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GUIDELINE NOTE
FOR THE HOLDERS OF A WHOLESALE DISTRIBUTION AUTHORISATION TO A PARALLEL 
TRADE IN VETERINARY MEDICINAL PRODUCTS
1. Objective and scope
The aim of this Guideline is to define the uniform procedure and requirements imposed by the Institute for State Control of Veterinary Biologicals and Medicaments Nitra (hereinafter referred to as "ISCVBM") for the applicant for authorisation of parallel trade in veterinary medicinal products, issued by the ISCVBM in accordance with Regulation (EU) 2019/6 of the European Parliament and of the Council on veterinary medicinal products and on the repeal of Directive 2001/82/EC (hereinafter referred to as the "Veterinary Medicines Regulation") and in accordance with §  19b of Act No. 362/2011 Coll. on Medicinal Products and Medical Devices and on Amendments to Certain Acts as amended (hereinafter referred to as the "Medicines Act").
The guideline specifies cases where there is parallel trade and when it is necessary for the holder of an authorisation for the wholesale distribution of veterinary medicinal products to apply to the ISCVBM for authorisation of parallel trade in veterinary medicinal products. 
This Guideline shall not apply to veterinary medicinal products registered under a centralised procedure.
2. Related legislation
Regulation (EU) 2019/6 of the European Parliament and of the Council of 11th December 2018 on veterinary medicinal products and repealing Directive 2001/82/EC.
Act No. 362/2011 Coll. act on medicines and medical devices and on amendments to certain acts, as amended. 
Act No. 145/1995 Coll. on Administrative Fees, as amended (hereinafter referred to as the "Tariff of Administrative Fees").
Act No. 71/1967 Coll. on Administrative Procedure (Administrative Regulations), as amended.
3. Definition of parallel trade 
Pursuant to  Article 102 of the EU Veterinary Medicinal Products Regulation for the purpose of parallel trade in veterinary medicinal products, a wholesale distributor shall ensure that a veterinary medicinal product which it intends to obtain from one Member State (hereinafter referred to as the 'Member State of origin') and to distribute to another Member State (hereinafter referred to as 'the Member State of destination') has the same origin as a veterinary medicinal product which is already registered in the Member State of destination. 
Veterinary medicinal products shall have the same origin when they satisfy all of the following conditions: 
(a) have the same qualitative and quantitative composition of active and excipient substances; 
(b) have the same pharmaceutical form;
(c) have the same clinical information and, where applicable, a withdrawal period, and 
(d) they are manufactured by the same manufacturer or manufacturer producing, under authorisation, a medicinal product of the same composition.
4. When to apply for parallel trade
The holder of an authorisation for the wholesale distribution of veterinary medicinal products in accordance with Article 101 (1) of the Veterinary Medicinal Regulation shall be obliged to obtain veterinary medicinal products only from holders of manufacturing authorisations or from other holders of wholesale distribution authorisations within a Member State.
Where the holder of an authorisation for the wholesale distribution of veterinary medicinal products intends to obtain veterinary medicinal products from another Member State (usually from Member States in the direct neighbourhood of the Slovak Republic), he is obliged to apply for parallel trade. 
5. In what cases is it not a parallel trade and when it is not necessary to apply for parallel trade
a) where the holder of an authorisation for the wholesale distribution of veterinary medicinal products procures a veterinary medicinal product directly from the manufacturer of the veterinary medicinal product,
b) if the holder of the authorisation for the wholesale distribution of veterinary medicinal products procures a veterinary medicinal product from the holder of the registration of a veterinary medicinal product with which he has concluded a contract pursuant to Section 98(2)(i) of the Medicines Act,
c) where the manufacturer/holder of the veterinary medicinal product registration has a warehouse in another Member State and the warehouse is owned by the manufacturer/holder of the registration. 
In all other cases of procurement of veterinary medicinal products where veterinary medicinal products are procured from the holder of an authorisation for the wholesale distribution of veterinary medicinal products issued in another Member State, i.e. outside the territory of the Slovak Republic, they are veterinary medicinal products which are traded parallelly.
