
e-form

Application for a Certificate of a
Pharmaceutical Product

Postcode:

1.3. Name and dosage form of
the product:

1.4. Applicant details:

Phone no:

To be completed only by Medicines
Authority staff - Application Number:

To be completed only by Medicines
Authority staff – Certificate Number:
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Name:

SECTION 1

Company Name:

1.1. Date of application:

Address:

1.2. Enter the Marketing Authorisation number and date of issue if applicable:



1.5. Importing country for which the
certificate is required:

1.6. Name of the product in the importing country (if different from 1.3.):

Up to two copies of the certificate will be supplied at no additional cost to the fee for the selected
service. Further copies are available at a cost of 11.65 € per additional copy. Please enter in the
box(es) below the number of copies of the certificate required. If no entry is made in either box one
copy will be supplied.
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1.7. 	Number of copies of the certificate required:

Number of certificates required (up to
two at no additional cost):

Number of additional copies at 11.65 €
per copy:

Proof of payment should be attached to the application form using the add files button at the
bottom of the page.



Please list excipients.
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e. For commercial reasons this product is not marketed in Malta.

d. The product has been reformulated to meet a different maximum dosage limit for an
active ingredient.

f. The product is licensed but awaiting launch.

SECTION 2

2.1. Please list active ingredient(s) and amount(s) per unit dose:

Amount per unit dose:Active ingredient:

Excipient: Amount per unit dose:

Please write in the following box the number of supplementary pages attached
(if any):

TICK THIS BOX IF YOU WANT EXCIPIENTS TO BE EXPRESSED QUALITATIVELY ONLY

2.2. Is this product actually on the market in Malta? (Please select from the
following box)

 If (b) is selected go to 2.3. If (a) is selected go to Section 3.

2.3. Indicate the reason the product is not on the market in the Malta by ticking the appropriate box:

a. The product has been developed exclusively for the treatment of conditions- particularly
tropical diseases- not endemic in Malta.

c. The product has been reformulated to exclude excipients not approved for use in
pharmaceutical products in the country of import.

b. The product has been reformulated with a view to improving its stability under tropical
conditions.



Assembler / Packager

h. Any other reason.

g. The product Marketing Authorisation is under assessment by the Medicines Authority.
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If required, please use the section below to provide further names and addresses:

Manufacturer

Name:

Address:

2.4. Status of the applicant (Please tick the appropriate box):

a. Manufactures the dosage form.

b. Packages and/or labels a dosage form manufactured by an independent company.

c. Is involved in none of the above.

2.5. For categories a, b, and c in question 2.4, the name and address of the manufacturing site where
the dosage form is produced are:

Name:

Address:

Assembler / Packager

Name:

Address:

Manufacturer



3.2. Status of the Marketing Authorisation holder (Please tick the appropriate box):

3.1. Name and address of the Marketing Authorisation holder:

Name:

Address:

Postcode:

SECTION 3

a. Manufactures the dosage form.

b. Packages and/or labels a dosage form manufactured by an independent company.

c. Is involved in none of the above.

3.3. For categories a, b, and c in question 3.2. the name and address of the manufacturing site where
the dosage form is produced are:

Name:

Address:

Manufacturer

Name:

Address:

Assembler / Packager

Manufacturer

Name:

Address:

Assembler / Packager
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Postcode:

3.4. If there is no approved Summary of Product Characteristics (SPC) for this product is any
verifiable supplementary information appended? (Please tick the appropriate box)

3.5. Company name to appear on the certificate (the exporter) if different to the Marketing
Authorisation Holder:

Name:

If required, please use the section below to provide further names and addresses:

Manufacturer.

Name:

Address:

Assembler / Packager.

Manufacturer.

Name:

Address:

Assembler / Packager.

Address:

IN014/06 Appendix 1 Version 01 page 6 of 8



c. Manufacture is taking place in a country other than Malta and inspections are not carried
out by any regulatory authority.

