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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: 09 June 2021
Invitation to Bid 
ITB No. UNFPA/LKA/21/001
Dear Sir/Madam,

We hereby solicit your Bid for the supply of the following Personal Protective Equipment with the following quantities strictly according to the specifications mentioned in the Technical specifications and requirements of the product (Detais are given in Product Item Overview Form): 

                                                                                                                                                                                  Item No. 1: 
Alcohol-based Gel hand sanitizer (100 ml) – 50,000 (each). 
Item No. 2:
Gel hand sanitizer (5 L) – 3,000 (each)
Item No. 3:
Liquid hand sanitizer (5L) – 3,000 (each)
Item No. 4:
Nitrile examination gloves, Long cuff, non-sterile (powder free) - Small Size – 500 (pack of 100)
Item No. 5:
Nitrile examination gloves, Long cuff, non-sterile (powder free) - Medium Size – 1,500 (pack of 100)
Item No. 6:
Nitrile surgical gloves, Long cuff, sterile (powder free) - Small Size (6 or 6.5) – 500 (pack of 100)
Item No. 7:
Nitrile surgical gloves, Long cuff, sterile (powder free) - Medium Size (7 or 7.5) – 1,500 (pack of 100)
Item No. 8:
Surgical Respirator FFP2/N95, mask, disposable – 10,000 (each)
Item No. 09:
Surgical Mask (with loops), type IIR P50, for healthcare workers, disposable – 20,000 (pack of 50)
Item No. 10:
Apron, surgical, heavy duty, reusable – 10,000 (each)
Item No. 11:
Head cover, waterproof, disposable, non-sterile – 500 (pack of 100)
                                                                                                                                                                                                        1. If you are interested in submitting a bid for these items, kindly fill in the attached Bid Submission Form and send to the secure email address (Lk-procurement@unfpa.org) not later than 16:00 Hrs, Sri Lanka Time1 on 14 June 2021.

                                                                                                                                                                                                   2. The Bid Documents shall reach the email inbox of Lk-procurement@unfpa.org no later than 16:00 Hrs, Sri Lanka Time 
on 18 June 2021.

Please ensure to mark the ITB reference number in the email subject. 

Quotations that are received by UNFPA after the deadline indicated above, for whatever reason, shall not be considered for evaluation.  Kindly ensure your offer is signed and in.pdf format, and free from any virus or corrupted files.
                                                                                                                                                                                                     Secure email address for bid submission: Lk-procurement@unfpa.org. Bids submitted or copied to any other email address than  Lk-procurement@unfpa.org shall be rejected.
Email address of Contact Person: gfernando@unfpa.org.
Note: Do not submit or copy your bid/proposal to the contact person’s email address, or your bid will be disqualified. 
Full acceptance of the UNFPA General Terms and Conditions is mandatory. They can be located at: https://www.unfpa.org/resources/unfpa-general-conditions-mixed-goods-and-services. Non-acceptance of the terms of the General Terms and Conditions (GTC) shall be grounds for disqualification from this procurement process.
UNFPA’s policy regarding fraud and corruption is available at http://www.unfpa.org/about-procurement#FraudCorruption  and applies fully to this Invitation to Bid. The submission of any offer implies that the Bidder is aware of this policy.
Bidding shall be conducted through ONE envelope. The technical bid containing the technical specifications and the financial bid containing the price information shall be submitted together. 
Bidders are required to complete, sign and submit the following documents:

1. Bid Submission Form 
2. Bidders Identification Form
3. Technical specifications and requirements of the product (Product Item Overview Form)

4. Fast Track Procurement Questionnaire for Medical Devices

5. Price Schedule Form
6. Any additional information required to be completed and submitted by Bidders as specified in the Data Sheet.

(Deadlines for submission of different documents are given on Page 1 above)
Partial bids are allowed under this ITB. Note: Partial bids mean that the bidder does not have to offer all requested commodity types in order to submit a complete bid. However, within the selected commodity type, full quantities must be offered. 

Delivery Terms (INCOTERMS 2010):

· Price of goods FCA Point of Departure

· Freight cost DAP - Family Health Bureau , Ministry of Health, No. 385, Ven. Baddegama Wimalawansa Thero Mawatha, Colombo – 10, Sri Lanka
Validity of Bid:
The prices of the bid shall be valid for 90 days after the closing date of bid submission as specified by UNFPA. A bid valid for a shorter period shall be rejected by UNFPA. 
Delivery Time:

The maximum allowed total delivery time is 8 (eight) weeks upon issuing of purchase order. 

                                                                                                                                                                   Evaluation of Bids:

UNFPA shall compare all substantially responsive bids to determine the lowest priced substantially responsive bid.
A substantially responsive bid is one that conforms to all the terms, conditions, and specifications of the bidding documents without material deviation, reservation, or omission. A material deviation, reservation, or omission is one that:

a. affects in any substantial way the scope, quality, or performance of the goods and related services specified in the contract; or

b. limits in any substantial way, inconsistent with the bidding documents, UNFPA’s rights or the bidder’s obligations under the contract; or

c. if rectified would unfairly affect the competitive position of other bidders presenting substantially responsive bids.
Contract Award:
UNFPA shall award the contract to the lowest priced bidder(s) whose bid has been determined to be substantially responsive with the bidding documents, including the maximum allowable lead time. Note: if partial bids are allowed, the lowest evaluated bidder will be evaluated by commodity type.

Note: Current UNFPA supplier policies apply to this solicitation and can be found at: http://www.unfpa.org/suppliers.
INTRODUCTORY LETTER

Dear Sir/Madam,                                                                                                                                                                                                                                    

1. The United Nations Population Fund (UNFPA), an international development agency, invites sealed bids for the supply of personal protective equipment for its programme in Sri Lanka.
2. The bid shall be opened on 22, June, 2021, at 9:00 AM via Zoom. Bidders or their authorized representatives may join the Zoom call to witness the bid opening.  Kindly confirm by e-mail by 21, June, 2021 before 15:00, Colombo time, whether your company shall be represented at the bid opening. 

