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Bidding Documents for Procurement
of
Antihypertensive Medicines to Support the India Hypertension Management Initiative in the State of Maharashtra (India)
IFB NO.: SAMSPL/18-19/ET/1
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STRATEGIC ALLIANCE
Management Services Pvt. Ltd.
B01- B03, Vardhman Diamond Plaza, Community Centre, D B Gupta Road, Paharganj, New Delhi- 110055, India, Phones: 011-43580626/27; Email: procurement@samsconsult.com; Website:www.samsconsult.com
NATIONAL COMPETITIVE BIDDING
FOR
Procurement of Antihypertensive Medicines to Support the India Hypertension Management Initiative in the State of Maharashtra (India)
Key Bidding Information
	IFB No.
	SAMSPL/18-19/ET/1

	e-Procurement Portal 

(powered by MSTC Ltd.)
	http://www.mstcecommerce.com/eprochome/samspl/  

	Date of Commencement 

of Download of Bidding Documents
	29 Sept, 2018 
(to download Bidding Documents click on ”Download NIT/Corr.” Link on e-Procurement Portal)

	Pre-Bid Meeting Type
	Online and Offline

	Time & Date of Pre-Bid Meeting
	1430 hours on 09 Oct, 2018


	Last Time and Date for Receipt of Request for Clarifications
	By 1700 hours on 08 Oct, 2018
(request for clarifications may be submitted through e-mail: procvs@samsconsult.com)

	Last Time & Date for Online Submission of Bids
	1430 hours on 29 Oct, 2018
(to submit Bid, please register on the e-Procurement Portal by clicking “Register as Vendor” link on e-Procurement Portal)

	Time & Date for Opening of Bids
	1500 hours on 29 Oct, 2018 



	Time & Date for Submission of Original Bid Security 
	1800 hours on 01 Nov, 2018 



	Place of Pre-Bid Meeting (offline)
	Strategic Alliance Management Services Pvt. Ltd.

B01-B03, Vardhman Diamond Plaza, Community Centre, D.B. Gupta Road, Paharganj, New Delhi 110055,  INDIA

	Contact details of MSTC’s Support Team
	1. Mr. Chirag Sindhu; Mob: 9830336290; e-mail: chiragsindhu@mstcindia.co.in
2. Mr. S D Sharma; Mob: 7878055855; e-mail: sdsharma@mstcindia.co.in 


	Time Zone
	All time shown are as per Indian Standard Time (IST)
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Invitation For Bids
INVITATION FOR BIDS (IFB)
for
Procurement of Antihypertensive Medicines to Support the India Hypertension Management Initiative in the State of Maharashtra (India)
IFB No.: SAMSPL/18-19/ET/1 





Dated: 29 Sept, 2018
1. Resolve to Save Lives, an Initiative of Vital Strategies, USA  is supporting Government of Maharashtra in implementation of ‘India Hypertension Management Initiative’ (IHMI) Project and it is intended to procure buffer stock of certain Antihypertensive Medicines against which this invitation for bid is issued.
2. Strategic Alliance Management Services Pvt. Ltd. (SAMS), acting as Procurement Service Provider on behalf of Vital Strategies, USA now invites e-bids for Procurement of Antihypertensive Medicines as under. Further details can be found in the Bidding Documents
	Schedule No.
	Name of Medicines
	Unit Pack Size 

	Total Quantity 
(No. of Packs)

	I
	Tab. Amlodipine 5mg
	10 x 10 Tabs
	72,100

	II
	Tab. Telmisartan 40mg
	10 x 10 Tabs
	42,000

	III
	Tab. Chlorthalidone 6.25mg
	10 x 10 Tabs
	3,860


3. Bidding will be conducted on SAMS e-Bidding Portal. Interested Bidders may freely download the Bidding Documents from and website www.samsconsult.com and e-Procurement Portal http://www.mstcecommerce.com/eprochome/samspl/ 
4. Bidders intending to submit their bids, should register themselves as ‘Vendor’ by clicking “Register as Vendor” link on e-Procurement Portal. Such bidders are required to deposit a non-refundable Transaction fee of Rs.1,953.00 (exclusive of GST) at the time of bid submission. The bidders who have deposited the transaction fee as above will only be able to submit the bids online.
5. All corrigendum/addendum will be uploaded on SAMS website and e-Procurement Portal. Bidders who are interested in participating in the bidding may refer to e-Procurement Portal from time to time and shall be solely responsible for checking above websites for any corrigendum/addendum issued subsequent to publication of this IFB and take the same into consideration while preparing and submitting their bids.
6. Bidders’ representatives are invited to attend an offline (physical) pre-bid meeting at 1430 hours on 09/10/2018 at the address mentioned above. Please note that non-attendance at the pre-bid meeting will not be the cause of disqualification of bidders. Bidders can also participate in an online pre-bid meeting by logging in to the e-Procurement Portal and clicking on the Pre-bid meeting link on the E-Procurement Portal at the scheduled time and date of pre-bid meeting.
7. Bidders who are not able to attend a pre-bid meeting (online or offline) can send their written requests for clarification, if any up to 1800 hours on 08/10/2018 at email procvs@samsconsult.com
8. Bids must be submitted online up to 1430 hours on 29/10/2018 by Bidders, registered as Vendor on the e-Procurement Portal using the link Auc-Floor Manager. All documents required towards submission of bids have to be uploaded online. Only Original Bid Security should be deposited at the Purchaser’s address up to1800 hours on 01/11/2018.
9. The bids will be opened at 1500 hrs on 29/10/2018 on the e-Procurement Portal and the name of bidders who have submitted their bids up scheduled date and time and comparative statement of bid prices shall be made available to all Bidders at the E-Procurement Portal.
10. All times shown above are as per Indian Standard Time (IST).
Sanjay Rastogi

Director, SAMS
Section – I Instructions To Bidders
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Instructions to Bidders

A.
Introduction

	1.
Scope of Bid
	1.1
The Purchaser, as specified in the Section II. Bid Data Sheet, invites bids for the supply of Medicines as described in the Section III: Schedule of Requirements. The name and identification number of the Contract / Event No. is provided in the Bid Data Sheet.

	
	1.2
Throughout these Bidding Documents, the terms “writing” means any type written, or printed communication, including e-mail, and “day” means calendar day. 


	2.1
The source of funds is Bloomberg Philanthropies, through Vital Strategies, New York, USA

	

	3.
Fraud & Corruption
	3.1
It is the policy to require that the Purchaser, as well as Bidders, Suppliers, and Contractors and their Subcontractors, observe the highest standard of ethics during the procurement and execution of Contracts. In pursuance of this policy, the Purchaser:

(a)
defines, for the purposes of this provision, the terms set forth below as follows:

(i)
“corrupt practice” is the offering, giving, receiving or soliciting, directly or indirectly, of anything of value to influence improperly the actions of another party;

(ii) 
“fraudulent practice” is any act or omission, including a misrepresentation, that knowingly or recklessly misleads, or attempts to mislead, a party to obtain a financial or other benefit or to avoid an obligation;

(iii)
“collusive practice” is an arrangement between two or more parties designed to achieve an improper purpose, including to influence improperly the actions of another party;

(iv)
“coercive practice” is impairing or harming, or threatening to impair or harm, directly or indirectly, any party or the property of the party to influence improperly the actions of a party;

(v)
“obstructive practice” is

(aa)
deliberately destroying, falsifying, altering or concealing of evidence material to the investigation or making false statements to investigators in order to materially impede investigation into allegations of a corrupt, fraudulent, coercive or collusive practice; and/or threatening, harassing or intimidating any party to prevent it from disclosing its knowledge of matters relevant to the investigation or from pursuing the investigation; or
(bb)
acts intended to materially impede the exercise of the Purchaser’s inspection and audit rights provided for under sub-clause 3.1 (d) below.

	
	(b)
will reject a bid for award if it determines that the bidder recommended for award has, directly or through an agent, engaged in corrupt, fraudulent, collusive, coercive or obstructive practices in competing for the contract in question;

(c)
will sanction a firm or individual, including declaring ineligible, either indefinitely or for a stated period of time, to be awarded a contract if it determines at any time that the firm has, directly or through an agent, engaged in corrupt, fraudulent, collusive, coercive or obstructive  practices in competing for, or in executing, a contract; and 
(d)
will have the right to require that a provision be included in bidding documents and in contracts, requiring bidders, suppliers, and contractors and their sub-contractors to permit the Purchaser to inspect their accounts and records and other documents relating to the bid submission and contract performance and to have them audited by auditors appointed by the Purchaser.

	
	3.2
In pursuance of the policy defined in ITB Sub-Clause 3.1(a), the Purchaser will cancel the portion of the Contract if it at any time determines that corrupt or fraudulent practices were engaged in by the Suppliers, and Contractors and their subcontractors during the procurement or the execution of that Contract.

	4.
Eligibility
	4.1
This bidding process is open to all qualified firms except such firm that has been engaged by Purchaser to provide consulting services for the preparation of the design, specifications, and other documents to be used for the procurement of the Medicines described in these Bidding Documents.
4.2
The Bidder has not, in the past five years, had an affiliation with or received support from any tobacco product manufacturer or the parent, subsidiary, or affiliate of a tobacco product manufacturer (collectively, the “Tobacco Industry”) or the Tobacco Industry’s agents or associates, including any person, interest group, advocacy organization, law firm, advertising agency, or other business or organization that represents the interests of the tobacco industry (collectively, “Tobacco Affiliates”). 
4.3
In case a Bidder is selected for award of contract under this IFB, it should give an undertaking that it currently does not accept and shall not accept financial or other support from the Tobacco Industry or Tobacco Affiliates until at least one year after the end of this agreement. Notwithstanding the other provisions of the contract, failure to comply with this clause may constitute grounds for termination of the contract and Purchaser shall have the right to demand and receive a return of all funds under this agreement, plus interest, as liquidated damages.

	
	4.4
A firm declared debarred / blacklisted (as a whole or for the Medicine as given in Schedule of Requirements) by any Department, Institutions, Corporation, Agency under administrative control of Govt. of India or State Government, as on the date of bid opening, are ineligible to participate in the bidding process. The selected firm will be subject to a compliance check.
4.5      In the Letter of Bid to be submitted by Bidders as per form given in Section V. Sample Bid Forms, Bidders should provide declaration as per ITC Para 4.1 to 4.4. 

	5. 
Documents Establishing Conformity to Bidding Documents


	5.1
The documentary evidence of conformity to the Bidding Documents shall consist of the following: 
a) an item-by-item commentary on the Purchaser’s Technical Specifications demonstrating substantial responsiveness of the Medicines to those specifications, or a statement of deviations and exceptions to the provisions of the Technical Specifications;
b) any other procurement-specific documentation requirement as stated in the Bid Data Sheet

	6.     Qualifications of the Bidder
	6.1
The Bidder shall provide documentary evidence to establish to the Purchaser’s satisfaction that:

	
	(a)
the Bidder has the technical, execution and production capability in accordance with qualification requirements / criteria specified in the Bid Data Sheet.

	
	 (b)
in case a Bidder is offering to supply Medicines, that the Bidder did not manufacture or otherwise produce, the Bidder has been duly authorized by the manufacturer of such Medicines to supply the Medicines; In such case, bidder should submit all relevant documents of its manufacturer and the manufacturer should meet all the qualification requirements / criteria in accordance with ITB 6.1 a).

	7.
One Bid per Bidder 
	7.1
A firm shall submit only one bid either individually or as a partner of a joint venture. A firm that submits either individually or, as a member of a joint venture, more than one bid will cause all the bids with the firm’s participation to be disqualified. 

	8.
Cost of Bidding
	8.1
The Bidder shall bear all costs associated with the preparation and submission of its bid, and the Purchaser will in no case be responsible or liable for those costs, regardless of the conduct or outcome of the bidding process.


B. Bidding Documents

	9.
Content of Bidding Documents
	9.1
The Bidding Documents are those stated below and should be read in conjunction with any addendum issued in accordance with ITB Clause 12.

	
	Section I.
Instructions to Bidders (ITB) 

Section II.
Bid Data Sheet (BDS)

Section III.
Schedule of Requirements

Section IV.
Technical Specifications 

Section V.
Sample Bid Forms

Section VI.
General Conditions of Contract (GCC)

Section VII.
Special Conditions of Contract (SCC)

Section VIII.
Sample Contract Forms

	
	9.2
The “Invitation for Bids” does not form part of the Bidding Documents and is included as a reference only. In case of discrepancies between the Invitation for Bid and the Bidding Documents listed in 9.1 above, said Bidding Documents will take precedence.

	10.   Clarification of Bidding Documents
	10.1
A prospective Bidder requiring any clarification of the Bidding Documents shall contact the Purchaser in writing or by e-mail at the Purchaser’s address indicated in the Bid Data Sheet. The Purchaser will respond in writing to any request for clarification received up seven days prior to due date for submission of bids. Copies of the Purchaser’s response shall be promptly published at the Purchaser’s website and e-Procurement Portal, including a description of the inquiry but without identifying its source.


	11.
Pre-bid Meeting
	11.1
In order to provide response to any doubt regarding Bidding Documents, or to clarify issues, a pre-bid meeting (physical and online) has been scheduled, as specified in the Bid Data Sheet.
11.2
The Bidders, registered as Vendor on e-Procurement Portal as per instructions given in ITB Para 21 can participate in the Pre-bid meeting online after login as Vendor and post their query online. The Bidders who have not registered themselves as Vendor have option to attend physical Pre-bid meeting at the venue specified in the ITC 11.1.
11.3  During the pre-bid meeting, the clarification sought by representative of prospective Bidders shall be responded appropriately. The Purchaser shall publish written response to such requests for clarifications, without identifying its source. In case required, amendment(s), in terms of ITB Para 12 below shall be issued, which shall be binding on all prospective Bidders.