6. Conditions for authorisation and submission of the application
In accordance with Section 19b of the Medicines Act, the holder of a wholesale authorisation is obliged, in the case of the procurement of veterinary medicinal products, in a manner other than that referred to in point 6(a) and (b) of this Guideline, to apply to the ISCVBM for parallel trade.
The ISCVBM will issue a parallel trade authorisation only if the applicant fulfils the conditions set out in Section 19b of the Medicines Act and Article 102 of the Veterinary Medicines Regulation. 
The applicant for parallel trade shall complete the application for parallel trade (Form F31), which is published on the website of the ISCVBM – a form entitled Application for authorisation for parallel trade in veterinary medicinal product in the Inspection folder.
The application pursuant to Section 19b (2) shall be accompanied by:
(a) the veterinary medicinal product in the package in which it is placed on the market in the Slovak Republic,
(b) a draft of written information for users of the veterinary medicinal product in the national language;
(c) a parallel traded veterinary medicinal product from the Member State of origin, if put into circulation in the Slovak Republic, 
(d) a list of producers involved in the packaging, labelling or other manufacturing processes carried out in parallel trade of their production authorisation for a given production range and proof that the requirements of good manufacturing practice have been met
(e) details of the differences between the reference imported medicinal product and the parallelly imported medicinal product, if any.
Furthermore, the applicant attaches to the application pursuant to Section 19b(5)(f ) of the Medicines Act "Notice of initiation of parallel trade to the holder of the registration of a parallel traded veterinary medicinal product from the Member State of origin or its authorised representative in the Slovak Republic" i.e. confirmation of sending a notification to the holder of the registration of a veterinary medicinal product in the Slovak Republic. It is also necessary to attach a confirmation from the post office that the notification has been sent and received by the recipient. 
An applicant wishing to procure a veterinary medicinal product from another Member State shall apply for parallel trade for each veterinary medicinal product separately and the ISCVBM shall issue a parallel trade decision individually for each parallel traded veterinary medicinal product.
An application for authorisation for parallel trade in a veterinary medicinal product must be submitted by natural or legal person (holder of an authorisation for the wholesale distribution of veterinary medicinal products) of the ISCVBM in writing, either by post or in person at the ISCVBM Secretariat.
The received application is registered with the Secretariat of the ISCVBM and is subsequently assessed by the authorized employee of the Inspection Department of the ISCVBM in both formal and content terms pursuant to Article 102(7) of the Veterinary Medicinal Products Regulation (7)

For all veterinary medicinal products, the list referred to in Article 102(4) of the Regulation on medicinal products shall be accompanied by the following information: 
(a) the name of the veterinary medicinal products; 
(b) active substances; 
(c) pharmaceutical forms; 
(d) the classification of veterinary medicinal products in the Member State of destination; 
(e) the registration number of the veterinary medicinal product in the Member State of origin; 
(f) the registration number of the veterinary medicinal product in the Member State of destination; 
(g) the name or business name and permanent address or address of the registered place of business of the wholesale distributor in the Member State of origin and of the wholesale distributor in the Member State of destination.
6.1  The holder of authorisation for parallel trade in veterinary medicinal product is obliged to
According to Section 19b(5) and (7) of the Medicines Act, the holder of a parallel trade authorisation is obliged to:
· keep records of the origin, number of packages and batch numbers of the veterinary medicinal product traded in parallel for five years,
· ensure the suspension of the dispensation or placing on the market of a parallel traded veterinary medicinal product to the same extent as for a traded veterinary medicinal product from the Member State of origin in the Slovak Republic or in another Member State of origin where the suspension of dispensation or placing on the market has occurred as a result of non-compliance with the required quality, efficacy or safety of the veterinary medicinal product or if the registration has been cancelled or the registration has expired in the Slovak Republic or in another Member State  the country of origin,
· take into account changes in the registration of a traded veterinary medicinal product from the Member State of origin which may affect the quality, efficacy and safety of a parallel traded veterinary medicinal product in the Member State of destination,
· ensure that the packaging, labelling and other authorised modifications to a parallel traded veterinary medicinal product are carried out only by holders of a marketing authorisation for veterinary medicinal products,
· label the outer packaging with the words 'PARALLEL TRADED MEDICINAL PRODUCT' and identification details of the holder of the authorization for parallel trade in the veterinary medicinal product and of the manufacturers referred to in paragraph 2(d) so as not to partially cover the trademark,
· notify the holder of the registration of a parallel traded veterinary medicinal product from the Member State of origin or his authorised representative in the Slovak Republic and provide him, if the holder of the authorisation to register a parallel traded veterinary medicinal product or his authorised representative in the Slovak Republic so requests, a sample of the parallel traded veterinary medicinal product in the package as it will be placed on the market in the Slovak Republic,
· the holder of a parallel trade authorisation shall monitor the changes made to the registration of the veterinary medicinal product and, after any change in the registration of the parallel traded veterinary medicinal product from the Member State of origin to the Member State of destination, make any changes even when adjusting the packaging of the parallel traded veterinary medicinal product; he shall inform the ISCVBM of any change which he makes two months before making a change to the packaging of the veterinary medicinal product.