3. Any questions relating to this BID document shall be addressed in writing to the following UNFPA personnel no later than 11, June, 2021 at 15:00, Colombo time.
· Upul Maanage, Operations Manager email: maanage@unfpa.org or Geetha Fernando, Programme Associate email: gfernando@unfpa.org for questions relating to the bidding exercise.    
4. UNFPA strongly encourages all Bidders to register on the United Nations Global Marketplace (http://www.ungm.org). The UNGM is the procurement portal of the United Nations system. By registering on UNGM, vendors become part of the database that UN buyers use when searching for suppliers. Vendors can also access all UN tenders online and, by subscribing to the Bid Tender Service, vendors can be automatically notified via e-mail of all UN business opportunities that match the products and services for which they have registered. Instructions on how to subscribe to the Tender Alert Service can be found in the UNGM Interactive Guide for Suppliers http://www.ungm.org/Publications/UserManuals/Suppliers/UserManual_Supplier.pdf .

Yours sincerely,

Ritsu Nacken                                                                                                                                                                                                                      Representative                                                                                                                                                                                                                         UNFPA                                                                                                                                                                                 Sri Lanka
Instructions to Bidders

DATA Sheet

	Delivery Terms 

[INCOTERMS 2010] 
	☐ FCA

☐ CPT

☐ CIP 

⊠ DAP (excluding Insurance and import tax and duties) Family Health Bureau , Ministry of Health, No. 385, Ven. Baddegama Wimalawansa Thero Mawatha, Colombo - 10

	Customs clearance, if needed, shall be done by:
	⊠  UNFPA, Sri Lanka

	Insurance
	Cargo Insurance is covered by UNFPA global insurance policy. Please do not include insurance costs in your quotation. 

	Delivery Location 
	Family Health Bureau , Ministry of Health, No. 385, Ven. Baddegama Wimalawansa Thero Mawatha, Colombo - 10

	Delivery Schedule
	⊠Required

☐Not Required

	Mode of Transport
	  ⊠ LAND
	

	
	  ⊠ SEA

  ⊠ AIR

  ⊠ COMBINED
	

	Currency of Quotation
	All prices shall be quoted in any convertible currency to US Dollars (USD).
To facilitate evaluation and comparison, the procurement official will convert all Bid prices expressed in the amounts in various currencies in which the Bid prices are payable to USD at the UN Operational Rate of Exchange (UNORE)  on the last day for submission of Bids. 

	All documentations, including catalogs, instructions and operating manuals, shall be in this language 
	⊠ English        

	Structure of the Bid and list of Documents to be filled-in and/or submitted 

	⊠ Bid Submission Form
⊠ Bidders Identification Form
⊠ Technical specifications and requirements of the product (Product Item Overview Form)

⊠ Fast Track Procurement Questionnaire for Medical Devices

⊠ Price Schedule Form
⊠ A statement whether any import or export licenses are required in respect of the goods to be purchased including any restrictions on the country of origin, use/dual use nature of goods or services, including and disposition to end users;

⊠ Confirmation that licenses of this nature have been obtained in the past and an expectation of obtaining all the necessary licenses should the quotation be selected;

⊠ Quality Certificates (ISO, etc.);

⊠ Latest Business Registration Certificate ;

⊠Manufacturer’s Authorization of the Company as a Sales Agent (if Supplier is not the manufacturer); 

⊠ Certificate of Exclusive Distributorship in the country (if applicable, and if Supplier is not the manufacturer);

⊠ Complete documentation, information and declaration of any goods classified or may be classified as “Dangerous Goods”.

⊠ Patent Registration Certificates (if any of technologies submitted in the quotation is patented by the Supplier);
⊠ Written Self-Declaration of not being included in the UN Security Council 1267/1989 list, UN Procurement Division List or other UN Ineligibility List.

	Period of Validity of Quotes starting the Submission Date
	⊠ 90 days

	Partial Quotes
	⊠ Permitted

	Partial Delivery
	⊠ Permitted subject to the following conditions: minimum 50% of the total quantity of goods as per bid should be delivered within maximum 4 (four) weeks upon issuing of purchase order. The total quantity has to be delivered within maximum 8 (eight) weeks upon issuing of purchase order.

	Quality Assurance of the products
	Shipments will be subject to Pre-shipment inspections conducted by an independent inspection company appointed by UNFPA at the supplier premises. Shipments can be released from the supplier premises only after receiving a clean inspection report cleared by UNFPA. 

	Samples
	Free, non-returnable samples shall be provided by the bid submission deadline for evaluation and testing by UNFPA or their representative, of the items and/or the packing and packaging, prior to any award. Samples will be subject to technical review and laboratory analysis where appropriate. Samples provided to UNFPA are non-returnable, unless otherwise stated. 
The samples should be delivered to the following address:
UNFPA, No. 202-204, Baudhaloka Mawatha, Colombo - 07                                                           
                                                                                                                Samples should be marked with the ITB number.
                                                                                                              If a bidder fails to provide samples or documents requested by UNFPA in a timely manner, UNFPA may declare the bid unsuccessful.


	Payment Terms
	⊠ 100% upon complete delivery of goods

	Evaluation and Award Criteria
	⊠ Non-Discretionary “Pass/Fail” Criteria on the Technical Requirements;

⊠ Lowest price offer of technically qualified/responsive Bids per commodity type;
⊠ Full acceptance of the UNFPA General Terms and Conditions 

⊠ Lead Time that must be within the maximum allowable lead time. Where economically possible, preference will be given to bids advancing the delivery time.

	Type of Contract to be Signed
	⊠ Purchase Order

	Conditions for Release of Payment
	⊠ Written Acceptance of Goods of beneficiary based on full compliance with  ITB requirements

	Extention of Bid Submission Deadline)
	UNFPA may, under special and exceptional circumstances, extend the bid submission deadline and such changes shall be notified in UNGM before the expiration of the original period.


1. Bid Submission Form

Name of Bidder:









Contact Person:









Title:











Email Address:









Telephone Number:









Date of Bid:










Bid No:










Currency of Bid price:








Delivery time (days from receipt of order till dispatch):





(Note: maximum number of weeks is: 8 (eight) weeks)
Expiration of Validity of Bid (The bid shall be 

valid for a period of at least 90 days after the Closing date.):
_________



I hereby certify that this company, which I am duly authorized to sign for, accepts the General Terms and Conditions of UNFPA http://www.unfpa.org/resources/unfpa-general-conditions-contract  and we will abide by this bid/proposal until it expires. 
We undertake, if our bid/proposal is accepted, to commence and complete delivery of all items in the contract within the time frame stipulated.

