DECLARATION OF EQUIVALENCE 


UNDP would like to purchase the following product from (name of the manufacturer) that does not have the registration number on the selling packaging (export product). 

Therefore we would like to ask (name of the manufacturer) to fill in the following declaration of equivalence with the appropriate information.

Product name (API, strength, pharmaceutical formulation):___________________________

Product holds an authorisation from a WLA for the relevant product stream and all the relevant regulatory functions[footnoteRef:2] or, authorized for marketing by an SRA listed in the tWLA[footnoteRef:3]  OR is part of the list of WHO prequalified Medicines/Finished Pharmaceutical Products (WHO PQ)[footnoteRef:4] [2:  https://www.who.int/initiatives/who-listed-authority-reg-authorities]  [3:  https://www.who.int/publications/m/item/list-of-transitional-wlas]  [4:  WHO prequalified Medicines/Finished Pharmaceutical Products: see WHO PQ website, Prequalified lists, Medicines/Finished Pharmaceutical Products (https://extranet.who.int/prequal/medicines/prequalified/finished-pharmaceutical-products)] 

Marketing authorisation number/WHO PQ Reference number: __________________
Marketing authorisation country: __________________________	

manufacturer/DISTRIBUTOR[footnoteRef:5] UNDERTAKING [5:  Definition of distributor: the entity who is the legal representative of the marketing authorization holder or the manufacturer itself] 


1.1 The manufacturer shall ensure that the Product supplied to UNDP shall be identical in all aspects (other than those differences listed in paragraph 1.2 below) to the above-mentioned registered product including, without limitation:

(a) formulation;
(b) manufacturing site, block/workshop, line of the Finished Pharmaceutical Product;
(c) manufacturing method;
(d) manufacturing site of active ingredient and excipient starting materials;
(e) the active ingredient and excipient starting materials used;
(f) primary packaging specifications; 
(g) labelling information;
(h) Patient Information Leaflet information;
(i) Summary of Product Characteristics information; and
(j) specifications of the finished product and active ingredient.
(k) measurement/dose delivery device and/or medical devices included or joined to the packaging and part of the reference product’ MA (if applicable).

1.2 The only differences are (please insert differences in table following the example):

	Difference[footnoteRef:6]  [6:  Explanation of differences:
Minor differences which may be listed here include: (i) different labelling (change of language, additional languages); (ii) No SPC or PIL provided; (iii) different secondary packaging size and type.] 

	Registered/WHO PQ Product
	Product supplied to UNDP

	Example: Labelling
	Spanish language
	English language

	
	
	

	
	
	

	
	
	





1.3 The terms of this Undertaking shall apply to each supply of the Product by the Supplier to UNDP. 

1.4 Please send the additional information for the Product supplied to UNDP: 
1. Copy of the Artwork for packaging 
2. Commercial pack language(s): ..............................................................................
3. Shelf life: ..............................
4. Commercial pack size offered:........................................................................................
5. PIL included in the box:   YES o   NO o
6. PIL language(s): ..........................................
7. Copy of the PIL


Signed in ____________________________ (place of signature)

Date: ____________________________
Signature:____________________________			

Name of signatory:______________________										
Position: Quality Assurance Manager or other (qualified person acting as responsible for the company):______________________	
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