disputes | 11.1 Disputes and Excepted Matters

All disputes and differences between the parties hereto, as to the
construction or operation of this contract, or the respective rights and
liabilities of the parties on any matter in question; or any other account
whatsoever, but excluding the Excepted Matters (detailed below);
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arising out of or in connection with the contract, within thirty (30) days
from aggrieved Party notifying the other Party of such matters;
whether before or after the completion/ termination of the contract,
that cannot be resolved amicably between the Procurement Officer
and the contractor within thirty (30) days from aggrieved Party
notifying the other Party of such matters, shall be hereinafter called
the “Dispute”. The aggrieved party shall give a ‘Notice of Dispute’
indicating the Dispute and claims citing relevant Contractual clause to
the designated authority and requesting for invoking the following
dispute resolution mechanisms. The Dispute shall be resolved without
recourse to courts through dispute resolution mechanisms detailed
subsequently, in the sequence as mentioned below, and the next
mechanism shall not be invoked unless the earlier mechanism has
been invoked or has failed to resolve it within the deadline mentioned
therein.

1) Adjudication
2) Conciliation
3) Arbitration
11.2 Excepted Matters

Matters for which provision has been made in any Clause of the
contract shall be deemed as ‘excepted matters’ (matters not disputable/
arbitrable), and decisions of the Procuring Entity, thereon shall be
final and binding on the contractor. The ‘excepted matters’ shall stand
expressly excluded from the purview of the sub-clauses below,
including Arbitration. However, where the Procuring Entity has raised
the dispute, this sub-clause shall not apply. Unless otherwise
stipulated in the contract, excepted matters shall include but not
limited to:

1) any controversies or claims brought by a third party for bodily
injury, death, property damage or any indirect or consequential
loss arising out of or in any way related to the performance of this
Contract (“Third Party Claim”), including, but not limited to, a
Party’s right to seek contribution or indemnity from the other
Party in respect of a Third-Party Claim.

Issues related to the pre-award tender process or conditions

Issues related to ambiguity in contract terms shall not be taken up
after a contract has been signed. All such issues should be
highlighted before the signing of the contract by the contractor.

Provisions incorporated in the contract, which are beyond the
purview of The Procurement Entity or are in pursuance of policies
of Government, including but not limited to
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a) Provisions of restrictions regarding local content and
Purchase Preference to Local suppliers in terms of Make in
India policy of the Government

b) Provisions regarding restrictions on Entities from Countries
having land-borders with India in terms of the
Government’s policies in this regard

c) Purchase preference policies regarding MSEs and Start-ups

11.3 Adjudication

After exhausting efforts to resolve the Dispute with the Purchasing
Officer executing the contract on behalf of the Procuring Entity, the
contractor shall give a ‘Notice of Adjudication’ specifying the matters
which are in question, or subject of the dispute or difference indicating
the relevant contractual clause, as also the amount of claim item-wise
to Head of Procurement or any other authority mentioned in the
contract (hereinafter called the “Adjudicator”) for invoking resolution
of the dispute through Adjudication. During his adjudication, the
Adjudicator shall give adequate opportunity to the contractor to
present his case. Within 60 days after receiving the representation, the
Adjudicator shall make and notify decisions in writing on all matters
referred to him. The parties shall not initiate, during the adjudication
proceedings, any conciliation or arbitral or judicial proceedings in

respect of a dispute that is the subject matter of the adjudication
proceedings. If not satisfied by the decision in adjudication, or if the
adjudicator fails to notify his decision within the abovementioned
time-frame, the contractor may proceed to invoke the process of
Conciliation as follows.

11.4 Conciliation of disputes

1) Any party may invoke Conciliation by submitting “Notice of
Conciliation” to the Head of the Procuring Organization. Since
conciliation is a voluntary process, within 30 days of receipt of
“Notice of Conciliation”, the Head of the Procuring Organization
shall notify a sole Conciliator if the other party is agreeable to
enter Conciliation. If the other party is not agreeable to
Conciliation, the aggrieved party may invoke Arbitration.

The Conciliator shall proactively assist the parties to reach an
amicable settlement independently and impartially within the
terms of the contract, within 60 days from the date of appointment
of the Conciliator.

If the parties reach an agreement on a dispute settlement, they
shall draw up a written settlement agreement duly signed by the
parties and conciliator. When the parties sign the settlement
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agreement, it shall be final and binding on the parties. The dispute
shall be treated as resolved on the date of such agreement.

The parties shall not initiate, during the conciliation proceedings,
any arbitral or judicial proceedings in respect of a dispute that is
the subject matter of the conciliation proceedings.

Termination of Conciliation: Disputes shall remain alive if the
conciliation is terminated as follows:

a) By written declaration of the conciliator, after
consultation with the parties, to the effect that further
efforts at conciliation are no longer justified, on the date
of such declaration; or
By a written declaration of any party to the conciliator to
the effect that the conciliation proceedings are terminated,
on the date of such declaration; or
If the parties fail to reach an agreement on a settlement of
the dispute, within 60 days of the appointment of
Conciliator

6) On termination of Conciliation, if the dispute is still alive, the
aggrieved party shall be free to invoke Arbitration.

11.5 Arbitration Agreement
11.5.1 This Agreement

1) This Arbitration Agreement (hereinafter referred to as this
“Agreement”) relating to this Contract (hereinafter called the
“Main Agreement” for this agreement) is made under the
provisions of The Arbitration and Conciliation Act, 1996 as
amended from time to time and the rules thereunder (hereinafter
called The Arbitration Act). This Agreement shall continue to
survive termination, completion, or closure of the Main
Agreement for 120 days after that.

Subject to aforesaid provisions, relevant clauses of the contract
shall apply to the appointment of arbitrators and arbitration
proceedings under this Agreement.

The Micro, Small and Medium Enterprises Development
(MSMED) Act, 2006 provides parties to a dispute (where one of
the parties is a Micro or Small Enterprise) to be referred to Micro
and Small Enterprises Facilitation Council if the dispute is
regarding any amount due under Section 17 of the MSMED Act,
2006. If a Micro or Small Enterprise, being a party to dispute,
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refers to the provisions in MSMED Act 2006, these provisions
shall prevail over this Agreement.

11.5.2 Notice for Arbitration

1) Authority to Appoint Arbitrator(s): For this Arbitration
Agreement ‘The Appointing Authority’, to appoint the arbitrator
shall be Head of the Procuring Organization named in the contract
and includes if there be no such authority, the officer who is for
the time being discharging the functions of that authority, whether
in addition to other functions or otherwise.

In the event of any dispute as per GCC-clause 11.1 above, if the
Adjudicator fails to decide within 60 days (as referred in 11.3
above), or the Conciliation is terminated (as referred in sub-clause
11.4 above) then, parties to the contract, after 60 days but within
120 days of ‘Notice of Dispute” (clause 11.1 above) shall request
the Appointing Authority through a “Notice for Arbitration” in
writing requesting that the dispute or difference be referred to
arbitration.

The “Notice for arbitration” shall specify the matters in question
or subject of the dispute or difference indicating the relevant
contractual clause, as well as the amount of claim item-wise.

11.5.3 Reference to Arbitration

After appointing Arbitrator(s), the Appointing Authority shall refer
the Dispute to them. Only such dispute or difference shall be referred
to arbitration regarding which the demand has been made, together
with counter-claims or set off. Other matters shall be beyond the
jurisdiction of Arbitrator(s)

11.5.4 Appointment of Arbitrator
1) Qualification of Arbitrators:

a) In the case of retired officers of The Procuring
organisation, he shall have retired in the rank of senior
administrative grade (or equivalent) and shall have retired
at least 1 year prior and must not be over 70 years of age
on the date of Notice for arbitration.

He/ they shall not have had an opportunity to deal with the
matters to which the contract relates or who, in the course
of his/ their duties as officers of the Procuring
Organisation, expressed views on any or all of the matters
under dispute or differences. A certification to this effect
(as per Format 1.4) shall be taken from Arbitrators. The
proceedings of the Arbitral tribunal or the award made by
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such Tribunal shall, however, not be invalid merely for the
reason that one or more arbitrators had in the course of his
service, an opportunity to deal with the matters to which
the contract relates or who in the course of his/ their duties
expressed views on all or any of the matters under dispute.
An Arbitrator may be appointed notwithstanding the total
no. of arbitration cases in which he has been appointed in
the past.

d) Not be other than the person appointed by The Appointing
Authority and that if for any reason that is not possible,
the matter shall not be referred to arbitration at all.

2) Replacement of Arbitrators

If one or more of the arbitrators appointed as above refuses to act as
arbitrator, withdraws from his office as arbitrator, or in the event of
the arbitrator dying, neglecting/ unable or unwilling or refusing to act
for any reason, or his award being set aside by the court for any reason,
or in the opinion of The Appointing Authority fails to act without
undue delay, the Appointing Authority shall appoint new arbitrator/
arbitrators to act in his/ their place in the same manner in which the
earlier arbitrator/ arbitrators had been appointed. Such a re-constituted
Tribunal may, at its discretion, proceed with the reference from the

stage at which it was left by the previous arbitrator (s).

3) Appointment of Arbitrator:

a) In cases where the total value of all claims in question added
together does not exceed Rs 50,00,000/ - (Rupees Fifty Lakh
only), the Arbitral Tribunal shall consist of sole Arbitrator. For
this purpose, The Appointing Authority shall send to the
contractor, within 60 days from the day of receipt of a written
and valid notice for arbitration, a panel of at least four (4)
names of retired officers, duly indicating their retirement
dates.

The contractor shall be asked to nominate at least two names
out of the panel for appointment as his nominee within 30 days
from the dispatch date of the request by The Appointing
Authority. The Appointing Authority shall appoint at least one
out of them as the sole arbitrator within 30 days from the
receipt of the names of the contractor’s nominees.

In cases where the total value of all claims in question added
together exceeds Rs 50,00,000/ - (Rupees Fifty Lakh only), the
Arbitral Tribunal shall consist of three (3) retired Officers of
the Procuring Organisation. For this purpose, The Appointing
Authority shall send a panel of at least four (4) names of such
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Officer(s) empaneled to work as Arbitrators duly indicating
their retirement date to the contractor within 60 days from the
day when a written and The Appointing Authority receives
valid demand for arbitration.

The contractor shall be asked to nominate at least 2 names out
of the panel for appointment as his nominee within 30 days
from the dispatch date of the request by The Appointing
Authority. The Appointing Authority shall appoint at least one
out of them as the contractor’s nominee. It shall also
simultaneously appoint the balance number of arbitrators
either from the panel or outside the panel, duly indicating the
‘Presiding Arbitrator’ from amongst the 3 arbitrators so
appointed, within 30 days from the receipt of the names of
Contractor’s nominees.

If the contractor does not suggest his nominees for the arbitral
tribunal within the prescribed timeframe, The Appointing
Authority shall proceed for appointment of the arbitral tribunal
within 30 days of the expiry of such time provided to the
contractor.

11.5.5 Failure to appoint Arbitrators.

If The Appointing Authority fails to appoint an arbitrator within 60
(sixty) days, then subject to the survival of this Arbitration Agreement,
in international commercial arbitration, the Supreme Court of India
shall designate the arbitral institution for the appointment of
arbitrators. In case of national arbitrations, the High Court shall
designate arbitral institutions. The Arbitration Council of India must
have graded these arbitration institutions. These arbitral institutions
must complete the selection process within thirty days of accepting
the request for the arbitrator's appointment.

11.5.6 The Arbitral Procedure

1) Effective Date of Entering Reference: The arbitral tribunal shall
be deemed to have entered the reference on the date on which the
arbitrator(s) have received notice of their appointment. All
subsequent time limits shall be counted from such date.