We understand that you are not bound to accept any bid you may receive and that a bidding contract would result only after final negotiations are concluded on the basis of the technical and price bids proposed.
       Name and title




Date and Place
2. Bidders Identification Form

Bid No. UNFPA/LKA/21/001
1. Organization

	Company/Institution Name
	

	Address, City, Country
	

	Telephone/FAX
	

	Website
	

	Date of establishment
	

	Legal Representative: Name/Surname/Position
	

	Legal structure: natural person/Co.Ltd, NGO/institution/other (please specify)


	

	Organizational Type: Manufacturer, Wholesaler, Trader, Service provider, etc.
	

	Areas of expertise of the organization
	

	Current Licenses, if any, and permits (with dates, numbers and expiration dates)
	

	Years supplying to UN organizations 
	

	Years supplying to UNFPA
	

	Production Capacity
	

	Subsidiaries in the region (please indicate names of subsidiaries and addresses, if relevant to the bid)
	

	Commercial Representatives in the country: Name/Address/Phone (for international companies only)
	


2. 
Quality Assurance Certification

	International Quality Management System (QMS)
	

	List of other ISO certificates or equivalent certificates
	

	Presence and characteristics of in-house quality control laboratory (if relevant to bid)
	


3. Expertise of Staff

	Total number of staff
	

	Number of staff involved in similar supply contracts 
	


4. Client Reference List

Please provide minimum three (03) references of main client details.

	Name of company
	Contact person
	Telephone
	E-mail

	1. 
	
	
	

	2. 
	
	
	

	3.
	
	
	


5. Contact details of persons that UNFPA may contact for requests for clarification during bid evaluation

	Name/Surname
	

	Telephone Number (direct)
	

	Email address (direct)
	


P.S.: This person must be available during the next two weeks following receipt of bid
3. Product Item Overview Form

	Item No.
	Description and minimum /mandatory specifications


	Description of items offered and Bidder’s statements on deviations

(To be completed by the bidder)
	Compliant? (Y/N)

(To be completed by UNFPA during evaluation)

	1
	Alcohol-based Gel hand sanitizer (100 ml)
Product description:


The product shall be homogenous, free from visible impurities. 

The material shall not give an unpleasant odor. 

The concentration of the alcohol in the final formulation is ethanol 80%, v/v in an aqueous solution denatured according to Alcohol and Tobacco Tax and Trade Bureau regulations in 27 CFR part 20; or isopropyl alcohol (75%, v/v) in an aqueous solution. 

A combination of ethanol and IPA also could be used with a minimum of 75% alcohol content in the final formulation. 

pH of the formulation should be between 5 to 8. 

Depending on the claim on the product, relevant test data as per applicable standards (EN/ASTM etc) shall be provided.

Shelf life of Minimum 2 years (also depending on storage conditions)

Instructions for use:


Instructions for use in English and local languages. Contraindication warnings for example, the use of hand sanitizers/rubs is contraindicated in children <2 years of age. Caution and warning statements, First aid measures in case of ingestion, inhalation etc

Packaging and labelling: 


Primary packaging: The individual containers shall be made of plastic so that they can withstand normal handling and transportation. The containers may be equipped with a dosing device which delivers correct volume of the liquid or gel. Bottle is of 100ml content. 

Labelling: The complete list of ingredients shall be specified, Product name, the manufacturer's name and address, Manufacturing date, Batch number and expiry date, Quantity, Directions for use, Warnings, and Storage considerations. 

Secondary packaging: 10 individual containers. Closed with long lasting tape or glued flaps. Box size to be tightly adjusted to content. No loose packaging. Marking as specified in contract. Customized labeling is required on the secondary packaging, with UNFPA provided artwork, on 4 color PVC sticker. Size can be adjusted based on actual packing size. 
Regulation and Conformity Requirements:


Regulatory: Biocidal Products Regulation No 528/2012 / FDA 21 CFR / or equivalent 


Classification: 

Biocides as per EU
Over-the-counter (OTC) drugs regulated by FDA.

Safety and product standards; 

Safety: Dermatologically tested and approved 

Storage and transportation: relevant storage conditions, HAZARDOUS MATERIAL - TRANSPORT CERTIFICATE REQUIRED / UN number: UN 1993 or UN 1170, Material safety data sheet information (MSDS) to be shared by supplier 

Applicable standards: Effectiveness tested according to Antibacterial Tests EN1040 and EN1276 EU or equivalent; ASTM E2755, or EN 1500 or alternative equivalent set of standards

References:

FDA GUIDANCE DOCUMENT: Guidance for Industry: Temporary Policy for Preparation of Certain Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (COVID-19) MARCH 2020. Link here 

Guide to Local Production: WHO-recommended Handrub Formulations. 


	
	

	2
	Gel hand sanitizer (5 L) 
Product description:


The product shall be homogenous, free from visible impurities. 

The material shall not give an unpleasant odor. 

The concentration of the alcohol in the final formulation is ethanol 80%, v/v in an aqueous solution denatured according to Alcohol and Tobacco Tax and Trade Bureau regulations in 27 CFR part 20; or isopropyl alcohol (75%, v/v) in an aqueous solution. 

A combination of ethanol and IPA also could be used with a minimum of 75% alcohol content in the final formulation. 

pH of the formulation should be between 5 to 8. 

Depending on the claim on the product, relevant test data as per applicable standards (EN/ASTM etc) shall be provided.

Shelf life of Minimum 2 years (also depending on storage conditions)

Instructions for use:


Instructions for use in English and local languages. Contraindication warnings for example, the use of hand sanitizers/rubs is contraindicated in children <2 years of age. Caution and warning statements, First aid measures in case of ingestion, inhalation etc

Packaging and labelling: 


Primary packaging: The individual containers shall be made of plastic so that they can withstand normal handling and transportation. The containers may be equipped with a dosing device which delivers correct volume of the liquid or gel. Bottle is of 5L content. 

Labelling: The complete list of ingredients shall be specified, Product name, the manufacturer's name and address, Manufacturing date, Batch number and expiry date, Quantity, Directions for use, Warnings, and Storage considerations. 