	12.
Amendment of Bidding Documents
	12.1
At any time prior to the deadline for submission of bids, the Purchaser may amend the Bidding Documents by issuing Addenda.

	
	12.2
Any Addendum thus issued pursuant to ITB Para 10 and 11, shall be part of the Bidding Documents and shall be communicated in writing to all firms who requested for clarifications and attended pre-bid meeting. The prospective Bidders are required to immediately acknowledge receipt of any such Addenda, and it will be assumed that the information contained in the Addenda has been taken into account by the Bidder in its bid. The copy of Addenda shall also be published on e-Bidding Portal and Purchaser’s website.

	
	12.3
To give prospective Bidders reasonable time in which to take the amendment into account in preparing their bids, the Purchaser shall extend, at its discretion, the deadline for submission of bids, in which case, the Purchaser will notify all Bidders by cable confirmed in writing of the extended deadline. Purchaser shall also promptly publish the addendum on the Purchaser’s website


C.
Preparation of Bids


	13.1
The bid, as well as all correspondence and documents relating to the bid exchanged by the Bidder and the Purchaser, shall be written in English language. Supporting documents and printed literature furnished by the Bidder may be in another language provided they are accompanied by an accurate translation of the relevant passages in the language specified, in which case, for purposes of interpretation of the Bid, the translation shall govern.
	

	14.
Documents Constituting the Bid
	14.1
The e-bid submitted by the Bidder shall comprise the following:

	
	a) duly filled online ‘Event Catalogue’, comprising of commercial, technical and qualification requirements and ‘Price Schedule’ (as per instructions given in e-Bidding Portal); 
b) scanned copy of duly filled ‘Letter of Bid’ in accordance with the form given in Section V. Sample Bid Forms
c) scanned copy of original form of bid security in accordance with the provisions of ITB Para 19 (Bid Security);

d) scanned copy of written power of attorney authorizing the signatory of the bid to commit the Bidder;
e) scanned copy of ‘Capacity and Qualification Certification Form’ issued by relevant country authority as per form given in Section V. Sample Bid Forms; 
f) scanned copy of ‘Proforma for Performance Statement (for a period of last five years)’ as per form given in Section V. Sample Bid Forms;

g) scanned copy of ‘Proforma for other details of Bidder, Manufacturer and its Bank’ as per form given in Section V. Sample Bid Forms;

h) scanned copy of ‘Manufacturer’s Authorization Certificate’ as per form given in Section V. Sample Bid Forms (in case required, as per ITB 6.1 b);
i) scanned copy of duly filled ‘Interagency Finished Pharmaceutical Product Questionnaire’ as per form given in Section V. Sample Bid Forms
j) scanned copy of an item-by-item commentary on the Purchaser’s Technical Specifications demonstrating substantial responsiveness of the Medicines to those specifications, or a statement of deviations and exceptions to the provisions of the Technical Specifications in accordance with ITB 5.1 a);
k) scanned copy of documentary evidence establishing to the Purchaser’s satisfaction, and in accordance with ITB Clause 6.1 (a) that the Bidder is qualified to perform the Contract if its bid is accepted;

	15.   Letter of Bid
	15.1
The Bidder shall upload duly filled (signed and affixed with firm’s seal) Letter of Bid prepared as per the relevant form given in Section V. Sample Bid Forms,  indicating the name of Medicines to be supplied.

	16.
Bid Prices
	16.1
Prices shall be quoted online as specified in the e-Bidding Portal. The format of the Price Schedule is included in Section V. Sample Bid Forms for reference only 

16.2
Prices shall be entered in the following manner:

(i)
the price of the Medicines quoted DDP (Delivery Duty Paid), including, insurance, transportation and other local services required to convey the Drugs to their final destination, and all duties & taxes / GST already paid or payable on the components and raw material used in the manufacture of the Medicines; and
(ii) 
GST which will be payable on supply of Medicines up to final destination, if the contract is awarded to the Bidder;  

	
	16.3
The terms DDP, shall be governed by the rules prescribed in the current edition of Incoterms published by the International Chamber of Commerce, Paris.

	
	16.4 
The Bidder’s separation of price components in accordance with ITB Para 16.2 above will be solely for the purpose of facilitating the comparison of bids by the Purchaser and will not in any way limit the Purchaser’s right to contract on any of the terms offered.

	
	16.5   Prices quoted by the Bidder shall be fixed during the Bidder’s performance of the Contract and not subject to variation on any account. A bid submitted with an adjustable price quotation will be treated as nonresponsive and will be rejected, pursuant to ITB Clause 29.

	
	16.6
Pursuant to ITB Para 16.1 above, and if so indicated in the Bid Data Sheet, bids are being invited for one or more items, or for individual Contracts (schedules). In both cases, each item/schedule offered must comprise the full quantity required under that item.

	17.   Currency of Bid
	17.1 
Prices shall be quoted in Indian Rupees (INR) only 



	18.
Period of Validity of Bids
	18.1
Bids shall remain valid for the period stipulated in the Bid Data Sheet after the date of bid submission specified in ITB Clause 23. A bid valid for a shorter period shall be rejected by the Purchaser as non-responsive.

	
	18.2
In exceptional circumstances, prior to expiry of the original bid validity period, the Purchaser may request that the Bidders extend the period of validity for a specified additional period. The request and the responses thereto shall be made in writing. A Bidder may refuse the request without forfeiting its bid security. Bidder agreeing to the request will not be required or permitted to modify its bid, but will be required to extend the validity of its bid security for the period of the extension.

	19.
Transaction Fee
	19.1
Bidders are required to deposit Transaction Fee (non-refundable) for an amount indicated in the Bid Data Sheet.
19.2
Bidder will not be able to submit online bids without making the payment of Transaction Fee.

19.3
Bidders shall pay the Transaction Fee using “Transaction Fee Payment” link under “My Menu” in the Vendor Login. Bidder has to select the Event No. under this IFB from the dropdown box.

19.4
Bidders shall the facility of making payment of Transaction Fee through NEFT or Online Payment.

19.5
Upon selecting NEFT, the Bidder shall generate a challan by filling up a form. The Bidder shall remit the Transaction Fee amount as per the details printed on the challan without making any changes in the same. pay the Transaction Fee using “Transaction Fee Payment” link under “My Menu” in the Vendor Login. Bidder has to select the Event No. under this IFB from the dropdown box.

19.6
Upon selecting Online Payment, the Bidder shall have the provision of making payment sing Credit / Debit Card / Net Banking. Once the payment gets credited to MSTC’s designated bank account, the Transaction Fee shall be auto authorized and the Bidder shall receive a system generated mail.

	20.
Bid Security
	20.1
Bidder shall furnish, as part of its bid, a bid security as specified in the Section III. Schedule of Requirements

	
	20.2
The bid security shall remain valid for a period of 28 days beyond the validity period for the bid, and beyond any extension subsequently requested under Sub-clause 18.2. The bid security shall be denominated/ drawn in the form and name as specified in Bid Data Sheet

	
	20.3 
In case, the bid security is submitted in the form of bank guarantee, it should be in the format of the bank guarantee shall be in accordance with the forms included in the Section V. Sample Bid Forms. 
20.4   The scanned copy of the bid security instrument should be submitted online and the original Bid Security will have to be deposited at the Purchaser’s address up to time and date given in Bid Data Sheet

	
	20.5
Any bid not accompanied by an acceptable bid security shall be rejected by the Purchaser as non-responsive.

	
	20.6
The bid securities of unsuccessful Bidders will be returned as promptly as possible. 

	
	20.7
The bid security of the successful Bidder will be returned when the Bidder has signed the Contract and furnished the required performance security.

	
	20.8
The bid security may be forfeited in the case of a successful bidder, if the Bidder fails within the specified time limit to:

(i)
sign the contract, or

(ii)
furnish the required performance security.


D. Submission of Bids

	21.
Bidders’ Registration on e-Procurement Portal, System Requirements and Settings
	21.1
Bidders are required to onetime ‘Register as Vendor’ on MSTC’s e-Procurement Portal (free of cost) using link http://www.mstcecommerce.com/eprochome/samspl/ [click ‘Register as Vendor’ link, fill requisite details and create Vendor Login ‘username’ and ‘password’. Bidders may refer to ‘Vendor Guide’ for detailed instructions, available at the above link]
21.2   In order to Register as Vendor, Bidder should possess a valid Class III signing Type Digital Signature Certificate (DSC). For DSC to appear in the signer box, disable the “Protected Mode” by following the steps as under:
=>Tools
=> Internet Options
=> Security
=> Disable protected mode if enabled i.e. remove the tick from the tick box mentioning “Enable Protected Mode”.
21.3
The system requirements for use of e-Procurement Portal is as under:

· Operating System: Windows XP Service Pack III and above

· Web Browser – Preferably Internet Explorer 7 and above

· Java (JRE7 Update 45) [to download, click on the ‘Java Download’ link at the above link)] 
· Active-X Controls should be enabled as follows:

=>Tools

=>Internet Options

=>Security

=> Custom Level

=>Enable all Active-X Controls

=>Disable “Use Pop-up Blocker”
· Other settings:
=>Tools

=>Internet Options

=>General

=>Click on Settings under “browsing history / Delete Browsing History”

 =>Temporary Internet Files 

 =>Activate “Every time I Visit the Webpage”. 

21.4   After successful Registration, Bidders will receive a system generated mail confirming their Registration at the email id which has been provided during filling up the registration form. In addition, the Bidders registered as Vendor shall receive email intimating new NIT/Corrigendum being uploaded and email confirming submission of bid for a particular IFB. Only after Registration as Vendor, Bidder can submit its bids electronically. 

	22.
Online Submission of Bids
	22.1
Bidders who have deposited Transaction Fee in accordance with ITB Para 19, shall be enabled to submit online Bids. The procedure for online submission of Bid is described below:

a) Login as a Vendor using username and password and DSC;

b) Click on ‘AUC FLOOR MANGR’ under ‘My Menu’’

c) Click on ‘Live Events’ to view the ‘Live e-Procurement Events’ currently make active by the Purchaser for bid submission;

d) Select and click on the live e-Procurement event amongst the ‘e-Procurement Event Listing For Live e-Procurement Events’ pertaining to the IFB shown on the screen. 
e) Allow running JAVA application. 
f) Click on the “Techno-Commercial” and “Price” links and save them after entering the required fields, by clicking on ‘Save” button provided at the bottom of the page. This will save Bid, which can be edited later through the same link.
g) In order to upload documents required in support of Bidders’ eligibility and qualification as per ITB Para 5 and 6, please select “Upload Document” link. After confirming the file that a Vendor wish to submit, press “Attach Document” link adjacent to every file.

h) Multiple documents can be uploaded and there is no limit for total number of uploads. However, size of per upload should be up to 5 MB.
i) After all files have been uploaded, click on ‘Final Submission’ to submit Bid. A message shall be displayed as “Final Bid Successfully Submitted’ and Bid Status shall be updated as “Bid Submitted”.

	23.
Deadline for Submission of Bids
	23.1
Bids must be submitted online no later than the time and date specified in the Bid Data Sheet.

	
	23.2
The Purchaser may, at its discretion, extend the deadline for the submission of bids by amending the Bidding Documents in accordance with ITB Sub-Clause 12.3, in which case all rights and obligations of the Purchaser and Bidders previously subject to the deadline will thereafter be subject to the deadline as extended.

	24.
Modification and Withdrawal of Bids
	24.1
The Bidder may modify its bid only prior to ‘Final Submission’. 

	
	24.2
While modifying Bids, Bidders may choose to update online forms filled earlier and reload the pdf documents upload earlier and submit Bids again.
24.3
However, in case Bidder decides to modify its Bid after ‘Final Submission’, the Bid should be ‘withdrawn’ and ‘resubmitted’ after paying Transaction Fee again and filling / uploading requisite information / documents again. 


E. Opening and Evaluation of Bids

	25.
Bid Opening
	25.1
The Purchaser will open all bids, online in the presence of Bidders’ representatives who choose to attend, at the time, on the date, and at the place specified in the Bid Data Sheet. Bidders’ representatives shall sign a register as proof of their attendance . 

	
	25.2
The Bidders can view the online bid opening after Login as Vendor using username and password. The name of Bidders and Price quoted by them shall appear to Bidders attending online bid opening. 

25.3
Bids shall be opened one at a time, reading out: the name of the Bidder; the bid price of each item or lot, as the case may be; the presence or absence of a bid security; and any other such details as the Purchaser may consider appropriate. 

	
	25.4
The Purchaser will prepare minutes of the bid opening at the end of the opening session, including, as a minimum: the name of the Bidder; the bid price; the presence or absence of a bid security. The minutes should be distributed to all Bidders who request them

	26.
Clarification of Bids
	26.1
During evaluation of the bids, the Purchaser may, at its discretion, ask the Bidder for a clarification of its bid. The request for clarification and the response shall be in writing, and no change in the prices or substance of the bid shall be sought, offered, or permitted, except to correct arithmetic errors identified by the Purchaser in the evaluation of the bids, in accordance with ITB Sub-Clause 29.1.

	27.
Confidentiality
	27.1 
Information relating to the examination, clarification, evaluation, and comparison of bids, and recommendations for the award of a Contract shall not be disclosed to bidders or any other persons not officially concerned with such process until the notification of Contract award is made to all Bidders.

	
	27.2 
Any effort by the bidder to influence the Purchaser in the Purchaser’s bid evaluation, bid comparison, or contract award decisions may result in the rejection of the Bidder’s bid.

	
	27.3 
From the time of bid opening to the time of Contract award, if any Bidder wishes to contact the Purchaser on any matter related to its bid, it should do so in writing.

