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	REGULATION

	By the Ministry of Health:

REGULATION TO AMEND THE PACKAGING AND LABELING REGULATION OF 

MEDICINAL PRODUCTS FOR HUMAN USE 

ARTICLE 1 – In the Packaging and Labeling Regulation of Medicinal Products for Human Use, published in the Official Gazette #25904 of 12.08.2005, the subparagraphs (m), (n), (r) and (s) in the first paragraph of Article 5 have been revised as follows:    


“m) A batch number will be provided. If the batch number is incorporated in the eye-readable codes appearing next to the 2D barcode, providing it elsewhere a second time may be omitted.”


“n) The expiration date will be discernibly provided in the format month, in digits or letters depending on the box size, followed by year in digits only. If the expiration date is incorporated in the eye-readable codes appearing next to the 2D barcode, providing it elsewhere a second time may be omitted.” 

“r) The 2D barcode and eye-readable information on the 2D barcode content will be provided next to the 2D barcode to ensure traceability of the products. Registration/authorization holders will apply the 2D barcodes and eye-readable information on its content on the outer product packaging, adhering to the standards laid down in the guidelines issued based on this Regulation. The 2D barcodes will be placed on the packaging of all prescription or nonprescription drugs, including hospital-packaged ones, of reimbursable intermediates, and of reimbursable medical nutrition products. Placement of 2D barcodes may be omitted on non-reimbursable products which the Ministry will consume after procuring them through a tender.”


“s) The product’s barcode may be provided.”


ARTICLE 2 – The following paragraph has been appended after Article 16, Paragraph 4 of the same Regulation. 

“All responsible parties taking part in the production and distribution chain of medicinal products are required to comply with the following distribution practices.  


a) Registration/authorization holders are required to report to the Drug Tracking System, in accordance with the applicable guidelines,  the 2D barcodes of all the products which they have manufactured, stocked for sale, sold, and products returned or earmarked for destroying for whatever reason. 

b) The wholesalers are required to report to the Drug Tracking System, in accordance with the applicable guidelines, the 2D barcodes of all the products which they have purchased from pharmaceutical companies, purchased from or swapped with other wholesalers, lost during warehousing or handling, sold to the pharmacies, and products returned or earmarked for destroying for whatever reason. 

c) The pharmacies are required to the report to the Drug Tracking System, in accordance with the applicable guidelines, the 2D barcodes of all the products which they have purchased, returned to the seller, set apart for destroying, swapped, or sold in any manner whatsoever.”


ARTICLE 3 – Article 20, Paragraph 1 of the same Regulation has been revised as follows:  


“Whoever violates these Regulatory provisions will be subjected to regulatory action according to Law #1262 of 14.05.1923 on Pharmaceutical and Medicinal Products, Law #5326 on Misdemeanors, or, depending on the nature of the acts committed, penal action according to Turkish Penal Code #5237 of 26.09.2004.”


ARTICLE 4 – Provisional Article 2 of the same Regulation has been revised as follows: 

“PROVISIONAL ARTICLE 2 – As 2D barcodes will be used on packages of medicinal products to enable both tracking and reimbursement of these products, the term 2D barcode covers also the terms “price coupon” or “price coupon and barcode”, appearing in this Regulation and in other legislations that makes reference to this Regulation. 

The registration/authorization holders will place a 2D barcode on all the products that have been manufactured after 01.01.2010. The sale of products that have been manufactured and marketed without a 2D barcode before the aforesaid date will be permitted until 01.07.2010. 

The registration/authorization holders may place 2D barcodes, using a sticker label or similar means, on products which are currently marketed with a price coupon.  This process may be performed under supervision of the company concerned at the wholesalers or pharmacies, as applicable depending on the product’s location.  


Parenteral liquids, excluding medical baby food and enteral nutrition products, as well as radiopharmaceuticals, cold-chain products requiring storage below eight degrees Celsius and personalized medicines are excluded from the scope of 2D barcode applicability until 01.02.2012.”


ARTICLE 5 – Provisional Article 4 of the same Regulation has been revised as follows: 

“PROVISIONAL ARTICLE 4 – Meeting the requirements of Article 16, Paragraph 3 is not mandatory until 01.01.2011.”


ARTICLE 6 – This Regulation becomes effective on the date it is published to apply as of 01.06.2010. 

ARTICLE 7 – The Minister of Health enforces these Regulatory provisions. 


	