Seat and Venue of Arbitration: The scat of arbitration shall be
the place from which the Letter of Award or the contract is issued.
The venue of arbitration shall be the same as the seat of
arbitration. However, in terms of section 20 of The Arbitration
Act, the arbitrator, at his discretion, may determine a venue other
than the seat of the arbitration without in any way affecting the
legal jurisdictional issues linked to the seat of the arbitration.
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If the Adjudication and/ or Conciliation mechanisms had not been
exhausted before such reference to Arbitration, the Arbitrator
should ask the aggrieved party to approach designated authority
for such mechanisms before the Arbitration proceedings are
started.

The claimant shall submit to the Arbitrator(s) with copies to the
respondent his claims stating the facts supporting the claims along
with all the relevant documents and the relief or remedy sought
against each claim within 30 days from the date of appointment
of the Arbitral Tribunal unless otherwise extension has been
granted by Arbitral Tribunal.

On receipt of such claims, the respondent shall submit its defense
statement and counter claim(s), if any, within 60 days of receipt
of the copy of claims, unless otherwise extension has been
granted by Arbitral Tribunal.

No new claim shall be added during proceedings by either party.
However, a party may amend or supplement the original claim or
defense thereof during arbitration proceedings subject to
acceptance by the Tribunal having due regard to the delay in
making it.

Statement of claims, counterclaims and defense shall be
completed within six months from the effective reference date.

Oral arguments to be held on a day-to-day basis: Oral
arguments as far as possible shall be heard by the arbitral tribunal
on a day-to-day basis, and no adjournments shall be granted
without sufficient cause. The arbitrator (s) may impose an
exemplary cost on the party seeking adjournment without
sufficient cause.

Award within 12 (twelve) months: The arbitral tribunal is
statutorily bound to deliver an award within 12 (twelve) months
from the date when the arbitral tribunal enters reference. The
award can be delayed by a maximum of six months only under
exceptional circumstances where all parties consent to such
extension of time. The court's approval shall be required for
further extension if the award is not made out within such an
extended period. During the period of an application for extension
of time is awaiting before the court, the arbitrator's proceedings
shall continue until the disposal of the application.

10) Fast Track Procedure: The parties to arbitration may choose to
opt for a fast-track procedure either before or after the
commencement of the arbitration. The award in fast-track
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arbitration is to be made out within six months, and the arbitral
tribunal shall be entitled to additional fees. The salient features of
the fast-track arbitration are:

a) The dispute is to be decided based on written pleadings
only.

b) Arbitral Tribunal shall have the power to call for
clarifications in addition to the written pleadings where it
deems necessary.

c) An oral hearing may be held only if all the parties request
or the arbitral tribunal considers it necessary.

d) The parties are free to decide the fees of the arbitrator(s)
for fast-track procedure.

11) Powers of Arbitral Tribunal to grant Interim Relief: The
parties to arbitration may approach the arbitral tribunal for
seeking interim relief on the grounds available under section 9 of
the act. The tribunal has the powers of a court while making
interim awards in the proceedings before it.

12) Confidentiality: As provided in Section 42A of The Arbitration
Act, all the details and particulars of the arbitration proceedings
shall be kept confidential, except in certain situations like if the
disclosure is necessary for the implementation or execution of the
arbitral award.

13) Obligation During Pendency of Arbitration: Performance of
the contract shall, unless otherwise directed by the Procuring
Entity, continue during the arbitration proceedings, and no
payment due or payable by the Procuring Entity shall be withheld
on account of such proceedings, provided; however, it shall be
open for Arbitral Tribunal to consider and decide whether or not
the performance of the contract or payment therein should
continue during arbitration proceedings.

11.5.7 The Arbitral Award

In the case of the Tribunal, comprising of three members, any ruling on
award shall be made by a majority of members of the Tribunal. In the
absence of such a majority, the views of the Presiding Arbitrator shall
prevail.

The arbitral award shall state item-wise the sum and reasons upon which
it is based. The analysis and reasons shall be detailed enough so that the
award can be inferred from it.

It is further a term of this arbitration agreement that where the arbitral
award is for the payment of money, no interest shall be payable on whole
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or any part of the money for any period till the date on which the award
is made in terms of Section 31 (7) (a) of The Arbitration Act.

The award of the arbitrator shall be final and binding on the parties to this
contract.

A party may apply for corrections of any computational errors,
typographical or clerical errors, or any other error of similar nature
occurring in the award or interpretation of a specific point of the award
to the Tribunal within 60 days of receipt of the award.

A party may apply to the Tribunal within 60 days of receiving the award
to make an additional award as to claims presented in the arbitral
proceedings but omitted from the arbitral award.

11.5.8 Savings

The Arbitral Tribunal shall decide any matter related to Arbitration
not covered under this Arbitration Agreement as per the provisions of
The Arbitration Act.

11.5.9 Cost of Arbitration and fees of the Arbitrator(s)

1) The concerned parties shall bear the cost of arbitration in terms
of section 31 (A) of The Arbitration Act. The cost shall inter-alia
include fees of the Arbitrator. Further, the fees payable to the
Arbitrator shall be governed by instructions issued on the subject
by the Procuring Entity and/ or the Government from time to
time, in line with the Arbitration and Conciliation Act,
irrespective of the fact whether the Arbitrator is appointed by the
Procuring Entity or the Government under this clause or by any
court of law unless directed explicitly by Hon'ble court otherwise
on the matter. A sole arbitrator shall be entitled to a 25% extra fee
over such a prescribed fee.

The arbitrator shall be entitled to a 50 percent extra fee if the award is
made within 6 months in terms of provisions contained in section 29(A)
(2) of The Arbitration Act.

Besides the above, Arbitrator shall also be entitled to this extra fee in
cases where Fast Track Procedure in terms of section 29 (B) of The
Arbitration Act is followed.

Defaults,
Breaches,
Terminatio
n, and
closure of
Contract

12.1 Termination due to Breach, Default, and Insolvency
12.1.1 Defaults and Breach of Contract

In case the contractor undergoes insolvency or receivership; neglects
or defaults, or expresses inability or disinclination to honour his
obligations relating to the performance of the contract or ethical
standards or any other obligation that substantively affects the
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Procuring Entity’s rights and benefits under the contract, it shall be
treated as a breach of Contract. Such defaults could include inter-alia:

1) Default in Performance and Obligations: if the contractor fails
to deliver any or all of the Goods or fails to perform any other
contractual obligations (including Code of Integrity or obligation
to maintain eligibility and Qualifications based on which contract
was awarded) within the period stipulated in the contract or
within any extension thereof granted by the Procuring Entity.

Insolvency: If the contractor being an individual or if a firm, any
partner thereof, shall at any time, be adjudged insolvent or shall
have a receiving order or order for the administration of his estate
made against him or shall take any proceeding for composition
under any Insolvency Act for the time being in force or make any
conveyance or assignment of his effects or enter into any
assignment or composition with his creditors or suspend payment
or if the firm be dissolved under the Partnership Act, or

Liquidation: if the contractor is a company being wound up
voluntarily or by order of a Court or a Receiver, Liquidator or
Manager on behalf of the Debenture-holders is appointed, or
circumstances shall have arisen which entitle the Court or
Debenture-holders to appoint a Receiver, Liquidator or Manager

12.1.2 Notice for Default:

As soon as a breach of contract is noticed, a show-cause ‘Notice of
Default’ shall be issued to the contractor, giving two weeks' notice,
reserving the right to invoke contractual remedies. After such a show-

cause notice, all payments to the contractor would be temporarily
withheld to safeguard needed recoveries that may become due on
invoking contractual remedies.

12.1.3 Terminations for Default

1) Notice for Termination for Default: In the event of
unsatisfactory resolution of ‘Notice of Default’ within two weeks
of its issue as per sub-clause above, the Procuring Entity, if so
decided, shall by written Notice of Termination for Default sent
to the contractor, terminate the contract in whole or in part,
without compensation to the contractor.

Such termination shall not prejudice or affect the rights and
remedies, including under sub-clause below, which have accrued
and/ or shall accrue to the Procuring Entity after that.
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3) Unless otherwise instructed by the Procuring Entity, the
contractor shall continue to perform the contract to the extent not
terminated.

4) All warranty obligations, if any, shall continue to survive despite
the termination.

12.1.4 Contractual Remedies for Breaches/Defaults or Termination
for Default

If there is an unsatisfactory resolution within this period, the Procuring
Entity shall take one; or more of the following contractual remedies.

1) Temporary withhold payments due to the contractor till
recoveries due to invocation of other contractual remedies are
complete.

Call back any loaned property or advances of payment, if any,
with the levy of interest at the prevailing rate (MIBID - Mumbai
Interbank Bid Rate).

Recover liquidated damages and invoke denial clause for delays.

Encash and/ or Forfeit performance or other contractual
securities.

Prefer claims against insurances, if any.

Terminate contract for default, fully or partially including its right
for Risk-and-Cost Procurement as per following sub-clause.

Risk and Cost Procurement: In addition to termination for
default, the Procuring Entity shall be entitled, and it shall be
lawful on his part, to procure Goods similar to those terminated,
with such terms and conditions and in such manner as it deems fit
at the “Risk and Cost” of the contractor. Such ‘Risk and Cost
Procurement” must be contracted within nine months from the
breach of Contract. The Contractor shall be liable for any loss
which the Procuring Entity may sustain on that account provided
the procurement, or, if there is an agreement to procure, such
agreement is made. The Contractor shall not be entitled to any
gain on such procurement, and the manner and method of such
procurement shall be in the entire discretion of the Procuring
Entity. It shall not be necessary for the Procuring Entity to notify
the contractor of such procurement. It shall, however, be at the
discretion of the Procuring Entity to collect or not the security
deposit from the firm/ firms on whom the contract is placed at the
risk and cost of the defaulted firm.
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8)

Initiate proceedings in a court of law for the transgression of the
law, tort, and loss, not addressable by the above means.

12.1.5 Limitation of Liability

Except in cases of criminal negligence or willful misconduct, the
aggregate liability of the contractor to the Procuring Entity, whether
under the contract, in tort or otherwise, shall not exceed the total
Contract Price, provided that this limitation shall not apply to the cost
of repairing or replacing defective equipment, or to any obligation of
the contractor to indemnify the Procuring Entity concerning IPR
infringement.

12.2 Termination for Default/ Convenience of Procuring Entity and
Frustration

12.2.1 Notice for Determination of Contract

1)

2)

3)

4)

5)

The Procuring Entity reserves the right to terminate the contract,
in whole or in part for its (the Procuring Entity’s) convenience or
frustration of contract as per sub-clause below, by serving written
‘Notice for Determination of Contract’ on the contractor at any
time during the currency of the contract. The notice shall specify
that the termination is for the convenience of the Procuring Entity
or the frustration of the contract. The notice shall also indicate
inter-alia, the extent to which the contractor’s performance under
the contract is terminated, and the date with effect from which
such termination shall become effective.

Such termination shall not prejudice or affect the rights and
remedies accrued and/ or shall accrue after that to the Parties.

Unless otherwise instructed by the Procuring Entity, the
contractor shall continue to perform the contract to the extent not
terminated.

All warranty obligations, if any, shall continue to survive despite
the termination.

The Goods and incidental Works/ Services that are complete and
ready in terms of the contract for delivery and performance within
thirty days after the contractor’s receipt of the notice of
termination shall be accepted by the Procuring Entity as per the
contract terms. For the remaining Goods and incidental Works/
Services, the Procuring Entity may decide:

a) To get any portion of the balance completed and delivered
at the contract terms, conditions, and prices; and/ or
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b) To cancel the remaining portion of the Goods and
incidental Works/ Services and compensate the contractor
by paying an agreed amount for the cost incurred by the
contractor, if any, towards the remaining portion of the
Goods and incidental Works/ Services.

12.2.2 Frustration of Contract

1) Notice of Frustration Event: Upon a supervening cause
occurring after the effective date of the contract, including a
change in law, beyond the control of either party whether as a
result of the Force Majeure clause or within the scope of section
56 of the Indian Contract Act, 1872, that makes it impossible to
perform the contract within a reasonable timeframe, the affected
party shall give a ‘Notice of Frustration Event’ to the other party
giving justification. The parties shall use reasonable efforts to
agree to amend the contract, as may be necessary to complete its
performance. However, if the parties cannot reach a mutual
agreement within 60 days of the initial notice, the Procuring
Entity shall issue a ‘Notice for Determining the contract’ and
terminate the contract due to its frustration as in the sub-clause
above.

