Proposal to Change Titles of IP Monographs-reg.

The Indian Pharmacopoeia Commission (IPC) is committed to ensuring that the
content of the Indian Pharmacopoeia (IP) aligns with current regulatory practices.
Accordingly, IPC proposes to change titles of certain monographs listed in Table 1
(Oral Suspensions Monographs i.e. dry powder) and Table 2 (Injection Monographs
i.e. powder form) in the next edition of the IP (i.e. IP 2026). The change will involve a
shift in the terminology used in the monographs to ensure better clarity among
stakeholders for enhanced regulatory compliance.

This change is being implemented to align with established international standards
and to ensure that the monographs clearly indicate the intended use of the finished
formulations. This will ensure a more straightforward approach of monograph
classification for manufacturers, regulatory bodies, and other stakeholders.

In view of the above, IPC kindly seek your attention to these proposed changes, as
they may impact the way certain marketed products are labelled and classified. Should
you have any queries, comments or require further clarification regarding this change,
please do not hesitate to contact us at lab.ipc@gov.in.
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Table 1. List of Oral Suspension (dry powder) monographs with proposed change

Sr. No. | Monograph Name (in IP 2022) Proposed Monograph Name (for IP 2026)

1. Amoxycillin Oral Suspension Amoxycillin for Oral Suspension

2. Amoxycillin and Potassium Clavulanate Oral | Amoxycillin and Potassium Clavulanate for Oral
Suspension Suspension

3. Ampicillin Oral Suspension Ampicillin for Oral Suspension

4, Azithromycin Oral Suspension Azithromycin for Oral Suspension

5. Cefaclor Oral Suspension Cefaclor for Oral Suspension

6. Cefadroxil Oral Suspension Cefadroxil for Oral Suspension

7. Cefdinir Oral Suspension Cefdinir for Oral Suspension

8. Cefixime Oral Suspension Cefixime for Oral Suspension

9. Cefpodoxime Oral Suspension Cefpodoxime for Oral Suspension

10. Cephalexin Oral Suspension Cephalexin for Oral Suspension

11. Chlorothiazide Oral Suspension Chlorothiazide for Oral Suspension

12. Clindamycin Palmitate Hydrochloride Oral | Clindamycin Palmitate Hydrochloride for Oral
Suspension Suspension

13. Colistin Sulphate Oral Suspension Colistin Sulphate for Oral Suspension

14. Dicloxacillin Oral Suspension Dicloxacillin for Oral Suspension

15. Fluconazole Oral Suspension Fluconazole for Oral Suspension

16. Flucytosine Oral Suspension Flucytosine for Oral Suspension

17. Ganciclovir Oral Suspension Ganciclovir for Oral Suspension

18. Mycophenolate Mofetil Oral Suspension Mycophenolate Mofetil for Oral Suspension

19. Oseltamivir Oral Suspension Oseltamivir for Oral Suspension

Table 2. List of Injection (powder form) monographs with proposed change

S. No. | Monograph name (IP-2022) Proposed Monograph name (IP-2026)
Aciclovir Intravenous Infusion Aciclovir for Intravenous Infusion
Amoxycillin Injection Amoxyecillin for Injection
Amoxyecillin and Potassium Clavulanate Amoxyecillin and Potassium Clavulanate for
Injection Injection

4, Amphotericin B Injection Amphotericin B for Injection

5. Ampicillin Injection Ampicillin for Injection

6. Artesunate Injection Artesunate for Injection

7. Bendamustine Injection Bendamustine for Injection

8. Benzathine Penicillin Injection Benzathine Penicillin for Injection

9. Fortified Benzathine Penicillin Injection fortified Benzathine Penicillin for Injection
10. Benzylpenicillin Injection Benzylpenicillin for Injection

