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Republika e Kosovës
Republika Kosova-Republic of Kosovo

Qeveria –Vlada-Government

Ministria e Bujqësisë, Pylltarisë dhe Zhvillimit Rural

Ministarstvo Poljoprivrede, Sumarstva i Ruralnog Razvoja

Ministry Of Agriculture, Forestry and Rural Development

Pursuant to Article 93 point (4) of the Constitution of the Republic of Kosovo, Article 1.3, point (d) of UNMIK Regulation No.2001/19 of September 17th 2001 on Executive Department of Provisional Institutions of Self-Government in Kosovo and Article 15, paragraph 15.7 of the Law on Medicinal products and devices No.2003/26,od July,7th 2004, Minister of the Ministry of Agriculture,Forestry and Rural Development,
Issues the following:

ADMINISTRATIVE INSTRUCTION NO. 30/2008      

For Veterinary pharmacovigilance  

Article 1

Scope 

1. The scope of this administrative instruction is to establish legal base in a manner that the competent authority, be able to monitor Veterinary Pharmacovigilance of the safety of veterinary medicinal products, including vaccines, used in prophilaxy, diagnosis or treatment of animal disease, after passing the procedures of the marketing authorization  to guarantee: 

1.1. Safety use of medicinal product at animals;
 
1.2. Safety of the foodstuffs of animal origin;
 
1.3. Safety to humans who are in contact with medicinal product; 

 
1.4. Safety to Environment.

Article 2

Definitions 

To understand this administrative instruction ,terms used have the following meaning:

“Pharmacovigilance”-  shall mean a sciense related to actions taken about detecting, assesment, understanding and prevention of the side effects, or any other matter regardint to medicine;
“Side effect” - shall mean unwanted and unpredictible effects of the veterinary medicinal product, which appear, when it is used in an approved doses and indications for profilaxy, diagnostification and treatment purposes, or recovery, correction or modification of physiological function;

“Side effect at humans”- shall mean unexpected harmful effect,which is present at humans as a reason of the exposure of the veterinary medicinal product;
“Serious side effect” -shall mean a side effect which results by the death of human, threatens the life, requires hospitalization of the patient, or extension of the existing hospitalization, results with disability, continous loose of the force – energy, or it is a congenital abnormality;

“Unexpected side effect”- shall mean a side effect, nature, seriousness or end of which is not in compliance with content of product charachteristics; 
“Periodic Safety Up-to-Date Report” – shall mean a report deliverd to the comptent authority by the Marketing Authorization Holder;
“PSUR” -  Periodic Safety Up-to-date Report;
“The competent authority”- shall mean, Kosovo Veterinary and Food Agency of the Republic of Kosovo.

Article 3

Obligations of the competent authority 

1. During the implementation of this administrative instruction, the competent authority has the following obligations:

1.1. to provide human resources withinb existing organizational structure, whoi will deal with Pharmacovigilance system;
1.2. to establish sustainable system of reporting; 

1.3. during the assesment of the ocurrences –side effects of the veterinary medicinal products, and in all cases which take to the administrative decision making, regarding to aspects of Pharmacovigilance of marketing authorization, shall be consulted with relevant committee, or relevant international comittes;
1.4. to establish and encourage presentation of the reports by private veterinary practices, farmers about the suspicious occurrences – side reactions of the veterinary medicinal products;  

1.5. to control relevant information’s -data, presented in literature or information’s presented by the producer, or taken by international data bases and it has established a cooperation with competent authorities or other competent institutions with objective to achieve the best conclusion for safety and effective use of the veterinary medicinal product;
1.6. to cooperate with other authorities in the field of Pharmacovigilance in regard to human medicines.

Article 4

Reporting system In the field of  pharmacovigilance 
1. In the Veterinary pharmacovigilance ,reporting does not include only suspicious side reactions - effects, during the use of the veterinary medicinalproduct in animals, in normal conditions, but includes the supervision aspects of post authorization. 

2. Reporting system includes any available information regarding to: 

2.1. side effects in humans regarding to the use of the veterinary medicinal product; 

2.2. lack of the efficacy of the veterinary medicinal product; 

2.3. use of the product in condition not presented in the marketing authorization -off –label use;
2.4. use of the medicinal product intented for humans in animals. 
3. The competent authority shall carry out supervision  and reportoring of the side effects of authorized veterinary medicinal products in normal condition, if appropriate to the public. 