However, the following shall not be considered as such a
supervening cause.

Lack of commercial feasibility or viability or profitability or
availability of funds

if caused by either party's breach of its obligations under this
Contract or failure to act in good faith or use commercially
reasonable due diligence to prevent such an event.

12.3 Closure of Contract
12.3.1 No Claim Certificate and Release of Contract Securities

After mutual reconciliations of outstanding payments and assets on
either side, the contractor shall submit a ‘No-claim certificate’ to the
Procuring Entity requesting the release of its contractual securities, if
any. The Procuring Entity shall release the contractual securities
without any interest if no outstanding obligation, asset, or payments
are due from the contractor. The contractor shall not be entitled to
make any claim whatsoever against the Procuring Entity under or
arising out of this Contract, nor shall the Procuring Entity entertain or
consider any such claim, if made by the contractor, after he shall have
signed a "No Claim" Certificate in favour of the Procuring Entity. The
Contractor shall be debarred from disputing the correctness of the
items covered by the "No Claim" Certificate or demanding a clearance
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to arbitration in respect thereof.

12.3.2 Closure of Contract

The contract shall stand closed upon

1))

2)

successful performance of all obligations by both parties,
including completion of warrantee obligations and final payment.

termination and settlements after that, if any, as per GCC-clause
12.1 or 12.2 above.

Code of
Integrity in
Public
Procureme
nt;
Misdemean
ors and
Penalties

13.1 Code of Integrity

Procuring authorities as well as bidders, suppliers, contractors, and
consultants - should observe the highest standard of ethics and should
not indulge in following prohibited practices, either directly or
indirectly, at any stage during the Tender Process or during the
execution of resultant contracts:

1)

“Corrupt practice” - making offer, solicitation or acceptance of
a bribe, reward or gift or any material benefit, in exchange for an
unfair advantage in the Tender Process or to otherwise influence
the Tender Process;

“Fraudulent practice” - any omission or misrepresentation that
may mislead or attempt to mislead so that financial or other

benefits may be obtained or an obligation avoided. Such practices
include a false declaration or false information for participation

in a tender process or to secure a contract or in the execution of
the contract;

“Anti-competitive practice” - any collusion, bid-rigging or anti-
competitive arrangement, or any other practice coming under the
purview of the Competition Act, 2002, between two or more
bidders, with or without the knowledge of the Procuring Entity,
that may impair the transparency, fairness, and the progress of the
Tender Process or to establish bid prices at artificial, non-
competitive levels;

“Coercive practice” - harming or threatening to harm persons or
their property to influence their participation in the Tender
Process or affect the execution of a contract;

“Conlflict of interest” —participation by a bidding firm or any of
its affiliates who are either involved in the Consultancy Contract
to which this procurement is linked; or if they are part of more
than one bid in the procurement; or if their personnel have a
relationship or financial or business transactions with any official
of procuring entity who are directly or indirectly related to tender
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or execution process of contract; or improper use of information
obtained by the (prospective) bidder from the Procuring Entity
with an intent to gain unfair advantage in the Tender Process or
for personal gain;

“Obstructive practice” - materially impede procuring entity’s
investigation into allegations of one or more of the above
mentioned prohibited practices either by deliberately destroying,
falsifying, altering; or by concealing of evidence material to the
investigation; or by making false statements to investigators and/
or by coercive practices mentioned above, to prevent it from
disclosing its knowledge of matters relevant to the investigation
or from pursuing the investigation; or by impeding the Procuring
Entity’s rights of audit or access to information;

13.2 Obligations for Proactive Disclosures:

1)

Procuring authorities, bidders, suppliers, contractors, and
consultants are obliged under this Code of Integrity to suo-moto
proactively declare any conflict of interest (coming under the
definition mentioned above - pre-existing or as and as soon as
these arise at any stage) in any Tender Process or execution of the
contract. Failure to do so shall amount to a violation of this code
of integrity.

Any bidder must declare, whether asked or not in a bid-document,
any previous transgressions of such code of integrity during the
last three years or of being under any category of debarment by
the Central Government or by the Ministry/ Department of the
Procuring Organization from participation in Tender Processes.
Failure to do so shall amount to a violation of this code of
integrity.

13.3 Misdemeanors and Penalties

The following shall be considered misdemeanors - if a bidder/
contractor either directly or indirectly, at any stage during the Tender
Process or during the execution of resultant contracts:

1)
a)

b)

commits any of the following misdemeanors:

violates the code of Integrity mentioned in GCC-clause 13.1 or
GCC-Clause 10.1.6 (Fall clause) or the Integrity Pact if included
in the Tender/ Contract;

any other misdemeanor, e.g., supply of sub-standard quality of
material/ services/ work or non-performance or abandonment of
contract or failure to abide by ‘Bid Securing Declaration’.
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commits any of the following misdemeanors:
has been convicted of an offence:

under the Prevention of Corruption Act, 1988; or

the Indian Penal Code or any other law for the time being in
force for causing any loss of life or property or causing a threat
to public health as part of the execution of a public
procurement contract.

is determined by the Government of India to have doubtful
loyalty to the country or national security consideration.
Employs a government servant, who has been dismissed or
removed on account of corruption or employs a non-official
convicted for an offence involving corruption or abetment of such
an offence, in a position where he could corrupt government
servants or employs a government officer within one year of his
retirement, who has had business dealings with him in an official
capacity before retirement.

13.4 Penalties for Misdemeanors

Without prejudice to and in addition to the rights of the Procuring
Entity to other remedies as per the Tender-documents or the contract,
If the Procuring Entity concludes that a (prospective) bidder/
contractor directly or through an agent has committed a misdemeanor
in competing for the tender or in executing a contract, the Procuring
Entity shall be entitled, and it shall be lawful on his part to take

appropriate measures, including the following:

13.4.1 If his bids are under consideration in any procurement

1) Enforcement of Bid Securing Declaration in lieu of forfeiture or
encashment of Bid Security.

2) calling off of any pre-contract negotiations, and;
3) rejection and exclusion of Bidder from the Tender Process
13.4.2 If a contract has already been awarded

1) Termination of Contract for Default and availing all remedies
prescribed thereunder;

2) Encashment and/ or Forfeiture of any contractual security or bond
relating to the procurement;

3) Recovery of payments including advance payments, if any, made
by the Procuring Entity along with interest thereon at the
prevailing rate (MIBID - Mumbai Interbank Bid Rate);

13.4.3 Remedies in addition to the above:
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In addition to the above penalties, the Procuring Entity shall be entitled,
and it shall be lawful on his part to:

File information against Bidder or any of its successors, with the
Competition Commission of India for further processing, in case of anti-
competitive practices;

Initiate proceedings in a court of law against Bidder or any of its
successors, under the Prevention of Corruption Act, 1988 or the Indian
Penal Code or any other law for transgression not addressable by other
remedies listed in this sub-clause.

Remove Bidder or any of its successors from the list of registered
suppliers for a period not exceeding two years. Suppliers removed from
the list of registered vendors or their related entities may be allowed to
apply afresh for registration after the expiry of the period of removal.

Initiation of suitable disciplinary or criminal proceedings against any
individual or staff found responsible.

Debar a bidder / contractor from participation in future procurements
without prejudice to Procuring Entity’s legal rights and remedies.
Debarment shall automatically extend to all the allied firms of the
debarred firm. In the case of Joint Venture/ consortium, all its members
shall also stand similarly debarred:

a) A Ministry/ Department (or any of its CPSUs, attached

offices, autonomous bodies) may debar a bidder or any of its
successors from participating in any Tender Process
undertaken by all its procuring entities for a period not
exceeding two years commencing from the date of
debarment for misdemeanors listed in sub-clause GCC 13.3
-1) above. The Ministry/Department shall maintain such a
list which shall also be displayed on their website.
Central Government (Department of Expenditure (DoE),
Ministry of Finance) may debar a bidder or any of its
successors from participating in any Tender Process
undertaken by all its procuring entities for a period not
exceeding three years commencing from the date of
debarment for misdemeanors listed in sub-clause GCC
13.3 - 2) above. DoE shall maintain such a list which shall be
displayed on Central Public Procurement Portal (CPPP).
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SECTION VIII: SPECIAL CONDITIONS OF CONTRACT

Reference
GCC Section

Description

GCC24

The details of Procuring Entity and Contractor are as under:

Procuring Entity - The Central Medical Services Society, an autonomous
body under Ministry of Health and Family welfare, Government of India

Contractor -

Within fourteen days after the issue of Letter of Award (LoA or the
contract, if LoA is skipped) by the Procuring Entity, the contractor shall
furnish to the Procuring Entity performance security for an amount
equivalent to 3% of the contract value valid till expiry of shelf life of the
last consignment supplied under the contract. Accordingly, PBG validity
will be as under:

Last date of delivery 270 days

Shelf life 730 days

B.G. Extension -60 days

Total Performance security validity 1060 days

If the shelf life of the quoted item will be more than 2 years or last
date of delivery exceed from 270 days, the validity of the performance
security should be increased accordingly.

GCC17.1.7

For Sch I only:

For all tranches, the goods supplied under the contract shall be
subjected to Pre-Delivery Inspection at manufacturer’s manufacturing
premises before dispatch.

For Sch II, 1L, IV, V, VL, VII & VIII only:

For all tranches, the goods supplied under the contract shall be
subjected to Inspection at Delivery Stages.

GCC8.2

The suppliers are required to supply the product(s) with printed text
“GOVERNMENT OF INDIA SUPPLIES — NOT FOR SALE”

GCC8.7.5

The contractor shall ensure that at least 5/6™ of shelf-life remains
balance on delivery date.

Page 235 of 282




SECTION IX- BIDDING FORMS
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Form 1: Bid Form (Covering Letter)

(Ref ITB-clause 9.2)

(To be submitted as part of technical bid, along with supporting documents, if any)

(On Bidder’s Letter-head)

(Strike out alternative phrases not relevant to you)

Bidder’s Name

[Address and Contact Details]

Bidder’s Reference No.

To

DG & CEO, Central Medical Services Society, Ministry of Health and Family welfare,
Government of India, New Delhi

Address: 2nd floor, Vishwa Yuvak Kendra, Pt. Uma Shankar Dikshit Marg, Teen Murti Road,
Opposite Police Station Chanakaya Puri,

New Delhi-110021

Telephones: 011-21410905, 21410906

Ref: Your Tender Document No. Tender No./ xxxx; Tender Title: GOODS

Sir/ Madam

Having examined the above-mentioned Tender Document, we, the undersigned, hereby submit/
upload our Techno-commercial and financial bid (Price Schedule) for the supply of Goods and
incidental Works/ Services in conformity with the said Tender Documents.

1) Our Credentials:

a) We are submitting this bid: -

on our behalf, and there are no agents/ dealers involved in this tender, and hence
no agency agreement or payments/ commissions/ gratuity is involved. Our
company law and taxation regulatory requirements and authorization for
signatories and related documents are submitted in Form 1.1 (Bidder Information).
hereby certify that [1 We are proven, established, and reputed
manufacturers with factories at which are fitted with modern
equipment and where the production methods, quality control, and testing of all
materials and parts manufactured or used by us shall be open to inspection by the
representative of the Procuring Entity.

2) Our Eligibility and Qualifications to participate

We comply with all the eligibility criteria stipulated in this Tender Document, and the relevant
declarations are made along with documents in Form 1.2 of this bid-form. We fully meet the
qualification criteria stipulated in this Tender Document, and the relevant details are submitted
along with documents in Form 4: ‘Qualification Criteria - Compliance.