Pursuant to Article 102(6) of the Veterinary Medicinal Products Regulation:
Any wholesale distributor intending to trade in parallel with a veterinary medicinal product in the Member State of destination must fulfil at least the following obligations: 
a) submit a declaration to the competent authority in the Member State of destination and take appropriate measures to ensure that the wholesale distributor in the Member State of origin keeps him informed of all pharmacovigilance matters; 
b) notify the holder of the marketing authorisation in the Member State of destination of the veterinary medicinal product which he intends to obtain from the Member State of origin and place on the market in the Member State of destination at least one month before submitting to the competent authority an application for parallel trade in that veterinary medicinal product; 
c) submit to the competent authority in the Member State of destination a written declaration that it has notified the holder of the marketing authorisation in the Member State of destination in accordance with point (b), together with a copy of that notification; 
d) not to trade in a veterinary medicinal product which has been withdrawn from the market in the Member State of origin or the Member State of destination on grounds of quality, safety or efficacy; 
e) collect information on suspected adverse reactions and report them to the marketing authorisation holder for parallel traded veterinary medicinal products.
7. Validity of a parallel trade authorisation
           Upon receipt of the request for parallel trade, the ISCVBML sends the applicant a payment regulation, on the basis of which the applicant is obliged to pay an administrative fee in accordance with Act No. 145/199 Coll.  z. z. on administrative fees part VIII.  152 and (g) paragraph 1. 
             Once the conditions laid down have been met and the administrative fee has been paid, the applicant shall be issued with a decision authorising parallel trade in the veterinary medicinal product.
According to Section 19b(6) of the Medicines Act  , the validity of a parallel trade authorisation is five years from the entry into force of the authorisation decision;  In the absence of any changes in the registration of the veterinary medicinal product and changes to the packaging or package leaflet, packaging and package leaflet may be retained according to the authorisation already approved.
In the event of changes in the registration decision of a parallel traded veterinary medicinal product, the holder of the parallel trade authorisation shall take note of those changes and make any changes to the packaging of the veterinary medicinal product traded in parallel, as well as to inform the ISCVBM thereof. In the case of changes relating to the registration decision, the application must be reassessed (changes requiring assessment and those requiring changes to the SPC, PIL and packaging of the veterinary medicinal product).
All changes to the registration decision of veterinary medicinal products are regularly published on the website of the ISCVBM.

The authorisation shall expire at the expiry of the registration of the traded veterinary medicinal product in the Member State of origin or in the Member State of destination.
Submit applications by post to the contact person of the Inspectorate:  
Mgr. Zuzana Durániová , tel. contact : 037/693 3547 mobile: 0945 455 631,
email:    zuzana.duraniova@uskvbl.sk
Address: Institute of State Control of Veterinary Biologicals and Medicaments Nitra 
Biovetská 34, 949 01 Nitra  
This guideline was elaborated by Mgr. Zuzana Durániová and Mgr. Denisa Bobáková and was approved by the Director of the ISCVBM Nitra, MVDr. Judita Hederová PhD., on 26th January 2022 and is effective from 28th January 2022.
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