API (Active Pharmaceutical Ingredients)

DMF Status
S. No. Oncology/Non-Oncology API
&Y/ o Tech Pack] OP%" | usomr | eomr | €™ | pvipa | epam | kepa DMF Number
Part Canada
1 |Ambroxol Hydrochloride v v v v v +  |CEP-2004-201-Rev 06
2 Abacavir sulphate v Tech. Pack available
3 Abiraterone Acetate v Tech. Pack available
4 |Acebrophylline v v v/ |Tech. Pack available
5 |Anastrozole v v v v USDMF# 29654
6  |Axitinib v v v USDMF# 30104
7 |Azacitidine v v v v v v v |USDMF#27487
8 Acalabrutinib v Tech. Pack available/scale up
9 Afatinib Dimaleate v Tech. Pack available/scale up
10 |Allyl Ispropyl Acetyl Urea v Tech. Pack available/scale up
11 [Apalutamide v Tech. Pack available/scale up
12 |Bendamustine HCL Monohydrate v v v v v v USDMF# 25222
13  |Bicalutamide v v v v v USDMPF# 24690
14  [Bortezomib v v v v v v USDMF# 24944, MF 036821
15 |Busulphan v v v v v v v R1-CEP 2011-339-Rev 00, USDMF# 25491
16 |Cabazitaxel Amorphous v v v USDMF # 033087
17  |Capecitabine v v v v v v v RO-CEP 2014-332-Rev 01, USDMF# 24689
18 |Carmustine v Tech. Pack available
19 |Citicholine v Tech. Pack available
20 |[Clofarabine v v v USDMF# 29806
21 |Cyclophosphamide v v v v USDMF# 034066, RO-CEP-2020-083-Rev-02
22 |Dasatinib v v Tech. Pack available
23 |Decitabine v v v v v USDMF# 27488
24 |Dimethyl Fumarate v v v USDMF #029655
25 |Desmopressin v v v CEP 2024-028 - Rve 00
26 |Docetaxel (Anhydrous & Tri hydrate) v Tech. Pack available/scale up
27 |Doultegravir v Tech. Pack available/scale up
28 |Elthrombopag olamine v v v USDMF #039754
29 |Enzalutamide v v v USDMPF# 30260
30 |Erlotinib HCL v v v v «  |USDMF# 29124
31 |Exatecan Mesylate v Tech. Pack available/scale up
32 |Fingolimod Hydrochloride v v v v v v USDMF#28162 : RO-CEP-2019-145-Rev-01
33  |[Gemcitabine HCl v v v v v v v R1-CEP-2006-222-Rev 01, USDMF # 24136
34 |Gemcitabine HCI (Process-2) v v v v v v USDMF #031892, CEP-2017-187-Rev 02
35 |Glycopyrronium bromide v v RO-CEP-2021-268-Rev 00
36 Ibrutinib v v v USDMF # 032122
37 |Imatinib Mesylate v v v v v v RO-CEP-2016-121-Rev 01, USDMF# 28349




38 Irinotecan HCI Trihydrate v v v v USDMF# 23562, CEP : R1-CEP-2017-147-Rev 00
39 |Irinotecan HCl Trihydrate (Prpcess-2) v v v RO-CEP-2019-156-Rev 02

40 |Lenalidomide v v v USDMF # 033084

41 |Lenvatinib Mesylate v v v USDMF # 033083

42 Letrozole v v v v RO-CEP 2013-321-Rev 00, USDMF # 27489
43 [Liraglutide v Tech. Pack available/scale up

44 [Melphalan HCL v v v USDMF# 28930

45 |Methotrexate v v CEP 2024-465 (Under review)

46 |Montelukast Sodium v v CEP 2024-125 (Under review)

47  [Methotrexate Sodium v Tech. Pack available & USDMF

48 |Mycophenolate mofetil v Tech. Pack available

49  [Mycophenolate sodium v Tech. Pack available

50 [Nifedipine v v v CEP 2022-475 - Rev 00 : USDMF#036235
51 |Nilotinib v v USDMF# 036289

52 |[Nintedanib v Tech. Pack available

53 |Oxaliplatin v v v v R1-CEP 2006-201-Rev 01, USDMF # 23563
54 |Octreotide v v CEP 2024-102 - Rev 00

55 |Oxacarbazipine v v CEP 2022-458 (Under review)

56 |Olaparib v Tech. Pack available/scale up

57 [Palbocicilib v Tech. Pack available

58 |Pazopanib v Tech. Pack available

59 |Pemetrexed DiPotassium Nonahydrate v v v USDMF# 29652 : RO-CEP 2022-087-Rev 00
60 |Pemetrexed Disodium Hemipentahydrate v v v USDMF# 25102

61 |Phenylephrine Hydrochloride v v v USDMF# 36236 : CEP 2024-377

62 Pirfenidone v v v v RO-CEP 2016-242-Rev 00, USDMF #030952
63 |Pomalidomide v v v USDMF # 032309

64 |Praziquintol v v v WHO Market (APIMF-390) :RO-CEP-2019-207-Rev-01
65 |Prucalopride Succinate v v v USDMF #035038

66 |Paclitaxel v Tech. Pack available/scale up

67 |Pazopanib v Tech. Pack available/scale up

68 [Ruxolitinib Phospate v Tech. Pack available/scale up

69 [Sodium Cholesteryl sulfate v Tech. Pack available

70 |Sorafenib Tosylate v v v CEP 2022-056-Rev 00

71 [Sunitinib Malate v v v USDMF # 033085

72 |Sertraline hydrochloride v Tech. Pack available/scale up

73 |Sodium cholesteryl sulfate (SCS) v Tech. Pack available/scale up

74 |Semaglutide v Tech. Pack available/scale up

75 |Temozolomide v v v v RO-CEP 2016-277-Rev 01, USDMF# 23479
76  |Tenofovir alfanamide v v v USDMF #033850

77 |Tenofovir disproxyl fumarate API v v WHO Market (APIMF-391)




78 |Teriflunomide v v v USDMF #032172 : CEP 2023-313 - Rev 00
79 |Thalidomide v v v USDMF # 033088

80 [Tranexamic Acid v v v RO-CEP 2018-048-Rev 00, USDMF #033086
81 [Tofacitinib v Tech. Pack available

82 |Topotecan HCL v Tech. Pack available

83 |Tofacitinib Citrate v Tech. Pack available/scale up

84 |Teriparatide v Tech. Pack available/scale up

85 |[Tirzepatide v Tech. Pack available/scale up

86 |Ursodeoxycholic acid v CEP 2022-275 - Rev 00

87 |Varenicline tartrate v v v USDMF #035037

88 |Valacyclovir v Tech. Pack available/scale up

89 [Vismodegib v Tech. Pack available/scale up

90 |Zoledronic acid v v v USDMF #025905 : CEP-2021-269-Rev 01