3) Our Bid to supply Goods:

We offer to supply the subject Goods of requisite quality and within Delivery Schedules in
conformity with the Tender Document. The relevant details are submitted in Form 2: ‘Schedule
of Requirements - Compliance and Form3: ‘Technical Specifications and Quality Assurance -
Compliance.” The details of schedule wise quantity offered against this tender are given below
in tabular form:
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Schedule | Item Name Tendered Quantity Quoted Quantity
No.

I

4) Prices:

We hereby offer to perform the Services at our lowest prices and rates mentioned in the
separately uploaded Price-Schedule. It is hereby confirmed that the prices quoted therein by
us are:
a) based on terms of delivery and delivery schedule confirmed by us; and
b) Cost break-up of the quoted cost, showing inter-alia costs (including taxes and
duties thereon) of all the included incidental Goods/ Works considered necessary
to make the proposal self-contained and complete, has been indicated therein, and
based on the terms and mode of payment as stipulated in the Tender Document. We
have understood that if we quote any deviation to terms and mode of payment, our
bid is liable to be rejected as nonresponsive, and
have been arrived at independently, without restricting competition, any
consultation, communication, or agreement with any other bidder or competitor
relating to:

i) those prices; or
ii) the intention to submit an offer; or
iii) the methods or factors used to calculate the prices offered.

have neither been nor shall be knowingly disclosed by us, directly or indirectly, to
any other bidder or competitor before bid opening or contract award unless
otherwise required by law.

5) Affirmation to terms and conditions of the Tender Document:

We have understood the complete terms and conditions of the Tender Document. We accept
and comply with these terms and conditions without reservations, although we are not signing
and submitting some of the sections of the Tender Document. Deviations, if any, are submitted
by us in Form 5: ‘Terms and Conditions - Compliance’. We also explicitly confirm acceptance
of the Arbitration Agreement as given in the Tender Document.

6) Bid Security/Bid Securing Declaration
We have submitted the Bid Security (applicable for all bidders except MSEs and Startups) in

stipulated format vide Form 7A / Bid Securing Declaration (applicable for MSEs and Startups)
in lieu of Bid Security in stipulated format vide Form 7: ‘Documents Relating to bid security.’

7) Abiding by the Bid Validity

We agree to keep our bid valid for acceptance for a period up to 150 days, as required in the
Tender Document or for a subsequently extended period, if any, agreed to by us and are aware
of penalties in this regard stipulated in the Tender Document in case we fail to do so.

8) Non-tempering of Downloaded Tender Document and Uploaded Scanned Copies

Page 238 of 282




We confirm that we have not changed/ edited the contents of the downloaded Tender
Document. We realise that any such change noticed at any stage, including after the contract
award, shall be liable to punitive action in this regard stipulated in the Tender Document. We
also confirm that scanned copies of documents/ affidavits/ undertakings uploaded along with
our Technical bid are valid, true, and correct to the best of our knowledge and belief. If any
dispute arises related to the validity and truthfulness of such documents/ affidavits/
undertakings, we shall be responsible for the same. We undertake to submit for scrutiny, on-
demand by the Procuring Entity, originals, and self-certified copies of all such certificates,
documents, affidavits/ undertakings.

9) A Binding Contract:

We further confirm that, if our bid is accepted, all such terms and conditions shall continue to
be acceptable and applicable to the resultant contract, even though some of these documents
may not be included in the contract Documents submitted by us. We do hereby undertake that
this bid together with your written acceptance of the same shall constitute a binding contract
between us.

10) Performance Guarantee and Signing the contract

We further confirm that, if our bid is accepted, we shall provide you with performance security
of the required amount stipulated in the Tender Document for the due performance of the
contract. We are fully aware that in the event of our failure to deposit the required security
amount and/ or failure to execute the agreement, the Procuring Entity has the right to avail any
or all punitive actions laid down in this regard, stipulated in the Tender Document.

11) Signatories:
We confirm that we are duly authorized to submit this bid and make commitments on behalf of

the Bidder. Supporting documents are submitted in Form 1.1 annexed herewith. We
acknowledge that our digital/digitized signature is valid and legally binding.

12) Rights of the Procuring Entity to Reject bid(s):

We further understand that you are not bound to accept the lowest or any bid you may receive
against your above-referred Tender Document.

(Name and designation)
Duly authorized to sign bid for and on behalf of
[name & address of Bidder and seal of company]
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Form 1.1: Bidder Information

(Ref 8.2 of ITB)

(To be submitted as part of technical bid)

(On Company Letter-head)

(Along with supporting documents, if any)

Bidder’s Name

[Address and Contact Details]

Bidder’s Reference No.

Ref: Your Tender Document No. Tender No./ xxxx; Tender Title: GOODS

Note: Bidder shall fill in this Form following the instructions indicated below. No alterations
to its format shall be permitted, and no substitutions shall be accepted. Bidder shall enclose
certified copies of the documentary proof/ evidence to substantiate the corresponding statement
wherever necessary and applicable. Bidder's wrong or misleading information shall be treated
as a violation of the Code of Integrity. Such Bids shall be liable to be rejected as nonresponsive,
in addition to other punitive actions provided for such misdemeanours in the Tender Document.

(Please tick appropriate boxes or strike out sentences/ phrases not applicable to you)
1) Bidder/ Contractor particulars:

a)
b)
c)
d)

Corporate Identity No. (CIN): ..ot

Registration, if any, with The Procuring Entity: ...
GeM Supplier ID (if registered with GeM, it is mandatory at the time of placement
of Contract)

Place of Registration/ Principal place of business/ manufacture

Complete Postal Address: .......c.oovivriiiiiiiiiiiiiiiieieieeeann,

Pin code/ ZIP code: .....oouiiniiii e

Telephone nos. (with country/ area codes): ...............c.ceueenn..

Mobile Nos.: (with country/ area codes): ............ccoevnvennnn..

Contact persons/ Designation: ............o.evvivriiriiieeieiannennnns

Email IDs: ..o

Submit documents to demonstrate eligibility viz. In case of a partnership firm — Deed of

Partnership; in case of Company — Notarized and certified copy of its registration

certificate,; and in case of Society — its Byelaws and registration certificate of the firm.
2) Taxation Registrations:

a)
b)

c)
d)

e)

PAN NUMDEL: ..ottt

Type of GST Registration as per the Act (Normal Taxpayer, Composition, Casual
Taxable Person, SEZ, etc.): .......cooviiiiiiiiiiiiinn,

GSTIN number: .......ccoovvviiiiiiiiii e, in Consignor and Consignee
States

Registered/ Certified Works/ Factory where the Goods would be mainly
manufactured and Place of Consignor for GST Purpose: ...................

Contact Names, Nos. & email IDs for GST matters (Please mention primary and
secondary contacts): .........ceviiiiiiiiiiiiiaiaaannn,

O  We solemnly declare that our GST rating on the GST portal/ Govt. official
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website is not negative/ blacklisted.
Documents to be submitted: Self-attested Copies of PAN card and GSTIN Registration.
3) Authorization of Person(s) signing the bid on behalf of the Bidder

a) Full Name:
b) Designation:
c) Signing as:

L0 A sole proprietorship firm. The person signing the bid is the sole proprietor/
constituted attorney of the sole proprietor,
O A partnership firm. The person signing the bid is duly authorised being a partner
to do so, under the partnership agreement or the general power of attorney,
OO A company. The person signing the bid is the constituted attorney by a resolution
passed by the Board of Directors or in pursuance of the Authority conferred by
Memorandum of Association.

Documents to be submitted: Partnership Agreement/ Power of Attorney/ Registration

Certificate/ Memorandum of Association/ Board Resolution

4) Bidder’s Authorized Representative Information

a) Name:

b) Address:

c) Telephone/ Mobile numbers:
d) Email Address:

5) Bidder’s Account Details

a) Bank Name:

b) IFSC Code:

¢) Account No. :

d) Branch Address:

e) Email Address/ Contact No.:
With a copy of cancelled cheque

(Signature with date)
(Name and designation)

Duly authorized to sign bid for and on behalf of
[name & address of Bidder and seal of company], DA: As above
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Form 1.2: Eligibility Declarations
(Ref ITB-clause 9.2)
(To be submitted as part of Technical bid)
(On Company Letter-head)
(Along with supporting documents, if any)
Ref: Your Tender Document No. Tender No./ xxxx; Tender Title: GOODS
Bidder’s Name
[Address and Contact Details]
Bidder’s Reference No.
Note: The list below is indicative only. You may attach more documents as required to confirm
your eligibility criteria.
Eligibility Declarations
(Please tick appropriate boxes or cross out any declaration not applicable to the Bidder)
We hereby confirm that we are comply with all the stipulation of bid document and declare as
under and shall provide evidence of our continued eligibility to the Procuring Entity as may be
requested:
1) Legal Entity of Bidder:

2)  We solemnly declare that we (including our affiliates or subsidiaries or constituents):

a) are not insolvent, in receivership, bankrupt or being wound up, not have our affairs
administered by a court or a judicial officer, not have our business activities
suspended and are not the subject of legal proceedings for any of these reasons;

b) (including our Contractors/ subcontractors for any part of the contract):

i. Do not stand declared ineligible/ blacklisted/ banned/ debarred by the
Central Medical Services Society or Ministry of Health and Family Welfare,
Government of India from participation in its Tender Processes as a whole
or for the product offered; and/ or
Are not convicted or stand declared ineligible/ suspended/ blacklisted/
banned/ debarred by appropriate agencies of Government of India from
participation in Tender Processes of all of its entities, for offences
mentioned in Tender Document in this regard. We have neither changed our
name nor created a new “Allied Firm”, consequent to the above
disqualifications.

Do not have any association (as bidder/ partner/ Director/ employee in any capacity)
with such retired public official or near relations of such officials of Procuring
Entity, as counter-indicated, in the Tender Document.

We certify that we fulfil any other additional eligibility condition if prescribed in
Tender Document.

We have no conflict of interest, which substantially affects fair competition. The
prices quoted are competitive and without adopting any unfair/ unethical/ anti-
competitive means. No attempt has been made or shall be made by us to induce any
other bidder to submit or not to submit an offer to restrict competition.
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3)

4)

S)

6)

Restrictions on procurement from bidders from a country or countries, or a
class of countries under Rule 144 (xi) of the General Financial Rules 2017: We
certify as under:

“We have read the clause regarding restrictions on procurement from entities having
beneficial ownership of a country which shares a land border with India and on sub-
contracting to contractors from such countries, as stipulated vide Department of
Expenditure Order No F.7/10/2021-PPD (1), dated 23.02.2023 as amended till date of
bid submission, and solemnly certify that we fulfil all requirements in this regard and
are eligible to be considered. We certify that:

a) we are not from such a country or, if from such a country, we are registered with
the Competent Authority (copy enclosed). and;

b) we shall not subcontract any work to a contractor from such countries unless
such contractor is registered with the Competent Authority.

MSME Status:

Having read and understood the Public Procurement Policy for Micro and Small
Enterprises (MSEs) Order, 2012 (as amended and revised till date), and solemnly
declare the following:

a) We are - Micro/ Small/ Medium Enterprise/ SSI/ Govt. Deptt. / PSU/

b) We attach herewith, Udhyam Registration Certificate with the Udhyam
Registration Number as proof of our being MSE registered on the Udhyam
Registration Portal. The certificate is the latest up to the deadline for submission
of the bid.

c) Whether Proprietor/ Partner belongs to SC/ ST or Women category. (Please

Start-up Status

we confirm that we [ are/ [ are not a Start-up entity as per the definition of the
Department of Promotion of Industrial and Internal Trade — DPIIT.

