Draft 09.07.2008

REGULATION
on mail order trade in medicinal products
Article 1 
Scope and definition.
Licensed pharmacies according to paragraph 1, article 20 of the Medicinal Product Act No. 93/1994 is permitted to operate mail order trade in medicinal products. 
Mail order trade in medicinal products is a delivery of medicinal product by mail in accordance to original prescription, electronic prescription or an order of over the counter (OTC) medicinal products. 
Article 2 
Pharmacy premises
Premises and other facilities of the pharmacy shall be suitable for mail order delivery of medicinal products considered by the Medicines Control Agency and in accordance with the requirements stated in regulation No. 426/1997 on pharmacy license and pharmacies.
Article 3 
Delivery conditions
Mail order trade is only permitted in medicinal products that fulfil conditions stated in the Medicinal Product Act No. 93/1994 and regulations based on the law, i.e. regulation No. 462/2000 on marketing authorizations of medicinal products, their labelling and package inserts.
Prescription only medicinal products shall be delivered in accordance with an original valid prescription or an electronic prescription from a valid prescription data portal. Regulation No. 111/2001 on prescriptions of medicinal products is in other respect in force.
Article 4 
Limitations of delivery
Medicinal products that fall under regulation No. 233/2001 on narcotics and psychotropic substances as well as those that fall under regulation No. 212/1998 on import of medicinal products for individual persons can not be delivered by mail order.
General limitations on selling of medicinal products stated in regulation No. 462/2000, regulation No. 233/2001 and regulation No. 212/1998.
Article 5 
Responsibility of the pharmacy license holder
A pharmacy license holder shall secure that mail order medicinal products are sent by registered letter to the right receiver. A pharmacy license holder is responsible for that necessary and suitable information according to paragraph 3, article 24. of the Medicinal Product Act No. 93/1994, is provided for when medicinal products that are delivered by mail order. A pharmacy license holder is responsible for that mail ordered medicinal products is in suitable packaging and stored with correct conditions when delivered by mail until they are received by the receiver. If special storage conditions are required for certain medicinal products those conditions should be labelled on the outer package for the mail order.
Article 6
Delivery of medicinal products that can be sold without prescription.
Same rules are in force for mail order delivery of OTC medicinal products as when they are sold in pharmacies. Mail order of medicinal products without prescription shall be recorded in a special order sheets with unique and traceable numbers. The employee of the pharmacy shall sign for received mail orders of medicinal products that can be sold without prescription.
Article 7
Record over mail order delivery of medicinal products.
In order to secure traceability the pharmacy licence holder shall keep a record over mail order delivery of medicinal products. The record shall contain the following points:
· Name and telephone number of the pharmacy
· Name and ID number of the receiver
· Home address of the receiver
· The receiver’s telephone number 
· Number and date of prescription and/or order of medicinal products without prescription.
· Name of the medicinal product, strength, quantity, batch number and expiration date.
· Date and a traceable number of the post delivery.
· A pharmacist’s signing for the post delivery.
· The receiver’s signing for receiving registered letter together with the mail ordered medicinal products.
Record of mail order delivery of medicinal products shall be kept in the pharmacy and be accessible for the Medicine Control Agency for 6 years.
Article 8
Complaints and recalls.
The Medicines Control Agency shall be informed about complaints and failures concerning mail delivery of medicinal products which shall be recorded in the pharmacy.
Article 9
Advertisement of mail order trade of medicinal products...
Pharmacies are permitted to advertise their mail order service but not the prescription only medicinal products they are permitted to deliver. Pharmacies shall keep record over all advertisements concerning mail order trade of medicinal products that contain information on where and when they were published. The record shall be kept in the pharmacy and be accessible for the Medicines Control Agency for 2 years. 
Article 10 
Implementation
This regulation that has legal base in article 49 of the Medicinal Product Act No. 93/1994 with later amendments will come into force 1. of October 2008.
This regulation was notified in draft to the European Commission in accordance with Directive 98/34/EC, as amended by Directive 98/48/EC.
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