
No API Name Therapeutic Category Regulatory Status
1 Acebrophylline Bronchodilator Agent, Mucolytic CTD/DMF
2 Aceclidine Cholinomimetic 

(Treatment of Glaucoma)
CTD/DMF

3 Acefylline Bronchodilator Agent CTD/DMF
4 Acyclovir Antiviral WHO GMP
5 Adapalene Topical Retinoid / Anti-acne Agent CTD/DMF
6 Albendazole (Veterinary) Anthelmintic (Benzimidazole Class) CTD/DMF
7 Algestone Acetophenide Progestin – injectable contraceptive CTD/DMF
8 Allantoin Dermatological Agent (Skin 

Protectant / Wound Healing Agent)
CTD/DMF

9 Allopurinol Xanthine oxidase inhibitor (Treatment 
of High Uric acid) 

CTD/DMF

10 Ambroxol HCL Mucolytic Agent CTD/DMF
11 Apixaban Anti-Coagulant USDMF/EDMF/KDMF
12 Artemether Antimalerial CTD/DMF
13 Atorvastatin Calcium

(Crystalline Trihydrate
/Amorphous)

Anti-Lipemic USDMF/CEP/EDMF/CDMF/
TDMF/KDMF/JDMF/CNDMF/ 
CADIFA

14 Azathioprine Immunosuppresant CTD/DMF
15 Azithromycin Antibacterial CTD/DMF
16 Baclofen Skeletal muscle relaxants and 

antispasmodic agents. 
USDMF-Filed
CEP-Filed

17 Baricitinib Anti-Arthritis (Rheumatoid) Technical Package
18 Bempedoic Acid Anti-Lipemic USDMF
19 Benfotiamine Diabetic Neuropathy, Vitamin B1 

Derivative / Antineuropathic Agent
CTD/DMF

20 Bicalutamide HCL Oncology CTD/DMF
21 Bilastine Anti-Histaminic Technical Package
22 Brensocatib For non-cystic fibrosis

bronchiectasis (NCFB)
Under Development

23 Brexpiprazole CNS (Antipsychotic) USDMF/EDMF/KDMF
24 Brivaracetam Anticonvulsant CTD/DMF
25 Bupivacaine HCL    Local Anaesthetic           CTD/DMF
26 Calcium Chloride Dihydrate Electrolyte Replacement / Mineral 

Supplement
CTD/DMF

27 Caldiamide Sodium Diagnostic Agent (MRI Contrast 
Agent – Gadolinium-based)

CTD/DMF

28 Carbamzepine Anticonvulsant CTD/DMF
29 Carbimazole Antithyroid agents CTD/DMF
30 Cariprazine Hydrochloride Anti-Psychotic (For the treatment

of Schizophrenia)
Technical Package

31 Celecoxib Nonsteroidal anti-inflammatory CTD/DMF
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32 Cenobamate Anti-Convulsant Technical Package

33 Chlorpromazine Antipsychotic CTD/DMF
34 Cilnidipine Antihypertensive (Calcium Channel 

Blocker – L/N-type)
USDMF-Filed

35 Ciprofloxacin HCL Antibiotic CTD/DMF
36 Citicoline Sodium Nootropic, Psychostimulants CTD/DMF
37 Citric Acid Urinary Alkalinizing Agent / Acidifying 

Agent
CTD/DMF

38 Clomipramine HCL Antidepressant USDMF-Filed
CEP-Approved
EDMF-Approved

39 Closantel Base Anthelmintic CTD/DMF
40 Closantel Sodium Anthelmintic CTD/DMF
41 Clotrimazole Antifungle CTD/DMF
42 Clozapine Neuroleptic agent USDMF-Filed ; CEP-Filed
43 Clotrimazole Antifungal agent (Antimycotic) CTD/DMF
44 Colestipol HCl Treatment for high level of LDL 

(Bad Cholesterol) 
WHO GMP

45 Cyclizine HCL Antihistamine CTD/DMF
46 Cyclophosphamide Oncology CTD/DMF
47 Cytisincicline / Cytisine Aids in quitting smoking CTD/DMF
48 Dapagliflozin Amorphous Anti-Diabetic USDMF/EDMF/CDMF
49 Dapagliflozin Propanediol Anti-Diabetic USDMF/CEP/EDMF/CNDMF/ 

