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KMA MA Form No. 3 

 

	Kosovo Medicines Agency

Agjencioni i Kosovës për Produkte Medicinale

Rrethi i Spitalit (QKU) 10000, Prishtinë, Kosovë
Tel: +381 (38) 512 066; Fax:+381 (38) 512 243 

www.akpm-rks.org
	Date Received:
	Protocol No:

	
	Application processing start date :



	
	MA No:

	APPLICATION FOR RENEWAL OF 
A MARKETING AUTHORISATION OF A MEDICINAL PRODUCT
	MA issue date:
	MA exp. date:


Declaration and signature


Product (invented) name: 


Strength(s):


Pharmaceutical form:


Active substance(s):


Applicant: 

Person authorised for

communication on

behalf of the applicant*:

It is hereby confirmed that all existing data which are relevant to the quality, safety and efficacy of the 

medicinal product have been supplied in the dossier as appropriate and samples of the finished product, 

active substance(s) and excipient(s) sufficient for analysis**. 

It is hereby confirmed that the marketing authorisation fees have been paid to the Kosovo Medicines 

Agency***.

On behalf of the applicant




_____________________________________




Signature




________________________




Name




_____ ________________________




Function




__________________




Place


Date (yyyy-mm-dd)

***Attach proof of payment as Annex 1.5 (
1. Type of Product and Type of Application  

	1.1 Type of medicinal product 3

	(i)   Chemical active substance(s)      FORMCHECKBOX 
               (iv) Herbal                        FORMCHECKBOX 
      (viii) Orphan / Exceptional    FORMCHECKBOX 

(ii)  Biological active substance(s)     FORMCHECKBOX 
                 (v) Homeopathic              FORMCHECKBOX 
       (ix)Vitamins and minerals____________  FORMCHECKBOX 

(iii) Radiopharmaceutical                   FORMCHECKBOX 
                 (vi) Advanced therapy     FORMCHECKBOX 

                                                                                                                                                                    (Mark relevant box(es) with X)



	1.2 Type of application 

	(i). Complete and independent (Stand alone)  FORMCHECKBOX 
 
· New active substance (
· Known active substance (
(ii).  New fixed combination  FORMCHECKBOX 

(iii). Simplified procedure pursuant to:

(a) Well Established Medicinal Use (bibliographical)  FORMCHECKBOX 

(b) Essential Similarity (Informed consent)  FORMCHECKBOX 

(c) Essential Similarity (Generic)  FORMCHECKBOX 



	(d) Essential Similarity (Generic different)  FORMCHECKBOX 

(e) Vitamins / mineral substances  FORMCHECKBOX 

 (i) Unilateral EU - Member State / EU-Accessing State recognition procedure   FORMCHECKBOX 

(iv). Line extension   FORMCHECKBOX 

· Reference strength and form ________________________________

(v). Herbal (traditional) medicinal product    FORMCHECKBOX 

(vi). Homeopathic medicinal product     FORMCHECKBOX 

(vii) Simplified  procedure  pursuant  to  Article 11 of the AI  Nr.17/2013    FORMCHECKBOX 

(g)   

         (viii) EU- Centralized  / EMA- CPP  FORMCHECKBOX 




2. Application particulars

	2.1 Trade (invented) name of the medicinal product

	


	2.2 Name of the active substance4

	


	2.3 Proposed therapeutic indications5    

                                                                                                                                               

	                 

                                                                                                                                    ATC  Code: 

                                                                                                                                 (for main indication)                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                              


	2.4 Pharmaceutical form and strength6

	


	2.5 Route(s) of administration7

	


	2.6 Packaging and package size(s)8  (attach list of Mock-ups or Samples/specimens as Annex 1.9 ()

	(i) Immediate packaging:


	(ii) Outer packaging:


	(iii) Package size(s): 


	(iv) Shelf life (as specified in the SPC proposal):


	(v) Shelf life (after first opening container):


	(vi) Shelf life (after reconstitution or dilution):



	(vii) Storage conditions:

(as specified in the SPC proposal)


	(viii) Storage conditions after first opening:

(as specified in the SPC proposal) 




	2.7 Summary of Product Characteristics (SPC) proposal8 (attach as Annex 1.6/1.7 ()

	Albanian  FORMCHECKBOX 
         Serbian   FORMCHECKBOX 
                  English   FORMCHECKBOX 
           Other languages (optional)   FORMCHECKBOX 
 (Specify):