Make in India Status:

Having read and understood the Public Procurement (Preference to Make in India PPP
- MII) Order, 2017 (as amended and revised till date) and related notifications from the
relevant Nodal Ministry/ Department, and solemnly declare the following:

(a)  Self-Certification for the category of suppliers:

(Provide a certificate from the statutory auditor or cost auditor of the company (in the
case of companies) OR from a practicing cost accountant or practicing chartered
accountant (in respect of suppliers other than companies) in case of Tenders above
Rs. 10 Crore for Class-1 or Class-II Local Suppliers). Details of local content and
location(s) at which value addition is made are as follows:

Sr. Name of Item Percentage Location of value addition
No. Local Content
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Therefore, we certify that we qualify for the following category of the supplier (tick the
appropriate category):

[ Class-I Local Supplier/

[J Class-II Local Supplier/

[J Non-Local Supplier.

I confirm that local content has been calculated in accordance with provisions of PPP-
MII Order dated 19.07.2024 read with Department of Pharmaceutical Notification No.
31026/65/2020-MD dated 30.12.2020 / F.No0.31026/36/2016-MD dated 16.02.2021. I
undertake to produce relevant records before the procuring entity or any authority so
nominated by the Department of Pharmaceuticals, Government of India for the purpose
of assessing the local content.

Integrity Pact

Having read and understood the provisions of Integrity Pact, as detailed in ITB 16,
we confirm that we accept the same. Integrity Pact, in prescribed proforma, duly
signed is enclosed, with the bid.

Penalties for false or misleading declarations:

We hereby confirm that the particulars given above are factually correct and nothing is
concealed and undertake to advise any future changes to the above details. We
understand that any wrong or misleading self-declaration would violate the Code of
Integrity and attract penalties as mentioned in this Tender Document.

(Name and designation)
Duly authorized to sign bid for and on behalf of

[name & address of Bidder and seal of company]
DA: As in Sr 9 to 14 above, as applicable
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Form 1.3: Local Content Declaration- Compliance

(Certificate to be given by statutory auditor or cost auditor of the company (in the case of
companies) OR from a practicing cost accountant or practicing chartered accountant (in respect
of suppliers other than companies) for purchases above INR 10 Crores)

Tender Reference No:

Based upon the documents placed before us, we certify that M/s (name of
the bidder) having manufacturing premises at (manufacturing
place of the bidder) have the following local contents in the goods quoted by them against
subject tender enquiry:

Sr. Name of Item Percentage Location of value addition
No. Local Content

We confirm that local content has been calculated in accordance with provisions of
PPP-MII Order dated 19.07.2024 read with Department of Pharmaceutical Notification
No. 31026/65/2020-MD dated 30.12.2020 / F.No.31026/36/2016-MD dated
16.02.2021. We undertake to produce relevant records before the procuring entity or
any authority so nominated by the Department of Pharmaceuticals, Government of
India for the purpose of assessing the local content.

Statutory Auditor or Cost Auditor for Companies/ Cost or Chartered Accountant for others
(with Seal/Stamp)
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Form 1.4 Integrity Pact Format
INTEGRITY PACT
Between

[the Procuring Organisation] hereinafter referred to as “The Principal,” and
hereinafter referred to as “The Bidder/ Contractor.”

Preamble

The Principal intends to award contract/s for , under laid down organizational
procedures, The Principal values full compliance with all relevant laws of the land, rules, regulations,
economical use of resources, and fairness / transparency in its relations with its Bidder(s) and / or
Contractor(s).

To achieve these goals, the Principal shall appoint Independent External Monitors (IEMs) who shall
monitor the tender process and the execution of the contract for compliance with the abovementioned
principles.

Section 1 — Commitments of the Principal

1) The Principal commits itself to take all measures necessary to prevent corruption and to observe the
following principles: -
a. No employee of the Principal, personally or through family members, shall in connection with the
tender for, or the execution of a contract, demand, take a promise for or accept, for self or third person,
any material or immaterial benefit which the person is not legally entitled to.
b. The Principal shall treat all Bidder(s) with equity and reason during the tender process. The Principal
shall, in particular, before and during the tender process, provide to all Bidder(s) the same information
and shall not provide to any Bidder(s) confidential / additional information through which the
Bidder(s) could obtain an advantage in the tender process or the contract execution.
c. The Principal shall exclude from the process all known persons having conflict of interest.

2) If the Principal obtains information on the conduct of any of its employees which is a criminal offence
under the IPC/PC Act, or if there be a substantive suspicion in this regard, the Principal shall inform the
Chief Vigilance Officer and in addition shall initiate disciplinary proceedings.

Section 2 — Commitments of the Bidder(s)/ Contractor(s)

1) The Bidder(s)/ Contractor(s) commits themselves to take all measures necessary to prevent corruption.
The Bidder(s)/ Contractor(s) commits themselves to observe the following principles during participation
in the tender process and the contract execution.

a. The Bidder(s)/ Contractor(s) shall not, directly or through any other person or firm, offer, promise, or
give to any of the Principal’s employees involved in the tender process or the execution of the contract
or to any third person any material or other benefit which they are not legally entitled to, in order to obtain
in exchange any advantage of any kind whatsoever during the tender process or the execution of the
contract.

b. The Bidder(s)/ Contractor(s) shall not enter with other Bidders into any undisclosed agreement or
understanding, whether formal or informal, in violation of the Competition Act, 2002 (as amended from
time to time). This applies in particular to prices, specifications, certifications, subsidiary contracts,
submission or non-submission of bids or any other actions to restrict competitiveness or to introduce
cartelisation in the tender process.
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¢. The Bidder(s)/ Contractor(s) shall not commit any offence under the relevant IPC/PC Act; further, the
Bidder(s)/ Contractor(s) shall not use improperly, for purposes of competition or personal gain, or pass
on to others, any information or document provided by the Principal as part of the business relationship,
regarding plans, technical proposals, and business details, including information contained or transmitted
electronically.

d. The Bidder(s)/Contractors(s) of foreign origin shall disclose the name and address of the
Agents/representatives in India, if any. Similarly, the Bidder(s)/Contractors(s) of Indian Nationality shall
furnish the name and address of the foreign principals, if any. Further details, as mentioned in the
“Guidelines on Indian Agents of Foreign Suppliers,” shall be disclosed by the Bidder(s)/Contractor(s).
Further, as mentioned in the Guidelines, all the payments made to the Indian agent/representative must
be in Indian Rupees only. Copy of the “Guidelines on Indian Agents of Foreign Suppliers” is placed on
Annex hereto.

e. The Bidder(s)/ Contractor(s) shall, when presenting their bid, disclose any and all payments made, is
committed to, or intends to make to agents, brokers, or any other intermediaries in connection with the
award of the contract.

f. Bidder(s) /Contractor(s) who have signed the Integrity Pact shall not approach the Courts while
representing the matter to IEMs and shall wait for their decision.

2) The Bidder(s)/ Contractor(s) shall not instigate third persons to commit offences outlined above or be an
accessory to such offences.

Section 3 - Disqualification from the tender process and exclusion from future contracts

If the Bidder(s)/Contractor(s), before award or during execution, has committed a transgression through a
violation of Section 2, above or in any other form such as to put their reliability or credibility in question,
the Principal is entitled to disqualify the Bidder(s)/Contractor(s) from the tender process or take action as
per laid down procedure to debar the Bidder(s)/Contractor(s) from participating in the future procurement
processes of the Government of India.

Section 4 — Compensation for Damages

1) If the Principal has disqualified the Bidder(s) from the tender process before the award according to
Section 3, the Principal is entitled to demand and recover the damages equivalent to Earnest Money
Deposit/ Bid Security.

2) If the Principal has terminated the contract according to Section 3, or if the Principal is entitled to terminate
the contract according to Section 3, the Principal shall be entitled to demand and recover from the
Contractor liquidated damages of the Contract value or the amount equivalent to Performance Bank
Guarantee.

Section 5 — Previous transgression

1) The Bidder declares that no previous transgressions occurred in the last three years with any other
Company in any country conforming to the anti-corruption approach or with any Public Sector Enterprise
in India that could justify his exclusion from the tender process.

2) If the Bidder makes an incorrect statement on this subject, the Principal shall act like para 2) of Section 4
above.

Section 6 — Equal treatment of all Bidders / Contractors / Subcontractors

In the case of Sub-contracting, the Principal Contractor shall take responsibility for adopting the Integrity
Pact by the Sub-contractor.
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a. The Principal shall enter into agreements with identical conditions as this one with all Bidders and
Contractors.

b. The Principal shall disqualify from the tender process all bidders who do not sign this Pact or violate
its provisions.

Section 7 — Criminal charges against violating Bidder(s) / Contractor(s) / Subcontractor(s)

If the Principal obtains knowledge of the conduct of a Bidder, Contractor, or Subcontractor, or of an employee
or a representative or an allied firm of a Bidder, Contractor or Subcontractor which constitutes corruption, or
if the Principal has substantive suspicion in this regard, the Principal shall inform the same to the Chief
Vigilance Officer.

Section 8 — Independent External Monitor

1) The Principal shall appoint competent and credible Independent External Monitor(s) for this Pact after
approval by the Central Vigilance Commission. The task of the Monitor is to review, independently and
objectively, whether and to what extent the parties comply with the obligations under this agreement.

2) The Monitor is not subject to instructions by the parties' representatives and performs their functions
neutrally and independently. The Monitor would have access to all Contract documents whenever
required. It shall be obligatory for them to treat the information and documents of the Bidders/Contractors
as confidential. They report to the Management of the Principal.

3) The Bidder(s)/Contractor(s) accepts that the Monitor has the right to access without restriction, all Project
documentation of the Principal, including that provided by the Contractor. Upon their request and
demonstration of a valid interest, the Contractor shall also grant the Monitor unrestricted and unconditional
access to their project documentation. The same applies to Subcontractors.

4) The Monitor is under contractual obligation to treat the information and documents of the Bidder(s)/
Contractor(s)/ Sub-contractor(s) with confidentiality. The Monitor has also signed declarations on ‘Non-
Disclosure of Confidential Information’ and ‘Absence of Conflict of Interest.” In case of any conflict of
interest arising later, the IEM shall inform the Management of the Principal and recuse themselves from
that case.

5) The Principal shall provide the Monitor with sufficient information about all meetings among the parties
related to the Project, provided such meetings could impact the contractual relations between the Principal
and the Contractor. The parties offer the Monitor the option to participate in such meetings.

6) As soon as the Monitor notices, or believes to notice, a violation of this agreement, they shall inform the
Management of the Principal and request the Management to discontinue or take corrective action or other
relevant action. The Monitor can, in this regard, submit non-binding recommendations. Beyond this, the
Monitor has no right to demand from the parties that they act in a specific manner, refrain from action, or
tolerate action.

7) The Monitor shall submit a written report to the Management of the Principal, within 8 to 10 weeks from
the date of reference or intimation to him by the Principal and, should the occasion arise, submit proposals
for correcting problematic situations.

8) If the Monitor has reported to the Management of the Principal a substantiated suspicion of an offence
under the relevant IPC/ PC Act, and the Management of the Principal has not, within the reasonable time,
taken visible action to proceed against such offence or reported it to the Chief Vigilance Officer, the
Monitor may also transmit this information directly to the Central Vigilance Commissioner.

9) The word ‘Monitor’ would include both singular and plural.
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Section 9 — Pact Duration

This Pact begins when both parties have legally signed it. It expires for the Contractor 12 months after the last
payment under the contract, and for all other Bidders, 6 months after the contract has been awarded. Any
violation of the same would entail disqualifying the bidders and exclusion from future business dealings.

If any claim is made / lodged during this time, the same shall be binding and continue to be valid despite the
lapse of this Pact as specified above, unless it is discharged / determined by the Management of the Principal.

Section 10 — Other provisions

1) This agreement is subject to Indian Law. The place of performance and jurisdiction is the place from where
the Tender/ Contract is issued.

2) Changes, supplements, and termination notices must be submitted in writing. Side agreements have not
been made.

3) If the Contractor is a partnership or a consortium, this agreement must be signed by all partners or
consortium members.

4) Should one or several provisions of this agreement turn out to be invalid, the remainder of this agreement
remains valid. In this case, the parties shall strive to come to an agreement according to their original
intentions.

