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1. Purpose      

 

The Turkish Medicines and Medical Devices Agency has created this guideline to clarify the 

roles of the stakeholders involved in the battle against falsified, contraband or out-of-legal 

chain medicines in terms of public health and safety, as well as to provide guidance for the 

actions and processes to follow.  

 

2. Introduction 

 

Medicinal Products For Human Use is a mixture of active agents or agents with natural or 

synthetic origin that are administered to people to treat, prevent, or diagnose illness, or to 

regulate or alter a physiological function. These procedures must adhere to the principles of 

Good Manufacturing Practices (GMP) in order to obtain medicines of the requisite quality and 

manufacture products in accordance with pertinent manufacturing and regulatory standards.  

 

In this regard, the Turkish Pharmaceuticals and Medical Devices Agency is the competent 

authority to determine the procedures and principles regarding the market authorization, 

manufacturing, storage, sale, import, export, and launch and offer to the market, distribution, 

recall, and use of medicinal products, to conduct laboratory analyses or to commission their 

conduct, to authorize and supervise public and private legal entities and natural persons who 

will carry out these activities, and to impose sanctions when necessary.  

 

Operations are executed under the auspices of the Department of Medicine Inspection 

Department of the Vice Presidency Of Inspectorate, in an effort to protect the public's health 

and prevent falsified medicinal products from entering our country's legal supply chain, 

moreover, operations are performed involving contraband medicines that are manufactured 

abroad and imported without authorization. On the basis of evaluations of the products that 

public institutions and organizations submitted to our Agency on the suspicion of them being 

falsified/contraband, necessary actions shall be taken.  

 

Complaints and applications received from institutions and organizations, citizens, medical 

experts, and medicinal products/medicines companies are assessed in relation to products 

suspected of being falsified or contraband, and the applicant is informed appropriately. 

 

According to the Implementing Regulation on Packaging Information, Instructions for Use, 

and Follow-up of Medicinal Products for Human Use, medicine packages in our country must 

include a data matrix in order to enable the efficient and secure transportation of medicinal 

products to the end consumer. The Pharmaceutical Tracking System (PTS), which uses data 

matrices to monitor and track medicinal products, was created to assure success in the battle 

against contraband and falsified medicinal products. In our country, all medicinal products 
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sold has had data matrices since 01.01.2010. Every movement and location of every medicine 

package tagged with data matrices can be tracked from the production or import to the sale 

point. This approach aims to stop medicinal product smuggling and falsifieding while also 

supplying genuine and reliable medication.  

 

3. Basis 

      
This Guidelines document has been prepared according to Presidential Decree No. 4 

published in the Official Gazette with date 15.07.2018 and no 30479, Pharmaceutical and 

Medical Preparations Law No. 1262, Law on Pharmacists and Pharmacies No. 6197, Turkish 

Penal Code No. 5237, and provisions of Law on Pharmacies and Stores Selling Toxic and Active 

Chemical Substances Used in Engineering and Agriculture. 

 

4. Scope 

 
These guidelines cover the individuals and organizations engaged in the manufacturing, 

import, storage, distribution and sale of falsified, contraband or illegal medicinal products as 

well as all stakeholders engaged in fighting against these issues. 

 

5. Definitions 

 

Ministry  : Ministry of Health, 

Pharmaceutical  

Tracking System (PTS) : The system that tracks the medicinal products from production to 

consumption, and ensures the safety of the medicinal products,  

Contraband medicinal  

products  : Medicines entering the country by violating of the customs legislation 

and the applicable marketing authorization concerning medicinal 

products for human use, 

the Agency  : Türkiye Medicines and Medical Devices Agency, 

Falsified medicinal  

products  : Excluding the unintentional quality issues and infringement of 

intellectual property rights; 

- Medicinal products for human use of which identity is falsifieded, 

including packaging, packaging information, label, name or one of 

the ingredients in its composition, and the strength of one of these 

materials or  

- is falsifieded at the source, which includes the manufacturer, 

country of manufacture, country of origin, or marketing 

authorization or permit holder  

- or has been falsifieded in the past, which includes the records and 

documents related to the distribution channels used. 
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Legal Supply Chain : It refers to the supply route which involves all the steps starting from 

the production of medicinal products or byproducts for human use 

licensed by our Ministry, all the way to the end consumer, as well as 

the manufacturer, pharmaceutical warehouse, hospital/health 

institution, pharmacy and patient. 

