
Guidance Notes for completion of Application Form for WHO Export Certification of a Licensed Pharmaceutical Product from the MHRA

	Section of the Application form
	Notes on Completion

	1.1
Date of Application
	Self explanatory

	1.2
Applicants Own Reference Number
	As required to identify the certificate on return

	1.3
If this Product is Licensed in the UK enter the Product Licence/Marketing Authorisation Number
	Self explanatory. If the product is unlicensed use the application form for unlicensed products.

	1.4
Name and Dosage Form of the Product
	As appears on the UK Product Licence/Marketing Authorisation (PL/MA). Please note that each certificate may cover only one dosage form/strength. For example if you have a product with 3 different strengths you will need 3 separate certificates.

	1.5
Applicant Details
	Name, address and phone number of the applicant for the certificate. This is the address to which the certificate will be returned and will not necessarily be the same as the name of the exporter appearing on the certificate (see 3.1, 3.7). If the applicant is different from the PL/MA holder, the permission of the PL/MA holder should be provided by the PL/MA holder in the form of an annual letter to the MHRA (Exports Dept.) similar to the example in Attachment 1.

	1.6
Invoice Details
	This is the address to which the invoice will be sent. If the name and address are the same as those of the applicant, this section can be left blank. An email for invoicing purposes must be provided.

	1.7
Importing Country for which the Certificate is required
	Self explanatory.

	1.8
Name of the Product in the Importing Country if different to 1.4.
	Only to be filled in if the product has a different name for export. In this case, both names will appear on the certificate.

	1.9
Language Required.
	Self explanatory – note that the attached Summary Of Product Characteristics (SPC) and any information provided in the free text fields on the application form will always appear in English on the actual certificate.

	1.10
Service Required
	Self explanatory.

	2.1
Please list active ingredient(s)/excipients and amount(s) per dosage unit.
	List active ingredient(s) in the format and order that they appear on the PL. The full quantitative formulation must be provided. 

Enter full quantitative details of the excipients including coating materials in the box provided below. If you are not the PL/MA holder the full quantitative formulation can only be given with the permission of the Product Licence/Marketing Authorisation Holder, this could be given in the letter referred to in 1.5.

Tick box if you require the excipients to be shown qualitatively only on the certificate.

Self explanatory – enter the number of additional sheet(s) attached if required to show extra active ingredients or excipients.

	2.2
Is this product actually on the Market in the UK?
	The MHRA will check this information by referring to MIMMS, BNF, Chemist and Druggist or Chemist and Druggist General. For newly licensed products not yet appearing in any of these publications, then a copy of the application for them to appear in the next edition of one of these publications will be acceptable.

If the product is one that is not appropriate to these publications please contact Exports Dept. at MRHA for advice on (020) 3080 2593.

	2.3
Indicate the reason the product is not on the market in the UK.
	If the product is not sold in the UK please provide an explanation. 

Use the tick box options provided and tick one per application.

If you use the free text box provided it is essential that no more than 180 characters are used including spaces. This information will always be in English on the certificate.

	3.1
Name and address of the PL/MA Holder
	Self explanatory – ensure this information conforms in every detail with the Product Licence/Marketing Authorisation.

	3.2
Status of the PL/MA Holder
	Self explanatory. In order to tick (a) the manufacture must be taking place at the address stated at 3.1. Note that under UK Law the product licence holder is legally responsible for the quality and release of the product. IF (a) IS TICKED THEN PROCEED TO QUESTION 3.4 (this will not be shown on the certificate) AND THEN ON TO 3.6. Answer 3.3, 3.4, and 3.5 if you tick (b), (c) or (d).

	3.3
Do you want the details of the manufacturing licence holder and the manufacturing site to be included on the certificate?
	It is not compulsory to include details on the certificate. However, the heading for the manufacturing site will appear on the certificate, so it will be apparent to the recipient that the name of the manufacturer is not provided. Whilst it is not compulsory to include details on your certificate it is compulsory for you to complete 3.4 in regard to place of manufacture of the dosage form. The details of the manufacturing licence holder will only appear if both 3.4 and 3.5 are completed and the box is ticked.

If both boxes are left blank it will be assumed that you do not wish to have the details included on the certificate. 

	3.4
Name and address of the manufacturer producing the dosage form.
	This should be the name and address, as shown on the PL/MA, of the actual site of manufacture of the final dosage form. If more than one manufacturer is registered in the UK it is not necessary to include all names/addresses, just the one(s) supplying the product to the importing country. This information can only be provided with the consent of the PL/MA holder. This consent could be included in the letter referred to in 1.5.

It is also possible to add details of the assembler/ packager or batch –release sites if required. Details should be added to the additional boxes at 3.4 of the form and a tick placed in the box to the left hand side. These details will be shown on the certificate as an attachment. It is only possible to include details of the assembler/packager if details of the actual site of manufacture are included at section 3.4. Please see Appendix 2. 

Section 3.4 should be completed in all cases so that a check can be made against MHRA databases.

You are not obliged to give assembler/packager details.

	3.5
U.K. Manufacturing Licence (ML) Holder
	It is only possible to include details of the ML holder if details of the actual site of manufacture are included. Please ensure that you provide the ML number.

Only enter UNITED KINGDOM ML holders .