5) Issues like Warranty / Guarantee, etc., shall be outside the purview of IEMs.

6) In the event of any contradiction between the Integrity Pact and its Annex, the Clause in the Integrity Pact
shall prevail.

(For & On behalf of the Principal) (For and on behalf of Bidder/ Contractor)

(Office Seal) (Office Seal)

Place

Witness 1: Witness 1:

(Name & Address) (Name & Address)
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Form 2: Schedule of Requirements — Compliance & Deviation

Schedule of Requirements

(Ref ITB-clause 9.2, Schedule V: Schedule of Requirements)

(To be submitted as part of Technical bid)

(on Company Letter-head)

Ref: Your Tender Document No. Tender No./ xxxx; Tender Title: GOODS

Bidder’s Name

[Address and Contact Details]

Bidder’s Reference No.

Note to Bidders: Fill up this Form regarding Section V: Schedule of Requirements maintaining
the same numbering and structure. Add additional details not covered elsewhere in your bid in
this regard.

Tender Title
Tender Reference No Tend No./ xxxx

Schedule | Description of Goods |Local Content (%) |HSN Code |Bidder’s GSTIN
1 2 3 4 5
I

II
111

We shall comply with, abide by, and accept without variation, deviation, or reservation all
requirements detailed in Section V: Schedule of Requirements in the Tender Document,

including delivery schedule & terms of delivery except those mentioned below.

We understand that if contrary terms and conditions are mentioned elsewhere in our bid, same
shall not be recognized and shall be null and void.
(Signature with date)

(Name and designation)
Duly authorized to sign bid for and on behalf of

[name & address of Bidder and seal of company]
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Form 3: Technical Specifications and Quality Assurance — Compliance & Deviation

(Ref ITB-clause 9.2, Schedule VI: Technical Specifications and Quality Assurance)

(To be submitted as part of Technical bid)

(on Company Letter-head)

Ref: Your Tender Document No. Tender No./ xxxx; Tender Title: GOODS

Bidder’s Name

[Address and Contact Details]

Bidder’s Reference No.

Note to Bidders: Highlight in this form deviations, if any, from Section VI: Technical
Specifications and Quality Assurance, maintaining the same numbering and structure. Add
additional details not covered elsewhere in your bid in this regard.

SI. No. | Technical specification as per | Comply (Yes/No)
tender

Note: - Long Term (Real Time) Stability Data of the quoted product in specified packing for at
least for 3 batches, to support shelf life and Certificate of Analysis of one batch of the quoted
product should be submitted.

We shall comply with, abide by, and accept without variation, deviation, or reservation all
Technical Specifications including artworks, Quality Assurance and Warranty requirements in
the Tender Document, except those mentioned below.

We understand that if contrary terms and conditions are mentioned elsewhere in our bid, same
shall not be recognized and shall be null and void.

(Name and designation)
Duly authorized to sign bid for and on behalf of

[name & address of Bidder and seal of company]
DA: Relevant documents like technical data, literature, drawings, and other documents
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Form 4: Qualification Criteria — Compliance & Deviation

(Ref ITB-clause 9.2, Schedule IV Qualification Criteria)

(To be submitted as part of Technical bid)

(on Company Letter-head)

Ref: Your Tender Document No. Tender No./ xxxx; Tender Title: GOODS

Bidder’s Name

[Address and Contact Details]

Bidder’s Reference No.

Note to Bidders: Furnish statements and documents to confirm conformity to Qualification
Criteria may be mentioned/ attached here. The list below is indicative only. You may attach
more documents as required for qualification criteria. Add additional details not covered
elsewhere in your bid in this regard. Non-submission or incomplete submission of documents
may lead to rejection of the bid as nonresponsive. Also highlight in this form deviations, if any,
from Section 1V: Qualification Criteria.

1.

Ref of Qualification Criteria Clause Confirmation Yes/No

Clause (a)

Clause (b)

Clause (¢)

Clause (d)

We explicitly confirm that we have not been convicted by the Licensing Authority in past
three years prior to the date of bid submission. We undertake that in case we are convicted
by the Licensing Authority in the due course i.e. after submission of bid but before the date
of award of contract, we shall promptly intimate the same to the Tender Inviting Authority.

We undertake that any false information in this regard is liable for punitive actions
including blacklisting/ debarring and forfeiture of EMD/PBG, as the case maybe.

Documents Attached supporting the compliance to qualification criteria:

Document Attached, duly filled, signed, and copies self-attested

We shall comply with, abide by, and accept without variation, deviation, or reservation all the
Qualification Criteria mentioned in the Tender Document, except those mentioned below.

We understand that if contrary terms and conditions are mentioned elsewhere in our bid, same
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shall not be recognised and shall be null and void.

(Name and designation)
Duly authorized to sign bid for and on behalf of

[name & address of Bidder and seal of company]
DA: As above, if any
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Form 4.1: PROFORMA FOR PERFORMANCE STATEMENT

(FOR A PERIOD OF LAST 2 YEARS)

Name of Bidder with Address

Manufacturer with Address

Tender No. & Date

Sr. No. of the Quoted Product
Name of the Quoted Product

Financial Year 2023-24

Domestic Purchase Orders

GST
Invoice
No. and
Date

E-Way
Bill No.
and Date

Purchase
Order
No and
Date

Description
of Goods

Name of
Purchaser with
Contact
Details

Export Pur

chase Order

Bill of
lading/
Airway
Bill No.
and Date

Any other
document
issued by
Custom
Authority

Purchase
Order
No and
Date

Description
of Goods

Name of
Purchaser with
Contact
Details

Financial Year 2024-25

Domestic Purchase Orders

GST
Invoice
No. and
Date

E-Way
Bill No.
and Date

Purchase
Order
No and
Date

Description
of Goods

Name of
Purchaser with
Contact
Details

Export Pur

chase Order

Bill of
lading/
Airway
Bill No.
and Date

Any other
document
issued by
Custom
Authority

Purchase
Order
No and
Date

Description
of Goods

Name of
Purchaser with
Contact
Details
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Note:

1.

The copies of GST invoice and E-way bill against the proof of execution of order for every
submitted Purchase Order must be submitted. If GST invoice is not applicable for any
Purchase Order, the affidavit to that effect on stamp paper of Rs. 100/- should be submitted.
. For the supply of export, bidder should submit the copy of invoice, bill of lading/airway
bill/any other document issued by custom authority against the proof of execution of order
for every submitted Purchase Order.

Signature of Tenderer Signature of Practicing Chartered Accountant
Name in Capitals Name in Capitals

Date: Date

Seal: Seal

UDIN-

Page 255 of 282




Form 4.2: ANNUAL TURN OVER STATEMENT

The Annual Turnover (Sales) of M/s. for the past
three years are given below and certified that the statement is true and correct.

SI. No. Financial Year Turnover in Lakhs (Rs)

2021-2022 / 2022-23
2022-2023/2023-24
2023-2024 /2024-25

Total - Rs.

Average Turnover Per Annum in the last three years mentioned above -
Rs. Lakh

Date:

Seal: Signature of Auditor/Chartered Accountant
(Name in Capital)

UDIN-
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Form 5: Terms and Conditions - Compliance

(Ref ITB-clause 9.2)

(To be submitted as part of Technical bid)

(on Company Letter-head)

Bidder’s Name

[Address and Contact Details]

Bidder’s Reference No.

Ref: Your Tender Document No. Tender No./ xxxx; Tender Title: GOODS

Note to Bidders: Fill up this Form regarding Terms and Conditions in the Tender Document,
maintaining the same numbering and structure. Add additional details not covered elsewhere
in your bid in this regard.

We shall comply with, abide by, and accept without variation, deviation, or reservation of the
entire terms & conditions of tender document including all Corrigendum, Pre-bid Minutes of
the Tender Document etc, except those mentioned below.

We understand that if contrary terms and conditions are mentioned elsewhere in our bid, same
shall not be recognised and shall be null and void.

(Name and designation)
Duly authorized to sign bid for and on behalf of

[name & address of Bidder and seal of company]
DA: If any, at the option of the Bidder.
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Form6: Bid Summary

Bid Summary

CMSS Tender No.
Tender Name
CPP/GeM Id No.
Tender Opening Date

Description

Bidder Information

S. No. | Item Description Details

1(a) Name of Bidder
1(b) PAN No.

1(c) GST No.

1(d) Registered Address
1(e) Operating Address
1(f) Telephone No.

1(g) Emails

1(h) Name of Person Signing the Bid

1(1) Designation

Attached Documents

S. No. | Documents Reference Bid page No.

1() Bidder Information Form
(Form 1.1 of Bid Document)
1(k) Copy of PAN

1(D Copy of GST

I(m) Copy of Power of Attorney

Quoted Items

S. No. Schedule No. Item Name

2(a)
2 (b)
2(0)
2(d)
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Attached Documents

S. No. Documents Reference Bid page No.
2 (e) Bid Form
(Form 1 of Bid Document)

Bid Security/ Bid Securing Declaration

S. No. Schedule No. Bid Security/ Bid Securing Declaration
Details (Bank Guarantee Number & Date/
NEFT/ RTGS/ Bid Securing Declaration
Details)

3(a)
3(b)
3(9
3(d)

Attached Documents

S. No. Documents Reference Bid page No.

3 (e) Bid Security/ Bid Securing Declaration

Eligibility Requirement

S. No. Item Description Yes/No | If Yes, Details thereof
4 (a) Blacklisted/Debarred/Banned

4 (b) Relation with Officials of Procuring
Entity

4 (c) Conflict of Interest

4 (d) Beneficial Ownership in Land DPIIT Registration No.
Boarder Sharing Country Dated
[GFR Rule 144 (xi)] Valid Till

4 (e) MSME Status Class: Micro/Small/Medium
MSME Udhyam Reg. No. :

Dated :
Valid Till :

Udhyam Registration Classification

S. Classificati | Enterpris| Classificatio
No. |on e Type |n
Year Date

DPIIT Startup Reg. No.
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Dated

Valid Till

4(2)

Integrity Pact

4 (h) Local Content for Item Quoted

Schedule No. Name of Item Percentage

Local Content

Location of Value Addition

Attached Documents

S. No.

Documents

Reference Bid page No., If
Applicable

4 (1)

Eligibility Declaration (Form 1.2 of Bid Document)

40)

Blacklisting / Debarring/ Banning Order, If Any.

4 (k)

Details of relationship with procuring entity, If Any.

4

Details of Conflict of Interest, If Any.

4 (m)

Copy of DPIIT Registration Certification under GFR
Rule 144 (xi), if Beneficial Ownership in Land Boarder
Sharing Country

4 (n)

MSME Udhyam Registration Certificate, If MSE

4 (o)

DPIIT Startup Registration Certificate, If Startup.

4 (p)

Statutory Auditors Certificate for Local Content, If
Purchase Value More than INR 10 Crore. Local Content
Declaration Compliance.

(Form 1.3 of Bid Document)

Integrity Pact (Form 1.4 of Bid Document)
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Note: Details in respect of Para 4 to 7 below are to be filled up separately for each of the schedule
quoted.

5. | Schedule of Requirement Compliance

S. No. | Complies with schedule of If No, Details thereof
Requirement

5(a)

Attached Documents

S. No. | Documents Reference Bid page No.

5(b) Schedule of Requirement- Compliance & Deviation
(Form 2 of Bid Document)

Technical Specification Compliance

S. No. | Compliance with Technical | Yes/No If No, Details thereof
Specification as Indicated in the
Tender Documents

6 (a)

Attached Documents

S. No. | Documents Reference Bid page No.

6 (b) Technical Specifications & Quality Assurance-
Compliance & Deviation (Form 3 of Bid Document)

6 (c) Long Term Stability Data in accordance with ITB
Clause 9.2.1 (5)

Terms & Conditions Compliance

S. No. Compliance with Tender Terms & If No, Details thereof
Conditions

7 (a)

Attached Documents

S. No. | Documents Reference Bid page No.

7 (b) Terms & Conditions Compliance
(Form 5 of Bid Document)
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Qualification Criteria Compliance

S. No.

Description

Details

8 (a)

Bidder is Manufacturer

If No, Details thereof

8 (b)

Manufacturing License Details

License No.
License Date
License Validity
Mfg. Address
Issuing Authority:

WHO GMP Details

WHO GMP Certificate No. :

Date

Valid Till

License for which WHO GMP has been Issued

Manufacturing Premises for Wthh WHO GMP is
Applicable :
Issuing Authority

COPP Certificate Details

COPP Certificate No.
Date

Valid Till

Item for which COPP Certlﬁcate has been Issued

License for which COPP has been Issued

Issuing Authority

Market Standing Certificate

MSC valid for the F.Y. :

MSC Certificate No.