 

 

6. Notifications Submitted to the Agency 

 

Patients, citizens, medical professionals, representatives of international organizations like 

the WHO, PIC/S, EMA, and PANGEA, as well as other institutions and organizations, may notify 

the Ministry, Agency, provincial directorates of health, or company which holds the marketing 

authorization, of matters covered by the guidelines. 

Complaints reported to the Agency are received by our side through written application, 

Presidency's Communication Center (CIMER), Ministry of Health Communication Center 

(SABİM), as well as Agency's Public Relations Units.  

The Department of Medicine Inspection evaluates the complaints after receiving them and 

provides feedback to the reference guide on the procedures followed. 

 

7. Evaluation and Analysis Processes of the Samples Submitted to the Agency  
 

In case of an analysis request by the relevant authorities about the samples sent to the Agency 

from various sources (Ministry of Justice, Ministry of Interior, Ministry of Trade, Ministry of 

Health etc.); regarding the analysis processes previously carried out by the Department of 

Analysis Control Laboratories of our Agency and in line with the determinations of the Internal 

Inspections Unit of the Agency; the provision of "Necessary actions shall be taken for the 

analysis of the samples sent by the judicial authorities to be hereafter be conducted by the 

Forensic Medicine Institution, which is the authorized and appointed institution, taking into 

account the Articles 3(a) and 20 of the Presidential Decree No.4, which regulates the Forensic 

Medicine Institution" has been notified to the Ministry of Justice with a letter regarding the 

matter, and in this respect, the institutions requesting analysis are to be informed through an 

official letter stating the reason why the analyzes could not be performed. 

 

If the relevant authority requests information about the samples, they are evaluated in 

accordance with the Pharmaceutical and Medical Preparations Law No. 1262, the Law on 

Pharmacists and Pharmacies No. 6197, and the Turkish Penal Code, and the relevant authority 

is informed in accordance with the requested matters, taking the marketing authorization 

status into consideration. 
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8. Actions and Processes Related to Out of Legal Chain Medicines 
 

In the event the marketing authorized medicines bearing data matrix notified by various 

sources to the Agency are found out to be sold via sources outside of pharmacies, the source 

of the products going out of the legal supply chain is investigated by primarily using RTS, and 

administrative proceedings are conducted against the related parties pursuant to 

Pharmaceutical and Medical Preparations Law No. 1262, the Law No. 6197 on Pharmacists 

and Pharmacies, the Law No. 984 on Law on Pharmacies and Stores Selling Toxic and Active 

Chemical Substances Used in Engineering and Agriculture, and the Turkish Penal Code.  

 

9. Actions and Processes Related to Unauthorised Products Containing 
Medicine Active Substances 

 

If the products reported to the Agency from various sources are found to have no marketing 

authorization and contain pharmaceutical active substances, legal action is taken against the 

responsible parties in accordance with the Turkish Penal Code and Pharmaceutical and 

Medical Preparations Law No. 1262 and the responsible authorities are also informed that 

the products are unfit for use and must be disposed.  

 

10.  Actions and Processes Related to Falsified/Contraband Medicines  

 

The actions to be taken by the Agency and the stakeholders regarding the products suspected 

of being falsified/contraband have been defined. The duties and responsibilities related to 

the subject matter are as defined below.  

 

10.1. Processes to be Carried Out by the Agency 

- Pharmacies and/or pharmaceutical warehouses supplying falsified/contraband medicinal 

products are identified, and administrative and judicial processes against those involved 

are initiated. 

- Inspections and investigations are conducted about the matter if need be.   

- Coordination with provincial directorates of health is ensured in cases where it is deemed 

necessary to recall the products from the supply chain, and the recall process is thus 

carried out effectively. 

 

10.2. Processes to be Carried Out by the Marketing Authorization Holder 

- After receiving notifications that a product may be falsified or contraband, the marketing 

authorization holder shall investigate the complaint and submit an application to the 
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Agency using the attached Falsified / Contraband Medicinal Products Company 

Notification Form (Annex-2). 

- All necessary examinations and analyses should be conducted on the product suspected of 

being falsified/contraband, and a detailed report should be submitted to the Agency. 

- If a product is suspected to be falsified or contraband, or if the company discovers that the 

product is falsified, the product shall be delivered to the Agency for inspection and 

evaluation, if the product is physically available. 

- A risk analysis for the product in question should be conducted in terms of patient safety, 

and the Agency should be fully informed.  

- All information and documents requested by the Agency must be submitted immediately. 