	2.8 Package Leaflet  proposal 9 (attach as Annex 1.8 ()

	Albanian  FORMCHECKBOX 
         Serbian   FORMCHECKBOX 
               Other   FORMCHECKBOX 
 (Specify):


	2.9 Mock-ups  (immediate and outer packaging) and specimens 10 (attach as Annex 1.9 ()

	Albanian  FORMCHECKBOX 
         Serbian   FORMCHECKBOX 
               Other   FORMCHECKBOX 
 (Specify):


	2.10 Description of the medicinal product11

	


	2.9 Proposed dispensing classification (legal status) (Tick appropriate box(es) with X)

	Subject to medicinal prescription  FORMCHECKBOX 
                             Not subject to medicinal prescription    FORMCHECKBOX 


	If subject to medicinal prescription:

   (i) prescription which may be automatically renewed         FORMCHECKBOX 
    (iv) product on restricted prescription                          FORMCHECKBOX 
                                 

   (ii) prescription which may not be automatically renewed  FORMCHECKBOX 
    (v) product for use only in in-patient health facilities  FORMCHECKBOX 
  

   (iii) product on special prescription                                      FORMCHECKBOX 


	Promotion of products not subject to medicinal prescription:

Promotion to health care professionals only    FORMCHECKBOX 
             Promotion to the general public and health care professionals   FORMCHECKBOX 
  


	2.10 Qualitative and quantitative composition 

	(i) Qualitative and quantitative composition in terms of the active substance(s) and the excipient(s)4:

	Dosage type (e.g. capsule):tablets 

	Name
	Quantity
	Unit 
	Reference/Monograph standard

	Active substance (s)
	
	
	

	
	
	
	

	
	
	
	

	Excipient (s)
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Etc. 
	
	
	

	Details of any overages should not be included in the formulation columns but stated below:

· active substance(s): _______________________

· excipient(s):            _______________________




	2.12 Marketing authorisation holder / contact persons / company

	(i) Applicant :
Company name: 
Address:
Country:
Tel: 
Fax: 
E-mail:



	(ii) Authorised person in Kosovo12:
Name: 

Company name:  

Address: 

Tel: 
Fax: 
E-mail: 


	(iii) Qualified person for Pharmacovigilance13:
Name: 
Company name:  

Address:
 Tel: 

Fax:
E-mail: 
· Attach CV of qualified person for pharmacovigilance if different form the first MA

	2.13 Manufacturer(s)

	(i) Authorised manufacturer(s) (or importer) responsible for batch release (as shown in the package leaflet and where applicable in the labeling):

Company name:
 Address:

Country

Tel: 
Fax: 

E-mail:

For Blood Products and Vaccines:

Details of the state laboratory or laboratory designated for that purpose (OMCL) where the official batch release takes place: 

Name:

Address:

Country:

Tel:

Fax:

E-mail:

	(ii) Manufacturer(s) of the medicinal product and site(s) of manufacture  14:
Company name:
 Address:

Country:

Tel:  
Fax: 
E-mail:

 

	(iii) Manufacturer of the active substance(s)15:
Substance:
Company name:
Address: 

Country: 
Tel:
Fax:

E-mail: 



	(iv) Contract companies used for bioavailability / bioequivalence or used for the validation of blood product manufacturing processes

Manufacturer name:

Address:

Tel:

Fax:

E-mail:

Duty performed according to contract: 

Location of performance of analytical tests and clinical data collection:




	3. Marketing authorisations of the same medicinal product in other countries16 (i.e. from applicants/MAHs belonging to the same mother company or group of companies OR which are ‘licensees’) Provide information in accordance with the following scheme and attach as 5.21 in the list of Annexed documents(

	(i) Renewal in country of origin
Country:

Date of authorisation (yyyy-mm-dd):

Invented name:

Authorisation number:

· Attach copy of renewal of a marketing authorisation in Annex 5.22 (
(ii) Pending 

Country:

Date of submission (yyyy-mm-dd):

(iii) Refused

Country: 

Date of refusal (yyyy-mm-dd):

Reason for refusal:

(iv) Withdrawn (by applicant before authorisation)

Country:

Date of withdrawal (yyyy-mm-dd):

Reason for withdrawal:

(v) Withdrawn (by applicant after authorisation)

Country:

Date of withdrawal (yyyy-mm-dd):

Invented name:

Authorisation number:

Reason for withdrawal:

(vi) Suspended/revoked (by competent authority)

Country:

Date of suspension/revocation (yyyy-mm-dd):