4. In the Veterinary pharmacovigilance, reporting system is based in the report provisions by: 

4.1. the holder of the marketing authorization of veterinary medicinalproduct, authorized in the Repblic of Kosovo;

4.2. veterinary practises, farmers, distributors and other parties involved in the chain of veterinary medicinal products. 

5. Reporting system of the Pharmacovigilance, is used to collect important informations in refering veterinary medicinal products and evaluates information given from the scientific point of view. 

6. For veterinary medicinal products, this system will take in to account any information available about the misuse and abuse of the veterinary medicinal product, lack of the expected efficacy, off-label use which may have effect in aspect of their benefits and risks.

7. Reporting form of the side reaction - effect of the medicine shall be determined by the competent authority and the same shallbe used by veterinary practises, farmers, distributors and other parties involved in the chain of the Veterinary medicinal Products. 

Article 5

Obligations of the Marketing Authorization Holder 
1. From the Marketing Authorization Holder is required to keep detailed records about all suspicious side effects ,happening in the Republic of Kosovo and other countries where exists Marketing Authorization of the veterinary medicinal product. By the way of derogation ,in a specific occassions ,these effects shall be comunicated electronically in a form of the report to the competent authority.

2. Marketing Authorization Holder has an obligation to provide reports on the request of the competent authority: 

2.1. to report immediately to the competent authority about all suspicious side effects, occurring in the Republic of Kosovo and which have been emphasizedby the field veterinarians or other proffessionals, and not later than 15 days after the receiving of the information;

2.2. to record and report all other side effects, suspicious, serious, occurring in the Republic of Kosovo and which can be found in the reporting requirements, according to this administrative instruction, about which is expected to have a knowledge. The competent authority sdhall be informed immediately about this report , not later than 15 days after receiving of the information;

2.3. shall ensure that all suspected side effects, serious, unexpected, occurring in other Geographic territory, noted by the field veterinarians, or other proffessionals shall be reported to the competent authority, not later than 15 days after receiving of the information;

2.4. to ensure that all side effects, sus, suspicious, serious, reported to the competent authority of other countries – which the competent authority of the Republic of Kosovo has approved bilateral agreement at the time when this administrative instruction shall enter in to the force.  

3. Marketing Authorization Holder shall provide all required reports, laid down in paragraph 2 of this Article, to the competent authority in Albanian, Serbian and English language. 
4. By the competent authority is recommanded electronical form of reporting. 

5. The Marketing Authorization Holder shall maintain and keep a data base about all side effects ocurred in the Republic of Kosovo, which shall be subjected to inspection by the competent authority.

6. The Marketing Authorization Holder shall use medicinal terminology ,accepted internationally as: MedDRA, WHOART to report Side Effects.

Article 6 

Qualified Person for Veterinary Pharmacovigilance  

1. The Marketing Authorization Holder shall have available a qualified person who shall be responsible for monitoring of the safedty of Veterinary product –a qualified person for Veterinary Pharmacovigilance. This person shall be responsible for reporting to the competent authority for all side effects and ocurrances of the veterinary medicinal products, which have been placed on to the market in the Repiubic of Kosovo by the Marketing Authorization Holder.

2. The qualified person for Veterinary Pharmacovigilance of the Marketing Authorization Holder, in the Republic of Kosovo shall have a University degree in Veterinary medicine or Chemistry and shall have a knowledge of the European Union standards and document of the European  Committee, Volume 9, a Guidance of the Pharmacovigilance of the Veterinary Medicinal Products.

3. A qualified person for Veterinary Pharmacovigilance shall be responsible to:

3.1. Establish and maintain a system, providing all informations of the side effects, reported to the Marketing Authorization Holder, and shall provide that all these informations have been collected, evaluated and organized and have been reported to the competent authority;

3.2. Drafting of the reports, referred to in Article 5 and in this Article of this Administrative instruction;
   
3.3. Providing that any request by the competent authority for additional informations, available for evaluation of the benefits and risks, given by the veterinary medicinal product, shallrespond fully and immediately, including here providing of the information regarding to the quantity of the veterinary medicinal product  sold;
3.4. Distribution of any other relevant information to the competent authority for evaluation of the benefits and sisks of the veterinary medicinal product, including here appropriate information about Studies of the Post –Authorization Safety;

3.5. Entry in to the Marketing Authorization Holder data base for Pharmacovigilance, regarding to all known side effects or suspicious side effects, ocurring in any other territory outside of the Republic of Kosovo, where the medicinal product is on the market.

