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United Nations Population Fund (UNFPA)

               202-204 Baudhaloka Mawatha, Colombo 7

               E-mail: lk-procurement@unfpa.org
               Website: https://srilanka.unfpa.org 

Date:  June, 18, 2021
REQUEST FOR QUOTATION 

RFQ Nº UNFPA/LKA/RFQ/21/001 - POP 

Dear Sir/Madam,

UNFPA hereby solicits a quotation for the following medical devises: 
	Item N°
	Product Name
	Product Description
	Unit of Measure
	Quantity

	1
	Gluco meter
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 Weight 0.200kg 
 Accurate blood glucose measurement 
 No coding for even easier blood glucose monitoring 
 easy-to-read display (new typeface) 
 intuitive handling with just 2 buttons 
 Underdose detection 
 visual double-check 
 10 seconds re-dose option 
 Pre- and post-meal markers 
 Postprandial reminder 
 7,14,30 or now 90 days test averages 
 USB interface for data transfer
	EA
	04

	2
	Commode Wheelchair
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Foldable, Chromed Steel Frame, U Shape Commode Seat, Fixed Armrest and Footrest, Solid Castor and rear wheel
	EA
	08

	3
	Folding bed
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Folding bed, Steel, powder coated, 6.5 inches, single, 72" X 30". Suitable for outdoor and indoor 
use and to be used with a mattress. It has a folding frame.
	EA
	04


This Request for Quotation is open to all legally-constituted companies that can provide the requested products and have legal capacity to deliver in Sri Lanka, or through an authorized representative.

I. About UNFPA

UNFPA, the United Nations Population Fund (UNFPA), is an international development agency that works to deliver a world where every pregnancy is wanted, every child birth is safe and every young person’s potential is fulfilled.   

UNFPA is the lead UN agency that expands the possibilities for women and young people to lead healthy sexual and reproductive lives. To read more about UNFPA, please go to: UNFPA about us
Objective:

The objective of the RFQ is to identify a supplier who can provide UNFPA with all the above mentioned products.  The selected vendor is expected to provide such products, based on specific Purchase Orders submitted to the vendor. 

II. Questions 

Questions or requests for further clarifications should be submitted in writing to the contact person below:
	Name of contact person at UNFPA:
	Geetha Fernando

	Mob. Nº:
	+94777402022

	Email address of contact person:
	gfernando@unfpa.org


The deadline for submission of questions is June, 23, 2021, 16:00 Hrs, Colombo time. Questions will be answered in writing and shared with all parties as soon as possible after this deadline.
III. Content of quotations
Quotations should be submitted in a single email whenever possible, depending on file size. Quotations must contain:                                                                                                                                                                                                               
a) Technical proposal, in response to the requirements outlined in the specifications should comply with the following:

Questionnaire for Medical Device/Equipment

All documents submitted must be in English or be accompanied with certified translation.

PART I – Submitter and manufacturer information
Submitter:


Name of submitter:
 Click here to enter text.
Address:

 Click here to enter text.
Contact person’s name:
 Click here to enter text.
Email:


 Click here to enter text.
Phone:


 Click here to enter text.

Status of the submitter:

Legal manufacturer              Yes  
      No 
 
or

Distributor – Trader              Yes  
      No 
Legal manufacturer:

Name of manufacturer:

 Click here to enter text.
Country:


 Click here to enter text. 
Address (office):

 Click here to enter text.
Address (manufacturing site(s)):
 Click here to enter text.
Contact person’s name:

 Click here to enter text.
Email:



 Click here to enter text.
Phone:



 Click here to enter text.