 

 

 

10.3. Actions to be taken by the pharmacy managing director of the pharmaceutical 

warehouse 

- Products that are suspected of being falsified or contraband and are discovered in the 

distribution chain should be quickly isolated from other products and stored in a way to 

avoid mixing with each other. These products should be clearly labeled as "NOT FOR SALE!" 

and the Agency and the marketing authorization holder should be informed immediately. 

- When a product suspected of being falsified or contraband is found, the incident should 

be documented during the process and the records should be made accessible for official 

authorities to inspect. A decision should be made on the case and written down, a plan 

should be developed in accordance with it. Both the decision and the plan should be kept 

on file. The warehouse managing director should play an active role in such decision-

taking. 

- The attached Falsified/Contraband Medicines Notification Form (Annex-1) must be filled 

out, and the Agency must be notified along with the cover letter in the event that someone 

tries to sell the products by making contact through illegal sales channels. 

 

10.4. Actions to be taken by the managing director of the pharmacy 

- Patients' feedback should be carefully analyzed, and if a medicinal product has an 

unexpected effect or has insufficient efficacy, it should be considered that there may be a 

quality issue with the medicinal product or that it could even be falsified. 

- The Agency must be notified along with the purchase invoice in the event that a product 

in the pharmacy is suspected of being falsified. The delivery of the suspected product to 

the patient needs to be prevented. If it has been found out that the patient has used the 

(suspected) product, the patient should be directed to health institutions.  
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- The attached Falsified/Contraband Medicines Notification Form (Annex-1) must be filled 

out, and the Agency must be notified along with the cover letter in the event that someone 

tries to sell the products by making contact through illegal sales channels. 

 

10.5. Actions to be taken by hospital officials 

- Patients' feedback should be carefully analyzed, and if a medicinal product has an 

unexpected effect or has insufficient efficacy, it should be considered that there may be 

a quality issue with the medicinal product or that it could even be falsified. 

- Products suspected of being falsified/contraband should be immediately isolated from 

other products and stored in a way to prevent any mixing with each other, and their 

administration to the patient should be prevented.  

- When a product suspected of being falsified or contraband is found, the incident should 

be documented and the attached Falsified/Contraband Medicines Notification Form 

(Annex-1) must be filled and the Agency must be notified. 

- The attached Falsified/Contraband Medicines Notification Form (Annex-1) must be filled 

out, and the Agency must be notified along with the cover letter in the event that someone 

tries to sell the products by making contact through illegal sales channels. 

- Necessary measures should be taken to prevent misuse of empty primary and secondary 

packages of the authorized medicinal products in the hospital.  

 

10.6. Actions to be taken by the Medicinal Products Manufacturer 

- Products that are suspected of being falsified/contraband and are discovered by the 

manufacturer should be quickly isolated from other products and stored in a way to avoid 

mixing with each other. These products should be clearly labeled as "NOT FOR SALE!" and 

the Agency should be informed immediately. 

- When a product suspected of being falsified or contraband is found, the incident should 

be documented during the process and the records should be made accessible for official 

authorities to inspect.  A decision should be made on the case and written down, a plan 

should be developed in accordance with it. Both the decision and the plan should be kept 

on file.  

- The Agency should be alerted along with the cover letter by filling out the 

Falsified/Contraband Medicines Notification Form (Annex-1) in the annex and evaluations 

regarding whether suspicious products have entered the legal supply chain should be 

conducted quickly, 

 

10.7. Actions to be Taken by Physicians and Other Healthcare Personnel  
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- Patients' feedback should be carefully analyzed, and if a medicinal product has an 

unexpected effect or has insufficient efficacy, it should be considered that there may be a 

quality issue with the medicinal product or that it could even be falsified. 

- The patient should be questioned about the source of the medicine, the Agency should be 

alerted by filling out the Falsified/Contraband Medicines Notification Form (Annex-1) along 

with the suspicious medicines and the purchase invoice. 

-  The patient should be prevented from using the (suspected) medicinal product and if it 

has been found out that the patient has used the (suspected) product, the patient should 

be directed to health institutions.  

 

10.8. Actions to be Taken by Provincial Directorates of Health   

- To prevent patients from receiving products that are believed to be falsified/contraband, 

all stakeholders should be alerted and the required measures should be taken. The Agency 

should be notified immediately. 

- The instructions received from the Agency regarding the actions and processes to be 

carried out in order to recall the products suspected of being falsified/contraband from 

the supply chain should be carefully followed and implemented. 

- All information and documentation should be forwarded to the Agency and the proper 

measures shall be taken to dispose of these products. 

- Every directive issued by the Agency must be followed right away. 

 

10.9. Actions to be taken by other departments of the Ministry 

- To prevent patients from receiving products that are believed to be falsified/contraband, 

all stakeholders should be alerted and the required measures should be taken. 

