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Certificate for Pharmaceutical Starting Materials1
This certificate conforms to the format recommended by the World Health Organization

(general instructions and explanatory notes attached).
Exporting (certifying) country: 
POLAND

Importing (requesting) country: 

1. Name of Pharmaceutical Starting Material:2
___________________________________________________________​​​______
2. Indicate complete reference and compliance with pharmacopoeial monograph(s), where applicable and/or attached specifications:

___________________________________________________________​​​______
3. Is the Pharmaceutical Starting Material subject to this certificate used in pharmaceutical products registered for marketing in the exporting country? 
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(key in as appropriate)

4. If yes, which types of product?3
___________________________________________________________​​​______
5. Indicate marketing authorization, licence, Drug Master File or other reference as applicable: 
___________________________________________________________​​​______
6. Applicant for certificate (name and address):
___________________________________________________________​​​______
7. Activities and site(s):

7.1 Activities of applicant: specify whether the manufacturer responsible for placing the Pharmaceutical Starting Material on the market:
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(a) manufactures the Pharmaceutical Starting Material;

(b) repackages and/or relabels the Pharmaceutical Starting Material manufactured by an independent company, or;

(c) is involved in none of the above (e.g. distributes, trades);

(d) manufactures the Pharmaceutical Starting Material and further manufacturing sites may be involved.4
7.2 If answers b, c or d apply, provide name and address of the manufacturing site(s):

___________________________________________________________​​​______
8. Does the manufacturer comply with WHO GMP?5
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(for “no” and “not applicable”: please explain and specify):

___________________________________________________________​​​______

9. Date of last inspection, if applicable: _____________________________

I herewith confirm that the data above are valid. Any changes that could affect the validity of this certificate shall be notified by the applicant. Under normal circumstances the certificate is valid for 2 years.

10. Information regarding the regulatory certifying authority

Name and address of certifying competent authority:

Chief Pharmaceutical Inspectorate, 12 Senatorska Street, 00-082 Warsaw, Poland

E-mail:                 gif@gif.gov.pl 

Telephone no.:   +4822 831 21 31 

Fax no.:              +4822 831 02 44
Name and function of responsible person:

Łukasz Pietrzak, Chief Pharmaceutical Inspector 
Signature of responsible person:

11. Stamp and date:
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Attachments:7
List of documents attached:
General instructions

Please refer to the guidelines for full instructions on how to complete this form and for information on the implementation of the Scheme. Only originals or certified copies will be accepted. The forms are suitable for generation by computer. They should always be submitted as hard copy, with responses printed in type rather than handwritten.

Additional sheets should be appended, as necessary, to accommodate remarks and explanations. Certifying authorities shall indicate the total number of pages included

in the certificate and shall number them, e.g. page x of y, and initial every page.  
Explanatory notes

(1) This certificate, which is in the format recommended by WHO, establishes the status of the Pharmaceutical Starting Material and of the applicant for the certificate in the exporting country. It is for a single Pharmaceutical Starting Material only. 

(2) Whenever available, use International Nonproprietary Names (INNs); alternatively, national nonproprietary names and/or grades, trademarks and other identifiers, such as official codes, CAS numbers etc. may be used. 

(3) List the dosage forms and categories. Example given below.

	Pharmaceutical Product(s)aa 
	Category(ies)

	Dosage form(s):
	

	Tablets 
	Cytotoxic

	
	Hormone

	
	Penicillin

	Injectables
	Cefalosporin


(4) Specify whether the manufacturer responsible for placing the Pharmaceutical Starting Material on the market: (a) manufactures the Pharmaceutical Starting Material;

(b) repackages and/or relabels the Pharmaceutical Starting Material manufactured by an independent company, or;

(c) is involved in none of the above (e.g. distributes, trades);

(d) manufactures the pharmaceutical starting material and further manufacturing sites may be involved. If the manufacturer is not the original manufacturer, the site should

be given.

(5) The requirements for good practices in the manufacture and quality control of drugs referred to in the certificate are those included in Quality assurance of pharmaceuticals: a compendium of guidelines and related materials. Good manufacturing practices and inspection, Volume 2, Updated edition. Geneva, World Health Organization, 2004.

(6) “Not applicable” means that no legal requirements may be in place or implemented for GMP inspection of the Pharmaceutical Starting Materials for which the certificate is issued.

(7) Including specifications referred to under point 5.
aPharmaceutical products: Any medicine intended for human use or veterinary product administered to food-producing animals, presented in its finished dosage for or as a starting material for use in such a dosage form, that is subject to control by pharmaceutical legislation in both the exporting state and the importing state.
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