PART II – Device identification
Device Identification (Trade name, Type, Model, Product Code, Reference(s)):
Click here to enter text.
Intended use / purpose:
 Click here to enter text.
Product details (material, dimensions, etc.):
(E.g. If stainless steel product, identify AISI type or composition. If plastic product, identify grade or composition)
Click here to enter text.
Device classification (specify the related regulation, e.g. MDD, FDA, Other)

EU 93/42/EEC directive, Rule# (according to MDD annex IX)


Class: Click here to enter text.
FDA:

Product code: Click here to enter text.
Regulation number: Click here to enter text.
Product class: Click here to enter text.
Other regulation (specify): Click here to enter text.
Nomenclature code (if known – specify GMDN, UMDNS or other): Click here to enter text.
Part III – Quality Management System Certification

                                                                                                                                                                                          Legal Manufacturer:

1. ISO 9001
Yes  
No 
a. Certification body: Click here to enter text.
b. Expiration date: Click here to enter text.
2. ISO 13485
Yes 
 No 
a. Certification body: Click here to enter text.
b. Expiration date: Click here to enter text.
3. ISO 14001  or plans for this
Yes 
No 
a. Certification body: Click here to enter text.
b. Expiration date: Click here to enter text.
4. ISO 50001  or plans for this
Yes 
No 
a. Certification body: Click here to enter text.
b. Expiration date: Click here to enter text.
If the manufacturing processes are subcontracted:

	Subcontracted activity / process
	Name / address of the subcontractor
	QMS certification of the subcontractor

	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	Click here to enter text.
	Click here to enter text.
	Click here to enter text.


Submitter (if the submitter is not the legal manufacturer):

1. ISO 9001
Yes  
No 
a. Certification body: Click here to enter text.
b. Expiration date: Click here to enter text.
2. ISO 13485
Yes 
 No 
a. Certification body: Click here to enter text.
b. Expiration date: Click here to enter text.
Part IV – Regulatory certification


Is the device CE marked? 
Yes 
 No 
For devices other than Class I excluding Class I sterile devices / Class I with measuring function / Class I reusable surgical instruments

Nature of the EC certification (MDD 93/42/EEC):
Annex II.3 
 Annex V 

Identification of the Notified Body (+ identification number): Click here to enter text.
Is the device FDA approved? 
Yes 
 No 



For FDA approved device: 
Manufacturer name: Click here to enter text.



Manufacturer listing #: Click here to enter text.

If the device is “510k cleared”, indicate the 510k clearance #: Click here to enter text.

   If the device is “PMA cleared”, indicate the PMA clearance #: Click here to enter text.


Other regulatory clearance / registration (specify Canada, Japan, Australia): Click here to enter text.

Applicable regulation: Click here to enter text.

Certification / license number: Click here to enter text.
Part V – Compliance to technical standards

                                                                                                                                                                                               If the declaration of compliance is based on report(s) issued by an independent testing laboratory, the reference of the test report must be indicated (mandatory for safety compliance of electro-medical devices)

	Standard # and date
	Fully or partially applied
	Identification of the Testing laboratories, where used
	Test report reference

	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.


Part VI – Other information

VI-1
INSTALLATION / SPARES / SERVICE

1. Is installation necessary?                                                           Yes          No     
Specify tools required (if Yes): Click here to enter text.
2. Is training required?                                                                        Yes          No     
Specify who will provide training and specify costs if applicable: Click here to enter text.
3. Are spare parts available?                                                              Yes          No     
Specify source and if additional costs required: Click here to enter text.
Specify period supply of spare parts is guaranteed: Click here to enter text.
      4. Information available on service/maintenance?                       Yes          No     
Attached information: Click here to enter text.
5. Electrical Medical Device/Equipment  


  Yes          No     
     Specify voltage and frequency available: Click here to enter text.
      Specify all plug types available: Click here to enter text.
                                                                                                                                                                                                 VI-2
DECONTAMINATION

Only for re-usable devices.