	3.6
If there is no approved Summary of Product Characteristics (SPC) for this product, is any verifiable supplementary information appended?
	If your new Marketing Authorisation was issued after 1st November 1995 or your Product Licence was renewed and issued after 1st November 1995, there should be an approved SPC on Sentinel
If there is an approved SPC, the MHRA will automatically attach it to the certificate.  This section should then be left blank.



	3.7
Name and address to appear on the certificate, if different to the PL/MA holder.
	This section should only be filled in if the company exporting the product is different from the PL/MA holder. The authority of the PL/MA holder is required in a letter as in 1.5.

	4.1
Does the MHRA arrange for periodic inspection of the manufacturing plant in which dosage form is produced?
	(a) will be true for any licensed product manufactured in the UK or a non European Union country (EU) or a non member country of PIC/S.

(b) will be true for any licensed product manufactured in the EU, MRA or a PIC/S country (see attachment 2 for a list of PIC/S and MRA countries).

	4.2
Has the manufacture of this type of dosage form been inspected?
	Self explanatory – for licensed products the answer should always be ‘yes’ but companies should check.

	4.3
Do the facilities and operations conform to GMP as recommended by WHO?
	Self explanatory – for licensed products the answer should always be ‘yes’ provided the site is still listed on the PL/MA and the manufacturer’s licence where appropriate (and is not subject to suspension).

	5.1
If the answer to question 5.1 is (b) or (c) has any information been supplied to satisfy the MHRA on all aspects of the manufacture of the product?
	For licensed products the answer will always be ‘Yes’, and no further information will need to be supplied with the form (the assumption being that such information was supplied with the MAA for the product).

If you ticked (c) at 5.1 then there are no clear guidelines – contact Exports Dept. at MHRA for advice on (020) 3080 2593.

	6.1
Do you require a copy of the ‘Letter to Recipient Health Authority’?
	This is a letter provided by the MHRA explaining the introduction of the WHO scheme, and that any information outside the scheme will no longer be provided or certified by the MHRA. 

	Additional Page 1
	This should be completed where any additional active ingredients or excipients are required in addition to 2.1.


Attachment 1

Attention Exports Department

We hereby authorise (applicant’s name and address) to apply for export certificates for our products listed below:

Product 1 PL xxxxx/xxxx

Product 2 PL xxxxx/xxxx

Product 3 PL xxxxx/xxxx

This authority will last until (date).

Attachment 2

PIC/S Countries and MRA Countries

Argentina

Australia

Austria

Belgium

Canada
Cyprus
Czech Republic

Denmark

Estonia

Finland

France

Germany

Greece

Hungary

Iceland

Ireland

Italy

Latvia

Liechtenstein 

Lithuania

Malaysia

Malta

Netherlands

New Zealand

Norway

Poland

Portugal

Romania

Singapore

Slovak Republic

South Africa

Spain

Sweden

Switzerland

UK
APPENDIX 1

WHO EXPORTS CERTIFICATE

CERTIFICATE OF PHARMACEUTICAL PRODUCT
Supplied Information on Manufacturer of the Dosage Form and

Packager/Assembler

If neither the manufacturer nor the ML holder information is supplied:

(a) the statement about the name and address of the manufacturer of the dosage form will be printed on the certificate without an entry against it.

(b) the statement about the ML holder name and address will not be printed on the certificate

If the manufacturer’s name and address is supplied but the ML holder information is not:

(a) the statement about the name and address of the manufacturer of the dosage form will be completed and printed on the certificate.

(b) the statement about the ML holder name and address will not be printed on the certificate.

If the manufacturer’s name and address is not supplied but the ML holder information is:

(a) the statement about the name and address of the manufacture of the dosage form will be printed on the certificate without an entry against it.

(b) the statement about the ML holder name and address will not be printed on the certificate.

If both the manufacturer’s name and address and the ML holder information is supplied:

(a) the statement about the name and address of the manufacture of the dosage form will be completed and printed on the certificate.

(b) the statement about the ML holder name and address will be completed and printed on the certificate.

APPENDIX 2

WHO EXPORTS CERTIFICATE

CERTIFICATE OF PHARMACEUTICAL PRODUCT
Supplied Information on Manufacturer of the Dosage Form and

Packager/Assembler

If neither the manufacturer nor the packager/assembler information is supplied:

(a) the statement about the name and address of the manufacturer of the dosage form will be printed on the certificate without an entry against it.

(b) the statement about the packager/assembler name and address will not be printed on the certificate

If the manufacturer’s name and address is supplied but the packager/assembler information is not:

(a) the statement about the name and address of the manufacturer of the dosage form will be completed and printed on the certificate.

(b) the statement about the packager/assembler name and address will not be printed on the certificate.

If the manufacturer’s name and address is not supplied but the packager/assembler information is:

(a) the statement about the name and address of the manufacture of the dosage form will be printed on the certificate without an entry against it.

(b) the statement about the packager/assembler name and address will not be printed on the certificate.

If both the manufacturer’s name and address and the packager/assembler information is supplied:

(a) the statement about the name and address of the manufacture of the dosage form will be completed and printed on the certificate.

(b) the statement about the packager/assembler name and address will be completed and printed on the certificate.
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