
































MINISTRY OF INDUSTRY AND TRADE OF THE RUSSIAN 
FEDERATION 

 
STATEMENT 

of compliance of manufacturer (foreign manufacturer) 
of medicinal products for human use 

with the requirements of Good Manufacturing Practice rules 
 
No. GMP-00903/18/TR 
 

Part 1 
 
The Ministry of Industry and Trade of the Russian Federation confirms that 
 

Mefar İlaç Sanayi A.Ş. 
(full and abbreviated name (if available) of the manufacturer (foreign manufacturer) of 

medicinal products for human use) 
 
located at 
 

Ramazanoğlu Mah. Ensar Cad. No: 20. Kurtköy/Pendik, Istanbul, Turkey 
 
and carrying out manufacture of medicinal products for human use at 
 

Ramazanoğlu Mah. Ensar Cad. No: 20. Kurtköy/Pendik, Istanbul, Turkey 
 
was inspected in terms of licensing supervision for compliance with licensing requirements 
during implementation of manufacturing activities of medicinal products in accordance with the 
license No. ____ of __ _______ ____ (year) according to the legislation of the Russian 
Federation or was inspected in terms of marketing authorization(s) indicating manufacturers 
located outside the Russian Federation in accordance with the requirements of Good 
Manufacturing Practice rules approved by order No. 916 of June 14, 2013 of the Ministry of 
Industry and Trade of the Russian Federation. 
 

 
 
 
 
 
 
 
 

Page 1 of 11 
 

0001197



GMP-00903/18/TR 

 

Based on the information obtained during inspections of this manufacturer, the last of which was 

carried out from May 21, 2018 to May 24, 2018, it can be stated that manufacturer meets the 

requirements of Good Manufacturing Practice rules approved by order No. 916 of June 14, 2013 

of the Ministry of Industry and Trade of the Russian Federation. 

This statement reflects the compliance status of production site of manufacturer (foreign 

manufacturer) of medicinal products for human use at the time of the above inspection and 

should not be considered as a document indicating the status of compliance in case of expiration 

of more than 3 (three) years from the date of this inspection. 

The statement is valid in the presence of all its pages (both part 1 and part 2). 

Authenticity of this statement is verified in the register of statements of compliance of 

manufacturers of medicinal products for human use with the requirements of Good 

Manufacturing Practice rules posted on the official website http://www.minpromtorg.gov.ru, 

http://www.минпромторг.рф. In case of absence of this statement in the register of statements of 

compliance of manufacturers of medicinal products for human use with the requirements of 

Good Manufacturing Practice rules, please inform the Ministry of Industry and Trade of the 

Russian Federation. 

 

This statement is valid during 3 years from the date of completion of the inspection. 

 

 

 

 

 

 

 

First Deputy Minister    (signature)     S.A. Cyb 

 

/ Blue seal of the Ministry of Industry and Trade of the Russian Federation / 

 

September 12, 2018 

(Statement Issue Date) 
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Part 2 
 

Manufacture and Quality Control 
I. MANUFACTURING OPERATIONS – PHARMACEUTICAL PRODUCTS 

1. Sterile medicinal products 
■ 1. Aseptically manufactured medicinal products (processing operations for the following 
dosage forms): 
 □ Large volume liquids 
 ■ Small volume liquids 
 □ Dispersions 
 ■ Lyophilisates 
 □ Solid dosage forms and implants 
 □ Soft dosage forms 
 □ Other medicinal products 
■ 2. Terminally sterilized medicinal products (processing operations for the following 
dosage forms): 
 ■ Large volume liquids 
 ■ Small volume liquids 
 □ Solid dosage forms and implants 
 □ Soft dosage forms 
 □ Other medicinal products and dosage forms 
■ 3. Release quality control (processing operations for the following dosage forms): 

2. Non-sterile medicinal products 
□ 1. Non-sterile medicinal products (processing operations for the following dosage forms): 
 □ Hard-shelled capsules 
 □ Soft-shelled capsules 
 □ Chewable dosage forms 
 □ Impregnated dosage forms 
 □ Liquids for external use 
 □ Liquids for internal use 
 □ Medicinal gases 
 □ Other solid dosage forms 
 □ Pressurized medicinal products 
 □ Radionuclide generators 
 □ Soft dosage forms 
 □ Suppositories 
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 □ Tablets 
 □ Transdermal patches 
 □ Intraruminal devices 
 □ Other medicinal products and dosage forms 
□ 2. Release quality control 