1. Specify method for cleaning: Click here to enter text.
2. Specify instructions for disinfection: Click here to enter text.
3. Specify any restrictions on detergent/disinfectant types: Click here to enter text.
4. Specify sterilization method required before re-use: Click here to enter text.
                                                                                                                                                                                                 VI-3
WARRANTY

Specify recommended maximum number of uses or years of use or period of use:   
 
Click here to enter text.
VI-4
SAFE DISPOSAL

Specify instructions for safe disposal: Click here to enter text.
Checklist of Required documentation:
Documents to be submitted must be true and valid copies.
 Copy of manufacturing licence

 Letter of authorization to act on behalf of manufacturer if submission is not from the manufacturer

 Copy of ISO 9001 certificate (for manufacturer and for trader)

 Copy of ISO 13485 certificate (for manufacturer and for trader)

 Complete and detailed technical specifications of the product (incl. manufacturer’s product code)
 CE certificate (additionally for EC class III items EC Design Dossier)
 Declaration of conformity (signed and dated, according to ISO 17050, specifying the relevant directives, regulations and standards, and attaching copy of certificates)

 Manufacturer’s EC Representative (EC Rep) contact details and country information
 FDA 510k Premarket approval device letter/ Device licence (Australia, Japan, Canada)
 Evidence that product has been sold to Europe or U.S. or other large market areas with strong regulatory systems.
 Evidence of clinical studies to all but class I non-sterile, non-measuring medical devices: e.g. a copy of study results
 Product technical data sheet 
 Photos of the product, packaging and labelling at various angles if necessary

 Instruction for use in English, Spanish and French

 User, installation and/or assembly manual, if applicable
 Service/repair (after sale) services with contact details, if applicable
 Information on cleaning, disinfecting and sterilization methods (for reusable devices only)

 Certificates for product-specific safety standards, such as ISO 10993-1.
 Certificate for sterilization process, such as ISO 17665 (Steam sterilization), ISO 11135 (ETO sterilization), ISO 11137 (Gamma Irradiation), or other equivalent.

 Manufacturer’s Post-market study report from 3 last years
 Quality Assurance process (for the manufacturer and/or for the trader)

S. Specify any other documentation provided (e.g. any test results or relevant standards):

  ISO 14001. If not available, a signed commitment letter from a manufacturer 

 Other relevant certificates related to Environmental and/or Energy management, such as ISO 50001, or FSC certificates for the carton and paper used in packaging (for manufacturer and for trader).
 Manufacturer’s copy of the latest audit report (audited by an European health product distributor)
 Copy of third party laboratory test reports, if available (Laboratory name and ISO 17025 accreditation status), if applicable.
Note: Photos of the medical device product and packaging (preferably in a format where the dimensions and features can be visually verified) should be attached.
· The bidder is allowed to quote for partial items. 
b) Price quotation, to be submitted strictly in accordance with Price Quotation Form.

Both parts of the quotation must be signed by the company’s relevant authority and submitted in PDF format.

IV. Instructions for submission 

Proposals should be prepared based on the guidelines set forth in Section III above, along with a properly filled out and signed price quotation form, and are to be sent by email to the contact person indicated below no later than:  Wednesday, June 30th 2021 at 16:00 Hrs Colombo Time]
.

	Name of contact person at UNFPA:
	Geetha Fernando

	Email address of contact person:
	Lk-procurement@unfpa.org


Please note the following guidelines for electronic submissions:

· The following reference must be included in the email subject line: RFQ Nº UNFPA/LKA/RFQ/21/001 - POP – medical devises. Proposals that do not contain the correct email subject line may be overlooked by the procurement officer and therefore not considered.
· The total email size may not exceed 20 MB (including email body, encoded attachments and headers). Where the technical details are in large electronic files, it is recommended that these be sent separately before the deadline.
· Any quotation submitted will be regarded as an offer by the bidder and does not
constitute or imply the acceptance of any quotation by UNFPA. UNFPA is under no obligation to award a contract to any bidder as a result of this RFQ.  

V. Overview of Evaluation Process

Quotations will be evaluated based on the compliance with the technical specifications and the total cost of the goods (price quote).