Secondary packaging: 01 individual containers. Closed with long lasting tape or glued flaps. Box size to be tightly adjusted to content. No loose packaging. Marking as specified in contract. Customized labeling is required on the secondary packaging, with UNFPA provided artwork, on 4 color PVC sticker. Size can be adjusted based on actual packing size.

Regulation and Conformity Requirements:


Regulatory: Biocidal Products Regulation No 528/2012 / FDA 21 CFR / or equivalent 


Classification: 

Biocides as per EU
Over-the-counter (OTC) drugs regulated by FDA.

Safety and product standards; 

Safety: Dermatologically tested and approved 

Storage and transportation: relevant storage conditions, HAZARDOUS MATERIAL - TRANSPORT CERTIFICATE REQUIRED / UN number: UN 1993 or UN 1170, Material safety data sheet information (MSDS) to be shared by supplier 

Applicable standards: Effectiveness tested according to Antibacterial Tests EN1040 and EN1276 EU or equivalent; ASTM E2755, or EN 1500 or alternative equivalent set of standards

References:

FDA GUIDANCE DOCUMENT: Guidance for Industry: Temporary Policy for Preparation of Certain Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (COVID-19) MARCH 2020. Link here 

Guide to Local Production: WHO-recommended Handrub Formulations. 


	
	

	3
	Liquid hand sanitizer (5L)
Product description:


The product shall be homogenous, free from visible impurities. 

The material shall not give an unpleasant odor. 

The concentration of the alcohol in the final formulation is ethanol 80%, v/v in an aqueous solution denatured according to Alcohol and Tobacco Tax and Trade Bureau regulations in 27 CFR part 20; or isopropyl alcohol (75%, v/v) in an aqueous solution. 

A combination of ethanol and IPA also could be used with a minimum of 75% alcohol content in the final formulation. 

pH of the formulation should be between 5 to 8. 

Depending on the claim on the product, relevant test data as per applicable standards (EN/ASTM etc) shall be provided.

Shelf life of Minimum 2 years (also depending on storage conditions)

                                                              Instructions for use:


Instructions for use in English and local languages. Contraindication warnings for example, the use of hand sanitizers/rubs is contraindicated in children <2 years of age. Caution and warning statements, First aid measures in case of ingestion, inhalation etc.
                                                                       Packaging and labelling: 


Primary packaging: The individual containers shall be made of plastic so that they can withstand normal handling and transportation. The containers may be equipped with a dosing device which delivers correct volume of the liquid or gel. Bottle is of 5L content. 

Labelling: The complete list of ingredients shall be specified, Product name, the manufacturer's name and address, Manufacturing date, Batch number and expiry date, Quantity, Directions for use, Warnings, and Storage considerations. 

Secondary packaging: 01 individual containers. Closed with long lasting tape or glued flaps. Box size to be tightly adjusted to content. No loose packaging. Marking as specified in contract. Customized labeling is required on the secondary packaging, with UNFPA provided artwork, on 4 color PVC sticker. Size can be adjusted based on actual packing size.

Regulation and Conformity Requirements:


Regulatory: Biocidal Products Regulation No 528/2012 / FDA 21 CFR / or equivalent 


Classification: 

Biocides as per EU
Over-the-counter (OTC) drugs regulated by FDA.

                                                                    Safety and product standards; 

Safety: Dermatologically tested and approved 

Storage and transportation: relevant storage conditions, HAZARDOUS MATERIAL - TRANSPORT CERTIFICATE REQUIRED / UN number: UN 1993 or UN 1170, Material safety data sheet information (MSDS) to be shared by supplier 

Applicable standards: Effectiveness tested according to Antibacterial Tests EN1040 and EN1276 EU or equivalent; ASTM E2755, or EN 1500 or alternative equivalent set of standards

                                                                   References:

FDA GUIDANCE DOCUMENT: Guidance for Industry: Temporary Policy for Preparation of Certain Alcohol-Based Hand Sanitizer Products During the Public Health Emergency (COVID-19) MARCH 2020. Link here 

Guide to Local Production: WHO-recommended Handrub Formulations. 


	
	

	4
	Nitrile examination gloves, Long cuff, non-sterile (powder free) - Small Size 
Gloves, examination, nitrile, powder free, non-sterile 
Product description:
[image: image1.png]



Long-cuffed glove for clinical examinations and routine clinical laboratory work. Contains 5 fingers, palm and a sleeve.
Disposable, non-powdered and non-sterile nitrile gloves are used to protect both patient, staff and environment from cross-contamination after handling infectious substances.
Gloves should have long cuffs, reaching well above the wrist, ideally to mid-forearm.
Technical Specifications:
Fits either hand (ambidextrous shape).
Material: 100% Nitrile.
Powder free (non-powdered).
Waterproof.
Non-sterile.
Single-use, disposable.
Sizes available: S, M, L and XL. 

Size Medium dimensions:
Total length: minimum 280mm.
Width: 95 mm, +/- 10mm.
Thickness: fingers:approx.  0.12mm; palm: 0.8mm.
Conformity requirements (WHO):
• EU MDD Directive 93/42/EEC Class I or IIa, 
• EU PPE Regulation 2016/425 Category III, 
• EN 455, 
• EN 374, 
• ANSI/ISEA 105, 
• ASTM D6319, or equivalent set of standards
Intended use:
Strictly single use.
A non-powdered glove, allowing the use of hydroalcoholic solution as hand cleanser.
Wash hands before and after use of gloves.
To be worn only on dry hands.
Once removed, the gloves should be disposed of according to waste management rules. Never reuse.
Store below 30°C protected from sunlight, heat and humidity.


Packaging and labelling:
Unit presentation: Hundred (100) gloves per box (50 pairs).
Symbols used according ISO 15223.
CE Mark.
Manufacturer name and address.
Lot/batch information.
Must have words "non-powdered", or equivalent.
Must indicate compliance to PPE 2016/425 Category III.
Must indicate ‘non-sterile, single use’.
Must indicate ‘latex free’                                     
Customized labeling is required on the secondary packaging, with UNFPA provided artwork, on 4 color PVC sticker. Size can be adjusted based on actual packing size.                                                                                                           
	
	

	5
	Nitrile examination gloves, Long cuff, non-sterile (powder free) - Medium Size 

Gloves, examination, nitrile, powder free, non-sterile 
Product description:
[image: image2.png]



Long-cuffed glove for clinical examinations and routine clinical laboratory work. Contains 5 fingers, palm and a sleeve.
Disposable, non-powdered and non-sterile nitrile gloves are used to protect both patient, staff and environment from cross-contamination after handling infectious substances.
Gloves should have long cuffs, reaching well above the wrist, ideally to mid-forearm.
Technical Specifications:
Fits either hand (ambidextrous shape).
Material: 100% Nitrile.
Powder free (non-powdered).
Waterproof.
Non-sterile.
Single-use, disposable.
Sizes available: S, M, L and XL. 

