
US FDA EU/ EMEA
TPD-

Canada

PMDA 

Japan
TGA EDQM

KFDA 

Korea

GCC and 

ROW

Medsafe-

NZ
WHO Status

1 Onco Capecitabine ✓ ✓ ✓ ✓ ✓ ✓ ✓ ✓ ✓

2 Onco Gemcitabine HCl (ROS-I) ✓ ✓ ✓ ✓ ✓ ✓ ✓ ✓

3 Onco Gemcitabine HCl (ROS-II) ✓ ✓ ✓ ✓

4 Onco Temozolomide ✓ ✓ ✓ ✓ ✓ ✓ ✓ ✓ ✓

5 Onco Azacitidine ✓ ✓ ✓ ✓ ✓ ✓

6 Onco Irinotecan HCl (ROS-I) ✓ ✓ ✓ ✓ ✓ ✓ ✓ ✓

7 Onco Irinotecan HCl (ROS-II) ✓ ✓

8 Onco Pemetrexed Disodium ✓ ✓ ✓ ✓ ✓ ✓ ✓

9 Onco Bortezomib ✓ ✓ ✓ ✓ ✓ ✓

10 Onco Bendamustine HCl ✓ ✓ ✓ ✓ ✓ ✓

12 Onco Busulfan ✓ ✓ ✓ ✓ ✓ ✓ ✓ ✓

13 Onco Sunitinib Malate ✓ ✓

14 Onco Thalidomide ✓ ✓ ✓

15 Onco Axitinib ✓

16 Onco Imatinib Mesylate ✓ ✓ ✓ ✓ ✓ ✓

17 Onco Decitabine ✓ ✓ ✓ ✓

18 Onco Lenvatinib Mesylate ✓ ✓

19 Onco Bicalutamide ✓ ✓ ✓

20 Onco Sorafenib Tosylate

21 Onco Enzalutamide ✓

23 Onco Cabazitaxel ✓

25 Onco Ibrutinib ✓ ✓

26 Onco Dasatinib

27 Onco Zoledronic acid ✓ ✓

28 Onco Lenalidomide ✓

29 Onco Cyclophosphamide ✓ ✓

32 Onco Nilotinib Base U/Filing

34 Onco Pomalidomide ✓

ONCO MOLECULES (Commercial)

S.No.
Product

 Type

Name of the product 

(API)

Regulatory Status



S.No. Product Type Product Name Status Remarks

1 Onco Palbociclib Lab validatiob U/Process. Tentatively in Q4

2 Onco Carmustine LV completed, U/PDR preparationTentatively in Q4

3 Onco Abriterone Acetae Lab validation U/Process Tentativeliy in Q4

4 Onco Pazopanib Hcl Plant validation stage-IV to be completed.Tentatively in Q4.

5 Onco Nilotinib HCl Under validation Tentatively in Q4.

6 Onco Nintedanib Plant validation to be start. Tentatively in Q4.

ONCO MOLECULES (Plant validation planned in this FY)



S.No. Product Type Product Name Remarks

1 Onco Cladribine U/Optimization

2 Onco Regorafenib Optimization to be start.

3 Onco Afatinib Dimaleate Optimization completed.

7 Onco Tofacitinib citrate U/Optimization.

ONCO MOLECULES (Under Development)



US FDA
EU/ 

EMEA

TPD-

Canada

PMDA 

Japan
TGA EDQM

KFDA 

Korea

GCC and 

ROW

Medsafe-

NZ
WHO Status

1 Non-Onco Tranexamic Acid ✓ ✓ ✓

2 Non-Onco Tenofovir Disoproxil Fumarate ✓

3 Non-Onco Ambroxol HCl ✓ ✓ ✓ ✓

5 Non-Onco Phenylephrine U/ filing

6 Non-Onco Nifedipine U/ filing

7 Non-Onco Citicholine Sodium U/ filing

8 Non-Onco Pirfenidone ✓ ✓

9 Non-Onco Prucalopride Succinate ✓ ✓

10 Non-Onco Lanthanum Dioxycarbonate U/ filing

11 Non-Onco Amifampiridine Phosphate U/ filing

12 Non-Onco Dimethyl Fumarate ✓ ✓ ✓

13 Non-Onco Fingolimod HCl ✓ ✓ ✓ ✓ ✓ ✓

14 Non-Onco Glycopyrronium Bromide

15 Non-Onco Praziquantel ✓ ✓

16 Non-Onco Tenofovir Alafenamide ✓

18 Non-Onco Varenicline Tartrate ✓

NON-ONCO MOLECULES (Commercial)

S.No.
Product

 Type

Name of the product 

(API)

Regulatory Status



S.No. Product Type Product Name Status Remarks

1 Non-Onco UDCA Plant Validation U/Process. Tentatively Q3.

2 Non-Onco Abacavir Sulfate Plant Validation U/Process. Tentativeliy in Q4.

3 Non-Onco Levetiracetam Plant validation to be start. Tentatively Q4.

4 Non-Onco Molupinavir Validation completed

6 Non-Onco Eltrombopag olamine Plant validation to be start. Tentatively Q4.

7 Non-Onco Montelukast sodium U/ Lab validation. Tentatively Q4.

8 Non-Onco OxcarbazepineLab validation will complete by this month end.Tentatively Q4.

9 Non-Onco NOR UDCA Plant validation to be start. Tentatively Q4.

10 Non-Onco Dolutegravir U/ Lab validation. Tentatively Q4.

NON-ONCO MOLECULES (Plant validation planned in this FY)



S.No. Product Type Product Name Remarks

1 Non-Onco Carbamazepine U/Optimization

2 Non-Onco Clopidogrel U/Optimization

3 Non-Onco Dextromethorphan hydrobromide U/ Optimization

4 Non-Onco Duloxetine HCl U/ Feasability study

5 Non-Onco Echothiophate Iodide U/ Optimization

6 Non-Onco Losartan Potassium U/ Fesability.

8 Non-Onco Valacyclovir HCl U/Optimization

9 Non-Onco Valsartan U/Optimization

NON-ONCO MOLECULES (Under Development)