- The Agency should be notified as soon as possible. 

 

10.10. Actions to be taken by patients 

- Pursuant to provisions of the legislation, only pharmacies are permitted to sell medicines, 

and pharmacies are the only places to purchase medicines. 

- If it is believed that the purchased or used medication is contraband/falsified, a direct 

notification may be submitted to the nearest health facility, the ALO 184 line, SABIM, 

CIMER, or the Agency  

- If at all possible, the Agency should receive the product that is believed to be 

contraband/falsified along with the purchase receipts in order to conduct the appropriate 

investigations. 
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- The products in question must never be used, and if they are, the nearest medical facility 

must be contacted. 

 

11. Actions to Take After Discovering a Product Violating the Legislation  

 

All matters such as the marketing authorization, manufacturing, distribution and inspection 

of medicinal products in our country are regulated by the Pharmaceutical and Medical 

Preparations Law No. 1262, the Law No. 6197 on Pharmacists and Pharmacies, and the Law 

No. 984 on Pharmacies and Stores Selling Toxic and Active Chemical Substances Used in 

Engineering and Agriculture.  

 

In the event that any product sent to the Agency on suspicion of violating the legislation, 

excluding quality errors, is determined to be non-compliant according to the examinations 

and evaluations, procedures are initiated to ensure that the product in question is recalled 

from pharmacies and pharmaceutical warehouses and to dispose of the products and 

promotional materials. Provincial directorates of health are instructed by the Agency in 

regards to such procedures. The provincial directorates of health immediately seal any non-

compliant products they find in pharmacies and pharmaceutical warehouses, prevent their 

sale and exterminate them in compliance with the relevant legislation. All data and 

documents submitted by the provincial directorate of health are examined by the Agency 

following the recall and extermination processes.  
 

After the Agency recalls the products that are determined to be in violation of the law to be 

recalled from the distribution channels, and submits all data and documents to authorized 

institutions regarding the extermination, it is decided that the process is complete. 
 

Moreover, the Ministry of Agriculture and Forestry is informed of the situation if the 

questioned product has Ministry of Agriculture and Forestry approval or if a relevant 

statement is printed on its packaging. 

 

12. Issues Regarding Extermination Procedures   
 

The extermination procedures of all products within the scope of these guidelines are carried 

out within the scope of the Waste Management Implementing Regulation, published in the 

Official Gazette with date 02.04.2015 and no 29314.  

 

According to the outcomes of the judicial processes, the Provincial Directorates of Health 

contact the pertinent authorities with regard to the products under investigation by the court 

or the prosecution, and the extermination process is carried out by obtaining the required 

permits so that the products can be disposed of in order to protect the public health.  
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As such after the extermination processes are completed, all information and documents 

related to the extermination process are sent to the Agency by the provincial directorates of 

health and the process is evaluated by the Agency. After submission of all the data and 

documents regarding the extermination of the products to the authorized institutions by the 

Agency, it is decided that the process is completed. 

 

13. Actions and Processes Related to the Promotion and/or Sale of Medicines on 
the Internet   

 

A web search is routinely conducted by the Department of Medicine Inspection to detect the 

sale or promotion of medicinal products over the Internet. Furthermore, necessary 

investigations are conducted on applications submitted to the Agency regarding the sale of 

medicines over the internet.  

 

Sales and promotion of medicinal products on the internet are prohibited by law, and our 

Agency is responsible for determining if medicinal products are being sold or promoted online 

and for deciding to ban access in accordance with the provisions of Article 18 of the 

Pharmaceutical and Medical Preparations Law No. 1262 which reads "The Ministry promptly 

determines to ban access in cases of online advertising or sales, and the Information 

Technologies and Communication Authority is notified of this decision for implementation."  

 

Pursuant to Article 24 of the Law on Pharmacists and Pharmacies 6197; “Medicines cannot be 

sold on the internet or in any other electronic medium. On behalf of pharmacists and 

pharmacies, no website may be launched. Pursuant to its provisions which read "Pharmacists 

cannot cooperate openly or confidentially with institutions, physicians, other health 

institutions and organizations or third parties in order to send prescriptions to them, cannot 

have brokers, courier staff and similar guiding personnel, cannot collect prescriptions or direct 

them. It cannot accept prescriptions that way.”, it is prohibited for pharmacies to open 

websites or make sales via couriers or electronic media. 

 

In the event that the sale or advertising of medicines is found on the website/page under 

review, the Agency makes decision to block access to the website/page and notifies the access 

providers and the Access Providers Association in accordance with the relevant legislation.  