	28.
Evaluation of Bids and Determination of Responsiveness
	28.1
The Purchaser will examine the bids to determine whether they are complete, whether any computational errors have been made, whether required sureties have been furnished, whether the documents have been properly signed, and whether the bids are generally in order. In the case where a prequalification process has been undertaken for the Contract(s) for which these Bidding Documents have been issued, the Purchaser will ensure that each bid is from a pre-qualified Bidder.

	
	28.2
The Purchaser may waive any minor informality, nonconformity, or irregularity in a bid that does not constitute a material deviation, provided such waiver does not prejudice or affect the relative ranking of any Bidder.

	
	28.3
Prior to the detailed evaluation, the Purchaser will determine whether each bid is of acceptable quality, is complete, and is substantially responsive to the Bidding Documents. For purposes of this determination, a substantially responsive bid is one that conforms to all the terms, conditions, and specifications of the Bidding Documents without material deviations, exceptions, objections, conditionalities, or reservations. A material deviation, exception, objection, conditionality, or reservation is one: (i) that limits in any substantial way the scope, quality, or performance of the Goods and related Services; (ii) that limits, in any substantial way that is inconsistent with the Bidding Documents, the Purchaser’s rights or the successful Bidder’s obligations under the Contract; and (iii) that the acceptance of which would unfairly affect the competitive position of other Bidders who have submitted substantially responsive bids.

	
	28.4
If a bid is not substantially responsive, it will be rejected by the Purchaser and may not subsequently be made responsive by the Bidder by correction of the nonconformity. The Purchaser’s determination of a bid’s responsiveness is to be based on the contents of the bid itself.

	29.   Correction of Errors
	29.1
Arithmetical errors will be rectified as follows. If there is a discrepancy between the unit price and the total price that is obtained by multiplying the unit price and quantity, the unit or subtotal price shall prevail. If there is a discrepancy between subtotals and the total price, the total price shall be corrected. If there is a discrepancy between words and figures, the amount in words will prevail. If a Bidder does not accept the correction of errors, its bid will be rejected.

	30.
Comparison of Bids
	30.1
The Purchaser will compare the bids that have been determined to be substantially responsive, pursuant to ITB Clause 29.

	
	30.2
The comparison shall be between the DDP price of the Drugs offered including, insurance, transportation and other local services required to convey the Medicines to their final destination, and all Duties & Taxes / GST already paid or payable on the components and raw material used in the manufacture of the Medicines. 
30.3   The GST payable on finished Medicines supplied if contract is awarded, shall not be considered for the purpose of evaluation and comparison of bids.


F. Award of Contract

	31.
Post qualification
	31.1
The Purchaser will determine to its satisfaction whether the Bidder that is selected as having submitted the lowest evaluated responsive bid is qualified to perform the Contract satisfactorily, in accordance with the criteria listed in ITB Sub-Clause 6.1 and any additional post qualification criteria stated in the Bid Data Sheet.

	
	31.2
The determination will evaluate the Bidder’s technical, execution and production capabilities. It will be based on an examination of the documentary evidence of the Bidder’s qualifications submitted by the Bidder, pursuant to ITB Sub-Clause 6.1 (a), as well as other information the Purchaser deems necessary and appropriate.

	
	31.3
An affirmative post qualification determination will be a prerequisite for award of the contract to the lowest evaluated Bidder. A negative determination will result in rejection of the Bidder’s bid, in which event the Purchaser will proceed to the next-lowest evaluated Bidder to make a similar determination of that Bidder’s capabilities to perform satisfactorily.

	32.
Award Criteria
	32.1
The Purchaser will award the Contract to the Bidder whose bid has been determined to be substantially responsive and has been determined to be the lowest evaluated bid, and is determined to be qualified to perform the Contract satisfactorily, pursuant to ITB Clause 31.

	33.
Purchaser’s Right to Accept Any Bid and to Reject Any or All Bids
	33.1
The Purchaser reserves the right to accept or reject any bid, or to annul the bidding process and reject all bids at any time prior to contract award, without thereby incurring any liability to the affected Bidder or Bidders.

	34.
Purchaser’s Right to Vary Quantities at Time of Award
	34.1
The Purchaser reserves the right at the time of Contract award to increase or decrease, by the percentage indicated in the Bid Data Sheet, the quantity of goods and services beyond that originally specified in the Schedule of Requirements without any change in unit price or other terms and conditions.

	35.
Notification of Award
	35.1
Prior to the expiration of the period of bid validity, the Purchaser will notify the successful Bidder in writing by registered letter or by cable, to be subsequently confirmed in writing by registered letter, that its bid has been accepted.

	
	35.2
The notification of award will constitute the formation of the Contract.

	
	35.3
Upon the successful Bidder’s furnishing of the signed Contract Form and performance security pursuant to ITB Clause 36, the Purchaser will promptly notify each unsuccessful Bidder and will discharge its bid security, pursuant to ITB Clause 20.

	
	35.4
If, after notification of award, a Bidder wishes to ascertain the grounds on which its bid was not selected, it should address its request to the Purchaser. The Purchaser will promptly respond in writing to the unsuccessful Bidder.

	
	35.5
The Purchaser shall publish in the SAMS’s website the results identifying the bid and lot numbers and the following information: (i) name of each Bidder who submitted a Bid; (ii) bid prices as read out at bid opening; (iii) name and evaluated prices of each Bid that was evaluated; (iv) name of bidders whose bids were rejected and the reasons for their rejection; and (v) name of the winning Bidder, and the price it offered, as well as the duration and summary scope of the contract awarded. After publication of the award, unsuccessful bidders may request in writing to the Purchaser for a debriefing seeking explanations on the grounds on which their bids were not selected. The Purchaser shall promptly respond in writing to any unsuccessful Bidder who, after Publication of contract award, requests a debriefing.

	36.
Signing of Contract
	36.1
Promptly after the Purchaser notifies the successful Bidder that its bid has been accepted, the Purchaser will send the Bidder the Contract Form provided in the Bidding Documents, incorporating all agreements between the parties.

	
	36.2
Within twenty-eight (28) days of receipt of the Contract Form, the successful Bidder shall sign and date the Contract Form and return it to the Purchaser.

	36.
Performance Security
	36.1
Within twenty-eight (28) days of the receipt of notification of award from the Purchaser, the successful Bidder shall furnish the performance security in accordance with the Conditions of Contract, using the Performance Security Form provided in the Bidding Documents, or in another form acceptable to the Purchaser.

	
	36.2
Failure of the successful Bidder to comply with the requirement of ITB 36.1 shall constitute sufficient grounds for the annulment of the award and forfeiture of the bid security, in which event the Purchaser may make the award to the next-lowest evaluated bid submitted by a qualified Bidder or call for new bids.


Section – II Bid Data Sheet
Bid Data Sheet

The following specific data for the Medicines to be procured shall complement, supplement, or amend the provisions in the Instructions to Bidders (ITB). Whenever there is a conflict, the provisions in the Bid Data Sheet (BDS) shall prevail over those in the ITB.


A. General

	ITB 1.1
	Strategic Alliance Management Services Pvt. Ltd. (SAMS) New Delhi (on behalf of Vital Strategies, USA)
SAMS will be handling bidding process on behalf of the Vital Strategies, USA, including signing of Contract with successful Bidder under this IFB. SAMS shall also coordinate inspection and testing, logistics and verify  delivery documents and make payments to Suppliers.
Name and identification number of the Contract: 

Procurement of Antihypertensive Medicines to support the India Hypertension Management Initiative in the State of Maharashtra (India)
IFB NO.:- SAMSPL/18-19/ET/1

	ITB 5.1 b)
	The bidder should submit ‘‘Interagency Finished Pharmaceutical Product Questionnaire’ as per form given in Section V. Sample Bid Forms, separately for each medicine quoted.

	ITB 6.1 (a)
	Qualification requirements for Bidders are listed below: 
1. The Bidder has been licensed by the regulatory authority in India to supply the Medicines covered by the IFB; The Bidder should submit a copy of manufacturing license and cGMP Certificate issued by relevant Regulatory Authority for the Medicines quoted.
2. The Bidder has received a satisfactory GMP inspection certificate in line with the WHO certification scheme on Pharmaceuticals moving in International Commerce from the regulatory authority (RA) in the country of manufacture of the goods [for the factory where the specific pharmaceuticals are manufactured and are being offered for supply] or has been certified by the competent authority of a member country of the Pharmaceuticals Inspection Convention (PIC/S), and has demonstrated compliance with the above said quality standards during the past one (1) year prior to bid submission.
The bidder should submit a copy of valid WHO GMP certificate along with the bid. In case WHO GMP is under renewal then copy of the correspondence with regulatory authority should be submitted. However, copies of valid certificates of WHO GMP must be submitted before issue of NOA.
3. Bidder should have supplied at least double the quantity of the Medicine quoted as given in the Section III. Schedule of Requirements, within the period of last five years (preceding two months before the date of bid opening). Bidder shall submit list of major supply contracts conducted within the last five years as per Proforma for Performance Statement given in Section V. Sample Bid Forms.
4. The Bidder should have the installed capacity of the manufacturing site(s) which is at least four-times the quantities specified against relevant schedules in Section III Schedule of Requirements. If bidder quotes for more than one schedule the above criteria will be cumulative. The Bidder should submit ‘Capacity and Qualification Certification Form’ issued by relevant country authority as per form given in Section V. Sample Bid Forms
5. Bidder should have achieved an actual annual production of, similar Medicines (i.e. Tablets) as specified in Section III. Schedule of Requirement of at least double the quantities specified against relevant schedules in Section III. Schedule of Requirements, during any one financial year of the last five (5) financial years; If bidder quotes for more than one schedule the above criteria will be cumulative. The Bidder should submit a statement of actual annual production, certified by Chartered Accountant..
6. In case bid is submitted by a Bidder duly authorized by a Manufacturer of Medicine, the Manufacturer should qualify to the qualification requirements / criteria given in para 1-5 above.



B. The Bidding Documents

	ITB 10.1
	 Purchaser’s duly authorized Procurement Service Provider’s address: 

Strategic Alliance Management Services Pvt. Ltd. (SAMS),  

B01-B03, Vardhaman Diamond Plaza, Motia Khan, 

D B Gupta Road, Paharganj, New Delhi-110 055, India; 

Phone: 011- 53980626/27, 07042697953; 

Email: procvs@samsconsult.com
Website: www.samsconsult.com 



	ITB 11.1
	Pre-Bid meeting:- the bidder or his authorized representatives is invited to attend a pre bid meeting at 1430 hours on 9/10/2018 at the Purchaser’s office address given in ITB Bid Data Sheet 10.1


C. Preparation of Bids

	ITB 16.6
	Bidder has option to submit bid for one, all or combination of Schedules as given in Section III. Schedule of Requirements.

	ITB 18.1
	Bids shall remain valid for 90 days after the date of bid submission 

	ITB 19.1
	The Transaction Fee shall be Rs.1,953.00 (exclusive of GST @18%) and be payable to MSTC Ltd. Minor variation in the amount, if any shall be shown at the e-Procurement Portal at the time of making payment. 
Bidders shall be required to deposit such an amount of Transaction Fee as shown at the e-Procurement Portal at the time of making payment.

	ITB 20.2
	The bid security shall be denominated in Indian Rupees and shall on the bidder’s option, be in the form of either a pay order, a demand draft  or a bank guarantee  from scheduled bank in India and in favour of “Strategic Alliance Management Services Pvt. Ltd.” Payable at Delhi.


	ITB 20.4
	The original Bid Security should be deposited at the Purchaser’s address up to 1800 hours on 01/11/2018.


D. Submission of Bids

	ITB 23.1
	Bidders shall submit their bids electronically up to 1430 hours on 29/10/2018 on the e-Bidding portal http://www.mstcecommerce.com/eprochome/samspl/buyer_login.jsp 


E. Bid Opening and Evaluation

	ITB 25.1
	The bid opening shall be done online by the Purchaser at 1500 hours on 29/10/2018. The name of bidders who have submitted their bids up to scheduled date and time and price comparative statement will be available to all bidders on the e-Bidding Portal itself through Technical CST link in their login


a. Post qualification and Award of Contract

	ITB 31.1
	Before the award of the contract the purchaser may inspect the manufacturing facilities of the responsive bidders or manufacturers of the Medicines to assess their capacity to successfully perform the contract as per the terms and conditions specified in the bid document.


	ITB 34.1
	The Purchaser has the right to increase or decrease the quantities required by 20% at the time of award of contract. 


Section – III Schedule of Requirements

SECTION III: Schedule of Requirements 
	Schedule No.
	Name of Medicine
	Unit Pack Size 

	Total Quantity 
(No. of Packs)
	Bid Security (Rs.)

