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T.C. MINISTRY OF HEALTH 

TURKISH DRUG AND MEDICAL DEVICE INSTITUTION 

LICENSE 

 

This registration certificate dated 06.07.2017and numbered 2017/486 is allocated for the human medicinal product called “EPTICARD 20 

mg/10 ml I.V solution for injection, vial” on behalf of VEM İLAÇ SANAYİ VE TİC. ANONİM ŞİRKETİ 

 

 

 

Appendix: Certificate 

License ID: 2127089 

This license is valid with its appendix certificate.  

 

Dr. Hakkı GÜRSÖZ 

Head of Institution 



Date of Revision: 04.08.2022 

Revision no: 1 

 

T.C. MINISTRY OF HEALTH 

Turkish Drug and Medical Device Institution 

 

 

 

This certificate is prepared as an appendix to license dated 06.07.2017 and numbered 

2017/486 for the drug called “EPTICARD 20 mg/10 ml I.V solution for injection, vial”.  

 

 
PRESCRIPTION/NON-PRESCRIPTION :  PRESCRIPTION 

TYPE OF PRESCRIPTION : LIMITED WHITE 

MARKETING AUTHORIZATION HOLDER : VEM İLAÇ SAN. VE TİC. ANONİM ŞİRKETİ  

NAME OF ACTIVE SUBSTANCE : EPTIFIBATIDE 

MANUFACTURING SITE : VEM İLAÇ SAN. VE TİC. A.Ş. 

KAPAKLI/TEKİRDAĞ 

PRIMARY PACKAGING SITE : VEM İLAÇ SAN. VE TİC. A.Ş. 

KAPAKLI/TEKİRDAĞ 

SECONDARY PACKAGING SITE : VEM İLAÇ SAN. VE TİC. A.Ş. 

KAPAKLI/TEKİRDAĞ 

BATCH CONTROL ANALYSIS SITE  : VEM İLAÇ SAN. VE TİC. A.Ş. 

KAPAKLI/TEKİRDAĞ 

BATCH RELEASE SITE  : VEM İLAÇ SAN. VE TİC. A.Ş. 

KAPAKLI/TEKİRDAĞ 

SHELF LIFE (MONTH) : 24 MONTHS  

STORAGE TEMPERATURE (°C) : 2-8°C IN REFRIGERATOR 

DEFINITION OF PACKAGING : IN BOX, TYPE I COLORLESS, GLASS VIAL 

(10 ML) WITH GREY BROMOBUTYL 

RUBBER STOPPER, RED HOOD AND RED 

FLIP-OFF CAP 

SIZE OF PACKAGING : 1 VIAL 

LICENSE CHARGE RECEIPT  : 31.03.2017/173 

   

ANALYSIS CHARGE RECEIPT  : 25.01.2017/23 

17.03.2017/86899001116 

 

 

 

 

The results of scientific investigation has been found appropriate and the certificate is still 

valid. 

 

Dr. Asım HOCAOĞLU 

Vice-Chairman of Institution 







 

T.C. MINISTRY OF HEALTH 

TURKISH DRUG AND MEDICAL DEVICE INSTITUTION 

LICENSE 

This registration certificate dated 06.07.2017 and numbered 2017/487 is allocated for the human medicinal product called “EPTICARD 75 mg/100 

ml I.V. solution for injection, vial” on behalf of VEM ILAC SAN. VE TIC. ANONIM SIRKETI. 

 

Appendix: Certificate 

Authorization ID: 2127121 

This license is valid with its appendix certificate. 

Dr. Hakki GURSOZ 

Head of Institution



T.C. MINISTRY OF HEALTH 

Turkish Drug and Medical Device Institution 

Authorization ID: 2127121                                                                             Revision date: 04.08.2022 

Revision no: 1 

This certificate is prepared as an appendix to license dated 06.07.2017 and numbered 2017/487 for the 

drug called “EPTICARD 75 mg/100 ml I.V. solution for injection, vial”. 

PRESCRIPTION/NON-PRESCRIPTION: PRESCRIPTION 

TYPE OF PRESCRIPTION:   LIMITED WHITE 

MARKETING AUTHORIZATION: VEM ILAC SAN. VE TIC. ANONIM SIRKETI 

HOLDER 

NAME OF ACTIVE SUBSTANCE: EPTIFIBATIDE 

LICENSOR / ORIGIN COMPANY:  VEM ILAC SAN. VE TIC. A.S.  

      KAPAKLI/TEKIRDAG 

MANUFACTURING SITE:   VEM ILAC SAN. VE TIC. A.S.  

KAPAKLI/TEKIRDAG 

PRIMARY PACKAGING SITE: VEM ILAC SAN. VE TIC. A.S.  

KAPAKLI/TEKIRDAG 

SECONDARY PACKAGING SITE: VEM ILAC SAN. VE TIC. A.S.  

KAPAKLI/TEKIRDAG 

BATCH CONTROL ANALYSIS SITE: VEM ILAC SAN. VE TIC. A.S.  