Size Medium dimensions:
Total length: minimum 280mm.
Width: 95 mm, +/- 10mm.
Thickness: fingers:approx.  0.12mm; palm: 0.8mm.
Conformity requirements (WHO):
• EU MDD Directive 93/42/EEC Class I or IIa, 
• EU PPE Regulation 2016/425 Category III, 
• EN 455, 
• EN 374, 
• ANSI/ISEA 105, 
• ASTM D6319, or equivalent set of standards
Intended use:
Strictly single use.
A non-powdered glove, allowing the use of hydroalcoholic solution as hand cleanser.
Wash hands before and after use of gloves.
To be worn only on dry hands.
Once removed, the gloves should be disposed of according to waste management rules. Never reuse.
Store below 30°C protected from sunlight, heat and humidity.
                                                                                                                                               Packaging and labelling:
Unit presentation: Hundred (100) gloves per box (50 pairs).
Symbols used according ISO 15223.
CE Mark.
Manufacturer name and address.
Lot/batch information.
Must have words "non-powdered", or equivalent.
Must indicate compliance to PPE 2016/425 Category III.
Must indicate ‘non-sterile, single use’.
Must indicate ‘latex free’                                    
Customized labeling is required on the secondary packaging, with UNFPA provided artwork, on 4 color PVC sticker. Size can be adjusted based on actual packing size.                                                                                                    
	
	

	6
	Nitrile surgical gloves, Long cuff, sterile (powder free) - Small Size (6 or 6.5)
Gloves, surgical, long cuff, nitrile, powder free, sterile

Product description:
[image: image3.png]



Glove for clinical and surgical procedures. Contains 5 fingers, palm and a long sleeve.
Disposable, non-powdered and sterile nitrile long cuff gloves are used to protect both patient, staff and environment from infectious substances. Gloves should have long cuffs, reaching well above the wrist, ideally to mid-forearm.   

Technical Specifications:
Fits either hand (ambidextrous shape).
Material: 100% Nitrile.
Powder free (non-powdered).
Long sleeve (long cuff).
Waterproof.
Sterile.
Single-use, disposable.
Sizes ranging from 5.0 to 9.0 (or S, M, L, XL)

Size 7.0 dimensions:
Total length: minimum 280mm.
Width: 89 mm, +/- 5mm.
Thickness: fingers: approx.  0.12mm; palm: 0.8mm.
Size Medium dimensions:
Total length: minimum 280mm.
Width: 95 mm, +/- 10mm.
Thickness: fingers: approx.  0.12mm; palm: 0.8mm. 

Conformity requirements (WHO):
• EU MDD Directive 93/42/EEC Class IIa, 
• EU PPE Regulation 2016/425 Category III, 
• EN 455,  
• ANSI/ISEA 105, 
• ASTM D6319, or equivalent set of standards
Intended use:
Strictly single use.
A non-powdered glove, allowing the use of hydroalcoholic solution as hand cleanser.
Wash hands before and after use of gloves.
To be worn only on dry hands.
Once removed, the gloves should be disposed of according to waste management rules. Never reuse.
Store below 30°C protected from sunlight, heat and humidity.

Packaging and labelling:
Unit presentation: One (1) pair in peel-open pack. 
Symbols used according ISO 15223.
CE Mark.
Manufacturer name and address.
Lot/batch and Expiry information.
Must have words "non-powdered", or equivalent.
Must indicate compliance to PPE 2016/425 Category III.
Must indicate ‘sterile, single use’.
Must indicate ‘latex free’.
Customized labeling is required on the secondary packaging, with UNFPA provided artwork, on 4 color PVC sticker. Size can be adjusted based on actual packing size.
	
	

	7
	Nitrile surgical gloves, Long cuff, sterile (powder free) - Medium Size (7 or 7.5)
Gloves, surgical, long cuff, nitrile, powder free, sterile 


Product description:
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Glove for clinical and surgical procedures. Contains 5 fingers, palm and a long sleeve.
Disposable, non-powdered and sterile nitrile long cuff gloves are used to protect both patient, staff and environment from infectious substances. Gloves should have long cuffs, reaching well above the wrist, ideally to mid-forearm.                      
Technical Specifications:
Fits either hand (ambidextrous shape).
Material: 100% Nitrile.
Powder free (non-powdered).
Long sleeve (long cuff).
Waterproof.
Sterile.
Single-use, disposable.
Sizes ranging from 5.0 to 9.0 (or S, M, L, XL)

Size 7.0 dimensions:
Total length: minimum 280mm.
Width: 89 mm, +/- 5mm.
Thickness: fingers:approx.  0.12mm; palm: 0.8mm.
Size Medium dimensions:
Total length: minimum 280mm.
Width: 95 mm, +/- 10mm.
Thickness: fingers:approx.  0.12mm; palm: 0.8mm.
Conformity requirements (WHO):
• EU MDD Directive 93/42/EEC Class IIa, 
• EU PPE Regulation 2016/425 Category III, 
• EN 455,  
• ANSI/ISEA 105, 
• ASTM D6319, or equivalent set of standards
Intended use:
Strictly single use.
A non-powdered glove, allowing the use of hydroalcoholic solution as hand cleanser.
Wash hands before and after use of gloves.
To be worn only on dry hands.
Once removed, the gloves should be disposed of according to waste management rules. Never reuse.
Store below 30°C protected from sunlight, heat and humidity.
                                                                                                                                                            Packaging and labelling:
Unit presentation: One (1) pair in peel-open pack. 
Symbols used according ISO 15223.
CE Mark.
Manufacturer name and address.
Lot/batch and Expiry information.
Must have words "non-powdered", or equivalent.
Must indicate compliance to PPE 2016/425 Category III.
Must indicate ‘sterile, single use’.
Must indicate ‘latex free’.
Customized labeling is required on the secondary packaging, with UNFPA provided artwork, on 4 color PVC sticker. Size can be adjusted based on actual packing size.
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	Surgical Respirator FFP2/N95, mask, disposable
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Surgical respirator, high-filtration, FFP2/N95, mask, no valve, non-sterile, disposable
General Description:
Respirator mask protecting against airborne pathogens. For medical use. Anti-penetration high filtration mask. Filtering device covering nose, mouth and chin, used to protect the wearer against airborne or droplets transmitted infectious agents. 
Filtering half mask: the face piece consists entirely or substantially of filter material or comprises a face piece in which the main filter(s) form an inseparable part of the device.