	I
	Tab. Amlodipine 5mg
	10 x 10 Tabs
	72,100
	25,000

	II
	Tab. Telmisartan 40mg
	10 x 10 Tabs
	42,000
	55,000

	III
	Tab. Chlorthalidone 6.25mg
	10 x 10 Tabs
	3,860
	2,000


Terms of Delivery: Delivery Duty Paid (DDP) Final Destination at the consignee Locations as under:
	Schedule No.
	Consignee Locations
	District Health Officer (DHO) Drug Warehouse of following Districts of Maharashtra State
	Total Quantity (No. of Packs)

	
	Name of District
	Bhandara
	Wardha
	Satara
	Sindhudurg
	

	
	Name of Drug
	Quantity (No. of Packs)
	

	I
	Tab. Amlodipine 5mg
	13,620 
	14,760 
	34,080 
	   9,640 
	72,100

	II
	Tab. Telmisartan 40mg
	7,930 
	8,600 
	19,840 
	5,630 
	42,000

	III
	Tab. Chlorthalidone 6.25mg
	740
	740 
	1,850 
	530 
	3,860


Delivery Schedule:

Medicines should be supplied at designated consignee locations (address below) within 90 days from the date of issue of Notification of Award (NOA).
Consignee Addresses: 
	Sr. No.
	Consignee Location (Name of District)
	Address of Consignee
	Designated Consignee / Representative 

	1
	Bhandara
	District Health Officer (DHO) Warehouse, Bhandara District, Maharashtra.
	District Health Officer (DHO) / Chief

Pharmacist Officer (CPO)

	2
	Wardha
	District Health Officer (DHO) Warehouse,  Wardha District, Maharashtra.
	District Health Officer (DHO) / Chief

Pharmacist Officer (CPO)

	3
	Satara
	District Health Officer (DHO) Warehouse, Satara District, Maharashtra.
	District Health Officer (DHO) / Chief

Pharmacist Officer (CPO)

	4
	Sindhudurg
	District Health Officer (DHO) Warehouse, Sindhudurg District, Maharashtra.
	District Health Officer (DHO) / Chief

Pharmacist Officer (CPO)


Section – IV Technical Specifications
Technical Specifications
PART A: PRODUCT SPECIFICATIONS

	
	Schedule No.
	I

	1.
	Generic Name of Medicine
	Amlodipine

	2.
	Strength
	5mg

	3.
	Dosage Form
	Tablet 

	4.
	Pharmacopeia Standard
	IP or any other pharmacopoiea

	5.
	Standard Shelf-life (Min.)
	2 years (24 months)


	
	Schedule No.
	II

	1.
	Generic Name of Medicine
	Telmisartan

	2.
	Strength
	40mg

	3.
	Dosage Form
	Tablet 

	4.
	Pharmacopeia Standard
	IP or any other pharmacopoiea

	5.
	Standard Shelf-life (Min.)
	2 years (24 months)


	
	Schedule No.
	III

	1.
	Generic Name of Medicine
	Chlorthalidone

	2.
	Strength
	6.25mg

	3.
	Dosage Form
	Tablet 

	4.
	Pharmacopeia Standard
	IP or any other pharmacopoiea

	5.
	Standard Shelf-life (Min.)
	2 years (24 months)


PART B: PACKING AND LABELLING SPECIFICATIONS
	Sr. No.
	Minimum Requirements

	1
	Packing:

	1.1
	The Supplier shall provide such packing of the Medicines as is required to prevent their damage or deterioration during transit to their final destination;



	1.2
	The packing shall be sufficient to withstand, without limitation, rough handling during transit and exposure to extreme temperatures, salt, and precipitation during transit and open storage;



	1.3
	Packing case size and weights shall take into consideration, where appropriate, the remoteness of the Medicines’ final destination and the absence of heavy handling facilities at all points in transit;


	1.4
	Primary Packing: Aluminum Blister containing 10 Tablets


	1.5
	Secondary Packing: Paper carton containing 10 Blisters (10x10)


	1.6
	Tertiary Packing: Suitable carton as per quantity to be delivered at final consignee location 


	2.
	Labelling:

	2.1
	The label of Medicine shall meet the WHO GMP standard and include:
1) the INN or generic name prominently displayed and above the brand name, where a brand name has been given. Brand names should not be bolder or larger than the generic name;

2) the active ingredient per unit, dose, tablet etc.

3) the applicable pharmacopoeia standard;

4) content per pack

5) instructions for use

6) special storage requirements

7) batch number 

8) date of manufacture and date of expiry



	2.2
	The outer carton should also display the above information.

	2.3
	All cases should prominently indicate the following:

1) the generic name of the product

2) date of manufacture and expiry

3) batch number

4) quantity per case

No case should contain Medicine from more than one batch



	2.4
	Bar-coding requirements: As per Annexure 1




Annexure 1

BAR CODING REQUIREMENTS
	Sr. No.
	Description

	1
	Section A) Primary packaging (Item level and mono carton level)

At individual item level (strip of 10 tablets, syrup bottle, injections, vials etc.) and/ or on its mono carton (wherever applicable), are required to have a pre-printed barcode on its product packaging using either of the barcode symbology mentioned below:

a) GS1 linear barcode symbology (EAN-13/UPC-A/EAN-8) to encode GTIN (Global Trade Identification Number) within the barcode.

or

b) GSI Data Matrix symbology to encode 14 digits product code (GTIN14) within the barcode and using (01) application identifier (to be used where printing space is extremely limited).

Examples of the same are reproduced at Annexure ‘A’.

All other human readable information on product packaging shall be as required under existing Regulatory labeling & marking requirements.



	2
	Section B) Secondary level Packaging (Intermediate packaging) 

At secondary level packaging (e.g. box of 10 strips containing 10 tabs each, pack of 10 vials, pack of 10 injections etc.), barcode encoding following information to be stickered or preprinted on secondary packaging:

1) Product identification Code  (GTIN-14 of secondary pack) using application identifier (01).

2) Expiry date in YYMMDD format using application identifier (17)

3) Batch/Lot Number using application identifier (10)

GSI-128 barcode symbology to be used to generate the barcode.

Examples of the same are reproduced at Annexure ‘B’.
All other human readable information on product packaging shall be as required under existing Regulatory labeling & marking requirements.



	The first barcode will contain the following information:

1) Product Identification Code (GTIN-14 of shipper level pack) using application identifier (01).

2) Expiry Date in YYMMDD format using application identifier (17)

3) Batch/Lot Number using application identifier (10)

The second barcode will contain the following information: 

1) SSCC (Serial Shipping Container Code) using application identifier (00)

Examples of the same are reproduced at Annexure ‘C’.

All other human readable information on product packaging shall be as required under existing Regulatory labeling & marking requirements.
	


Annexure ‘A’
Examples of Primary Level Packaging

For generation of GSI barcode at primary level packaging either of the mentioned symbology can be used, following GSI General Specifications.

The following GSI barcode symbology are available as options :-

1) The barcode sample for EAN-13 barcode symbology encoding GTIN-13

[image: image1.jpg]



2) The barcode sample for UPC-A barcode symbology encoding GTIN-12

[image: image2.jpg]



Note: Both GTIN-13 GTIN-12 are in extensive use worldwide

3) The barcode sample for EAN-8 barcode symbology encoding GTIN-8 (Used where printing space is a constraint)

[image: image3.jpg]1




4) The barcode sample for GSI Data Matrix barcode symbology encoding GTIN-14 (Used where printing space is extremely limited)

[image: image4.jpg]



(01)08901107000011

Annexure ‘B’
Example of Secondary level Packaging

The barcode will encode : 

1) Product identification (GTIN 14 of secondary pack) using application identifier (01)

2) Expiry date in YYMMDD format using application identifier (17)

3) Batch/Lot Number using application identifier (10)

[image: image5.jpg]
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1. Letter of Bid 

Date:
[ insert: date of bid ]

 IFB No. SAMSPL/18-19/ET/1

To: 
Mr. Sanjay Rastogi, Director

Strategic Alliance Management Services Pvt. Ltd. (SAMS),  

B01-B03, Vardhaman Diamond Plaza, 

D B Gupta Road, Paharganj, New Delhi-110 055, India

Reference: IFB No. SAMSPL/18-19/1 for Procurement of Antihypertensive Medicines to Support the India Hypertension Management Initiative in the State of Maharashtra (India)
Dear Sir:


Having examined the Bidding Documents, including Addenda Nos. [ insert numbers ], the receipt of which is hereby acknowledged, we, the undersigned, offer to supply and deliver the Medicines (as per Table) below under the above-named IFB in full conformity with the said Bidding Documents for the sum as submitted in online Price Schedule (hereinafter called “the Total Bid Price”) or such other sums as may be determined in accordance with the terms and conditions of the Contract.
	Schedule No.
	Name of Medicine
	Quoted / Not Quoted

(please insert “Quoted” or “Not Quoted”, as appropriate, against each Schedule) 

	I
	Tab. Amlodipine 5mg
	

	II
	Tab. Telmisartan 40mg
	

	III
	Tab. Chlorthalidone 6.25mg
	


 
We undertake, if our bid is accepted, to deliver the Medicines in accordance with the delivery schedule specified in the Schedule of Requirements.


If our bid is accepted, we undertake to provide a performance security in the form, in the amounts, and within the times specified in the Bidding Documents.


We agree to abide by this bid, for the Bid Validity Period specified in ITB 18.1 of the Bid Data Sheet and it shall remain binding upon us and may be accepted by you at any time before the expiration of that period.


Until the formal final Contract is prepared and executed between us, this bid, together with your written acceptance of the bid and your notification of award, shall constitute a binding Contract between us. We understand that you are not bound to accept the lowest or any bid you may receive.

We undertake that, in competing for (and, if the award is made to us, in executing) the above contract, we will strictly observe the laws against fraud and corruption in force in India namely “Prevention of Corruption Act 1988”.  


We hereby certify that we have taken steps to ensure that no person acting for us or on our behalf will engage in bribery. 
We hereby declare that we have not been engaged by Purchaser to provide consulting services for the preparation of the design, specifications, and other documents to be used for the procurement of the Medicines described in these Bidding Documents.

We hereby declare that we have not, in the past five years, had an affiliation with or received support from any tobacco product manufacturer or the parent, subsidiary, or affiliate of a tobacco product manufacturer (collectively, the “Tobacco Industry”) or the Tobacco Industry’s agents or associates, including any person, interest group, advocacy organization, law firm, advertising agency, or other business or organization that represents the interests of the tobacco industry (collectively, “Tobacco Affiliates”). 
We hereby accept that in case we are selected for award of contract under this IFB, shall give an undertaking that we currently does not accept and shall not accept financial or other support from the Tobacco Industry or Tobacco Affiliates until at least one year after the end of this agreement. We understand that notwithstanding the other provisions of the contract, failure to comply with this clause may constitute grounds for termination of the contract and Purchaser shall have the right to demand and receive a return of all funds under this agreement, plus interest, as liquidated damages.
We hereby declare that we are not declared debarred / backlisted (as a whole or for the Medicine quoted by us as given in Schedule of Requirements) by any Department, Institutions, Corporation, Agency under administrative control of Govt. of India or State Government, as on the date of bid opening, and are ineligible to participate in the bidding process.
Dated this [ insert: number ] day of [ insert: month ], [ insert: year ].
Signed: 

Date: 

In the capacity of [ insert: title or position ]
Duly authorized to sign this bid for and on behalf of [ insert: name of Bidder ]
2. Capacity and quality certification form
[ RELEVANT COUNTRY AUTHORITY ]
1     Name of the firm:


Address
______________________


Telephone
______________________
Phone
________________________


Fax 

______________________
e-mail
________________________

1. Name of principals or owner(s):


Address
_______________________


Telephone
______________________
Phone
________________________


Fax

______________________
e-mail
________________________

3___________________________________________________________ (Name of firm) is properly registered to supply pharmaceuticals or vaccines in _____________________(name of country), is in good legal and statutory standing with the responsible health authorities in that country, and is licensed as a primary manufacturer of the range of pharmaceuticals or vaccines to be offered.  (The list of items to be offered is attached).

4    The production capacities for ______________________________ (name of firm) follow:


The installed capacity for this firm is as follows:


Annual Capacity Non-Sterile
Annual Capacity Sterile

Dry:


Tablets


Vials


Capsules


Bottles


Sachets




_____________________________________________________


Wet:
Internal


(Liquids and Colloids)






Syrups
Tablets




Suppositories
I.V. Fluids




Aerosols




External 




Liquids
Drops/Ointments




Creams




Ointments

5__________________________________ (Name of firm) has manufactured and marketed the specific goods covered by this bidding document offered, for at least one (1) years, and similar goods for at least three (3) years.

6___________________________________ (Name of firm) has experience with and knowledge of modes of packaging, distribution, and transportation of pharmaceuticals or vaccines in countries similar to that of the Purchaser in terms of level of development, climate etc.  The following countries have been supplied pharmaceuticals or vaccines worth at least US$ 50,000 within the past five years:


____________________________________________________________


____________________________________________________________

7    We hereby certify that the above information is true and accurate to the best of our knowledge.  We understand that the provision of information that is later found to be false is sufficient justification for disqualification.


Signature of the Officer 


in relevant Country Authority
____________________  Date:_________________


Full name (Printed)  
_________________________________________________ 


Position of officer


in relevant Country Authority ________________________________
3. Proforma for Performance Statement (for a period of last five years)

Name of the Firm





	Order placed by
(full address of Purchaser)


	Order No. and Date


	Description and quantity of ordered goods
	Value of order


	Date of completion

of delivery
	Remarks indicating reasons for late delivery, if any
	Was  the supply of pharmaceuticals/Consumables satisfactory*



	
	
	
	
	As per contract


	Actual


	
	

	1
	2
	3
	4
	5
	6
	7
	8

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	





Signature and seal of the Bidder





Countersigned by Chartered Accountant_____________________________


* The Bidder shall also furnish the following documents in connection with their past performance:
a. For supplies made to public sector units in India, an Affidavit confirming that the performance statement given is correct.
b. However in case of supplies to private sector units, an affidavit confirming that the performance statement is correct along with following supporting evidence.
i. Copy of Purchase Orders

ii. Copy of Invoices

iii. Proof of Payment received from Purchasers

iv. Documentary evidence (Client’s certificate) in support of satisfactory completion of contract

4. Proforma for other Details of Bidder, Manufacturer and its Bank

1. Name & full address of the Manufacturer:


(a) Phone No.








(b) Fax No. 







(c) Email :

3. Location of the manufacturing factory.

4. Name & full address of the Bidder


(a) Phone No 







(b) Fax No. 








(c) Email:

6. Details of two Persons that SAMS may contact for requests for clarification during bid evaluation:

	
	1st
	2nd

	(i) Name:

(ii) Tel number (direct):

( iii)Mobile No.