The evaluation will be carried out in a two-step process by an ad-hoc evaluation panel. Technical proposals will be evaluated for technical compliance prior to the comparison of price quotes.
VI. Award 
In case of a satisfactory result from the evaluation process, UNFPA shall award a Purchase Order to the lowest priced bidder whose bid has been determined to be substantially compliant with the bidding documents.
VII. Right to Vary Requirements at Time of Award 

UNFPA reserves the right at the time of award of Contract to increase or decrease, by up to 20%, the volume of goods specified in this RFQ without any change in unit prices or other terms and conditions.
VIII. Payment Terms

UNFPA payment terms are net 30 days upon receipt of shipping documents, invoice and other documentation required by the contract.
IX. Fraud and Corruption
UNFPA is committed to preventing, identifying, and addressing all acts of fraud against UNFPA, as well as against third parties involved in UNFPA activities. UNFPA’s Policy regarding fraud and corruption is available here:  Fraud Policy. Submission of a proposal implies that the Bidder is aware of this policy. 
Suppliers, their subsidiaries, agents, intermediaries and principals must cooperate with the UNFPA Office of Audit and Investigations Services as well as with any other oversight entity authorized by the Executive Director and with the UNFPA Ethics Advisor as and when required.  Such cooperation shall include, but not be limited to, the following: access to all employees, representatives agents and assignees of the vendor; as well as production of all documents requested, including financial records.  Failure to fully cooperate with investigations will be considered sufficient grounds to allow UNFPA to repudiate and terminate the Agreement, and to debar and remove the supplier from UNFPA's list of registered suppliers.

A confidential Anti-Fraud Hotline is available to any Bidder to report suspicious fraudulent activities at UNFPA Investigation Hotline.

X. Zero Tolerance

UNFPA has adopted a zero-tolerance policy on gifts and hospitality. Suppliers are therefore requested not to send gifts or offer hospitality to UNFPA personnel. Further details on this policy are available here: Zero Tolerance Policy.

XI. RFQ Protest

Bidder(s) perceiving that they have been unjustly or unfairly treated in connection with a solicitation, evaluation, or award of a contract may submit a complaint to the UNFPA Officer-In-Charge of the Business Unit Sharika Cooray at cooray@unfpa.org. Should the supplier be unsatisfied with the reply provided by the UNFPA Head of the Business Unit, the supplier may contact the Chief, Procurement Services Branch at procurement@unfpa.org.
XII. Disclaimer

Should any of the links in this RFQ document be unavailable or inaccessible for any reason, bidders can contact the Procurement Officer in charge of the procurement to request for them to share a PDF version of such document(s).
PRICE Quotation Form

	Name of Bidder:
	

	Date of the quotation:
	Click here to enter a date.

	Request for quotation Nº:
	UNFPA/LKA/RFQ/21/001 - POP

	Currency of quotation:
	LKR

	Validity of quotation:

(The quotation shall be valid for a period of at least 3 months after the submission deadline.)
	


Example Price Schedule below:
	Price Quotation Form

	Item
	Product Name & Description
	UOM
	Unit Price
	Number of Units
	Total 

(USD)

	1
	Gluco meter
	Each
	
	04
	

	2
	Commode Wheelchair
	Each
	
	08
	

	3
	Folding bed
	Each
	
	04
	

	4
	Delivery Charges 
	
	Each
	
	1
	

	
	HelpAge Sri Lanka,                                              102, Pemananda Mawatha,               Raththanpitiya, Boralesgamuwa, Sri Lanka 
	
	
	
	

	GRAND TOTAL
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I hereby certify that the company mentioned above, which I am duly authorized to sign for, has reviewed RFQ UNFPA/LKA/RFQ/21/001 - POP including all annexes, amendments to the RFQ document (if applicable) and the responses provided by UNFPA on clarification questions from the prospective service providers.  Further, the company accepts the General Conditions of Contract for UNFPA and we will abide by this quotation until it expires. 
	
	Click here to enter a date.
	

	Name and title
	Date and place


ANNEX I:

General Conditions of Contracts:

De Minimis Contracts
This Request for Quotation is subject to UNFPA’s General Conditions of Contract: De Minimis Contracts, which are available in: English, Spanish and French
Vendor’s Comments:








� � HYPERLINK "http://www.timeanddate.com/worldclock/city.html?n=69" �http://www.timeanddate.com/worldclock/city.html?n=69�	





13
Technical Requirements for Medical Devices – v4: 12/2019