Technical specifications:
Material: non-woven filter layer.
Polypropylene, polyester, polyethylene, aluminum.
Meets the requirements of FFP2 or N95 (FFP2 or N95 must be written on the respirator itself).
Filtration level: > 95 % for particles from 0.1 to 0.3 micron.
Total inward leakage (TIL): <10% (N95) or <8% (FFP2).
Penetration of the filtering material < 6% (NaCl and paraffine at 95 l/min with particles of 0.6 µm).
Air permeability: > 2 mm H2O
Meets the requirements of type IIR:
Bacterial filtration efficiency (BFE) > or = 98%.
Differential pressure (breathability) < 49 Pa.
Splash resistance pressure > or = 120 mm hg (tested in accordance with ASTM F1862 standard).
Shape of the mask: duckbill (folded horizontal width-wise), or cup-shaped.
Good breathability with design that does not collapse against the mouth. 
Without valve.
Respirator mask fits all face shapes, without inspiration/expiration air-leakage.
Upper edge has integrated easy malleable nose bridge strip reducing fogging of protective eye-wear.
Size nose bridge strip: 4 x 90 mm (w x l) (+/-10%).
Two pre-attached, strong elastic straps, fitting (i) around top of the head, (ii) around base of the head.
Color: white.
Non-sterile.
Single use, disposable.
Each mask bares clear identification of
(i) protection provided FFP2/N95,
(ii) which side to wear up (nose),
(iii) manufacturer's name, and
(iv) model reference
Conformity requirements (WHO):
• Minimum "N95" respirator according to FDA Class II, under 21 CFR 878.4040, and CDC U.S. NIOSH, or 
• Minimum "FFP2" according to EN 149, EU PPE Regulation 2016/425 Category III, or equivalent
• EN 14683:2014 "Surgical masks - requirements and test methods"
Respirator with words “For occupational use” shall NOT be approved as this type is for construction and other industrial type jobs.
CDC List of approved suppliers:
https://www.cdc.gov/niosh/npptl/topics/respirators/disp_part/N95list1sect3.html
Intended use:
Respirator mask protecting against airborne pathogens. 
For medical use.
Respirator offers a valuable security ONLY if:
a) the size and the model are adapted to the wearer's face;
b) the respirator is worn and used correctly by the wearer;
c) a seal check is performed by the wearer before each exposure.
First time users should CHECK THE MASK PERFORMANCE with a Fit Test Kit.
Everytime a respirator is put on, PERFORM A SEAL CHECK.
Check that the shelf life has not exceeded 5 years.
If there is no marking for expiry date, check the elasticity of the straps before putting on.
All damaged, wet or dirty respirators should be immediately discarded and replaced.
Store in a dry and well-ventilated place.
                                                                                                                                                Packaging and labelling:
Packaging: One (1) unit in a protective packaging.
Manufacturer name and address.
ISO 15223 
CE mark (+EC REP), FDA and equivalent.
Lot/batch, MFD and expiry date.
Word ‘non-sterile, single use, disposable.’
Comes with instructions for use.
Customized labeling is required on the secondary packaging, with UNFPA provided artwork, on 4 color PVC sticker. Size can be adjusted based on actual packing size.
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	Surgical Mask (with loops), type IIR P50, for healthcare workers, disposable
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Surgical Mask, type IIR, for healthcare workers, non-sterile, disposable
General description:
Mask, surgical, type IIR, tie strap or ear loops, disposable.
Medical mask covering the nose, mouth and chin, designed to limit transmission of infectious agents exhaled by the nose and mouth of the wearer, and additionally to protect the wearer against liquid splashes.
Technical specifications:
. Splash resistant, type IIR or higher (EN 14683) surgical mask.
. Bacterial filtering efficiency (BFE): equal to or greater than 98%.
. Differential pressure (breathability)/Breathing resistance: equal to or less than 49 Pa/cm2.
. Splash resistance pressure: greater than 120 mmHg.
. Fabric, non-woven with outer layer impervious liquid splash resistant material, e.g. polyethylene.
. Comprised of 3 or 4 non-woven folded layers, shape completely covering nose, mouth and chin.
. Clearly identifiable inner and outer surfaces.
. Malleable nose strip, made of aluminum, allowing a snug fit.
. With attached 2 x 2 tie-straps, allowing correct fixation and securing at the back of the head, or ear loops.
. Size (indicative): 15-19 cm x 9-11 cm (l x w). Unfolded 175 x 175 mm.
. Latex-free, glass fibre-free
. Non-sterile
. Single use, disposable
Conformity requirements (WHO):
• EU MDD directive 93/42/EEC Class I, or equivalent,
• EN 14683 Type IIR (Type II or higher is acceptable).
• ASTM F2100 minimum level 1 or equivalent. 
• ASTM F1862 splash resistance.
Intended use:
Worn by the medical staff, healthcare workers or support staff of the clinic. The surgical mask prevents the contamination spread to the people surrounding and the environment (air, surface, products…) around the wearer, and protects the wearer against liquid splashes. 
Safety instructions:
Caution! A surgical mask does not protect the wearer against airborne infectious agents (coronavirus, TB, viral haemorrhagic fever, measles, varicella, SARS, avian influenza, etc.). In such cases, it is advisable to wear a surgical respirator, a protective mask rated at minimum FFP2 (complies with European standards) or N95 (complies with American standards).
Not for reuse after removing from the face.
The mask is to be replaced at least every 3 hours.
Appropriate hand hygiene is to be applied before fitting and after removing the mask.
                                                                                                                                                Packaging and labelling:
Packaging: Multiple units (50) per box.
Manufacturer name and/or trademark, and address.
Manufacturer's product reference.
ISO 15223 
CE mark (+EC REP), FDA and equivalent.
Lot/batch, MFD and expiry date.
Word ‘non-sterile, single use, disposable.’
Comes with instructions for use.
Type IIR (EN 14683) is indicated.
Information for particular storage conditions (temperature, pressure, light, humidity, etc.), as appropriate.
Information for handling, if applicable (or equivalent harmonized symbol).
Customized labeling is required on the secondary packaging, with UNFPA provided artwork, on 4 color PVC sticker. Size can be adjusted based on actual packing size.
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	Apron, surgical, heavy duty, reusable