EDMF/KDMF/CADIFA

50 Daridorexant Orexin receptor antagonists              
(For the treatment of Insomnia) 

CTD/DMF

51 Delafloxacin Meglumine Antibiotic CTD/DMF
52 Deflazacort Corticosteroid CTD/DMF
53 Deferasirox Iron Chelator CTD/DMF
54 Deferiprone Iron Chelator CTD/DMF
55 Desloratadine Antihistaminic USDMF/CEP/EDMF/TDMF/IDL 

China

56 Deucravacitinib For Psoriatic & other forms
of Arthritis

Under Development

57 Dorzolamide Treatment of Elevated Intraoular 
pressure

CTD/DMF

58 Dydrogesterone Menstrual Disorders & Infertility CEP-Approved
59 Edoxaban Tosylate Anti-Coagulant USDMF/EDMF/CDMF, CNDMF,

TDMF, KDMF

60 Elacestrant Hydrochloride For Metastatic/HER2
Breast Cancer

Under Development

61 Empagliflozin Anti-Diabetic USDMF/EDMF/TDMF/CADIFA
62 Ertugliflozin-L-Pyroglutamate Anti-Diabetic USDMF/EDMF/CNDMF-U/filing)

63 Estradiol Cypionate Estrogen – menopausal hormone 
therapy

CTD/DMF

64 Estradiol Hemihydrate Estrogen – menopausal hormone 
therapy

CTD/DMF



65 Estradiol Testosterone 
Enanthate

Estrogen/Androgen combination – 
hormone replacement

CTD/DMF

66 Estradiol Valerate Estrogen – menopausal hormone 
therapy

CTD/DMF

67 Estriol Estrogen – topical/vaginal therapy for 
menopausal vaginal atrophy

CTD/DMF

68 Ethamsylate Hemostatic / Antihemorrhagic Agent CTD/DMF
69 Etoricoxib Non-Steroidal Anti-Inflammatory 

Drugs (NSAIDs), 
EDMF-Available

70 Febuxostat Hyperuricemia CTD/DMF
71 Felodipine Antihypertensive (Dihydropyridine 

Calcium Channel Blocker)
CTD/DMF

72 Fenbendazole Anthelmintic CTD/DMF
73 Fenbendazole (Veterinary) Anthelmintic (Benzimidazole Class) CTD/DMF
74 Ferric Carboxymaltose Injectable Iron CTD/DMF
75 Fezolinetant Reduce symptoms of Menopause USDMF-Q1-2026
76 Fexofenadine Hcl AntiHistamine USDMF/CEP/EDMF/CDMF,

JDMF/KDMF/CNDMF/TDMF/ 
CADIFA

77 Finerenone For Chronic Kidney Disease USDMF
78 Fluconazole Antifungal CTD/DMF
79 Fluoxetine HCL Antidepressants WHO GMP
80 Gadobutrol Diagnostic Agent (MRI Contrast 

Agent – Gadolinium-based)
CTD/DMF

81 Gadodiamide Diagnostic Agent (MRI Contrast 
Agent – Gadolinium-based)

CTD/DMF

82 Gadopentetate Dimeglumine Diagnostic Agent (MRI Contrast 
Agent – Gadolinium-based)

CTD/DMF

83 Gadopentetic Acid Diagnostic Agent (MRI Contrast 
Agent – Gadolinium-based)

CTD/DMF

84 Gadoteric Acid Diagnostic Agent (MRI Contrast 
Agent – Gadolinium-based, 
Macrocyclic)

CTD/DMF

85 Gadoteridol Diagnostic Agent (MRI Contrast 
Agent – Gadolinium-based, 
Macrocyclic)

CTD/DMF

86 Glucosamine Hydrochloride Chondroprotective / Nutritional 
Supplement

CTD/DMF

87 Glycopyrrolate Anticholinergics CTD/DMF
88 Glycopyrronium Bromide Anticholinergics CTD/DMF
89 Haloperidol Base Antipsychotic USDMF-Filed