(iv) Email address
	
	


7. Bank details from where the Bank Guarantee for Bid Security has been issued:

(i) Name and address of the Bank:

(ii) Name of the contact Person

(iii) Phone number/Mobile

(iv) Fax Number

(v) Email address

Signature and seal of the Bidder

5. Manufacturer’s Authorization Certificate
[The Bidder shall require the Manufacturer to fill in this Form in accordance with the instructions indicated. This letter of authorization should be on the letterhead of the Manufacturer and should be signed by a person with the proper authority to sign documents that are binding on the Manufacturer.  The Bidder shall include it in its bid, if so indicated in the BDS.]

Date: [insert date (as day, month and year) of Bid Submission]
IFB No.: [insert number of bidding process]

To:  [insert complete name of Purchaser]
WHEREAS

We [insert complete name of Manufacturer], who are official manufacturers of [insert name of Medicines manufactured], having factories at [insert full address of Manufacturer’s factories], do hereby authorize [insert complete name of Bidder] to submit a bid the purpose of which is to provide the following Medicines, manufactured by us [insert name and or brief description of the Medicines], and to subsequently negotiate and sign the Contract.

We hereby extend our full guarantee and warranty in accordance with the General Conditions of Contract, with respect to the Medicines offered by the above firm.

Signed: [insert signature(s) of authorized representative(s) of the Manufacturer] 
Name: [insert complete name(s) of authorized representative(s) of the Manufacturer]


Title: [insert title]
Dated on ____________ day of __________________, _______ [insert date of signing]
6. Interagency finished pharmaceutical product questionnaire

(Please fill out one separate form for each pharmaceutical product)
Section 1: Administrative Section
1.1 Product identification
1.1.1 Active pharmaceutical ingredient(s) (use INN if any):
1.1.2 Generic name of the product

1.1.3 Trade (proprietary) name (if any):
1.1.4 Dosage form:
□ Tablets

□ Capsules 

□ Injectable

□ Syrup/oral liquids


□ Others: (Please specify)
1.1.5 Strength per dosage unit:
1.1.6 Route of administration:
□ Oral

□ I.M. 

□ I.V.

□ Other (Please specify)


1.1.7 Please  provide  the  formulation   of  the  product  (complete   qualitative   and  quantitative  composition including active ingredient(s),  overages if any and excipients). Please also indicate the standard for each ingredient (e.g. BP, USP, in-house). Mention specifically if the product is a fixed-dose combination (FDC) or co-packaged: Annex A
1.1.8 Please  state  inactive  ingredients  (excipients)  of  medical/pharmaceutical relevance, amount in dosage form or per dosage unit (e.g. contains alcohol 10%, paraben…….)
1.2 Packaging
1.2.1 Description  and  materials  used  for  primary  packaging
     and pack size (quantity of dosage-form units per pack):  Annex B
1.2.2 Description, pack size and material used for secondary packaging materials: Annex C

Contact details
1.3 Manufacturer identification
Name, address and activities of the manufacturer and manufacturing  site(s) (or contract manufacturer(s):
	Name of manufacturer, contract manufacturer if any
	

	Reference of manufacturing licence, date and expiry date, if any
	

	Physical address. Please specify
units, and block if existing
	

	Telephone number, facsimile number and email contact details
	

	Activity (e.g. packaging)
	


1.4 Supplier identification
(to be filled in if not identical to that indicated in 1.3)
Name of company:

Physical address (complete details required):
Telephone number
Fax:

Website:

Email:

Link with the product
□ Marketing licence holder



□ Manufacturer

□ Distributor  wholesaler



□ Other

1.5 Note for the applicant
Has the dossier been submitted to any of the following:  ERP, ICRC, MSF, WHO  procurement centre, UNFPA, UNICEF?
□ Yes

□ No

Please indicate to which one:

Please provide the date of the submission:
1.6 Regulatory (licencing) status
1.6.1 In the country of manufacture. Provide a copy of the licence in Annex D
□ Product registered and currently marketed


    Licence no.

□ Product registered  for marketing  in the country of manufacturing  but currently not marketed 


    Licence no.

□ Product not registered (please clarify): 

1.6.2 In other countries
List other countries where the product is registered and is currently marketed
(please provide registration number)-Provide  a copy of the licence-Annex-D
1.6.3 WHO prequalification status, if applicable
N/A
1.7 Samples for technical evaluation
1.7.1 Samples of finished product and insert information
You  are  required  to  provide  a  sample  of  the  finished  product(s)  offered. If you cannot submit with the questionnaire, please state the reason and when you will do so:
1.7.2 Primary packaging label language (attach a copy in Annex E):
□ Bilingual English / French

□ English

□ French

□ Other (specify)

1.7.3 Secondary packaging label language (attach a copy in Annex E):
□ Bilingual English / French

□ English

□ French

□ Other (specify)


□ Multilingual English / French / Spanish
For oral powder for suspension  and powder for injection,  in-use periods and storage conditions after reconstitution should be stated on the product label/leaflet.
1.7.4 Patient information leaflet/Package insert (attach a copy  in Annex F)
□ Yes

□ No

Section 2: Active pharmaceutical ingredients
(If there is more than one active pharmaceutical  ingredient  or more than one A P I
manufacturer  is used, please replicate this section.)
2.1 Details of API used (INN if any)
2.1.1 Manufacturer
Manufacturer  (name, physical address and country)/manufacturing site:
GMP certificate from the country of origin: attach a copy of the GMP certificate, if available, in
Annex G.
Last inspection  of API manufacturing  site performed,  when available (please attach GMP
certificate or relevant letter) by:
□ Finished product manufacturer


□ WHO Prequalification Programme, Geneva

□ EDQM

□ US FDA

□ PIC/S members

□ Others (specify)

□ None of the above

Outcome and date:

Is / are the API used to manufacture this product WHO-prequalified?

□ Yes
□ No

2.1.2 API specifications
□ British Pharmacopoeia (BP) (edition/year):

□ United States Pharmacopeia (USP) (edition/year):
□ The International Pharmacopoeia (Ph.Int.) (edition/year):
□ Others (specify)

Specifications additional to those in the pharmacopoeia referred to above if available
□ Yes
□ No

· Attach a copy of the FPP manufacturer internal API specifications in Annex H.
· If analytical  methods are in-house, different from BP, USP and Ph.Int. attach a copy of the analytical method and analytical validation data in Annex I.
For sterile API:
Please provide the data on validation of the sterile aspects including recent media fill validation data, as applicable, in Annex J. 
Describe the method of sterilization used when applicable:
2.1.3 Certificate of analysis

Please provide  a copy of the certificate of analysis of the API from the API manufacturer  as well as from the finished pharmaceutical  product (FPP) manufacturer in Annex K.
2.1.4 Suitability of monograph for API
Are you in a possession of the Certificate   of  suitability to the monograph  of the
European Pharmacopoeia (CEP) for APIs?
□ Yes
□ No

Certificate   of   suitability  to the monograph  of the European  Pharmacopoeia  (CEP):  please attach a copy of the CEP and its annexes in Annex L1.
Certificate No.:
2.1.5 Open part of drug master file (DMF) registered in (country):
Do you have a Technical file: □ Yes (please attach) – Annex L2 
□ No

Section 3: Finished pharmaceutical product

2.1  Manufacturing site GMP status

GMP inspections carried out by an NMRA
	
	NRDA of country of origin


	Any other inspection of PIC/S member

	GMP certificate no.


	
	
	

	Valid until


	
	
	

	Country


	
	
	


Please attach the recent/valid GMP certificates/letter(s) of compliance in Annex M
Other GMP inspections carried out by (include information for all that apply in the last 5 years):
	Agency
	Date of audit
	Outcome

	WHO Prequalification
Programme
	
	

	
	
	

	UNICEF Supply Division
	
	

	MSF International
	
	

	ICRC
	
	

	Other (specify)
	
	

	
	
	


2.2  Finished pharmaceutical product specification
	Standard
	Edition
	Year published

	BP
	
	
	

	USP
	
	
	
	

	Ph.Int.
	
	
	
	

	In-house
	Year documented

	Specifications additional to those in the pharmacopoeia referred to above (e.g. dissolution, syringe ability) explain:
	
	

	
	
	

	Other (specify)
	
	


Please attach copies of release and shelf-life specifications for the FPP in Annex N. If analytical methods  are  in-house,  different  from  BP,  USP  and  Ph.Int.,  attach  a copy of the analytical method and analytical validation data in the same in Annex N.
Please attach a copy of the certificate of analysis  for the three last batches released in Annex O.
2.3  Method of manufacture and process validation:
Have the manufacturing methods for each standard batch size been validated?
□ Yes
□ No


If no, please clarify:

If yes, please provide details of validation status in the table below:

	The batch size of the validated batches (minimum, maximum size)


	

	The batch numbers of the validated batches


	

	Manufacturing dates of the validated batches


	

	Reference number for the process validation report


	

	If processes are yet to be validated, the reference number for the process validation protocol should be indicated


	

	
	


Provide batch formulae for all proposed batch sizes:
· Please provide in Annex P a flow diagram and brief narrative describing the manufacturing and control process of this product with relevant parameters.
2.3.1 Additional information for sterile products
· Provide the data on validation of the sterile aspects of the product including recent media fill validation data as applicable in Annex Q.
· Describe the method of sterilization used including conditions such  as temperature,  time, pressure,  if applicable:
2.4  Stability of finished product
2.4.1 Is stability testing data available?
□ Yes
□ No

Please provide the protocol and the report for accelerated and long-term stability testing, including: type and material of container; conditions (temperature/ relative humidity/duration of stability study); number of batches involved in the study (minimum three); batch sizes for each lot tested; date of beginning of the study; and study conclusions. These can be provided in Annex R
2.4.2 Was the stability testing done on a product of the same formula, same API source, manufactured on the same site and packed in the same packaging material as the product that will be supplied?
□ Yes
□ No

If no, describe the differences:
2.4.3 Please specify  whether  stability  studies  have been done or are ongoing with all declared API sources:
□ Yes
□ No

Submit a declaration  in Annex S that stability studies have been done or are being done with all declared API sources.
If no, explain why:
2.4.4 Do you have ongoing stability data for this product?
□ Yes
□ No

Attach status report of any ongoing stability studies in Annex T.
2.4.5 Shelf-life as it appears on packaging:
□ 2 years
□ 3 years
□ 4 years
□ 5 years
□ Other (please specify):

2.4.6 Specific storage  conditions  for this product  as they appear  on the packaging  and  based  on stability  studies (e.g. “Do not store above 30 °C – Protect from light”):
	Temperature
	

	Light
	

	Humidity
	

	Other (specify)
	


2.4.7 Product suitable for use in the following ICH Climatic Zones:
□ Zone I

□ Zone II

□ Zone III

□ Zone IVa

□ Zone IVb

□ Others (please specify):
2.4.8 For oral powder for suspension and powder for injection, or injection that may be further diluted, or multidose containers provide in-use stability data and storage conditions after reconstitution and/or dilution in Annex U.
Indicate   the  period   (hours/days) and storage condition until   which   the product is  stable   after reconstitution and/or dilution based on the available in-use stability data:
Section 4: Safety/efficacy and/or therapeutic equivalence
(WHO Technical Report Series (TRS), No. 902, Annex 11/ TRS No. 937, Annex 7 or recent version)
2.5  For innovator products

Please attach a summary of pharmacology, toxicology and efficacy of the product in Annex V.
2.6  For generic products: therapeutic equivalence
□ Demonstrated

□ Not demonstrated

□ Not relevant, please explain why:

If demonstrated,
· Attach graphic/pictorial representation of summary study results in Annex W.
· Provide a copy  of  the  report  of  the  proof  of  therapeutic  equivalence  (BE study) comparative dissolution profile, dissolution tests, and others, if any, in Annex X.
· F o r    bioequivalence    studies,   indicate   the   stringent   regulatory   authority   (SRA)/ WHO/PIC/S inspection status of the  Contract Research Organisation (CRO) (if the CRO has ever undergone inspections in relation to the current or other studies).
· Attach schematic representation of study design in Annex Y
· Attach study protocol summary in Annex Z
2.6.1 By in vivo bioequivalence studies
□ Yes 
□ No (explain):

Study period (dd/mm/yyyy):    
From


to     
Reference product
	Generic name:
	

	Dosage form:
	

	Strength:
	

	Brand/trade name:
	

	Manufacturer:
	

	Manufacture site:
	

	Batch number:
	

	Expiry date:
	


Study protocol
	Contract research organization 


	

	
	

	Country of study:
	
	

	Number of volunteers:
	
	

	Study design (describe in detail):
	

	
	


	Bio batch size:
	

	Bio batch number:
	

	Bio batch API(s) source(s):
	

	Study conclusion:
	


Study Result:

Study Conclusion: 

2.6.2 By  comparative  in  vitro  dissolution  tests  according  to  conditions  described  in   WHO BCS classification  document  (WHO  Technical  Report  Series, No. 937, or later)
□ Yes 
□ No (explain):

Reference product
	Generic name
	

	Dosage form
	
	

	Strength
	

	Brand/trade name
	

	Manufacturer 
	

	Manufacturer site
	

	Batch number
	

	Expiry date


	


Name and contact details of laboratory performing tests:
Study results
F2 (similarity factor) value (standard 50–100%):
F1 (difference factor) value:
Study conclusion:
2.6.3 By another method (please describe the method and the study conclusion, briefly):
□ Yes 
□ No (explain):

2.7 Commitment
The product used in the therapeutic equivalence study is essentially the same as the one that will be supplied (same materials from the same suppliers, same formula and same manufacturing method):
□ Yes 
□ No (explain):
If no, explain what the differences are and justify that the differences do not have any impact on the bioavailability:
Section 5: Commitment and authorization
2.8 Commitment
I, the undersigned,                                  (position in the company, e.g. General Manager, Authorized    Person,   Responsible   Pharmacist),    acting   as   responsible   for   the  company (name of the company), certify that the information provided (above) is correct and true,
(if the product is marketed in the country of origin, select the appropriate box below)
□ and I certify that the product offered is identical in all aspects of manufacturing  and quality to that  marketed   in (country of origin), including formulation, method and site of manufacture, sources of active and excipient starting materials, quality control of the product and starting material, packaging, shelf-life and product information
□ and I  certify  that  the  product  offered  is  identical  to  that  marketed  in ________ (name of country), except _________(e.g. formulation, method and site of manufacture, sources of active and excipient starting materials, quality control of the finished product and starting material, packaging, shelf-life, indications, product information)
If any changes occur to the information after the submission of this product questionnaire, the manufacturer/supplier undertakes to provide the relevant update as soon as possible.