Product description:
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Apron, surgical, heavy duty, reusable
A garment designed to be worn by surgical staff for protection from soiling or spills on the ventral (front) aspect of the body during surgical procedures. This is a reusable garment that must be cleaned, decontaminated and disinfected after each use.

Material: 
100% nitrile rubber is preferred.
Acceptance can be considered for 100% polyester with PVC coating, or 100% PVC, or other fluid resistant coated material for medical use.
Good resistance to common cleaning products (chlorine, bleach, washing powder, soaps).
Good resistance to tearing and perforation.
Water-proof and resistant to fats, acids, stains and heat.
Straight apron with bib.
Back fastening and neckband should be strong and not detachable.
Minimum basis weight: 300g/m2.

Thickness: 
0.15 to 0.30mm
Colour: 
white.

Size: 
One-size-fit-all (120-150 x 70-90 cm)

Washing: 
Withstands boiling and sterilization methods, and resists to 0.5% chlorine.
Non-sterile, reusable.

Conformity requirements (WHO):
• EN ISO 13688
• EN 14126-B and partial body protection (EN 13034 or EN 14605)
• EN 343 for water and breathability or equivalent

Classification according to PPE regulation (EU) 2016/425: category I (Directive 89/686/EEC is repealed by the new regulation (EU) 2016/425).
Packaging and labelling:
Packaging: 
One (1) unit in a protective packaging.
Manufacturer name and address.
ISO 15223
CE mark (+EC REP), FDA and equivalent.
Lot/batch, MFD and expiry date.
Word ‘non-sterile.’
Comes with instructions for use, cleaning, decontamination from viral agents.
Customized labeling is required on the secondary packaging, with UNFPA provided artwork, on 4 color PVC sticker. Size can be adjusted based on actual packing size.
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	Head cover, waterproof, disposable, non-sterile

General Description:
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A non-sterile head covering designed as a cap to completely cover the hair and is intended to be worn by surgical staff during an operation to protect both the patient and themselves from the transfer of microorganisms, body fluids, and particulate material. It is an elasticated cap made of non-woven materials.
Technical specifications:
Non-woven (polypropylene, viscose, etc.)
Non-permeable to liquid. Waterproof.
For medical use.
Weight: 10 to 30 g/m2 (e.g. cap of 6 g = 28 g/m2).
Elastic opening permitting complete coverage of all hairstyles (Ø ± 50 cm).
Latex-free.
One-size-fits-all.
Non sterile, single use.
Intended use:
It is mandatory for all operating theatre staff to wear a surgical cap.
Non-woven surgical caps are intended for situations where sterilization is problematic.
Dispose after use.

Conformity requirements:
• EU PPE Regulation 2016/425,
• EU MDD Directive 93/42/EEC
• EN 343 for water and breathability or equivalent
Packaging: One (1) unit in a protective packaging.
Alternatively multiple units per box (20 to 50).
Manufacturer name and address.
ISO 15223. 
CE mark (+EC REP), FDA and equivalent.
Lot/batch, MFD and expiry date.
Word ‘non-sterile, single use, disposable
Customized labeling is required on the secondary packaging, with UNFPA provided artwork, on 4 color PVC sticker. Size can be adjusted based on actual packing size.
	
	


4. Fast Track Procurement Questionnaire 
for COVID-19 - PPEs
SUPPLIER MUST COMPLETE THIS QUESTIONNAIRE

PART I.  Manufacturer information

Bidder (if not manufacturer):



 Click here to enter text.
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.



Link to online catalog:
 
 Click here to enter text.
PART II.  Product information

Product Identification (Trade name, Type, Model, Package size, Intended use, etc.):
 Click here to enter text.
Product Code, Reference number(s) per each size:  Click here to enter text.
Product details (materials, dimensions, size, volume, features, etc. For electrical devices specify voltage, frequency and plug supplied.): (E.g. If a stainless steel product, identify AISI type or composition. If a plastic product, identify type or composition.)
 Click here to enter text.
PART III.  Regulatory Status
	3.1.a
Is the product CE certified?
Notified Body name and NB number: 
Click here to enter text.
	□
Yes
	Start Date: Click here to enter text.
Expiry Date: Click here to enter text.

	
	□
No

	3.1.b
Has the product EC Design Examination certificate?

               Notified Body name and number:
               Click here to enter text.
	□
Yes, EN ISO no.: Click here to enter text.
              Product code in certificate:

              Click here to enter text.

	
	□
No

	3.1.c
Has the product a CE mark on the product or package label?


	□
Yes

	
	□
No

	3.2       Is the product FDA approved?

            510k clearance #: Click here to enter text.
            PMA clearance #: Click here to enter text.
	□
Yes
	Start Date: Click here to enter text.
Expiry Date: Click here to enter text.

	
	□
No

	3.2.b      Is the product CDC or NIOSH approved?
	□
Yes
	NIOSH TC no.: Click here to enter text.

	
	□
No

	3.3        Is the product approved by National Regulatory Agency or Department?

Name of agency and type of approval: Click here to enter text.
	□
Yes
	Start Date: Click here to enter text.
Expiry Date: Click here to enter text.

	
	□
No

	3.4        Provide details of any other current regulatory approvals for this product.

Name of jurisdiction and type of approval: Click here to enter text.
	□
Yes
	Start Date: Click here to enter text.
Expiry Date: Click here to enter text.