CEP-Approved
EDMF-Approved

90 Haloperidol Decanoate Antipsychotic USDMF-Filed
CEP-Approved
EDMF-Approved

91 Hydrochlorothiazide Diuretic CTD/DMF
92 Hydroxyprogesterone 

Caproate
Progestin – prevention of preterm 
birth, hormone therapy

CTD/DMF



93 Imeglimin HCL Antidiabetic CTD/DMF
94 Indacaterol Maleate Respiratory (COPD) CTD/DMF
95 Iodinated Povidone Antiseptic / Disinfectant CTD/DMF
96 Iodine Antiseptic / Disinfectant CTD/DMF
97 Iodoform Antiseptic / Wound care agent CTD/DMF
98 Ketoprofen Non‑steroidal anti‑inflammatory 

(NSAID) – Analgesic / 
Anti‑inflammatory

WHO GMP

99 Lamotrigine Anticonvulsant – used for epilepsy 
and bipolar disorder

CTD/DMF

100 Lasmiditan Hemisuccinate Acute Migraine CTD/DMF
101 Latanoprostene Bunod Treatment of intraocular hypertension CTD/DMF

102 Leucovorin Calcium Folate Analog / Antineoplastic Adjunct CTD/DMF

103 Levosimendan Cardiology CTD/DMF
104 Lidocaine HCl Local anesthetic – pain relief and 

Antiarrhythmic
CTD/DMF

105 Lifitegrast Dry Eyes Syndrome CTD/DMF
106 Linagliptin Anti-Diabetic USDMF/EDMF/CDMF/KDMF/ 

JDMF/TDMF/CADIFA/CNDMF

107 Linezolid Antibiotic CTD/DMF
108 Lisdexamfetamine

Dimesylate
Attention Deficit Hyperactivity 
Disorder (ADHD)

Technical Package

109 Loratadine Antihistaminic USDMF/CEP/JDMF/TDMF/CND
MF/EDMF/CDMF/CADIF A

110 L-Methylfolate Calcium Vitamin / Nutritional Supplement CTD/DMF
111 Luliconazole Antifungal CTD/DMF
112 Lumefantrine Antimalerial CTD/DMF
113 Magnesium Aspartate Mineral supplements CTD/DMF
114 Magnesium Chloride 

Hexahydrate
Electrolyte / Mineral Supplement CTD/DMF

115 Maribavir Antiviral – treatment of 
cytomegalovirus (CMV) infections

CTD/DMF

116 Medroxyprogesterone 
Acetate

Progestin – injectable contraceptive, 
hormone therapy

CTD/DMF

117 Meloxicam Non-Steroidal Anti-Inflammatory Drug 
(NSAID)

CTD/DMF

118 Mesalamine Antiinflammatory CTD/DMF
119 Metadoxine Hepatoprotective / Anti-Alcoholism 

Agent
CTD/DMF

120 Methylsulfonylmethane Anti-inflammatory / Nutritional 
Supplement

CTD/DMF

121 Mexiletine Hydrochloride Local anesthetic and antiarrhythmic 
(Class IB)

CTD/DMF

122 Miconazole Nitrate Antifungal (Imidazole Class) CTD/DMF

123 Midodrine Treatment of orthostatic hypotension USDMF-Filed
EDMF-Approved



124 Mifepristone Antiprogestogen – medical abortion, 
Cushing’s syndrome

CTD/DMF

125 Mirabegron Sympethomimetic CTD/DMF
126 Mitapivat Sulphate For Anemia Under Development
127 Montelukast Sodium Antiasthmatic EDMF/CDMF/TDMF/KDMF/

JDMF/IDL China/CNDMF/ 
CADIFA

128 Moxonidine Antihypertenstive CTD/DMF
129 Naratriptan Treatment of migraine headaches CTD/DMF
130 Netarsudil Treatment of intraocular hypertension USDMF-Q2-2026