Does the Medicines Authority arrange for periodic inspection of the manufacturing plant in which
the dosage form is produced? (Please tick the appropriate box)

b. Manufacture is taking place in a country other than Malta and inspection is conducted
under the aegis of the country of manufacture.

a. Yes the Medicines Authority arranges periodic inspections of the  manufacturing plant in
which the dosage form is produced.

SECTION 4

If the answer to question 4.1 is (a) proceed to question 4.2.
If the answer to question 4.1 is (b) or (c) proceed to Section 5.

4.2.	Has the manufacture of this type of dosage form been inspected?  (Please select the appropriate
box)

4.3. Do the facilities and operations conform to GMP as recommended by the World Health
Organisation? (Please select the appropriate box)
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SECTION 5

5.1. If the answer to question 4.1 is (b) or (c) has any information been supplied to satisfy the
Medicines Authority on all aspects of the manufacture of the product?  (Please select the
appropriate box)

Please use this page to list further excipients and further active ingredient(s) if required.

 If required, please list excipients, active ingredient(s) and amount(s) per unit dose.

Amount per unit dose:Excipient:

Active Ingredient: Amount per unit dose:

IN014/06 Appendix 1 Version 01 page 8 of 8


	move15: 
	move26: 
	move37: 
	12506020321123174100: Off
	988fce13130103104: 
	0a8b3ecd129148117116: 
	22325262728331721812: 
	988fce13130103254122: 
	5b8e6427475135108123: Off
	8e642747576136109124: Off
	8e642747577137110125: Off
	8e642747577137173134: Off
	5b8e6427475135175136: Off
	8e642747576136176137: Off
	0a8b3ecd12991128144: 
	988fce1313092129145: 
	e1377199208285293148: 
	414fb5fc25155: 
	35acff2326156: 
	b9158159160309152157: []
	1f76c5b9158: []
	1f76c5b9158159: []
	35acff2322232816716: 
	35acff232227166: 
	35acff2322232429168: 
	35acff2322232530169: 
	5acff232223252631170: 
	0a9b1e4837176: 
	31ea964b46184: 
	add85f8f838495186: Off
	0a8b3ecd76198: 
	988fce1377199: 
	70299891011125060203: Off
	add85f8f838495186206: Off
	0a8b3ecd76198207: 
	988fce1377199208: 
	5acff232223333817721: 
	99891011125060203211: Off
	09d421b66566707425: Off
	09d421b6656670717526: If box (h) is ticked, explanatory text (not exceeding 180 characters including spaces) for inclusion on the certificate may be entered here.
	add85f8f838495186275: Off
	0a8b3ecd76198276: 
	988fce1377199277: 
	09d421b665667028: Off
	99891011125060203280: Off
	85f8f838495186206283: Off
	0a8b3ecd76198207284: 
	988fce1377199208285: 
	91011125060203211288: Off
	8b3ecd76198207284291: 
	559a05b0: []
	8fce1377199208285293: 
	b7c75837469410149314: 
	59738750459910351315: 
	597387504556317: 
	b7c758374657318: 
	35acff233641: 
	35acff23363742: 
	1f76c5b9: []
	09d421b665692745: Off
	d421b665666768722946: Off
	21b66566676869733047: Off
	b7c75837469410149: 
	59738750459910351: 
	597387504556: 
	b7c758374657: 
	23222325262732171176: 
	fa0ff78662: Off
	19fc2bde63: 
	a3492df767: Off
	09d421b668: Off
	09d421b665666771: Off
	0a8b3ecd76: 
	988fce1377: 
	add85f8f83849518680: Off
	0a8b3ecd7619881: 
	988fce137719982: 
	d4c5b8e642747586: Off
	d4c5b8e64274757687: Off
	d4c5b8e64274757788: Off
	29989101112506020392: Off
	b3ecd761982072155595: 
	fce13771992082166996: 
	f8384951862062307399: Off