Date: 




Signature:
2.9  Power of attorney
The manufacturer authorizes a distributor to submit the questionnaire
Date: 




Signature:
Distributor (Signed by Distributor for Manufacturer under power of attorney) Please provide  a copy of the power of attorney in Annex AA.
Section 6: Attachments/annexes
Attachments  or Annexes to the questionnaire  should be in PDF format and should be well indexed to facilitate review
Please ensure that all documents necessary to enable objective evaluation of your product are attached. This checklist may not be exhaustive.
☐ A. Formulation of the product (complete qualitative and quantitative composition including active ingredient(s) and excipients (1.1.7)
☐ B. Description and composition of primary packaging materials (1.2.1)
☐ C. Description and composition of secondary packaging materials (1.2.2)
☐ D. Copy of product registration and market status– Licence No (1.6.1)
☐ E. Copy of primary and secondary packaging/label (1.7.1)
☐ F. Patient information leaflet/package insert (1.7.4)
☐ G. GMP certificate of the API manufacturer(s) from the country of origin (2.1.1)
☐ H. Copy of the internal API(s) specification(s) (2.1.2)
☐ I.  Validated analytical methods if analytical methods for API are in-house analytical method, different from BP, USP and Ph.Int. (2.1.2)
☐ J. Data on validation of the sterile aspects of the product including recent media fill validation data, as applicable (2.1.2)
☐ K. Copy of the certificate(s) of analysis of the API from the API manufacturer as well as from the FPP manufacturer (2.1.3)
☐L1. Copy of the certificate of suitability to the European Pharmacopoeia
(CEP) and its annexes (2.1.4)
☐L2.Attachacopyof the Technical file (2.1.5)
☐ M. Recent/valid GMP certificates/letter of compliance of the FPP manufacturer (3.1)
☐ N. If in-house specification is different from BP, USP and Ph.Int., attach copy of the in-house finished product specifications and also validated analytical methods (3.2)
☐ O. Copy of the certificate of analysis for the three last batches released (3.2)
☐P. Flow diagram and brief narrative describing the manufacturing and control  process of this product with relevant parameters (3.3)
☐ Q. Data on validation of the sterile aspects of the product including recent media fill validation data as applicable (3.3.1)
☐R. Protocol and report for accelerated and long-term stability testing (3.4.1)
☐S. Declaration that stability studies have been done or are being done with all declared API sources (3.4.3)
☐ T. Status report of any ongoing stability studies (3.4.4)
☐ U. In-use stability data and storage conditions after reconstitution for oral powder for suspension, powder for injection, or injection that may be further diluted, or multidose
containers (3.4.8)
☐ V. Summary of pharmacology, toxicology and efficacy of the product (4.1)
☐ W. Graphic/pictorial representation of summary study results (4.2.3)
☐ X. Copy of the report of the proof of therapeutic equivalence (BE study) comparative dissolution profile, dissolution tests, and others if any (4.3)
☐ Y.  Schematic representation of study design (4.3)
☐ Z. Study protocol summary (4.3)
☐ AA. Copy of the power of attorney (5.2)
7. Price Schedule (to be filled online)
	1
	2
	3
	4
	5
	6
	7
	8

	Schedule No.
	Description of Medicine 
	Unit pack size (Tabs)
	Quantity (No. of Packs)
	Price per Unit Pack (DDP – Place of Final Destination basis) 
	Total Price

[Col. 4 x 5]
	GST Payable on  payable in Purchaser’s country(rate and amount)

	
	
	
	
	
	
	In % 
	In Amount

	I
	Tab. Amlodipine 5mg
	10 x 10
	72,100
	
	
	
	

	II
	Tab. Telmisartan 40mg
	10 x 10
	42,000
	
	
	
	

	III
	Tab. Chlorthalidone 6.25mg
	10 x 10
	3,860
	
	
	
	

	
	
	
	
	Total Bid Price
	
	
	


Signed:


Dated:


In the capacity of: [ insert: title or other appropriate designation ]
8. Bid Security Form (Bank Guarantee)


[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 Bidder] (hereinafter called “the Bidder”) has submitted to you its bid dated (hereinafter called “the Bid”) for the execution of [insert name of contract] under Invitation for Bids No. [insert IFB number] (“the IFB”). 

Furthermore, we understand that, according to your conditions, bids must be supported by a bid guarantee.

At the request of the Bidder, we [insert name of Bank] hereby irrevocably undertake 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 Bidder is in breach of its obligation(s) under the bid conditions, because the Bidder:

(a)  has withdrawn its Bid during the period of bid validity specified by the Bidder 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 performance security, in accordance with the Instructions  to Bidders.

This guarantee will expire: (a) if the Bidder is the successful bidder, upon our receipt of copies of the contract signed by the Bidder and the performance security issued to you upon the instruction of the Bidder; or (b) if the Bidder is not the successful bidder, upon the earlier of (i) our receipt of a copy of your notification to the Bidder of the name of the successful bidder; or (ii) twenty eight days after the expiration of the Bidder’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. 458.

_____________________________
[signature(s)]
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General Conditions of Contract
	1.
Definitions
	1.1
In this Contract, the following terms shall be interpreted as indicated: 

	
	(a)   “The Contract” means the agreement entered into between the Purchaser and the Supplier, as recorded in the Contract Form signed by the parties, including all attachments and appendices thereto and all documents incorporated by reference therein.

	
	(b)
“The Contract Price” means the price payable to the Supplier under the Contract for the full and proper performance of its contractual obligations.

	
	(c)
“Day” means calendar day. 

	
	(d)
“Effective Date” means the date on which this Contract becomes effective, as mentioned in the SCC.

	
	(e)
“End User” means the organization(s) where the goods will be used, as named in the SCC. 

	
	(f)
“GCC” means the General Conditions of Contract contained in this section.

	
	(g)
“The Medicines” means all of the Medicines that the Supplier is required to supply to the Purchaser under the Contract. 

	
	(h)
“The Purchaser” means the organization purchasing the Medicines, as named in the SCC. 

	
	(i)
“Registration Certificate” means the certificate of registration or other documents in lieu thereof establishing that the Medicines supplied under the Contract are registered for use in India in accordance with the Applicable Law. 

	
	(j)
“SCC” means the Special Conditions of Contract. 

	
	(k)
“The Services” means those services ancillary to the supply of the Medicines, such as transportation and insurance, and any other incidental services covered under the Contract. 

	
	(l)
“The Site,” where applicable, means the place or places named in the SCC. 

	
	(m)
“The Supplier” means the firm supplying the Medicines under this Contract, as named in the SCC.


	2.
Application
	2.1
These General Conditions shall apply to the extent that they are not superseded by provisions of other parts of the Contract.

	3.
Country of Origin
	3.1
All Medicines supplied under the Contract shall have their origin in the countries with which Govt. of India has not banned trade relations.

	
	3.2
The origin of Goods and Services is distinct from the nationality of the Supplier.

	4.
Standards
	4.1
The Medicines supplied under this Contract shall conform to the standards mentioned in the Technical Specifications and, when no applicable standard is mentioned, to the authoritative standards appropriate to the Medicines’ country of origin. Such standards shall be the latest issued by the concerned institution.

	5.
Use of Contract Documents and Information; Inspection and Audit by the Purchaser
	5.1
The Supplier shall not, without the Purchaser’s prior written consent, disclose the Contract, or any provision thereof, or any specification, plan, drawing, pattern, sample, or information furnished by or on behalf of the Purchaser in connection therewith, to any person other than a person employed by the Supplier in the performance of the Contract. Disclosure to any such employed person shall be made in confidence and shall extend only so far as may be necessary for purposes of such performance.

	
	5.2
The Supplier shall not, without the Purchaser’s prior written consent, make use of any document or information enumerated in GCC Sub-Clause 5.1 except for purposes of performing the Contract.

	
	5.3
Any document, other than the Contract itself, enumerated in GCC Sub-Clause 5.1 shall remain the property of the Purchaser and shall be returned (all copies) to the Purchaser on completion of the Supplier’s performance under the Contract if so required by the Purchaser.

	
	5.4
The Supplier shall permit the Purchaser and/or persons appointed by the Purchaser to inspect the Supplier’s offices and/or the accounts and records of the Supplier and its sub-contractors relating to the performance of the Contract, and to have such accounts and records audited by auditors appointed by the Purchaser, if required. The Supplier’s attention is drawn to Clause 23, which provides, inter alia, that acts intended to materially impede the exercise of the Purchaser’s inspection and audit rights provided for under this Sub-Clause constitute a prohibited practice subject to contract termination.

	6.
Certification of Medicines in Accordance with Laws of India
	6.1
The Medicines supplied under the Contract shall be registered for use in India. The Supplier or its manufacturer/s of the Goods to be supplied under this Contract must have a valid Manufacturing license from the Regulatory Authority of the country of manufacture/registration with CDSCO (Central Drug Standards Control Organization), India, and a valid WHO GMP certificate during the currency of contract or till the supplies are completed.

	7.
Patent Rights
	7.1
The Supplier shall indemnify the Purchaser against all third‑party claims of infringement of patent, trademark, or industrial design rights arising from use of the Medicines in India.

	8.
Performance
Security
	8.1
Within twenty-eight (28) days of receipt of the notification of Contract award, the successful Bidder shall furnish to the Purchaser the performance security in the amount and name specified in the SCC. The Performance Security shall be valid till 90 days after the date of completion of the contractual obligations including warranty.

	
	8.2
The proceeds of the performance security shall be payable to the Purchaser as compensation for any loss resulting from the Supplier’s failure to complete its obligations under the Contract.

	
	8.3
The performance security shall be denominated in Indian Rupees and shall be in one of the following forms:

	
	(a)
a bank guarantee issued by a scheduled bank in India and in the format provided in the Bidding Documents; or

	
	(b)
a cashier’s or certified check.

	
	8.4
The performance security will be discharged by the Purchaser and returned to the Supplier not later than thirty (30) days following the date of completion of the Supplier’s performance obligations under the Contract, including any warranty obligations.

	9.
Inspections and Tests
	9.1
The Purchaser or its representative shall have the right to inspect and/or to test the Medicines to confirm their conformity to the Contract specifications. The SCC shall specify what inspections and tests the Purchaser requires and where they are to be conducted. The Purchaser shall notify the Supplier in writing, in a timely manner, of the identity of any representatives retained for these purposes.

(a)
Said inspection and testing is for the Purchaser’s account. In the event that inspection and testing is required prior to dispatch, the Medicines shall not be shipped unless a satisfactory inspection and quality control report has been issued in respect of those Medicines. 

(b)
The Supplier may have an independent quality test conducted on a batch ready for shipment. The cost of such tests will be borne by the Supplier.

(c)
Upon receipt of the Medicines at place of final destination, the Purchaser’s representative shall inspect the Medicines or part of the Medicines to ensure that they conform to the condition of the Contract and advise the Purchaser that the Medicines were received in apparent good order. The Purchaser will issue an Acceptance Certificate to the Supplier in respect of such Medicines (or part of Medicines). The Acceptance Certificate shall be issued within ten (10) days of receipt of the Medicines or part of Medicines at place of final destination.

9.2
Where the Supplier contests the validity of the rejection by the Purchaser or his representative, of any inspection as required by 9.1 above conducted before shipment or at ultimate destination, whether based on product or packing grounds, a sample drawn jointly by the Supplier and Purchaser or his or her representative and authenticated by both, will be forwarded for umpire analysis within four weeks of the time the Supplier contests to an independent agency mutually agreed by the Purchaser and Supplier. The umpire’s finding, which will be promptly obtained, will be final and binding on both parties. The cost of umpire analysis will be borne by the losing party.

	10.
Packing
	10.1
The Supplier shall provide such packing of the Medicines as is required to prevent their damage or deterioration during transit to their final destination, as indicated in the Contract. The packing shall be sufficient to withstand, without limitation, rough handling during transit and exposure to extreme temperatures, salt, and precipitation during transit and open storage. Packing case size and weights shall take into consideration, where appropriate, the remoteness of the Medicines’ final destination and the absence of heavy handling facilities at all points in transit.

	
	10.2
The packing, marking, and documentation within and outside the packages shall comply strictly with such special requirements as shall be expressly provided for in the Contract, including additional requirements, if any, specified in the Technical Specifications, and in any subsequent instructions ordered by the Purchaser.

	11.
Delivery and Documents
	11.1
Delivery of the Medicines shall be made by the Supplier in accordance with the terms specified in the Schedule of Requirements. The details of shipping and/or other documents to be furnished by the Supplier are specified in the SCC.

	
	11.2
For purposes of the Contract, “DDP” and other trade terms used to describe the obligations of the parties shall have the meanings assigned to them by the current edition of Incoterms published by the International Chamber of Commerce, Paris.

	12.
Insurance
	12.1
The Medicines supplied under the Contract shall be fully insured against loss or damage incidental to manufacture or acquisition, transportation, storage, and delivery in the manner specified in the SCC. 

	13.
Transportation
	13.1
Where the Supplier is required under the Contact to transport the Medicines to a place of destination specified in the Contract, transport to such place of destination shall be arranged by the Supplier, and related costs shall be included in the Contract Price.

