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List of reference substances of other pharmacopoeias found to be suitable for use according to The International Pharmacopoeia. 

 

Name of the reference substance and its intended use according 
to The International Pharmacopoeia (in brackets) 

Name of the reference substance found suitable for the indicated 
intended use, batch number and issuing pharmacopoeia  

4-epi-Anhydrotetracycline hydrochloride (for use in the test for 
related substances according to the monograph on Tetracycline 
hydrochloride) 

4-Epianhydrotetracycline hydrochloride CRS; Batch 7; European 
Pharmacopoeia 

4-epi-Tetracycline hydrochloride (for use in the test for related 
substances according to the monograph on Tetracycline 
hydrochloride) 

4-Epitetracycline hydrochloride CRS; Batch 10; European 
Pharmacopoeia 

Anhydrotetracycline hydrochloride (for use in the test for related 
substances according to the monograph on Tetracycline 
hydrochloride) 

Anhydrotetracycline hydrochloride CRS, Batch 5, European 
Pharmacopoeia 

Atenolol for system suitability RS (containing atenolol and the 
impurities B, F, G, I and J) for use in the test for related substances 
according to the monograph on Atenolol) 

Atenolol for system suitability CRS, Batch 3, European Pharmacopoeia 

Benzathine benzylpenicillin for peak identification RS (containing 
the impurities A, B, C, D, E, F, G, H , I, J and K) 

Benzathine benzylpenicillin for peak identification CRS; Batch 1; 
European Pharmacopoeia 

Benzathine benzylpenicillin RS Benzathine benzylpenicillin CRS, Batch 3; European Pharmacopoeia 
Ciprofloxacin hydrochloride for peak identification RS 
(containing ciprofloxacin and the impurities B, C, D and E) (for use 
in the test for related substances according to the monograph on 
Ciprofloxacin hydrochloride and Ciprofloxacin tablets) 

Ciprofloxacin hydrochloride for peak identification CRS; Batch 4; 
European Pharmacopoeia 

Clofazimine for system suitability RS (containing clofazimine and 
impurity B) 

Clofazimine for system suitability CRS, Batch 1; European 
Pharmacopoeia 

Ethambutol for system suitability RS (containing ethambutol and 
impurity B) 

Ethambutol for system suitability CRS, Batch 3; European 
Pharmacopoeia 

Ganciclovir for system suitability RS (containing the impurities A, 
B, C, D, E and F) (for use in the test for related substances according 
to the monograph on Ganciclovir, Ganciclovir for injection) 

Ganciclovir impurity mixture CRS, Batch 2, European Pharmacopoeia  



Lamivudine for system suitability 1 (containing lamivudine and 
impurities A and B) (for use in the test for related substances 
according to the monograph on Lamivudine, Lamivudine oral 
solution, Lamivudine tablets and Zidovudine and lamivudine tablets) 

Lamivudine for system suitability 1 CRS; Batch 1; European 
Pharmacopoeia 

 
Lamivudine for system suitability 2 (containing lamivudine and 
impurity D) (for use in the test for impurity D according to the 
monograph on Lamivudine) 

Lamivudine for system suitability 2 CRS; Batch 3; European 
Pharmacopoeia 

 
Levofloxacin for system suitability RS (containing levofloxacin 
and the impurities A, B and G) (for use in the test for related 
substances according to the monograph on Norethisterone and 
Norethisterone tablets) 

Levofloxacin for system suitability CRS; Batch 2; European 
Pharmacopoeia 

Levonorgestrel for system suitability 1 RS (containing the 
impurities A, H, K, M, O and S) (for use in the test for related 
substances according to the monograph on Levonorgestrel) 

Levonorgestrel for system suitability 1 CRS; Batch 3; European 
Pharmacopoeia 

Levonorgestrel for system suitability 2 RS (containing the 
impurities V and W) (for use in the test for related substances 
according to the monograph on Levonorgestrel) 

Levonorgestrel for system suitability 2 CRS; Batch 2; European 
Pharmacopoeia 

Mebendazole for system suitability RS (containing the impurities 
A, B, C, D, E, F and G) (for use in the test for related substances 
according to the monograph on Mebendazole, Mebendazole 
chewable tablets )  

Mebendazole for system suitability CRS; Batch1; European 
Pharmacopoeia 

Medroxyprogesterone acetate for system suitability RS 
(containing medroxyprogesterone acetate and the impurities A, B, C, 
D, E, G and I) (for use in the test for related substances according to 
the monograph on Medroxyprogesterone acetate and 
Medroxyprogesterone injection) 

Medroxyprogesterone acetate for system suitability CRS; Batch 2; 
European Pharmacopoeia 

Misoprostol (for use in identity tests by IR and TLC, dissolution test 
and assays according to the monographs on Misoprostol, Misoprostol 
dispersion and Misoprostol tablets. 

Misoprostol CRS; Batch 4; European Pharmacopoeia 

Moxifloxacin for peak identification A RS (containing 
moxifloxacin and the impurities A, B and E) (for use in the test for 

Moxifloxacin for peak identification A CRS; Batch 1; European 
Pharmacopoeia 



related substances according to the monograph on Moxifloxacin 
HCl) 
Moxifloxacin for peak identification B RS (containing 
moxifloxacin and the impurity F) (for use in the test for related 
substances according to the monograph on Moxifloxacin HCl) 

Moxifloxacin for peak identification B CRS; Batch 2; European 
Pharmacopoeia 

Moxifloxacin for system suitability RS (containing moxifloxacin 
and the impurities G) (for use in the test for impurity G according to 
the monograph on Moxifloxacin HCl) 

Moxifloxacin for system suitability CRS; Batch 1; European 
Pharmacopoeia 

Norethisterone for system suitability RS (containing the impurities 
A, B, C, D, E, F, G and H) (for use in the test for related substances 
according to the monograph on Norethisterone and Norethisterone 
tablets) 

Norethisterone for system suitability CRS; Batch2; European 
Pharmacopoeia  

Zidovudine for system suitability A RS (containing zidovudine and 
impurity G) 

Zidovudine for system suitability A CRS, Batch 1; European 
Pharmacopoeia 

Zidovudine impurity D Zidovudine impurity D CRS, Batch 1; European Pharmacopoeia 

 


