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I. DRUGS & PHARMACEUTICALS   
 

1. Drug 

Intermediates & 

Raw Materials 

 

1 Microbial  Contamination 

Total Plate Count 

Total Fungal Count  

E.coli,  

S.aureus,  

P.aeruginosa, Salmonella,  

C.albicans,  

Clostridium species, 

 

IP 2014 Vol I  

Page 38 to 50  

BP 2014 Vol V  

Page 172  

USP 37 Vol XXXVIII(2) 

Page 1319 

≥ 10 cfu/gm to 2000 cfu/gm 

≥10 cfu/gm to 2000 cfu/gm 

 

 

 

Qualitative 

(Present / Absent)/ 1.0 g 

   Sterility IP 2014, Vol I  

Page 59 to 66 

Qualitative 

(Complies/Does not comply) 

     BP 2014 Page 123  

      USP 37 Page 71 

 

 

2. Pharmaceutical 

Preparation 

Folic Acid Assay AOAC (18th Edition): 2007 

 

90 % to 110 %  

  Effectiveness of Anti- Microbial 

Preservatives 

IP 2014 Vol I  

Page 27 to 28 

Qualitative 

(Complies/Does not comply) 

   BP 2014 Page 171  

    USP 37 Page 52  

     

3. Calcium 

Pantothenate 

(Tablet) 

 

Assay USP 37 Page 2095 95 % to 115 %  

4. Amikacin 

Sulphate 

Assay IP 2014 Vol II (Part 1)  

Page 1027 

 

674 mcg/mg to 806 mcg/mg 

5. Amikacin 

Sulphate 

Injection 

 

 

 

Assay IP 2014  Vol II (Part 1)  

Page 1028 

 

90 % to 120 %  
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6. Bacitracin Zinc Assay IP 2014 Vol II (Part 1)  

Page 1130 

60 units/mg to 80 units/mg 

    BP 2014 Page 132  

     USP 37 Page 1905 

 

 

7. Gentamicin 

Sulphate 

Assay IP 2014, Vol II (Part 2)  

Page 1856 

590 mcg/mg to 786 mcg/mg 

    BP 2014 Page 718  

     USP 37 Page 3138 

 

 

8. Gentamicin 

Sulphate 

Injection 

Assay IP 2014, Vol II (Part 2)  

Page 1859 

95 % to 125 %  

    BP 2014 Page 565  

 

    USP 37 Page 3140 

 

 

9. Gentamicin 

Sulphate Eye 

Drops 

Assay IP 2014 Vol II (Part 2) 

Page 1858 

90 % to 135 % 

   BP 2014 Page 564  

     USP 37 Page 3140 

 

 

10. Neomycin 

Sulphate 

Assay IP 2014 Vol II (Part 1)   

Page 2315 

600 mcg/mg to 680 mcg/mg 

    BP 2014 Page 1093  

   USP 37 Page 3944 

 

 

11. Neomycin 

Sulphate Eye 

Drops 

Assay IP 2014 Vol III (Part 1)  

Page 2316 

90 % to 115 %  

   BP 2014 Page 863 

 

 

12. Neomycin 

Sulphate Eye 

Ointment 

Assay IP 2014 Vol III (Part 1)   

Page 2317 

90 % to135 %  

   

  

BP 2014 Page 864 
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  Neomycin 

Sulphate Eye 

Ointment 

Pyrogen  IP 2014 Vol. I, Page 36 Qualitative 

(Complies/Does not 

comply) 

 

     BP 2014 Appendix XIVD Page 

18 

Qualitative 

(Complies/Does not 

comply) 

 

      USP 37,NF 32  

Page 135  

Qualitative 

(Complies/Does not 

comply) 

 

   Abnormal Toxicity IP 2014, Vol. I  

Page 27 

Qualitative 

(Complies/Does not 

comply) 

     

13. Oxytocin Solution  Identification C  IP 2014 Vol. III (Part 1)  

Page 2408 

Qualitative 

(Complies/Does not 

comply) 

 

14. Oxytocin Powder Identification C IP 2014 Vol. III (Part 1) Page. 

2408 

Qualitative 

(Complies/Does not 

comply) 

 

15. Heparin Sodium Identification A & Assay IP 2014 Vol. II (Part 2)  

Page 1886 

Qualitative 

(Complies/Does not 

comply) 

150 IU/mg) 

 

16. Heparin Injection Identification A & Assay IP 2014, Vol. II (Part 2)  Page 

1888 

Qualitative 

(Complies/Does not 

comply)  

90.0 % to 110.0 %  

 

                                                                          -X-X-X-X-X-X-X-X-X-X-X-X-X-X-  