	14.
Incidental Services
	14.1
The Supplier shall provide such incidental services, if any, as are specified in the SCC.

	
	14.2
Prices charged by the Supplier for incidental services, if not included in the Contract Price for the Medicines, shall be agreed upon in advance by the parties and shall not exceed the prevailing rates charged to other parties by the Supplier for similar services.

	15.
Warranty
	All Medicines must be of fresh manufacture and must bear the dates of manufacture and expiry.

The Supplier further warrants that all Medicines supplied under the Contract will have remaining a minimum of five-sixths (5/6) of the specified shelf life upon delivery at final consignee location for Medicines with a shelf life of more than two years and three-fourths (3/4) for Medicines with a shelf life of two years or less, unless otherwise specified in the SCC; have “overages” within the ranges set forth in the Technical Specifications, where applicable; are not subject to recall by the applicable regulatory authority due to unacceptable quality or an adverse drug reaction; and in every other respect will fully comply in all respects with the Technical Specifications and with the conditions laid down in the Contract.

	
	15.2
The Purchaser shall have the right to make claims under the above warranty for three months after the Medicines have been delivered to the final destination indicated in the Contract. Upon receipt of a written notice from the Purchaser, the Supplier shall, with all reasonable speed, replace the defective Medicines without cost to the Purchaser. The Supplier will be entitled to remove, at his own risk and cost, the defective Medicines once the replacement Medicines have been delivered. 

	
	15.3
In the event of a dispute by the Supplier, a counter analysis will be carried out on the manufacturer’s retained samples by an independent neutral laboratory agreed by both the Purchaser and the Supplier. If the counter analysis confirms the defect, the cost of such analysis will be borne by the Supplier as well as the replacement and disposal of the defective Medicines. In the event of the independent analysis confirming the quality of the product, the Purchaser will meet all costs for such analysis. 

	
	15.4
If, after being notified that the defect has been confirmed pursuant to GCC Sub-Clause 15.2 above, the Supplier fails to replace the defective Medicines within the period specified in the SCC, the Purchaser may proceed to take such remedial action as may be necessary, including removal and disposal, at the Supplier’s risk and expense and without prejudice to any other rights that the Purchaser may have against the Supplier under the Contract. The Purchaser will also be entitled to claim for storage in respect of the defective Medicines for the period following notification and deduct the sum from payments due to the Supplier under this Contract.

	
	15.5
Recalls. In the event any of the Medicines are recalled, the Supplier shall notify the Purchaser within fourteen (14) days, providing full details of the reason for the recall and promptly replace, at its own cost, the items covered by the recall with Medicines that fully meet the requirements of the Technical Specification and arrange for collection or destruction of any defective Medicines. If the Supplier fails to fulfill its recall obligation promptly, the Purchaser will, at the Supplier’s expense, carry out the recall. 

	16.
Payment
	16.1
The method and conditions of payment to be made to the Supplier under this Contract shall be specified in the SCC. 

	
	16.2
The Supplier’s request(s) for payment shall be made to the Purchaser in writing, accompanied by an invoice describing, as appropriate, the Medicines delivered and Services performed, and by documents submitted pursuant to GCC Clause 11, and upon fulfillment of other obligations stipulated in the Contract.

	
	16.3
Payments shall be made promptly by the Purchaser, but in no case later than sixty (60) days after submission of an invoice or claim by the Supplier.

	
	16.4
All payments shall be made in Indian Rupees. 

	17.
Prices
	17.1
Prices charged by the Supplier for Medicines delivered and Services performed under the Contract shall not vary from the prices quoted by the Supplier in its bid. 

	18.
Change Orders
	18.1
The Purchaser may at any time, by a written order given to the Supplier pursuant to GCC Clause 31, make changes within the general scope of the Contract in any one or more of the following: 

	
	(a) specifications, where Medicines to be furnished under the Contract are to be specifically manufactured for the Purchaser;
(b) the method of shipment or packing;
(c) the place of delivery; and/or 
(d) the Services to be provided by the Supplier.

	
	18.2
If any such change causes an increase or decrease in the cost of, or the time required for, the Supplier’s performance of any provisions under the Contract, an equitable adjustment shall be made in the Contract Price or delivery schedule, or both, and the Contract shall accordingly be amended. Any claims by the Supplier for adjustment under this clause must be asserted within thirty (30) days from the date of the Supplier’s receipt of the Purchaser’s change order.

	19.
Contract Amendments
	19.1
Subject to GCC Clause 18, no variation in or modification of the terms of the Contract shall be made except by written amendment signed by the parties.

	20.
Assignment
	20.1
The Supplier shall not assign, in whole or in part, its obligations to perform under this Contract, except with the Purchaser’s prior written consent.

	21.
Delays in the Supplier’s Performance
	21.1
Delivery of the Medicines and performance of Services shall be made by the Supplier in accordance with the time schedule prescribed by the Purchaser in the Schedule of Requirements.  

	
	21.2
If at any time during performance of the Contract, the Supplier or its subcontractor(s) should encounter conditions impeding timely delivery of the Medicines and performance of Services, the Supplier shall promptly notify the Purchaser in writing of the fact of the delay, its likely duration, and its cause(s). As soon as practicable after receipt of the Supplier’s notice, the Purchaser shall evaluate the situation and may at its discretion extend the Supplier’s time for performance, with or without liquidated damages, in which case the extension shall be ratified by the parties by amendment of Contract.

	
	21.3
Except as provided under GCC Clause 24, a delay by the Supplier in the performance of its delivery obligations shall render the Supplier liable to the imposition of liquidated damages pursuant to GCC Clause 22, unless an extension of time is agreed upon pursuant to GCC Clause 21.2 without the application of liquidated damages.

	22.
Liquidated Damages
	22.1
Subject to GCC Clause 24, if the Supplier fails to deliver any or all of the Medicines or to perform the Services within the period(s) specified in the Contract, the Purchaser shall, without prejudice to its other remedies under the Contract, deduct from the Contract Price, as liquidated damages, a sum equivalent to the percentage specified in the SCC of the delivered price of the delayed Medicines or unperformed Services for each week or part thereof of delay until actual delivery or performance, up to a maximum deduction of the percentage specified in the SCC. Once the maximum is reached, the Purchaser may consider termination of the Contract pursuant to GCC Clause 23.  

	23.
Termination for Default
	23.1
The Purchaser, without prejudice to any other remedy for breach of Contract, by written notice of default sent to the Supplier, may terminate this Contract in whole or in part: 

	
	(a) if the Supplier fails to deliver any or all of the Medicines within the period(s) specified in the Contract, or within any extension thereof granted by the Purchaser pursuant to GCC Clause 21; or
(b) if the Medicines do not meet the Technical Specifications stated in the Contract or if the Supplier fails to provide any registration, licenses or other certificates issued by regulatory / certifying authorities of relevant country based on which supplier has been assessed as qualified at the time of evaluation of bids in respect of the Medicines; or 
(c) if the Purchaser determines that the Supplier has engaged in corrupt, fraudulent, collusive, coercive or obstructive practices, in competing for or in executing the Contract, then the Purchaser may, after giving 14 days’ notice to the Supplier, terminate the Supplier’s employment under the Contract and cancel the contract, and the provisions of Clause 23 shall apply as if such expulsion had been made under Sub-Clause 23.1

	
	For the purposes of this Sub-Clause: 

(i) corrupt practice” is the offering, giving, receiving or soliciting, directly or indirectly, of anything of value to influence improperly the actions of another party;

(ii) “fraudulent practice” is any act or omission, including a misrepresentation, that knowingly or recklessly misleads, or attempts to mislead, a party to obtain a financial or other benefit or to avoid an obligation;

(iii) “collusive practice” is an arrangement between two or more parties designed to achieve an improper purpose, including to influence improperly the actions of another party;

(iv) “coercive practice” is impairing or harming, or threatening to impair or harm, directly or indirectly, any party or the property of the party to influence improperly the actions of a party;

(v) “obstructive practice” is

(aa) deliberately destroying, falsifying, altering or concealing of evidence material to the investigation or making false statements to investigators in order to materially impede a Purchaser’s investigation into allegations of a corrupt, fraudulent, coercive or collusive practice; and/or threatening, harassing or intimidating any party to prevent it from disclosing its knowledge of matters relevant to the investigation or from pursuing the investigation; or
(bb) acts intended to materially impede the exercise of the Purchaser’s inspection and audit rights provided for under Clause 5.
(e)   should any employee of the Supplier be determined to have engaged in corrupt, fraudulent, collusive, coercive, or obstructive practice during the purchase of the Medicines, then that employee shall be removed.

(f)
if the Supplier fails to perform any other obligation(s) under the Contract.

	
	23.2
In the event the Purchaser terminates the Contract in whole or in part, pursuant to GCC Clause 23.1, the Purchaser may procure, upon such terms and in such manner as it deems appropriate, Medicines or Services similar to those undelivered, and the Supplier shall be liable to the Purchaser for any excess costs for such similar Medicines or Services. However, the Supplier shall continue performance of the Contract to the extent not terminated.

	24.
Force Majeure
	24.1
Notwithstanding the provisions of GCC Clauses 21, 22, and 23, the Supplier shall not be liable for forfeiture of its performance security, liquidated damages, or termination for default if and to the extent that its delay in performance or other failure to perform its obligations under the Contract is the result of an event of Force Majeure. 

	
	24.2
For purposes of this clause, “Force Majeure” means an event beyond the control of the Supplier and not involving the Supplier’s fault or negligence and not foreseeable. Such events may include, but are not restricted to, acts of the Purchaser in its sovereign capacity, wars or revolutions, fires, floods, epidemics, quarantine restrictions, and freight embargoes.

	
	24.3
If a Force Majeure situation arises, the Supplier shall promptly notify the Purchaser in writing of such condition and the cause thereof. Unless otherwise directed by the Purchaser in writing, the Supplier shall continue to perform its obligations under the Contract as far as is reasonably practical and shall seek all reasonable alternative means for performance not prevented by the Force Majeure event.

	25.
Termination for Insolvency
	25.1
The Purchaser may at any time terminate the Contract by giving written notice to the Supplier if the Supplier becomes bankrupt or otherwise insolvent. In this event, termination will be without compensation to the Supplier, provided that such termination will not prejudice or affect any right of action or remedy that has accrued or will accrue thereafter to the Purchaser.

	26.
Termination for Convenience
	26.1
The Purchaser, by written notice sent to the Supplier, may terminate the Contract, in whole or in part, at any time for its convenience. The notice of termination shall specify that termination is for the Purchaser’s convenience, the extent to which performance of the Supplier under the Contract is terminated, and the date upon which such termination becomes effective. 

	
	26.2
The Medicines that are complete and ready for shipment within thirty (30) days after the Supplier’s receipt of notice of termination shall be accepted by the Purchaser at the Contract terms and prices. For the remaining Medicines, the Purchaser may elect: 

	
	(a)  have any portion completed and delivered at the Contract terms and prices; and/or 
(b)
to cancel the remainder and pay to the Supplier an agreed amount for partially completed Medicines and Services and for materials and parts previously procured by the Supplier.

	27.
Settlement of Disputes
	27.1
If any dispute or difference of any kind whatsoever shall arise between the Purchaser and the Supplier in connection with or arising out of the Contract, the parties shall make every effort to resolve amicably such dispute or difference by mutual consultation. 

	
	27.2
If, after thirty (30) days, the parties have failed to resolve their dispute or difference by such mutual consultation, then either the Purchaser or the Supplier may give notice to the other party of its intention to commence arbitration, as hereinafter provided, as to the matter in dispute, and no arbitration in respect of this matter may be commenced unless such notice is given.

	
	      Any dispute or difference in respect of which a notice of intention to commence arbitration has been given in accordance with this Clause shall be finally settled by arbitration. Arbitration may be commenced prior to or after delivery of the Medicines under the Contract.

27.2.2
Arbitration proceedings shall be conducted in accordance with the rules of procedure specified in the SCC.

	
	              Notwithstanding any reference to arbitration herein, 

(a)        the parties shall continue to perform their respective obligations under the Contract unless they otherwise agree; and

(b)
the Purchaser shall pay the Supplier any monies due the Supplier.

	28.
Limitation of Liability
	Except in cases of criminal negligence or willful misconduct, and in the case of infringement pursuant to Clause 7,

(a)    the Supplier shall not be liable to the Purchaser, whether in contract, tort, or otherwise, for any indirect or consequential loss or damage, loss of use, loss of production, or loss of profits or interest costs, provided that this exclusion shall not apply to any obligation of the Supplier to pay liquidated damages to the Purchaser and

(b)
the aggregate liability of the Supplier to the Purchaser, 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.

	29.
Governing Language
	29.1
The Contract shall be written in English language. All correspondence and other documents pertaining to the Contract that are exchanged by the parties shall be written in the same language.

	30.
Applicable Law
	30.1
The Contract shall be interpreted in accordance with the laws of the Purchaser’s country, unless otherwise specified in the SCC.

	31.
Notices
	31.1
Any notice given by one party to the other pursuant to this Contract shall be sent to the other party in writing or by e-mail, or facsimile and confirmed in writing to the other party’s address specified in the SCC. 

	
	31.2
A notice shall be effective when delivered or on the notice’s effective date, whichever is later.

	32.
Taxes and Duties
	32.1
A Supplier shall be entirely responsible for all taxes, duties, license fees, etc., incurred until delivery of the contracted Medicines till final destination. 


Section – VII Special Conditions OF Contract (SCC)

Special Conditions of Contract
	The following Special Conditions of Contract shall supplement the General Conditions of Contract. Whenever there is a conflict, the provisions herein shall prevail over those in the General Conditions of Contract. The corresponding clause number of the GCC is indicated below:

	GCC 1.1 (d)
	Effective Date of the Contract is the date of Notification of Award.