Date

Valid Till

License for which MSC has been Issued

Issuing Authority

Non-Conviction Certificate

Non-Conviction Certificate Valid for F.Y.
: &

Non-Conviction Certificate No. :
Date

Valid Till

License for which Non Conviction Certlﬁcate has
been Issued
Issuing Authority
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Past Supplies Details

F.Y. Quantity of Similar Items Supplied
2023-24
2024-25
Total

Chartered Accountant Name :
Membership No.

UDIN No.

Date

Manufacturing Capacity Annual Production Capacity :
Mfg. License No.

Licensing Authority Certificate No
Date

Issuing Authority

Turnover

F.Y. Annual Turnover (Rs.)
2021-22
2022-23
2023-24
Average Annual
Turnover

Chartered Accountant Name :
Membership No.

UDIN No.

Date

Successful Past Supplier of | Yes/No
Quoted Item

If Yes, details thereof

Attached Documents

S. Document Reference Bid Page No.
No.

Manufacturing License

If the item is not available in IP, Bidder’s
undertaking that the drug is not available in IP
OR any other approve Pharmacopoeia

WHO GMP Certificate

COPP Certificate
Market Standing Certificate

Non-Conviction Certificate

Past Supplies Details

Past Supplies POs
GST Invoices
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E-way Bills

Document issued by Custom Authority, If
Applicable

Affidavit, If Applicable

Past Performance Details in the Prescribed
Proforma

(Form 4.1 of Bid Document)

Manufacturing Capacity Certificate

Annual Turnover Statement in the Prescribed
Proforma

(Form 4.2 of Bid Document)
Audited Annual Report
CMSS P.O. Copy Executed Successfully

(Name and designation)
Duly authorized to sign bid for and on behalf of’

[name & address of Bidder and seal of company]
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Form 7: Documents relating to Bid Security.

(Ref ITB-clause 9.2)

Note: To be submitted as part of Technical bid, along with supporting documents, if any.
Submit as Form 7 as part of Technical bid, a Bid Securing Declaration In lieu of bid security
in the following format. Bidders exempted from submission of bid security are also required to
submit this.

Bid Securing Declaration (Should be notarised on Rs. 100 stamp papers)

(on Company Letter-head)

Bidder’s Name

[Address and Contact Details]

Bidder’s Reference No.

To

DG & CEO, Central Medical Services Society, Ministry of Health and Family welfare,
Government of India, New Delhi

Address: 2nd floor, Vishwa Yuvak Kendra, Pt. Uma Shankar Dikshit Marg, Teen Murti Road,
Opposite Police Station Chanakaya Puri,

New Delhi-110021

Telephones: 011-21410905, 21410906

Ref: Your Tender Document No. Tender No./ xxxx; Tender Title: GOODS

Sir/ Madam

We, the undersigned, solemnly declare that:

We understand that according to the conditions of this Tender Document, for MSEs and
Startups bidders, the bid must be supported by a Bid Securing Declaration in lieu of Bid
Security.

We confirm that we are MSE/Startups and unconditionally accept the conditions of this Bid
Securing Declaration. We understand that we shall stand automatically suspended from being
eligible for bidding in any tender in Procuring Organisation for 2 years from the date of opening
of this bid if we breach our obligation(s) under the tender conditions if we:

1) withdraw/ amend/ impair/ derogate, in any respect, from our bid, within the bid validity;
or

2) being notified within the bid validity of the acceptance of our bid by the Procuring
Entity:

a) refused to or failed to produce the original documents for scrutiny or the required
Performance Security within the stipulated time under the conditions of the
Tender Document.

b) Fail or refuse to sign the contract.

We know that this bid-Securing Declaration shall expire if the contract is not awarded to us,
upon:
1) receipt by us of your notification

a) of cancellation of the entire tender process or rejection of all bids or
b) of the name of the successful bidder or

2) forty-five days after the expiration of the bid validity or any extension to it.

Page 265 of 282




(Signature with date)

(Name and designation)
Duly authorized to sign bid for and on behalfof............................
[name & address of Bidder and seal of company]
Dated on [insert date of signing]
[ insert place of signing]
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Form 7A: Bank Guarantee for EMD (Format)

Instruction to BG Issuing Bank — The Bank Guarantee should be through SFMS
(Structured Financial Messaging System) & the following fields should be filled with the
details given below.

FMS Field Number | SEMS Field Details | Details to be filled

CENTRAL MEDICAL SERVICES
SOCIETY

2NP FLOOR, VISHWA YUVAK
KENDRA CHANKAYA PURI, NEW
DELHI-110021

7035 Beneficiary IFSC HDFC0000003

HDFC Bank Ltd 209-214 KAILASH
BUILDING 26 KASTURBA GANDHI
MARG NEW DELHI 110001

Name of Beneficiary
and his Details

Beneficiary Branch

7036 Name and Address

7037 Sender T.o Receiver CENTRALYCX
Information
This is captured in both IFN760 COV (BG Issuance) / IFN767 COV (BG Amendment, if

any).

[The Bank shall fill in this Bank Guarantee Form in accordance with the instructions
indicated.]

[insert Bank’s Name, and Address of Issuing Branch or Office]
Beneficiary: [insert Name and Address of Purchaser]

Date:

BID GUARANTEE No.:

We have been informed that/insert name of the Tenderer | (hereinafter called “the Tenderer
””) has submitted to you its bid dated (hereinafter called “the Bid”)for the execution of [insert
name of contract] under Tender No

Furthermore, we understand that, according to your conditions, bids must be supported by a
EMD.

At the request of the Tenderer, we [insert name of Bank] hereby irrevocably under take to pay
you any sum or sums not exceeding in total an amount of [insert amount in figures] ([insert
amount in words]) upon receipt by us of your first demand in writing accompanied by a
written statement stating that the Tenderer is in breach of its obligation(s) under the bid
conditions, because the Tenderer:

a) has withdrawn its Bid during the period of bid validity specified by the Tenderer
in the Form of Bid; or

b) having been notified of the acceptance of its Bid by the Purchaser during the period
of bid validity, (i) fails or refuses to execute the Contract Form, if required,
or(ii)fails or refuses to furnish the security deposit, in accordance with the
Instructions to Tenderer s.

c) does not accept the correction of the Bid Price

Page 267 of 282




d) This guarantee will expire: (a) if the Tenderer is the successful tenderer ,upon our
receipt to copies of the contract signed by the Tenderer and the performance
security issued to you upon the instruction of the Tenderer ; or(b) if the Tenderer
is not the successful tenderer ,upon the earlier of (i) our receipt of a copy of your
notification to the Tenderer of the name of the successful tenderer ;or (ii) Twenty
Eight days after the expiration of the Tenderer ’s Bid.

Consequently, any demand for payment under this guarantee must be received by us at the
office on or before that date.

This guarantee is subject to the Uniform Rules for Demand Guarantees, ICC Publication No.
758.

[signature(s)
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FORMATS

Format 1: Letter of Acceptance
(Ref Clause 13.2.5 of ITB)

LETTER OF ACCEPTANCE

No: CMSS/PROC/2024-25/ /
To,

M/s

Address:

Attn:

Phone:

Email

(Kind Attn: (Name), Designation)

Sub: Acceptance of Tender for supply of

Ref: 1) CMSS Tender No. CMSS/PROC/2024-25/ / opened on
2) Your Ref. No. dated in response to above mentioned tender.

Dear Sir,
I am pleased to inform you that your offer in response to above mentioned tender for

supply of has been accepted for following items:

Items Quant Ex- | GS | GS | Transport | Total
Descriptio ity Work | T | T & any unit
n sper | (% | (R other price
Unit ) s) charges (all
(Rs.) (Rs.) incl)
(Rs.)

Grand Total

You are requested to deposit Security Deposit @ 3% of the total value by NEFT/
RTGS/ Bank Guarantee/Demand Draft/ Banker’s Cheque and enter into an
Agreement, as per the format given in Annexure-X of the Tender document, within
15 days from the date of receipt of this letter. The Security Deposit shall be valid for
1260 days from the date of commencement.

Page 269 of 282




Please convey your acceptance to this LOA within 03 days of issue, else it will be
presumed that you are not keen to accept the LOA and CMSS may proceed for
allocation of quantity to other bidder and with other actions stipulated in referred
Tender document.

All other terms and conditions will be applicable as per Tender document no.
CMSS/PROC/2023-24/  / and subsequent amendments to it.

GM/Procurement

Annexure A to LOA No:
Supplier: M/s

Annexure-A

LIST OF MANUFACTURING LICENSES & SITE ADDRESSES

Item Manufacturing | Manufacturi
Description Site Address ng License | Remarks
No.

Item Code
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Format 1A: Long Term Agreement (LTA)
(Ref Clause 13.2.5 of ITB)

LONG TERM AGREEMENT (LTA) NO.: CMSS/PROC/2024-25/ ___ /LTA/
E- STAMP CERTIFICATE NO.:
LTA Validity: From to

TERMS OF AGREEMENT

THIS AGREEMENT made the , year between Central
Medical Services Society, 2" Floor, Vishwa Yuvak Kendra, Pt. Uma Shankar
Dikshit Marg, Teen Murti Marg, Opposite Police Station Chankaya Puri, New Delhi-
110021 (here in after "the Purchaser") of the one part and (Name of

(Address and Country of Supplier)
(Here in after called "the Supplier") of the other part:

WHEREAS the Purchaser is desirous that certain Goods and ancillary services viz;
Procurement of

in the Tender Reference No. CMSS/PROC/2024-25/ |
Dt (Brief Description of Goods and Services) and has accepted a bid
by the Supplier for the supply of those goods and services for the sum
Of e (Contract Price in Words and Figures) (Hereinafter called "the

Contract Price").

WHEREAS the Supplier confirms that it is qualified, ready, willing and able to
supply/services the Procurement of , in
accordance with the terms and conditions of this Agreement.

1. DEFINITIONS

Commencement Date means

Expiry Date means

Products, in singular form Product, means the item(s), as described and detailed above,
provided by the Supplier to CMSS from time to time pursuant to this agreement.

Tender means Tender No. Tender No: CMSS/PROC/2024-25/ / from CMSS to

the Supplier, to quote for the cost of supply of the Products to CMSS.

Long Term Agreement, as abbreviated to Agreement or LTA, means this Agreement
between the Parties, to provide Products, including its Annexure, however with due
consideration of the order of precedence among the LTA and individual Annexure.
Parties means CMSS and the Supplier, their successors and assigns and where not
repugnant to the context, their servants or agents.
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NOW THIS AGREEMENT WITNESSETH AS FOLLOWS:

1. LTA DOCUMENTS:

The following documents shall be deemed to form and be read and construed as part of
this Agreement, viz.:

(a) This LTA

(b) The Notice Inviting Tender

(c) Terms and Conditions of Tender Document as given in Tender No:
CMSS/PROC/2024-25/ __ / __,dt.

(d) The Minutes of Pre-Bid meeting and corrigendum issued.

(e) Schedule of Requirement.

(f) The Technical Specification

(g) The Supplier’s Offer including Enclosures, Annexure etc.