	
	□
No


3.5         Manufacturer QMS ISO 13485 

Yes ☐ 
   No ☐
                                         QMS ISO 9001 

Yes ☐ 
   No ☐
a. Certification body and number: Click here to enter text.
b. Expiration date: Click here to enter text.
3.6  FOR STERILE PRODUCTS - If the manufacturing process is subcontracted:

	Name and address of the subcontractor
	QMS certification of the subcontractor - Identify Regulatory body and/or number and expiry date

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


3.7  FOR PERSONAL PROTECTIVE EQUIPMENT
	For Surgical Masks:

       a. What is the type according to EN 14683?  Click here to enter text.
       b. What are tested BFE, Splash (mmHg) and Breathing resistance values?        

           Click here to enter text.
	

	For Surgical Respirators (N95/FFP2 or above):

        a. Write below what is imprinted onto the respirator cup:

         Click here to enter text.
        b.  What are tested BFE, PFE and inward leakage-%?

         Click here to enter text.
        c. Has the respirator been tested and approved for surgical use?
	Yes ☐       

No ☐

	Is the language in the packaging and label in ENGLISH?
	Yes ☐       

No ☐

	If no, identify language: Click here to enter text.
	


                                                                                                                                                                  PART IV.  Checklist of required documentation
	Product class 
(EC MEDDEV)
(EU PPE) - 2016/425        
Personal protective equipment Category III
	Minimum documentation required
Documents to be submitted must be true and valid copies. All documents submitted must be in English or be accompanied with certified translation.

	class I
(non-measuring, non-sterile and/or
non-reusable surgical instrument, rsi)

PPE in this group:
a. Examination gloves, non-sterile
b. Non-sterile isolation gown
c. Non-sterile apron
d. Shoe cover
e. Head cover
f. Face shield

	☐  Copy of ISO 13485* (or ISO 9001*) QMS certificate.
☐  A signed and dated Declaration of Conformity (DoC) according to ISO 17050 stating compliance to the relevant ISO standards and directives (submitted by the manufacturer – Note: (EU PPE) 2016/425 Personal protective equipment Category III ) and/or (EU MEDDEV 93/42/EEC or MDR 2017/745) and DoC has reference to the offered product. 
☐ Photo of the product and packaging (at various angles if necessary, preferably in a format where the dimensions and features can be visually verified from the photos).

	class I measuring
class I sterile
class I rsi
class IIa

PPE examples:
a. Sterile surgical gloves
b. Surgical mask Type IIR
c.  Surgical respirators
d. Sterile surgical gown
e. Goggles
f. Coverall
	☐  Copy of EC certificate (referencing the name/number of the notifying body), and/or 510k FDA clearance, and/or approval letter or certificate from a National Regulatory Body.
☐  A signed and dated DoC according to ISO 17050 stating compliance to critical ISO standards (e.g. for sterilization, ISO 13485 QMS) and directives – Note: (EU PPE) 2016/425 Personal protective equipment Category III) and/or (EU MEDDEV 93/42/EEC or MDR 2017/745), and DoC has reference to the offered product. Note: If a sterilization activity is subcontracted to a third party, ISO 13485 QMS compliance is also required from the subcontracting company.
Note: NIOSH approved respirator N95 or higher shall be also FDA cleared.
☐  Photo of the product and packaging (at various angles if necessary, preferably in a format where the dimensions and features can be visually verified from the photos).

	class IIb 
class III
	☐  Copy of EC certificate (referencing the name/number of the notifying body) with an additional copy EC Design Examination certificate, and/or 510k/PMA FDA clearance, and/or approval letter or certificate from a National Regulatory Body.
☐  A signed and dated DoC according to ISO 17050 stating compliance to critical ISO standards (e.g. ISO 13485 QMS) and directives – Note: (EU PPE) 2016/425 Personal protective equipment Category III) and/or (EU MEDDEV 93/42/EEC or MDR 2017/745), and DoC has reference to the offered product. Proof of compliance to ISO standards in a form of copies of certificates shall be submitted if available.
☐  Photo of the product and packaging (at various angles if necessary, preferably in a format where the dimensions and features can be visually verified from the photos).


*) UNFPA accepts the versions of currently active standards, which are recognized by the International Organization for Standardization at the time of document submission.

5. Price Schedule Form

Name of Bidder:









Date of Bid:










Bid No:










Currency of Bid price:








Delivery time (Weeks from receipt of order till dispatch):





(Note: maximum number of weeks is: 8 (eight) weeks)
Expiration of Validity of Bid/Proposal (The bid shall be 

valid for a period of at least 90 days after the Closing date.):




	Item No.
	Item description
	Quantity 
	Unit of measure
	FCA Unit price (seller’s premises) *
	Weight and volume
	Delivery schedule**
	Total price per item, DAP No. 385, Ven. Baddegama Wimalawansa Thero Mawatha, Colombo - 10

	01
	
	
	
	
	
	
	

	02
	
	
	
	
	
	
	

	03
	
	
	
	
	
	
	

	04
	
	
	
	
	
	
	

	05
	
	
	
	
	
	
	

	06
	
	
	
	
	
	
	

	07
	
	
	
	
	
	
	

	08
	
	
	
	
	
	
	

	09
	
	
	
	
	
	
	

	10
	
	
	
	
	
	
	

	11
	
	
	
	
	
	
	

	Transportation costs, DAP No. 385, Ven. Baddegama Wimalawansa Thero Mawatha, Colombo - 10
	
	


*Please specify if any discounts are offered for the required quantity

**If stock is available, partial shipments are allowed. For details and conditions please see the Data Sheet.
Special Note: In the event that the goods have already been imported by the supplier and import duties have already been paid, UNFPA will provide relevant duty/tax free certificates to the supplier, in order for the supplier to get reimbursed the value of the import duties and for UNFPA to only pay the tax free price.

PROVIDED THAT A PURCHASE ORDER IS ISSUED BY UNFPA WITHIN THE REQUIRED BID VALIDITY PERIOD, THE UNDERSIGNED HEREBY COMMITS, SUBJECT TO THE TERMS OF SUCH PURCHASE ORDER, TO FURNISH ANY OR ALL ITEMS AT THE PRICES OFFERED AND TO DELIVER SAME TO THE DESIGNATED POINT(S) WITHIN THE DELIVERY TIME STATED ABOVE.









                            Name and title




Date and Place
Vendor’s Comments:





Vendor’s Comments:











� Reference: www.timeanddate.com/worldclock
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