Invented name:

Reason for suspension/revocation:




	4. Other information

	(i) EAN code17:

	(iii) Intellectual property protection to be applied for in Kosovo18:

· Product composition     FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes      (if applicable, attach declaration of originality as Annex 5.24()

· Trade name                   FORMCHECKBOX 
 No     FORMCHECKBOX 
 Yes      (if applicable, attach declaration of originality as Annex 5.24 ()




	DOCUMENTS APPENDED TO THIS APPLICATION

	Module 1:

	

	formcheckbox 
 1.0 

	Cover Letter

	formcheckbox 
 1.1 
	Comprehensive table of content

	formcheckbox 
 1.2 
	Renewal Application Form with the following annexes:

	formcheckbox 
 1.2.1
	Copy of MA Certificate of a product that shall apply for renewal procedure

	formcheckbox 
 1.4
	Declaration of the Variation  of the medicinal product ,if they have,and atach a copy of notification including „extension“ and last renewal

	formcheckbox 
 1.5
	Evidence of fee payment,

	formcheckbox 
 1.6
	SPC proposal (in Albanian, Serbian languages) - hard copy and CD. 


	formcheckbox 
 1.7
	SPC in English  language last update- hard copy and CD.

	formcheckbox 
  1.8
	Package leaflet / PIL / Package insert proposal (in Albanian, Serbian languages) - hard copy and CD.

	formcheckbox 
 1.9
	Mock-ups (immediate and outer packaging) or samples/specimens attached to the application (in Albanian, Serbian). 

A ‘mock up’ is a copy of the flat artwork design in full colour, providing a replica of both the outer and immediate packaging, providing a two dimensional presentation of the packaging / labelling of the medicinal product. It is generally referred to as a ‘paper copy’ and ‘computer generated version’. 

A ‘specimen’ should be interpreted as referring to a sample of the actual printed inner and outer packaging and package insert.   

	formcheckbox 
  1.10
	Statement from competent authority that conducted last GMP inspection or declaration from qualified person for batch release

	formcheckbox 
 1.11
	PSUR (Periodic Safety Update Report and Summary Bridging Report if applicable)


	Module 2


	

	formcheckbox 
 2.3
	Quality Overall Summary (Quality Expert Bridging Report)


    
Instructions for the applicant

The application form may be completed by typewriter or computer. If there is insufficient space to complete any part of the application form, please use additional pages, which then will become an integral part of the application. In the appropriate part, specify that there is an additional appendix. References to already submitted documentation are not permitted. The application should be completed in compliance with valid KMA guidelines or other documents that are referred to. All guidelines can be found on the KMA web site (www.akpm-rks.org) or are obtainable directly from the KMA premises.

1. Any legal or physical entity, authorised by the applicant to communicate with KMA is considered as the authorised person. This person submits to KMA the officially verified authorisation by the applicant. Each applicant without a permanent residence or a registered office in Kosovo has a duty to authorise an authorised person with an address in Kosovo to submit the application and to communicate with KMA. The following documents should be provided: 

* a letter of authorisation to communicate on behalf of the applicant (MAH) and original of agency agreement or a legally attested copy of the agency agreement between the applicant/MAH and the authorised person (attach as Annex 5.1 to the application); 

* proof of the legal establishment of the authorised person in Kosovo, e.g. certificate of registration of a legal entity with the relevant competent authority in Kosovo (attach to the application as Annex 5.2).

2. Renewal for Marketing Authorisation fee payment is the half  price of  the MA fee. Regulation. Payment method: this should be paid to KMA Account: Agjensioni i Kosoves per Produkte Medicinale (AKPM) 1000430070006144 BPK Prishtina. BPK Foreign Correspondent Banks: Account No. 55044937, Raiffeisen Zentralbank Oesterreich AG, Am Stadpark 9, 1030 Wien, (Swift code RZBAATWW) and Account No. 581287000, Commerzbank AG, Filiale Frankfurt am Main, Kaiserstrasse 30, 60311 Frankfurt am Main, (Swift code COBADEFF). The fee shall be paid before submission of the application. Evidence of fee payment: a copy of the bank transfer statement should be provided as a part of the application documentation. The marketing authorisation procedure can only proceed when the fee is paid.