4. From the Marketing Authorization Holder is required to keep and maintain, detailed records about all lnown side effects and suspicious effects, ocuring in any other territory outside of the Republic of Kosovo and shall provide a fully entry in a such data base by the qualified person for Veterinary Pharmacovigilance in Kosovo. 
Article 7 

Periodical Safety Up -to -dated Reports - PSUR 

1. Only, if have been submitted other requests, other than those that were a condition for granting of Marketing Authorization, or later as it has been specified in the existing legislation for marketing authorization of the veterinary medicinalproducts, alldetails about known side effects at that time shall be delivered to the competent authority in a form of Periodical Up-to-dated Safety Reports - PSUR, immediately after the requirement by the competent authority, or not later tha 6 months after the granting of the Marketing Authorization.

2. Periodical Safety Up-to-dated Reports shall be delivered immediately after the request, or periodically-every six months in the first two years after the authorization, annually for the following two years, after five years at the time of the renewal of the authorization and than in three year period of time.

3. Periodical Safety Up-to-dated Reports shall include the scientific evaluation of the given benefits and risks for the veterinary medicinal product. 

4. To draft Periodical Safety Up-to-dated Reports of the veterinary medicinal products, - PSUR, the marketing authorization holder should have a specific care, s it is required in the document of the European Commission, Volume 9, -A Guidance on Pharmacovigilance of the Veterinary Medicinal Products.

5. Periodical Safety Up-to-dated Reports - PSUR, shall be delivered to the competent authority in a form and the content, specified in a Volume 9, A Guidance on Pharmacovigilance of the Veterinary Medicinal Products. 

6. After the granting of the Marketing Authorization, the Holder may require to change, periods referred in this Article and in accordance with Commission Regulation- EC No.1084/2003.
Article 8

Reporting reuirements in the Veterinary Pharmacovigilance ,by veterinarians ,proffessionals of animal health ,and owners of animals  

1. The competent authority, requires and encourages reporting by veterinarians, proffessionals of animal health, owners of animals for ocurrances –suspicious side effects of medicinalproducts. It is required to inform immediately the competent authority all serious side effects, unexpected side effects and those side effects which seems to be constantly. 
2. Reporting of the side effects by veterinarians,proffesionals of animal health, owners of animals shall be made in a reporting form of the side effects of medicines, defined the competent authority. 

3. It is reccomanded that during the reporting of the side effects shallbe used internationally recognised medicinal terminology – as: MedDRA, WHOART.
4. It is reccomanded by the competent authority, reporting to be made in an electronical form. 

Article 9

1. Within five year period from the date of the decision for placing on the market of the veterinary medicinal product, within the territroy of the Republic of Kosovo, from the Marketing Authorization Holder may be required by the competent authority collection of specific informations of Pharmacovigilance, for a certain groupof animals.  

2. The competent Authority, should present reasons for such required informations. 

3. Marketing Authorization Holder shall collect required informations, carry out their evaluation and shall deliver to the competent authority.

Article 10
Kosovo Veterinary and food Agency, as the only competent authority in the field of Veterinary Pharmacovigilance shall cooperate relevant international orgainzations on the Veterinary Pharmacovigilance. 
Article 11

Implementation 
1. For implementation of this administrative instruction, The Chief Executive of the competent authority shall issue special decisions.

2. Failing to implement this admoinistrative instruction shall be sanctioned, according Article 45 of the Veterinary Law and legislation in force.

Article 12 

Entry on to the force 
This administrative instruction ,enters on to the force six months from the day of its signature.

Pristine, 22.10.2008

                                                                                    The Minister of the Ministy 

                                                                  of Agriculture, Forestry and Rural Development 
                                                                                        _________________

                                                                                        Prof. Dr. Idriz Vehapi
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