	
	
	
	

	
	
	
	

	





	Valstybinė vaistų  kontrolės tarnyba
Prie LIETUVOS RESPUBLIKOS
sveikatos apsaugos ministerijos

state medicines control agency
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	Institucijos pavadinimas
Kontaktinis el. paštas
	Data
	
	

	



	RE : PARALLEL  IMPORT  OF  MEDICINAL  PRODUCT – IMPORT  FROM EKSPORTUOJANTI VALSTYBĖ TO  LITHUANIA

	



Dear Sir/Madam,

State Medicines Control Agency under the Ministry of Health of the Republic of Lithuania received an application for parallel import from your country to Lithuania of the following medicinal product:

	Product name:
	Marketing Authorisation number
	Marketing Authorisation Holder

	VP pavadinimas, stiprumas, farmacinė forma	Registracijos numeris	Registruotojo pavadinimas


We kindly ask you to send us the following information regarding this medicinal product. The information we need is:

1. Does the product have a valid Marketing Authorisation in your country?
2. The Marketing Authorisation number in your country (if there are different numbers for each pack size please state all).
3. The name and address of the holder of the Marketing Authorisation.
4. The name and address of any previous Marketing Authorisation holder’s of this product.
5. The name and address of the Manufacturer responsible for batch release. 
6. [bookmark: _GoBack]The name and address of any previous manufacturers responsible for batch release in the EEA of this product.
7. Shelf life and storage conditions (including shelf life/storage conditions after first opening or reconstitution).
8. Complete qualitative and quantitative composition of the product (including excipients).
9. The pharmaceutical form (including the description of appearance) and route(s) of administration.
10. Packaging type (blister, bottle, etc.) and package size(s).
11. How is the product approved – as a full application or essential similar (generic)?
            If it is generic, please send us following information:
· Medicinal product used for bioequivalence study, it‘s Marketing Authorisation number, Marketing Authorisation Holder and Manufacturer, responsible for batch release (their names and addresses)
12. If the medicinal product is biological/blood medicinal product,  please send us following information:
· The name and address of the Manufacturer of biologically active substance
· The documents which prove it is secured against hepatitis C/HIV.



Please send your answer by fax (+370-5-263 92 65) or by e-mail as soon as possible.

Thank you in advance for your kind co-operation.



Director							   		Gytis Andrulionis




































Vardas Pavardė, e-mail : el.paštas@vvkt.lt

	
	
	

	Budget institution, Žirmūnų str. 139A, LT-09120 Vilnius,
Tel.:+370 5 263 9264, Fax: +370 5 263 9265, e-mail: vvkt@vvkt.lt
Data have been accumulated and stored in the Register of Legal Entities, code 191351864





image1.wmf
 


oleObject1.bin