Additionally, necessary authorities are notified to initiate judicial and administrative 

proceedings. 

 

14. Rapid Alert System Operations 
 

Notifications sent to our Agency by international organizations such as WHO (World Health 

Organization), PIC/S (Pharmaceutical Inspection Co-operation Scheme) and EMA (European 
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Medicines Agency) are examined and evaluated in terms of content, necessary actions are 

taken, and the processes are recorded.  

 

The appropriate notifications are sent to the pertinent Institutions if the issue is believed to 

be connected to other Ministries, other Institutions affiliated with the Ministry of Health, the 

Social Security Institution, or the Turkish Pharmacists' Association.  

 

Issues submitted to us and requested to be notified to the relevant Institutions or 

organizations involving the products within the scope of our Agency's authority are reported 

to international organizations such as WHO, PIC/S and EMA, according to the subject and in 

the format prepared by the relevant department (Annex-3). 

 

15. Annexes 
 

1. Falsified/Contraband Medicines Notification Form to be Filled by Companies  

2. Falsified/Contraband Medicines Notification Form to be Filled by Other Stakeholders 

3. Rapid Alert System Notification Form  

4. List of Relevant Sources   

 

16. Effective Date 

This guideline goes into effect on the day of approval. 
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ANNEX - 1 

T.R. Ministry of Health 

Türkiye Medicines and Medical Devices Agency 

FALSİFİED/CONTRABAND MEDICINES NOTIFICATION FORM TO BE FILLED BY COMPANIES 

 

  ORIGINAL PRODUCT FALSİFİED/CONTRABAND 
PRODUCT 

1 NAME    

2 MANUFACTURER   

3 DOSAGE FORM   

4 DOSE AMOUNT   

5 MARKETING 
AUTHORIZATION HOLDER 

  

6 SERIAL/BATCH/LOT 
NUMBER 

  

7 PRODUCTION DATE   

8 MANUFACTURING SITE   

9 EXPIRATION DATE   

10 DATA MATRIX 
(Please specify if it cannot 
be scanned) 

  

11 SOURCE 
(Place where the 
falsified/contraband 
product is found) 

  

12 SIGNIFICANT 
DIFFERENCES AND 
ADDITIONAL 
EXPLANATIONS 

  

                                      Company Authorised Person   
Name Surname: 

Date:  
Signature: 

 

(To be filled by the company. For products that are believed to have been smuggled, it is sufficient 

to mark the Falsified/Contraband Product column.) 



 
 

ANNEX 4 
T.R. Ministry of Health 

Türkiye Medicines and Medical Devices Agency 

FALSİFİED/CONTRABAND MEDICINES NOTIFICATION FORM TO BE FILLED BY OTHER STAKEHOLDERS 
  

Full Name of the 
Medicinal Product 

Manufacturing Company 
of the Medicinal Product 

Data Matrix Information 
Purchase Place and Name 
of the Medicinal Product 

Pharmaceutical 
Form of the 

Medicinal Product 
(Tablet, Syrup..) 

Information On Whether 
The Medicinal Product Was 

Used Or Not 
 

            

Complaint/Notification Text: 

Complainant's; 
 

Name-
Surname: 

TR ID Number: Address: Phone: 
 
 
E-mail: 



 
 

ANNEX - 3 

 

 

 

 

 



 
 

ANNEX - 4 

 

RELEVANT SOURCES 

 Regulation on Manufacturers of Medicinal Products for Human Use, published in the 

Official Gazette with date 21/09/2017 and no 30217 

 Implementing Regulation on Marketing Authorization of Medicinal Products for 

Human Use published in the Official Gazette with date 19/01/2005 and no 25705 

 Implementing Regulation on Control of Hazardous Wastes published in the Official 

Gazette with date 14/03/2005 and no 25755 

 Good Distribution and Conservation Practices (GDP) Guidelines for Medicines and 

Products in the Pharmaceutical Warehouse, pursuant to the Circular of the General 

Directorate of Pharmaceuticals and Pharmacy with date 22/10/1999 and no. 48196,  

 Good Manufacturing Practices (GMP) Guidelines for Medicinal Products for Human 

Use, updated and entered into effect as of 01.08.2018, in line with the approval of the 

Agency Presidency dated 10/07/2018 and no E.2238. 

 Regulation on Packaging Information, Instructions for Use and Tracking of Medicinal 

Products for Human Use, published in the Official Gazette with date 25/04/2017 and 

no 30048 

 


