Pursuant to Article 78 Paragraph 4 of the Law on Medicinal Products and Medical Devices (Official Gazette of the Republic of Macedonia, No. 106/07), the Minister of health has adopted the following
R U L E B O O K
on the contents of the application and essential conditions regarding the premises, equipment and staff required for granting an authorization for wholesale distribution of medicinal products
I. GENERAL PROVISIONS
Article 1
This Rulebook lays down the contents of the application and essential conditions regarding the premises, equipment and staff required for granting an authorization for wholesale distribution of medicinal products.
Article 2

Legal entities acting as wholesale distributors of medicinal products should have the authorization to act as such.
As an exception of Paragraph 1 of this Article, the authorization for wholesale distribution of medicinal products is not required for manufacturers that import the stock, intermediate products necessary for processing to ready-made products of their own manufacturing programme, and export their own products. 
The procedure for granting the authorization for wholesale distribution is administered by the Medicinal Products Agency.
The procedure for granting the wholesale distribution authorization begins with the submission of an application by the legal entity.
II. CONTENTS OF THE APPLICATION

Article 3

The application for granting the authorization for the wholesale distribution of medicinal products consists of:
-the full name of the applicant (address, registered office, telephone);
-addresses of all sites where the distribution is to be carried out;
-name, surname, diploma and other qualifications of the person designated as responsible (the holder of the activity);
-registered office where the responsible person will carry out his duty;
III. PREMISES

Article 4

The premises planned for the wholesale distribution of medicinal products should be located in a building which is:
1)
built of solid material, suitable for the purpose from the construction and technical standpoint, with walls, floors and ceilings constructed as flat surfaces and made of materials suitable for easy cleaning, and if needed, for disinfection;
2) connected to the public infrastructure (water supply, sewerage, electrical network), and if the building can not be connected to the existing infrastructure, it should have the adequate water supply and waste water treatment; 
3) protected from external influences and adequately air conditioned;
4)
provided with adequate access for the receipt and dispatch, and 
5)
provided with functional connection of the premises (horizontal and/or vertical) so as to ensure proper operation in all phases of the receipt, storing, conservation and dispatching of medicinal products, without a risk of possible substitution or mixing of products.
The height of all the premises from floor to floor should be no less than 2.6 meters.
Premises intended for the wholesale distribution of medicinal products should be located on the ground floor of the building.  If the building has an elevator with a carrying capacity of at least 1.000 kg. together with an adequate access for the receipt and the dispatch of products, it is not necessary to locate the premises intended for the wholesale distribution of medicinal products on the ground floor.
Article 5

The premises intended for the wholesale distribution of medicinal products located in a building should have:
1) separate receiving and dispatching area;
2) a premise for storing and conservation of pharmaceutical stocks and products under declared storage conditions (with the temperature ranging from 18 to 25 0C);
3) a premise or a special area for storing and conservation of: 
· opiates and drugs that contain opiates,
· flammable and explosive substances,
· products with specially declared conservation temperature,
4) a premise or a special area for storing and conservation of products that are kept for the quality inspection or are returned or withdrawn from the market – a quarantine (physically or organizationally separated);
5) a premise or a special area for storing and conservation of: 
· antibiotics in the form of stock, intermediate product and products,
· cytostatics in the form of stock, intermediate product and products,
· immunobiological products that have properties of a contagious material,
6) a premise or a special area for storing and conservation of pharmaceutical stocks and products that represent dangerous substances (disinfection, disinsection and deratization agents); 
7)  a premise or a special area for storage of pharmaceutical packaging material;
8)  toilets and wardrobe facility; 
9)
a premise or a special area for storage of medicinal products with damaged packaging and/or expired shelf life.
Article 6

Legal entities acting as wholesale distributors of medicinal products should provide premises referred to in Article 5 of this Rulebook with a surface of no less than 120 m2. If the legal entities distribute medical devices as well, the total surface of the premises should be 200 m2.
If the legal entity referred to in Paragraph 1 of this Article carries out measuring of curative substances and packing in its own packaging, it should have: 
1) a premise for measuring of curative substances with a special area for packing and labelling;
2) a premise for storing and conservation of the measured substances, and
3) special room for washing of vessels and the implements.
Article 7

Legal entities that act only as wholesale distributors of medicinal products should have the premises referred to in the Article 5 points 1, 2, 3, 4, 5, 6 and 8, 9 of this Rulebook. If the legal entity carries out measuring of curative substances and packing in its own packaging, it should have the premises referred to in Article 5 Paragraph 1 point 7, and Article 4 Paragraph 2 of this Rulebook.
IV. EQUIPMENT

Article 8

In order to ensure adequate storage and conservation of products in compliance with the requirements of the valid pharmacopoeia and declared storage conditions, legal entities acting as wholesalers of medicinal products should have the following equipment:
shelves (open and closed), made of material that can be easily cleaned and disinfected;
wooden pallets;
lock equipped metal cabinet for storing of opiates and drugs that contain opiates;
freezer and/or refrigerator for storage of products with specially declared temperature storage conditions;
metal cabinets for storage of flammable and explosive materials;
thermometer with a temperature indicator in each premise separately and for the freezer, that is the refrigerator, and other equipment and accessories necessary for adequate storage and conservation.
Legal entities that carry out measuring of the substances and their packing in their own packages should have precise scales with the accuracy of 0,1 g, 1 g and 10 g, scoops, spatulas, spoons, laboratory glassware and other implements.
If the legal entity wholesales only certain group of products, that is a part of products, it should provide suitable equipment and implements, depending on the product type.
Article 9

Legal entities that act as wholesale distributors should have suitable vehicles for the transportation of medicinal products so as to prevent change of the declared quality and damage of packages, contamination of other products and/or from other products.
Legal entities acting as wholesalers of medicinal products that require adequate temperature conditions of storage should have suitable vehicles and equipment for transportation of medicinal products, with temperature control during the transportation in compliance with the prescribed requirements, if possible.
V. STAFF

Article 10

Legal entities that act as wholesalers of medical products should have:
1. at least one bearer of the activity – graduated pharmaceutical engineer with passed professional exam, that is a licence to work, who makes supervision of the quality system, efficacy and safety of products, that is he/she is directly responsible for the control of the receipt, storage, conservation and delivery of products. 
2. at least one worker with adequate high school education in pharmacy, with completed professional exam.
3. sufficient number of technical personnel, depending of the activity scope, for proper execution of the receipt, storage and handling of medical products.
VI. FINAL PROVISIONS

Article 11

From the date of entry into force of this Rulebook, provisions of the Rulebook for conditions regarding premises, equipment and staff that should be complied with by legal entities that act as wholesalers of medicinal products, auxiliary medical products and medical devices for human use (Official Gazette of the Republic of Macedonia, No. 64/2002), shall be repealed. 
Article 12

This Rulebook shall enter into force on the eighth day following its publication in the Official Gazette of the Republic of Macedonia.
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