3. A product can fall into more than one category simultaneously. Biological active substance(s) includes medicinal products derived from blood and plasma and immunological products. Advanced therapy medicinal products means any medicinal product based on processes focused on various gene transfer-produced bio-molecules, and biologically advanced therapeutic modified cells and tissues as active substances or part of active substances. Orphan applies to medicinal products defined by the EMEA as possessing orphan status and exceptional applies to medicinal products for which a MA may be granted under exceptional circumstances. 

4. Only one name should be given in the following order of priority: INN*, Ph.Eur., National Pharmacopoeia, common name, scientific name.

* the active substance should be declared by its recommended INN, accompanied by its salt or hydrate form if relevant (for further details consult  WHO Cumulative List No. 10 of International Nonproprietary Names (INN) for pharmaceutical substances).
5. Specify a broad therapeutic indication group (e.g. antihypertensives, diuretics) and indicate the ATC code for the main therapeutic indication. If the ATC code is not assigned, propose it and state that it is a proposal. The ATC code will be assigned during the marketing authorisation procedure according to the latest WHO ATC classification code valid for the authorisation period. This item is for information purposes only and does not affect the outcome of the authorisation decision-making process.

6. An application for authorisation of one dosage form and one strength of the medicinal product should be made on each application form except for homeopathics, where more dilution degrees can be included in an application. If the active substance is present as a salt, hydrate etc, it must be clearly and unambiguously stated whether the strength refers to the molecular substance or the active entity of the molecule. Use the list of standard Ph.Eur. terms. 

7. In the case of parenteral products specify all proposed routes of administration, e.g. intravenous, intra-arterial, intramuscular, subcutaneous and as specified in the SPC proposal.
8. Summary of Product Characteristics (SPC).  The SPC should be submitted in Albanian/Serbian languages and follow the structure set out in English language in KMA guideline KMAG2.1.V1 10/05 on CTD Module 1 – Administrative information or KMA guideline KMAG2.2.V1 10/05 on Part I – Summary of the dossier. 

9. Package leaflet.  The package leaflet proposal shall be provided in Albanian, Serbian languages and in conformance with KMA guideline KMAG2.1.V1 10/05 on CTD Module 1 – Administrative information or KMA guideline KMAG2.2.V1 10/05 on Part I – Summary of the dossier.

10. This table should be completed in such a way, that it is clear which immediate and outer packaging belong to a single package size, and should be unambiguous how many product presentations are included in this application. Include administration devices where applicable. A list of mock-ups* or samples/specimens** sent with the application should be attached. 

* A ‘mock up’ is a copy of the flat artwork design in full colour, providing a replica of both the outer and immediate packaging, providing a two dimensional presentation of the packaging / labelling of the medicinal product. It is generally referred to as a ‘paper copy’ or ‘computer generated version’. 

** A ‘specimen’ should be interpreted as referring to a sample of the actual printed inner and outer packaging and package insert.   

11. Provide a detailed description of the dosage form appearance (colour, shape, dimensions, imprint, markings, consistency, flavour etc.).
12. The responsible person is the person making the application on behalf of the applicant and is the same person as described in Note 1 above.

13. The qualified person responsible for pharmacovigilance should hold a university degree in pharmacy or human medicine.
14. All manufacturing steps and the site of manufacture must be indicated. It is a legal requirement for the applicant to notify the Kosovo Medicines Agency of any alteration to the manufacturing sites and processes to that stated in this application. 

15. Only the final manufacturer of the active substance(s) should be mentioned. The quality control certificate of the active ingredient(s) must be submitted. This should be a notified copy of the original.

16. The same product means the same qualitative and quantitative composition in active substance(s) and having the same pharmaceutical form.

17. Specify the EAN bar code, if available. This item is for information purposes only and does not affect the marketing authorisation decision- making process.

18. If the medicinal product is currently protected by intellectual property rights conventions in terms of either its trade name or composition and the applicant wishes to apply these rights in the territory of Kosovo this has to be clearly stated. The existing rights should be clearly stated in Annex 5.21 to this application at the discretion of the applicant. The Annex should state the nature of the patent(s), under which jurisdiction(s) and when the patent(s) were issued, expiry dates of patent(s) and registration and expiry of registered trade names. For medicinal products authorised in Kosovo that have the granted status of ‘innovative medicinal products’, a period of data exclusivity shall apply in accordance with applicable EU procedures. 











































All documentation:                                                  submitted / not submitted 





All pages and volumes  present and marked:       yes / no





Documentation:                                                       accepted / not accepted 





Documentation not accepted for reasons :            











Signature of KMA officer:





Date:                                                                                                                                                                (KMA to fill out)
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