LIST

of the medicines not recommended for the registration and re-registration by the Center according to the meeting decision N 10-2/23 on October 31,

2023
All manufacturing sites involved in the Legal
N Trade name Common name of theactive | Pharmaceutical Strength and packaging, medicinal product manufacturing process | Country | Registration certificate holder Country status Conclusion number
substance form Ppresentation (name, location) (name, location) for and date
supply
cefoperazone (cefoperazone powder for Ind-Swift Limited C/o Shamshree Lifr- Ind-Swift Limited, Global
1 Cefoswift sodium), sulbactam (sulbactam solution for 1000mg+500mg; glass vial | sciences Limited Plotno 11, Industrialarea | India Business Unit, Jawaharpur, Off India PoM 21712
sodium) injection 20ml Katha-Batholikalan, Baddi, District-Solan NH 21, Derabassi, Distt. Mohali, 31.102023
HP, 173205 Punjab, 14507
Ena+HCT-Denk enalapril (enalapril maleate), 20mg+12,5mg; (30/3x10/) Artesan Pharma GmbH & Co. KG, Germa- Denk Pharma GmbH & Co. 21714
2 20/125 hydrochlorothiazide tablets in blister ‘Wendlandstrasse 1, 29439 Luechow ny KG, Prinzregentenstr. 79, 81675 Germany PoM 31.10.2023
Muenchen




LIST

of the medicines not recommended for the variations not requiring reformulation of certificate for registration approved by the Center according to the

meeting decision N 10-2/23 on October 31, 2023

Common name ofthe | Pharmaceu- Strength and packaging, All manufacturing sites involved Registration certificate holder (name, Legal status for
N Trade name active substance tical form presentation in the medicinal product manufac- Country location) Country supply Conclusion number and date
turing process (name, location)
Fluconazole- 150mg; 1, 2(1x2), 3(1x3), Pharmaceutical Company Pharmaceutical Company 16679/3/1
1 Zdorovye fluconazole capsules hard 3(3x1) and 7, in blister «Zdorovye» LLC, 61013, Kharkov, Ukraine «Zdorovye» LLC, 61013, Kharkov, Ukraine PoM 31.10.2023
Shevchenkostr., 22 Shevchenkostr., 22
Ena+HCT- enalapril (enalapril 20mg+12,5mg; (30/3x10/) Artesan Pharma GmbH & Co. Denk Pharma GmbH & Co. 17663/2
2 Denk 20/12,5 maleate), tablets in blister KG, Wendlandstrasse 1, 29439 Germany KG, Prinzregentenstr. 79, 81675 Germany PoM 31.10.2023
hydrochlorothiazide Luechow Muenchen




