
APIs approved by US-FDA DMF# Therapeutic use

1 Allopurinol 15841 Anti-gout

2 Amlodipine Besylate 22622 Anti-hypertensive

3 Apixaban 35250 Anti- coagulant

4 Clonazepam 22167 Anti-convulsant

5 Dabigatran Etexilate Mesylate 35253 Anti- coagulant

6 Dextromethorphan HBr 32848 cough suppressant

7 Doxazosin Mesylate 13039 Anti-hypertensive

8 Enalapril Maleate ACE inhibitors

9 Esomeprazole Magnesium 32909 Anti - Ulcer

10 Fluvoxamine Maleate 14529 Anti-depressant

11 Hydroxychloroquine sulphate 35765 Anti Malaria

12 Labetalol HCL 034073* Anti-hypertensive

13 Lamotrigine 20129 Anti-convulsant

14 Lansoprazole 25493 proton-pump inhibitor

15 Levetiracetam 24757 Anti-convulsant

16 Levofloxacin hemihydrate 19458 Anti-infective

17 Mycophenolate Mofetil immunosuppressant drug

18 Omeprazole 22471 Anti secretory compound

19 Pantoprazole Sodium 21912 GI agent

20 Pregabalin 24700 Anti-convulsant

21 Raloxifene Hydrochloride 24589 selective estrogen receptor

22 Ramipril 20713 Anti-hypertensive

23 Rivaroxaban 33984 Anti-coagulant

24 Tadalafil 25815 PDE5 inhibitor

25 Valacyclovir HCl Monohydrate 21487 Anti-viral

26 Venlafaxine HCl 21377 Anti-depressant

APIs approved in Canada DMF#

1 Amlodipine Besylate 2009-206 Anti-hypertensive

2 Clonazepam 2008-237 Anti-convulsant

3 Fluvoxamine Maleate 2006-9756 Anti-depressant

4 Hydroxychloroquine Sulphate 2005-163 Anti-malarial, anti-rheumatic

5 Labetalol HCl 2005-020 Anti-hypertensive

6 Lamotrigine 2002-010 Anti-convulsant

7 Lansoprazole 2001-281 Anti-ulcer agent

8 Levetiracetam 2011-060 Anti-convulsant

9 Levofloxacin Hemihydrate 2008-132 Anti-infective

10 Lorazepam 2010-76 Anxiolytic

11 Omeprazole 2009-29, 2009-206 Anti secretory compound

12 Pantoprazole Sodium 2007-256 GI agent

13 Valacyclovir HCl Monohydrate 2008-115 Anti-viral

14 Venlafaxine HCl 2008-052 Anti-depressant
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APIs approved by TGA DMF#

1 Allopurinol 2001/28985 Anti-gout

2 Amlodipine Besylate 2009/003079 Anti-hypertensive

3 Fluvoxamine Maleate 2007/007224 Anti-depressant

4 Lamotrigine 2011/000240 Anti-convulsant

5 Pantoprazole Sodium 2008/9292 GI agent

6 Pregabalin 2011/012386 Anti-convulsant

7 Valacyclovir HCl Monohydrate 2008/11899 Anti-viral

APIs approved in New Zealand DMF#

1 Allopurinol TT60-551-34-3 Anti-gout

2 Doxazosin Mesylate TT60-129-19-5 Anti-hypertensive

3 Pantoprazole Sodium TT60-129-19-6 GI agent

APIs approved in Europe DMF#

1 Allopurinol
EU: 2001-335

Czech R: 1750Signa1004
Anti-gout

2 Amlodipine Besylate

Czech R. (12990SRINI0309) 

Denmark (AR002215-1549), 

Greece (2232)

Hungary (12709/80/09) 

Netherlands (ASMF#01997) 

Poland (PL/DC-4003-01118/09) 

UK (21689-2-08391-0001)

Anti-hypertensive

3 Doxazosin Mesylate
Hungary (33391/80/06) Poland 

(PL/DC/40003-0055- 2005)
Anti-hypertensive

4 Levofloxacin hemihydrate 2045 Anti-infective

APIs for Other Markets

1 Aripiprazole - Anti-psychotic

2 Atorvastatin Calcium crystalline - Lipid lowering agent

3 Clonazepam - Anti-convulsant

4 Clopidogrel Bisulphate - Anti-platelet drug

5 DesLoratadine - Anti-histamine

6
Esomeprazole Magnesium Di

Hydrate
- Anti-ulcer

7 Hydroxychloroquine Sulphate - Anti-malarial, anti-rheumatic

8 Labetalol hydrochloride - Anti-hypertensive

9 Lansoprazole - Anti-ulcer agent

10 Levetiracetam - Anti-convulsant

11 Loratadine - Anti-histamine

12 Lorazepam - Anxiolytic

13 Nitrofurantoin - Urinary anti bacterial

14 Olanzapine Form - II - Anti-psychotic& neuroleptic

15 Oseltamivir Phosphate - Anti-viral



16 Paroxetine hydrochloride - Anti-depressant

17 Pregabalin - Anti-convulsant

18 Ramipril - Anti-hypertensive

19 Rosuvastatin Calcium - Anti-lipemic

20 Sumatriptan Succinate - Vascular headache suppresant

21 Voriconazole - Anti-fungal

22 Apremilast - Psoriatic arthritis

23 Atorvastatin Ca. 3H2O - To reduce cholesterol

24 Deferasirox - To reduce chronic iron overload

25 Dexlansoprazole - Proton pump inhibitor

26 Ledipasvir - Hepatitis C

27 Linagliptin - Anti-diabetic

28 Mirabegron - For treatment of overactive bladder

29 Ranolazine - To treat chronic angina

30 Rosuvastatin - To reduce cholesterol

31 Sofosbuvir - Hepatitis C