(h) Any other document listed in the supplier’s bid and replies to queries,
clarifications issued by the purchaser, such confirmations given by the
tenderer which are acceptable to the purchaser and the entire Addendum
issued as forming part of the contract.

(1) The Letter of Acceptance issued by the purchaser.

(j) Integrity Pact

. PURPOSE OF LTA:

2.1  The Purchaser hereby covenants to pay the Supplier in consideration of the
provision of the goods, the Contract Price at the times and in the manner prescribed
by this Agreement.

2.2 Brief particulars of the Products or goods which shall be supplied / provided by
the Supplier are as under.

Items
Descript
ion

Quantity

Unit

Transpo
rt & any
other
charges
(Rs.)

Total
unit
price (all
incl)
(Rs.)

Grand Total

2.3 The supplier agrees that his supplies are subject to terms and conditions details

contained in LTA documents mentioned above. The supplier appreciates that the

supplies are meant for public health system in the country and hence will agree to

supply the goods of good quality as per standards in a timely manner as specified

as per tender terms and conditions. The supplier has already given its no deviation
(clause-by-clause compliance) for the subject terms and conditions.
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3. Manufacturing License and Site
License and Site Address: As per Annexure A.

IN WITNESS where of the parties here to have caused this Agreement to be executed in
accordance with their respective laws the day and year first above written.

Signed, Sealed and Delivered by the said (For the Purchaser)
in the presence of

Signature
Name
Address

Signed, Sealed and Delivered by the Said (For the
Supplier)
in the presence of

Signature

Name

Address

Annexure A to LTA No:
Supplier: M/s

Annexure-A

Annexure A to LTA No:
Supplier: M/s

LIST OF MANUFACTURING LICENSES & SITE ADDRESSES

Item Item

Code Description Manufacturing | Manufacturing

Site Address License No. | emarks
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Format 1B: Purchase Order (PO)
(Ref Clause 13.2.5 of ITB)

PURCHASE ORDER

PO No: CMSS/PROC/2024-25/ __/

To,

M/s
Address:
Attn:
Phone:
Email

Subject: Purchase Order for supply of
Ref: Long Term Agreement No: CMSS/PROC/2024-
25/ /  /LTAlu...... dated

Dear Sir,

Please supply following quantities for the items specified as per the technical
specifications and terms & conditions of the Long-Term Agreement referred above:

Sr. | Ite | Item | Quan | Unit| Ex | GS | GST | Tran | Rate | Tot | Desti
No. | m | Descri | tity Wor | T (Rs) | sport| Per al | natio
Co | ption | Acce ks (% ation | Unit | Val | n

de pted Price | ) Char | (Land | ue
by per ges ed (Rs
the Unit (Rs) | Price) )
Purc (Rs) (Rs)
haser

As

per

Anne

x 1

As

per

Anne

x-1

. All the Terms & Conditions of the Agreement signed by you on acceptance of your
tender are applicable.

. Delivery Period: As per Annexure A of the tender document

. Manufacturing license as per Annexure A and site address as per Annexure B.

. Payment Terms: Within 75 days of supplies in respect of items requiring sterility
tests and within 60 days of supplies for other items.

General Manager (Procurement)
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Copy to:
1. General Manager (LSC), CMSS
2. General Manager (QA), CMSS
3. General Manager (Finance), CMSS
4. All Consignees (CMSS Warehouses) concerned.

Annexure-A

Annexure A to PO No:
Supplier: M/s

CONSIGNEE-LIST

Consigne
e
Location

Item
Description

Consignee
Address Quantity

Annexure-B
Annexure B to PO No:

Supplier: M/s

LIST OF MANUFACTURING LICENSES & SITE ADDRESSES

Item Manufacturing

Item Code Description Site Address

Manufacturin
g License No.
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Format 1.1: Bank Guarantee Format for Performance Security

Instruction to BG Issuing Bank — The Bank Guarantee should be through SFMS
(Structured Financial Messaging System) & the following fields should be filled with the
details given below.

FMS Field Number | SFMS Field Details | Details to be filled

CENTRAL MEDICAL SERVICES
SOCIETY

2NP FLOOR, VISHWA YUVAK
KENDRA CHANKAYA PURI, NEW
DELHI-110021

7035 Beneficiary IFSC HDFC0000003

HDFC Bank Ltd 209-214 KAILASH
BUILDING 26 KASTURBA GANDHI
MARG NEW DELHI 110001

Name Of
Beneficiary and His
Details

Beneficiary Branch

7036 Name and Address

7037 Sender T.o Receiver CENTRALYCX
Information
This is captured in both IFN760 COV (BG Issuance) / IFN767 COV (BG Amendment, if

any).

(Ref Clause 9.4 of ITB and clause 5.8 of GCC)

To

DG & CEO, Central Medical Services Society, Ministry of Health and Family welfare,
Government of India, New Delhi

Address: 2nd floor, Vishwa Yuvak Kendra, Pt. Uma Shankar Dikshit Marg, Teen Murti Road,
Opposite Police Station Chanakaya Puri,

New Delhi-110021

Telephones: 011-21410905, 21410906

Ref: Your Tender Document No. Tender No./ xxxx; Tender Title: GOODS

Whereas (name and address of the

contractor) (hereinafter called “the contractor”) has undertaken, in pursuance of contract no
to supply (description of goods and Works/

Services) (hereinafter called “the contract”).

And Whereas you have stipulated it in the said contract that the contractor shall furnish you

with a bank guarantee by a Commercial bank for the sum specified therein as security for

compliance with its obligations as per the contract;

And Whereas we have agreed to give the contractor such a bank guarantee.

Now Therefore we hereby affirm that we are guarantors and responsible to you, on behalf of
the contractor, up to a total of (amount of the
guarantee in words and figures), and we undertake to pay you, upon your first written demand
declaring the contractor to be in default under the contract and without cavil or argument, any
sum or sums within the limits of (amount of guarantee) as aforesaid, without your needing to
prove or to show grounds or reasons for your demand or the sum specified therein.
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We hereby waive the necessity of your demanding the sail debt from the contractor before
presenting us with demand.

We further agree that no change or addition to or other modification of the terms of the contract
to be performed there under or of any of the contract documents which may be made between
you and the contractor shall in any way release us from any liability under this guarantee, and
we hereby waive notice of any such change, addition, or modification.

*(Name & Address of the
*(branch) is liable to pay the guaranteed amount depending on the filing
of a claim and any part thereof under this Bank Guarantee only and only if you serve upon us
* branch a written claim or demand and received by us at our
* branch on or before Dt otherwise, the bank shall be discharged
of all liabilities under this guarantee after that.

(Signature of the authorized officer of the Bank)

Seal, name & address of the Bank and address of Branch
*Preferably at the headquarters of the authority competent to sanction the expenditure for the
procurement of goods or at the concerned district headquarters or the state headquarters.
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Format 1.2: No Claim Certificate
(Refer Clause 12.3.1 of GCC)

(On company Letter-head)
Contractor’s Name

[Address and Contact Details]
Contractor’s Reference No.

To

DG & CEOQ, Central Medical Services Society,

Ministry of Health and Family Welfare,

Government of India, New Delhi

Address: 2™ floor, Vishwa Yuvak Kendra,

Pt. Uma Shankar Dikshit Marg, Teen Murti Road, Opposite Police Station Chanakaya Puri,
New Delhi-110021

Telephones: 011-21410905, 21410906

No Claim Certificate
Sub: Contract Agreement no.

received of Rs. (Rupees
only) as final settlement due to us for the

supply of
under the abovementioned contract agreement.

We have received all the amounts payable to us with this payment and have no
outstanding dispute of any description whatsoever regarding the amounts worked out as
payable to us and received by us.

We hereby unconditionally and without any reservation whatsoever, certify that we shall
have no further claim whatsoever, of any description, on any account, against the Procuring
Entity, under contract above. We shall continue to be bound by the terms and conditions of
the contract agreement regarding its performance.

Yours faithfully,

Signatures of contractor or
officer authorised to sign the contract documents.
on behalf of the contractor
(company Seal)
Date:
Place:
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Format 1.3: Certification by Prospective Arbitrators

(Ref Clause 11.5.4 of GCC)

To

DG & CEOQ, Central Medical Services Society,

Ministry of Health and Family welfare, Government of India, New Delhi
Address: 2nd floor, Vishwa Yuvak Kendra,

Pt. Uma Shankar Dikshit Marg, Teen Murti Road,

Opposite Police Station Chanakaya Puri,

New Delhi-110021

Telephones: 011-21410905, 21410906

Certification by Prospective Arbitrators

1. Name:

2. Contact Details:

3. I hereby certify that I am retired officer of /Name of Organisation] retired
as in grade.

4. I have no past or present relationship concerning the subject matter in dispute, whether
financial, business, and professional or another kind.

Or

I have past or present relationships concerning the subject matter in dispute, whether financial,
business, professional or another kind. The list of such interests is as under:

5. I have no past or present relationship/ interest financial, business, professional or other,
in any of the parties, which may raise justifiable doubts about my independence or impartiality
in terms of the Arbitration and Conciliation Act 1996 amended from time to time.

Or

I have past or present relationship/ interest financial, business, professional or other, in any of
the parties, which may raise justifiable doubts about my independence or impartiality in terms
of the Arbitration and Conciliation Act 1996 as amended from to time. The details of such
relationship or interest are as under:

6. There are no concurrent circumstances that are likely to affect my ability to devote
sufficient time to the arbitration and finish the entire arbitration within twelve months.
Or

Some circumstances are likely to affect my ability to devote sufficient time to the arbitration
and finish the entire arbitration within twelve months. The list of such circumstances is as

Signature)
(Name & Designation)
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Format 2: Authorization for Attending Pre-bid Conference

(Refer ITB-Clause 8)

(on Company Official Letter Head)

Bidder’s Name

[Address and Contact Details]

Bidder’s Reference No.

To

DG & CEO, Central Medical Services Society, Ministry of Health and Family welfare,
Government of India, New Delhi

Address: 2nd floor, Vishwa Yuvak Kendra, Pt. Uma Shankar Dikshit Marg, Teen Murti Road,
Opposite Police Station Chanakaya Puri,

New Delhi-110021

Telephones: 011-21410905, 21410906

Ref: Your Tender Document No. Tender No./ xxxx; Tender Title: GOODS

Subject: Authorization for attending Pre-bid Conference on (date).
Following persons are hereby authorized to attend the Pre-bid Conference for the tender
mentioned above on behalf of

(Bidder) in order of preference given below.

Sr. Name Government Photo ID Type/ Number
L

I1.

Alternate
Representative

Note:

1. Maximum of two representatives (carrying valid Government photo IDs) shall be permitted
to attend the Pre-bid opening. An alternate representative shall be permitted when regular
representatives are not able to attend.

2. Permission to enter the hall where the pre-bid conference is conducted may be refused if
authorization as prescribed above is not submitted.

Signatures of bidder
or
Officer authorized to sign the bid.
Documents on behalf of the bidder
[name & address of Bidder and seal of company]
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Format 3: CONSIGNEE RECEIPT CERTIFICATE

(To be issued by consignee’s authorized representatives upon receipt of goods)
The material of below mentioned consignment has been received in good condition:

1) Name of the items supplied:

2) Quantity of items Supplied:

3) Supplier’s Name:
4) P.O No. & date:
5) Tranche No:

6) Invoice No. & Invoice Date
7) Batch No.
8) (i) Consignee’s Name & Address

(ii) Email ID of consignee

(iii) Telephone/Mobile No. of Consignee

9) Date of Receipt of items by consignee:

10) Name and designation of Authorized Representative of Consignee:

11) Signature of Authorized Representative of Consignee with date:

CERTIFICATE

We confirm having received material as detailed above in good condition on

Dt. in accordance with the contract and entered in the

stock ledger: -

Counter Signed by Head /Director/ MS/ Dean/ of the concerned Hospital/ Institute/
Organization:

Name:

Designation:

Signature:

Date:

Seal of the Consignee
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Sample 1 of a BOQ

As per GeM format
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