BATCH RELEASE SITE  KAPAKLI/TEKIRDAG 

SHELF LIFE (MONTH): 24 MOUNTHS 

STORAGE TEMPERATURE (°C): 2-8°C IN REFRIGERATOR 

DEFINITION OF PACKAGING: IN BOX, TYPE I COLORLESS, GLASS VIAL 

 (10 ML) WITH GREY BROMOBUTYL 

 RUBBER STOPPER, RED HOOD AND RED 

 FLIP-OFF CAP 

SIZE OF PACKAGING: 1 VIAL 

LICENSE CHARGE RECEIPT: 31.03.2017/174 

ANALYSIS CHARGE RECEIPT:  25.01.2017/22 

      17.03.2017/86897001112 

 

 
 

Results of the scientific examination are found to be appropriate and the license remains valid. 

 

 

Dr. Asım HOCAOĞLU  

Vice-Chairman of Agency  







Volume number              Layer number 
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DOMESTIC MEDICAL PREPARATION LICENSE 

 

Analysis charge receipt              License charge receipt 

 

Date    Number                        Date  Number 

18.04.2011   P2-2185                                                                                                                                               04/08/2011     /   F00508 

28.02.2011   P2-1451                                                                                                                                                

                                                                                                                                                                                       

 

It is allowed that the product formulated by VEM İLAÇ SAN. VE TİC. LTD. ŞTİ./ANKARA, manufactured by MEFAR İLAÇ SAN. A.Ş. 

Kurtköy-Pendik/İSTANBUL and called “MAZENİL 0.5 mg/5 ml I.V.  Solution for Injection, Ampoule (Flumazenil)” can be sold as 

prescription drug by VEM İLAÇ SAN. VE TİC. LTD. ŞTİ / ANKARA. 

 

 

Signed by Dr. Saim KERMAN            

 

                                                                                            

 

 

           

 

 

 

28 December 2011 

 

 



Shelf life of drug product: 24 months. 28 December 2011 

(At room temperature below 25ºC) 

 

Packaging: In box, 5 ml x 5 type I colourless glass ampoules. 28 December 2011 

 

Starting date of five-year scientific examination period is 28 December 2011 and it is confirmed 

 

Shelf life of drug product: 36 months and storage condition is room temperature below 25°C.  28 May 2011 

 

It was approved to change company title of registered product hereby with this license as “Vem İlaç San. ve Tic. A.Ş.” 11 January 2016 

 

Results of the scientific examination results are confirmed and license remains valid. 03 November 2017 

 

It was approved to add “Vem İlaç San. ve Tic. A.Ş./TEKİRDAĞ” as alternative to the current release site including manufacture, 

primary/secondary packaging and batch control/analysis of the product registered hereby with this certificate. 18 July 2017 

 

It is suitable to remove “Mefar İlaç San. A.Ş., Pendik/İSTANBUL” from batch release sites including current approved bulk manufacturing, 

primary-secondary packaging, batch control site of the preparate registered in this certificate. 12 July 2019 







Volume number              Layer number 
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DOMESTIC MEDICAL PREPARATION LICENSE 

 

Analysis charge receipt              License charge receipt 

 

Date    Number                        Date  Number 

21.02.2012   F04193                                                                                                                                               25/01/2013     /   65 

05.09.2012   F00223                                                                                                                                                

                                                                                                                                                                                       

 

It is allowed that the product formulated by VEM İLAÇ SAN. VE TİC. LTD. ŞTİ./ANKARA, manufactured by MEFAR İLAÇ SAN. A.Ş. 

Pendik/İSTANBUL and called “MILRICOR 10 mg/10 ml I.V. Solution for Injection/Infusion Ampoule (Milrinone)” can be sold as 

prescription drug by VEM İLAÇ SAN. VE TİC. LTD. ŞTİ / ANKARA. 

 

 

Signed by Dr. Hakkı GÜRSÖZ   

Vice President of Instutiton          

 (Seal and Signature) 

                                                                                            

 

 

           

 

 

 

11 February 2013 

 



 

Shelf life of drug product is 24 months.  

(At room temperature below 25ºC) 

After it is diluted with %0.45 and 0.9 NaCl for infusion and %5 

Glucose solutions, it is stable for 24 hours at room temperature below 

25ºC. 11 February 2013 (Seal and Signature) 

 

 

Packaging: In box, Type I glass ampoule, 1 unit. 11 February 2013 

(Seal and Signature) 

 

 

Starting date of five-year scientific examination period is 11 February 

2013 and it is confirmed. (Seal and Signature) 

 

 

Shelf life of drug product is 48 months and storage condition is room 

temperature below 25°C.  04 August 2016  (Seal and Signature) 

 

 

It was approved to change company title of registered product hereby 

with this license as “Vem İlaç San. ve Tic. A.Ş.” 18 August 2016 

(Seal and Signature) 

 

 

Results of the scientific examination results are confirmed and license 

remains valid. 06 June 2018  (Seal and Signature) 

 

 

It was approved to add “Vem İlaç San. ve Tic. A.Ş. 

Kapaklı/TEKİRDAĞ” as alternative to the current release site 

including manufacture, primary/secondary packaging and batch 

control/analysis of the product registered hereby with this certificate. 

16 July 2018  (Seal and Signature) 

 

 

It is suitable to remove “Mefar İlaç San. A.Ş., Pendik/İSTANBUL” 

from batch release sites including current approved bulk 

manufacturing, primary-secondary packaging, batch control site of the 

preparate registered in this certificate. 12 July 2019  

(Seal and Signature) 
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