	GCC 1.1 (e)
	The End User is the consignees stated in the Schedule of Requirements and the Govt. Healthcare Facilities under respective consignees.

	GCC 1.1 (h)
	Strategic Alliance Management Services Pvt. Ltd. (SAMS) New Delhi (on behalf of Vital Strategies, USA)

SAMS will be handling bidding process on behalf of the Vital Strategies, USA, including signing of Contract with successful Bidder under this IFB. SAMS shall also coordinate inspection and testing, logistics and verify  delivery documents and make payments to Suppliers.



	GCC 1.1 (l)
	The final Destination Sites are: As specified in the Schedule of Requirement.

	GCC 8.1

	Performance Security shall be for an amount equal to 5 (five) percent of the contract price.
The Performance Security shall be drawn in name of Director, M/s Strategic Alliance Management Services Pvt. Ltd, New Delhi 
 

	GCC 9.1
	The inspection and testing shall be performed in the following manner:

1. Two sets of samples of required quantity of each item will be drawn at random from each batch by the Purchaser’s Inspector at the manufacturer’s premises & sealed before dispatch;
2. One set of sealed sample will be sent to an independent laboratory selected by the purchaser for conducting the required test to confirm whether the samples conform to the prescribed specification. Another set of sealed sample will be retained with the testing lab as counter sample till the shelf life;
3. Dispatch Clearance Certificate (DCC) will be issued by the inspector on the basis of test report, accepting or rejecting the batch as the case may be;
4. The Medicines will be dispatched only after the above inspection procedure has been followed and DCC issued to accept the consignment;
5. The Purchaser/consignee shall have the right to draw samples at random from the consignment anytime during the shelf life of the Medicine and get them retested to satisfy whether the Medicine conform to the laid down specifications. In the event of the product failing to conform to specifications, the consignee shall reject that batch of supply and inform the supplier for arranging replacement of the rejected batches at supplier’s cost;


	GCC 11.1
	 (A) Documents to be submitted to Purchaser:- 

(i) One original and one copy of commercial invoice, indicating the Strategic Alliance Management Services Pvt. Ltd, New Delhi, India as the Purchaser (on behalf of Vital Strategies, New York, USA) the Contract number; Goods’ description, quantity, unit price, and total amount. Invoices must be signed in original and stamped or sealed with the company stamp/seal;

(ii) Two copies of Proof of Dispatch (POD), viz., Railway consignment note/road consignment note or multimodal transport document;
(iii) One original & one copy of Acknowledgement of receipt of Medicines by the Consignees, as per the format provided in the Contract;
(iv)  Two copies of packing list identifying contents of each package;
(v) One original and one copy of the manufacturer’s or Supplier’s Warranty certificate covering all items supplied;
(vi)  One original and one copy of the Supplier’s Certificate of Origin covering all items supplied;
(vii) Two copies of Certificate of Inspection furnished to Supplier by the nominated inspection agency (where inspection is required);
(viii) Two copies of Internal Test Analysis Report of Medicines supplied;
(B) Documents to be submitted to Consignee:-

(i)  Copy of Notification of Award issued by the Purchaser;
(ii)  Copy of Invoice containing particulars as per Para II(A)(i) above;

(iii) Packing list identifying contents of each package

(iv) Manufacturer’s or Supplier’s Warranty certificate covering all items   supplied.

(v) Country of Origin certificate


	GCC 12.1

	 The insurance shall be in an amount equal to 110 percent of the CIP value of the Goods from “warehouse” to “warehouse” on “All Risks” basis, including war risks and strikes.

	GCC 14.1

	Incidental services to be provided are:

(a) The Supplier shall provide such other services for delivery of Medicines up to final consignee locations as are stated in the Schedule of Requirements and Technical Specifications.

	GCC 15.2
	The period mentioned as three months to be read as full period of shelf life of medicines.


	GCC 15.4
	The period for the replacement of defective goods is: 30 days. 

The date of receipt of replacement supplies at consignee will be treated as the date of delivery for the purpose of calculation of liquidated damages.



	GCC 16.1 & 16.4
	The 100% payment of the Medicines supplied under this Contract shall be released by Purchaser within 60 days of submission of documents as specified in GCC Clause 11 and after due scrutiny of delivery documents and verification of receipt of Medicines at Consignee locations. 

Payment shall be made by Electronic clearing systems (ECS) to the Supplier’s nominated bank account. The method and conditions of payment to be made to the Supplier shall be as follows:



	GCC 17.1
	Prices shall be fixed for the duration of the Contract. However any variation in GST payable by the supplier on the Medicines supplied shall be paid as applicable at the time of supply. 

	GCC 20.1
	Assignment and sub-contracting, which is not disclosed in bid, are not permitted.

	GCC 22.1
	Applicable rate of LD is 0.5 percent per week of delay or part thereof.

Maximum deduction shall be 10 percent of the delivered price of the delayed medicines.



	GCC 27.2.2
	The dispute resolution mechanism to be applied pursuant to GCC Sub-Clause 27.2.2 shall be as follows:

(a)
In case of Dispute or difference arising between the Purchaser and a domestic supplier relating to any matter arising out of or connected with this agreement, such disputes or difference shall be settled in accordance with the Arbitration and Conciliation Act, 1996.  The arbitral tribunal shall consist of 3 arbitrators one each to be appointed by the Purchaser and the Supplier. The third Arbitrator shall be chosen by the two Arbitrators so appointed by the Parties and shall act as Presiding arbitrator.  In case of failure of the two arbitrators appointed by the parties to reach upon a consensus within a period of 30 days from the appointment of the arbitrator appointed subsequently, the Presiding Arbitrator shall be appointed by the Medical Council of India.

(b)
The Arbitration and Conciliation Act of 1996 the rules herewith and any statutory modification or re-enactment thereof shall apply to arbitration proceedings

(c)
Where the value of the contract is Rs.10 million and below, the disputes or differences arising shall be referred to the Sole Arbitrator. The Sole Arbitrator should be appointed by agreement between the parties; failing such agreement, by the Medical Council of India.

(d)
If one of the parties fails to appoint its arbitrator in pursuance of sub-clause (a) above, within 30 days after receipt of the notice of the appointment of its arbitrator by the other party, then the Medical Council of India shall appoint the arbitrator.  A certified copy of the order of the Medical Council of India making such an appointment shall be furnished to each of the parties.

(e)
The venue of Arbitration shall be the place from where the contract is issued and the language of the arbitration proceedings and that of all councils and communications between the parties shall be English.

(f)
The decision of the majority of arbitrators shall be final and binding upon parties. In case there is no majority decision, the decision of the Presiding arbitrator shall be final. The cost and expenses of Arbitration proceedings will be paid as determined by the arbitral tribunal.  However, the expenses incurred by each party in connection with the preparation, presentation, etc. of its proceedings as also the fees and expenses paid to the Counsel appointed by such party or on its behalf shall be borne by each party itself.



	GCC 30.1
	Laws of the Union of India.

	GCC 31.1
	The Purchaser’s addresses for notice purposes is:

Strategic Alliance Management Services Pvt. Ltd. (SAMS),  

B01-B03, Vardhaman Diamond Plaza, 

D B Gupta Road, Paharganj, New Delhi-110 055, India; 

Phone: 011- 53980626/27, 07042697953; 

Email: procvs@samsconsult.com
The Supplier’s address for notice purposes is: 
[name, address and contact details of Supplier]


Section –VIII Sample Contract Forms

Form of Contract Agreement

THIS CONTRACT AGREEMENT is made the [ insert: number ] day of [ insert: month ], [ insert: year ].

BETWEEN

(i)   [ insert: Name of Purchaser ], a [ insert: description of type of legal entity, incorporated under the laws of [ insert: country of Purchaser ] ] and having its principal place of business at [ insert: address of Purchaser ] (hereinafter called “the Purchaser”), and 

(ii)  [ insert: name of Supplier ], a corporation incorporated under the laws of [ insert: country of Supplier ] and having its principal place of business at [ insert: address of Supplier ] (hereinafter called “the Supplier”).

WHEREAS the Purchaser invited bids for certain medicines and ancillary services, viz., [insert: brief description of medicines and services] and has accepted a bid by the Supplier for the supply of those medicines and services in the sum of [ insert: contract price in words and figures ] (hereinafter called “the Contract Price”).
WHEREAS the Supplier undertakes that they currently does not accept and shall not accept financial or other support from the Tobacco Industry or Tobacco Affiliates until at least one year after the end of this agreement. Notwithstanding the other provisions of the contract, failure to comply with this clause may constitute grounds for termination of the contract and Purchaser shall have the right to demand and receive a return of all funds under this agreement, plus interest, as liquidated damages.
NOW THIS AGREEMENT WITNESSETH AS FOLLOWS:

1.   In this Agreement words and expressions shall have the same meanings as are respectively assigned to them in the Conditions of Contract referred to.

2.  The following documents shall constitute the Contract between the Purchaser and the Supplier, and each shall be read and construed as an integral part of the Contract:

(a) This Contract Agreement 

(b) Special Conditions of Contract

(c) General Conditions of Contract

(d) Technical Requirements (including Technical Specifications)

(e) The Purchaser’s Notification of Award

(f) Schedule of requirement

(g)  [Add here: any other documents]
3    In consideration of the payments to be made by the Purchaser to the Supplier as hereinafter mentioned, the Supplier hereby covenants with the Purchaser to provide the Medicines and Services and to remedy defects therein in conformity in all respects with the provisions of the Contract.

4    The Purchaser hereby covenants to pay the Supplier in consideration of the provision of the Medicines and Services and the remedying of defects therein, the Contract Price or such other sum as may become payable under the provisions of the Contract at the times and in the manner prescribed by the Contract.


Brief particulars of the medicines and services which shall be supplied/provided by the Supplier are as under:

	Sr. No.
	Brief Description of Medicines to be supplied
	Quantity
	Unit
	Unit Price
	Total Price

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	Total Value:
	


For and on behalf of the Purchaser

Signed:




in the capacity of [ insert: title or other appropriate designation ]
in the presence of 


For and on behalf of the Supplier

Signed:




in the capacity of [ insert: title or other appropriate designation ]
in the presence of 

Performance Security Bank Guarantee
________________________________ [insert: Bank’s Name, and Address of Issuing Branch or Office]

Beneficiary:
___________________ [insert: Name and Address of Purchaser]



Date:
________________

PERFORMANCE GUARANTEE No.:
_________________

We have been informed that [insert: name of Supplier] (hereinafter called “the Supplier”) has entered into Contract No. [insert: reference number of the contract] dated ____________ with you, for the supply of [insert: description of Medicines and services] (hereinafter called “the Contract”). 

Furthermore, we understand that, according to the conditions of the Contract, a performance guarantee is required.

At the request of the Supplier, we [insert: name of Bank] hereby irrevocably undertake 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 Supplier is in breach of its obligation(s) under the Contract, without your needing to prove or to show grounds for your demand or the sum specified therein. 

This guarantee shall expire no later than the ____ day of _________, 2_____,
 and any demand for payment under it must be received by us at this office on or before that date.

This guarantee is subject to the Uniform Rules for Demand Guarantees, ICC Publication No. 458, except that subparagraph (ii) of Sub-article 20(a) is hereby excluded.

__________________ 
[signature(s)]
Acknowledgement of Receipt of Medicines
(This certificate is to be issued in three Original: One Original for Purchaser (SAMS), One Original for Supplier and One Original to be retained by Consignee.)

No.









Date

To

Strategic Alliance Management Services Pvt. Ltd. (SAMS) 

B01-B03, Vardhaman Diamond Plaza, 

D B Gupta Road, Paharganj, New Delhi-110 055, India

This is to certify that the Medicines as detailed below have been received duly inspected in good condition in accordance with the conditions of the contract and amendment if any.

	Project Name
	India Hypertension Management Initiative (IHMI)

	Purchaser
	Strategic Alliance Management Services Pvt. Ltd., New Delhi on behalf of Vital Strategies, New York, USA

	Contract i.e. NOA No. & Date
	

	Description of Medicines (Schedule No.)
	

	Quantity supplied in Numbers
	:

	Quantity supplied in Words
	:


	Name of Supplier
	:

	Batch No(s). 
	:

	Manufacturing Date(s)
	:

	Expiry Date(s)
	:

	Invoice No. and Date
	:

	Date of delivery at Consignee destination site
	:


CERTIFICATE

We confirm having received Medicines as per table above in good condition and made an entry in to Stock Book / Ledger at Page No. _____ on the date _________ (dd/mm/yyy) 

	Consignee full Address:

_____________________

_____________________

___________
	Signature of Designated Consignee 
:

Name

:

Designation
:

Seal

:

Phone No.
:

e-mail
             :

	
	


Original copy to be sent to the Supplier: 

[Insert complete address of supplier]
[image: image6]
� Working document as per WHO TECHNICAL REPORT SERIES, NO. 986 under Annex 3 -Model quality assurance system for procurement agencies -Appendix 6- Interagency finished pharmaceutical product questionnaire based on the model quality assurance system for procurement agencies


� For example, HDPE bottle, Alu-Alu strip, neutral glass vial


� 	Established in accordance with Clause 8.4 of the General Conditions of Contract (“GCC”), taking into account any warranty obligations of the Supplier under Clause 15.2 of the GCC intended to be secured by a partial performance guarantee. The Purchaser should note that in the event of an extension of the time to perform the Contract, the Purchaser would need to request an extension of this guarantee from the Guarantor. Such request must be in writing and must be made prior to the expiration date established in the guarantee. In preparing this guarantee, the Purchaser might consider adding the following text to the form, at the end of the penultimate paragraph: “The Guarantor agrees to a one-time extension of this guarantee for a period not to exceed [six months] [one year], in response to the Purchaser’s written request for such extension, such request to be presented to the Guarantor before the expiry of the guarantee.” 