3. Biological medicinal products 
■ 1. Biological medicinal products: 
 □ Blood derived medicinal products 
 □ Immunological medicinal products 
 □ Somatic cell therapy medicinal products 
 □ Gene therapy medicinal products 
 □ Tissue engineered medicinal products 
 □ Biotech medicinal products 
 ■ Medicinal products extracted from animal sources or human organs (tissues) 
 □ Other medicinal products 

4. Other medicinal products or manufacturing activities 
□ Manufacture of: 
 □ Herbal medicinal products 
 □ Homeopathic medicinal products 
 □ Other medicinal products 
 
 

 

 

 

 

 

 

 

 

First Deputy Minister    (signature)     S.A. Cyb 

 

/ Blue seal of the Ministry of Industry and Trade of the Russian Federation / 

 

September 12, 2018 

(Statement Issue Date) 
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■ 2. Sterilization of active substances, excipients and finished medicinal products: 
 ■ Filtration 
 □ Dry-heat sterilization 
 ■ Steam sterilization 
 □ Chemical sterilization 
 □ Gamma sterilization 
 □ Electron beam sterilization 
□ 3. Other 
□ 4. Primary (inner) packaging: 
 □ Hard-shelled capsules 
 □ Soft-shelled capsules 
 □ Chewable dosage forms 
 □ Impregnated dosage forms 
 □ Liquids for external use 
 □ Liquids for internal use 
 □ Medicinal gases 
 □ Other solid dosage forms 
 □ Pressurized medicinal products 
 □ Radionuclide generators 
 □ Soft dosage forms 
 □ Suppositories 
 □ Tablets 
 □ Transdermal patches 
 □ Intraruminal devices 
 □ Other medicinal products and dosage forms 
■ 5. Secondary (consumer) packaging 
■ 6. Release quality control 
■ 7. Microbiological testing: sterility 
□ 8. Microbiological testing: non-sterility 
■ 9. Chemical (physical) testing 
■ 10. Biological testing 

II. QUALITY CONTROL IN TERMS OF IMPORT OF MEDICINAL PRODUCTS 
□ 1. Quality control of imported medicinal products: 
 □ Microbiological testing: sterility 
 □ Microbiological testing: non-sterility 
 □ Chemical (physical) testing 
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 □ Biological testing 
□ 2. Release quality control (batch certification) of imported medicinal products 
□ Sterile medicinal products: 
 □ Aseptically manufactured medicinal products 
 □ Terminally sterilized medicinal products 
□ Non-sterile medicinal products 
□ Biological medicinal products: 
 □ Blood derived medicinal products 
 □ Immunological medicinal products 
 □ Somatic cell therapy medicinal products 
 □ Gene therapy medicinal products 
 □ Tissue engineered medicinal products 
 □ Biotech medicinal products 
 □ Medicinal products extracted from animal sources or human organs (tissues) 
 □ Other medicinal products 
□ 3. Other import activities: 
 □ Physical import site 
 □ Import of intermediate product undergoing further processing 
 □ Other 
 
 

 

 

 

 

 

 

 

 

 

First Deputy Minister    (signature)     S.A. Cyb 

 

/ Blue seal of the Ministry of Industry and Trade of the Russian Federation / 

 

September 12, 2018 

(Statement Issue Date) 
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MINISTRY OF INDUSTRY AND TRADE OF THE RUSSIAN FEDERATION 
 

GMP-00903/18/TR 
 

Restrictions or clarifying remarks relating to scope of certificate: 
List of medicinal products in respect of which the inspection was carried out: 
 

Trade Name 

International Non-proprietary 

Name or Generic (Chemical) 

Name of Medicinal Product / 

Pharmaceutical Substance 

Dosage form, strength (if 

applicable) 

Manufacture of finished dosage forms, secondary packaging, quality control 

Ademta Ademetionine 

Lyophilisate for solution for 

injection, 400 mg, complete 

with solvent  

Tenartessa Tenoxicam 

Lyophilisate for solution for 

intravenous and intramuscular 

injection, 20 mg 

Asibrox Acetylcysteine 
Solution for injection, 

300 mg / 3 ml 

Benevron B 

Thiamine Hydrochloride, 

Riboflavin,  

Pyridoxine Hydrochloride, 

Cyanocobalamin 

Solution for injection 
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Bumanol Hydroxocobalamin 