11. Bleomycin Injection Bleomycin for Injection

12. Bortezomib Injection Bortezomib for Injection

13. | Capreomycin Injection Capreomycin for Injection




S. No. | Monograph name (IP-2022) Proposed Monograph name (IP-2026)
14. Carbenicillin Sodium Injection Carbenicillin Sodium for Injection
15. Carmustine Injection Carmustine for Injection
16. | Cefamandole Injection Cefamandole for Injection
17. | Cefazolin Sodium Injection Cefazolin Sodium for Injection
18. | Cefepime Injection Cefepime for Injection
19. | Cefoperazone Injection Cefoperazone for Injection
20. | Cefotaxime Sodium Injection Cefotaxime Sodium for Injection
21, Cefpirome Injection Cefpirome for Injection
22. | Ceftriaxone Injection Ceftriaxone for Injection
23. Cefuroxime Injection Cefuroxime for Injection
24, Cephaloridine Injection Cephaloridine for Injection
25. | Chloramphenicol Sodium Succinate Injection Chloramphenicol Sodium Succinate for Injection
26. | Chorionic Gonadotrophin Injection Chorionic Gonadotrophin for Injection
27. Cloxacillin Injection Cloxacillin for Injection
28. | Colistimethate Injection Colistimethate for Injection
29. Cyclophosphamide Injection Cyclophosphamide for Injection
30. Cytarabine Injection Cytarabine for Injection
31. Dacarbazine Injection Dacarbazine for Injection
32. Daunorubicin Injection Daunorubicin for Injection
33. Desferrioxamine Injection Desferrioxamine for Injection
34. Ganciclovir Injection Ganciclovir for Injection
35. Gemcitabine Injection Gemcitabine for Injection
36. Hyaluronidase Injection Hyaluronidase for Injection
37. Hydralazine Injection Hydralazine for Injection
38. Hydrocortisone Sodium Succinate Injection Hydrocortisone Sodium Succinate for Injection
39. Ifosfamide Injection Ifosfamide for Injection
40. Imipenem and Cilastatin Injection Imipenem and Cilastatin for Injection
41. Melphalan Injection Melphalan for Injection
42, Meropenem Injection Meropenem for Injection
43. Mitomycin Injection Mitomycin for Injection
44, Mustine Injection Mustine for Injection
45, | Oxytetracycline Hydrochloride Injection Oxytetracycline Hydrochloride for Injection
46. Pamidronate Disodium Injection Pamidronate Disodium for Injection




S. No. | Monograph name (IP-2022) Proposed Monograph name (IP-2026)
47. Pemetrexed Injection Pemetrexed for Injection
48. Pentamidine Injection Pentamidine for Injection
49, Phenytoin Injection Phenytoin for Injection
50. Piperacillin Intravenous Infusion Piperacillin for Intravenous Infusion
51. Piperacillin and Tazobactam Injection Piperacillin and Tazobactam for Injection
52. Pralidoxime Chloride Injection Pralidoxime Chloride for Injection
53. Fortified Procaine Penicillin Injection fortified Procaine Penicillin for Injection
54. Rabeprazole Injection Rabeprazole for Injection
55. Remdesivir Injection Remdesivir for Injection
56. | Sodium Nitroprusside Injection Sodium Nitroprusside for Injection
57. Streptokinase Injection Streptokinase for Injection
58. | Streptomycin Injection Streptomycin for Injection
59. Teicoplanin Injection Teicoplanin for Injection
60. | Temozolomide Injection Temozolomide for Injection
61. | Thiopentone Injection Thiopentone for Injection
62. Thiotepa Injection Thiotepa for Injection
63. Tigecycline Injection Tigecycline for Injection
64. Vancomycin Intravenous Infusion Vancomycin for Intravenous Infusion
65. Vecuronium Bromide Injection Vecuronium Bromide for Injection
66. Vinblastine Injection Vinblastine for Injection
67. Vincristine Injection Vincristine for Injection
68. Voriconazole Injection Voriconazole for Injection
69. Zoledronic Acid Injection Zoledronic Acid for Injection