Lyophilisate for solution for 

injection, 97 mg, complete 

with solvent 

Kardovol Metoprolol Tartrate 
Solution for injection, 

5 mg / 5 ml 

Clodifen Diclofenac Sodium 
Solution for injection, 

75 mg / 3 ml 

Dianervan 

Triphosadenine Disodium 

Trihydrate, 

Cocarboxylase, 

Cyanocobalamin, 

Nicotinamide 

Lyophilisate for solution for 

intramuscular injection, 

complete with solvent 

Doramycin Spiramycin 

Lyophilisate for solution for 

injection, 1.5 IU, complete 

with solvent 

Artronovi Chondroitin Sulfate 

Solution for intramuscular 

injection,  

200 mg / 2 ml 

Elfunat 
Ethylmethylhydroxypyridine 

Succinate 

Solution for injection, 

50 mg / ml 

Fersinol Iron (III) Hydroxide 
Solution for injection, 

100 mg / 2 ml 

Glatiramer Acetate Glatiramer Acetate 
Solution for injection, 

20 mg / ml, 40 mg / ml 

 
First Deputy Minister    (signature)     S.A. Cyb 

 

/ Blue seal of the Ministry of Industry and Trade of the Russian Federation / 

 

September 12, 2018 

(Statement Issue Date) 
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Insulipon Thioctic Acid 
Solution for injection, 

50 mg / vial 

Levebrain Levetiracetam 
Concentrate for solution for 

infusion, 500 mg / 5 ml 

Levoximed Levofloxacin 
Solution for infusion,  

5 mg / ml 

Loxidol Meloxicam 
Solution for intramuscular 

injection, 15 mg / 1.5 ml 

Linozid Linezolid 
Solution for infusion,  

5 mg / ml 

Medotilin Choline Alfoscerat 
Solution for injection, 

1000 mg / 4 ml 

Medrolgin Ketorolac Trometamol 
Solution for intramuscular 

injection, 30 mg / ml 

Metacartin Levocarnitine 
Solution for intramuscular 

injection, 1 mg / 5 ml 

Moxicum Moxifloxacin 
Solution for infusion, 

400 mg / 250 ml 

Nevralon 

Thiamine Hydrochloride, 

Cyanocobalamin, 

Pyridoxine Hydrochloride, 

Lidocaine 

Solution for injection 

Oradro Clarithromycin 
Lyophilisate for solution for 

injection, 500 mg 

Pireticol Paracetamol 
Solution for infusion, 

10 mg / ml 
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Pompezo Esomeprazole Sodium 

Lyophilisate for solution for 

injection,  

40 mg 

Ram Glutathione 

Lyophilisate for solution for 

injection,  

600 mg 

Ripronat Meldonium 
Solution for injection, 

100 mg / ml 

Ronocit Citicoline 

Solution for intravenous and 

intramuscular injection,  

500 mg / 4 ml, 

1000 mg / 4 ml 

Sertofen Dexketoprofen 
Solution for injection, 

50 mg / 2 ml 

Tamovir Ganciclovir 

Lyophilisate for solution for 

injection,  

500 mg 

Teklonin Teicoplanin 

Lyophilisate for solution for 

injection,  

200 mg, 400 mg 

Torventa Torasemide anhydrous 
Solution for injection, 

10 mg / ml 

Toxivenol 
Troxerutin, 

Carbazochrome 
Solution for injection 

 
First Deputy Minister    (signature)     S.A. Cyb 

 

/ Blue seal of the Ministry of Industry and Trade of the Russian Federation / 

 

September 12, 2018 

(Statement Issue Date) 
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Ulsepan Pantoprazole 

Lyophilisate for solution for 

injection,  

40 mg 

Vanko-WM Vancomycin 

Lyophilisate for solution for 

injection,  

500 mg, 1000 mg 

Viroseda Voriconazole 

Lyophilisate for solution for 

injection,  

200 mg 

Ziromin Azithromycin 

Lyophilisate for solution for 

injection,  

500 mg 

Voranex Voriconazole 

Lyophilisate for solution for 

intravenous injection,  

200 mg 

Tigenex Tigecyclin 

Lyophilisate for solution for 

intravenous injection,  

50 mg 

 
 

 

 

First Deputy Minister    (signature)     S.A. Cyb 

 

/ Blue seal of the Ministry of Industry and Trade of the Russian Federation / 

 

September 12, 2018 

(Statement Issue Date) 
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