131 Niacin (Vitamine B3) Treatment of Vitamine B deficiency, 
Antihyperlipidemic Agent / Lipid-
Lowering Drug

CTD/DMF

132 Niacinamide Vitamin Supplementation, 
Dermatology, Metabolic Health

CTD/DMF

133 Niclosamide Anthelmintic CTD/DMF
134 Nimodipine Calcium Channel Blocker 

(Cerebral Vasodilator)
CTD/DMF

135 Nitrofurantoin Macrocrystals Antibacterial – urinary tract infections USDMF-Filed
CEP-Approved
EDMF-Approved

136 Nitrofurantoin Monohydrate Antibiotic (Urinary anti-infective agent) USDMF-Filed
EDMF-Approved137 Nitrofurantoin Anhydrous Antibiotic (Urinary anti-infective agent) CTD/DMF

138 Nitroxynil Anthelmintic CTD/DMF
139 Norethisterone Progestin – contraceptive, abnormal 

uterine bleeding
CTD/DMF

140 Norethisterone Acetate Progestin – oral contraceptive, 
menstrual disorders

CTD/DMF

141 Norethisterone Enanthate Progestin ester – long‑acting 
contraceptive

CTD/DMF

142 Obeticholic Acid Primary biliary cholangitis CTD/DMF
143 Olanzapine Antipsychotic CTD/DMF
144 Olanzapine Pamoate Antipsychotic CTD/DMF
145 Olmesartan Medoxomil Anti-Hypertensive USDMF/CEP/EDMF/TDMF
146 Olopatadine HCl Antihistamine – allergic conjunctivitis 

& rhinitis
CTD/DMF

147 Omeprazole Sodium Proton‑pump inhibitor – gastric acid 
suppression, peptic ulcers, GERD

CTD/DMF

148 Oxcarbazepine Anticonvulsant – epilepsy, 
neuropathic pain, bipolar disorder

CTD/DMF

149 Oxfendazole Anthelmintic CTD/DMF
150 Oxfendazole (Veterinary) Anthelmintic (Benzimidazole Class) CTD/DMF
151 Oxyclozanide Anthelmintic CTD/DMF
152 Ozanimod Hydrochloride Ulcerative Colitis,

Relapsing Multiple
Sclerosis (RMS)

Under Development



153 Pantoprazole Sodium SesquihydrateProton‑pump inhibitor – gastric acid 
suppression, peptic ulcers, GERD

USDMF-Filed
CEP-Approved
EDMF-Approved

154 Perfluorohexyloctane Dry eyes Syndrome CTD/DMF

155 Piroxicam Non-Steroidal Anti-Inflammatory Drug 
(NSAID)

CTD/DMF

156 Pitolisant Hy drochloride For sleep disorders
Narcolepsy & Hypersomnia

Under Development

157 Potassium Chloride Electrolyte Replacement / Mineral 
Supplement

CTD/DMF

158 Potassium Iodate Iodine supplement / Thyroid agent CTD/DMF
159 Potassium Iodide Expectorant / Thyroid agent / Antidote 

(radiation protection)
CTD/DMF

160 Povidone Iodine Antiseptic / Disinfectant CTD/DMF
161 Pranlukast Sodium Antiasthmatic CTD/DMF
162 Pregabalin Anticonvulsant CTD/DMF
163 Primidone Anticonvulsants or Antiepileptic CTD/DMF
164 Progesterone Progestogen – hormone replacement, 

luteal support, contraception
CTD/DMF

165 Propranolol HCl Cardiovascular USDMF-Filed
CEP-Approved
EDMF-Approved

166 Pyridostigmine Bromide Anticholinesterases CTD/DMF
167 Quetiapine Fumarate Anti psychotic CTD/DMF
168 Rabeprazole Sodium Proton‑pump inhibitor – gastric acid 

suppression, GERD, peptic ulcers
CTD/DMF

169 Rafoxanide Anthelmintic CTD/DMF
170 Ranolazine Cardiology USDMF-Filed
171 Recobendazole (Veterinary) Anthelmintic (Benzimidazole Class) CTD/DMF
172 Resmetirom Nonalcoholic steatohepatitis (NASH) USDMF-Q2-2026
173 Ribociclib Succinate Treatment of

Breast Cancer
Under Development

174 Rocuronium Bromide Non-depolarizing neuro-muscular drug USDMF-Filed,
CEP-Approved

175 Revefenacin Anticholinergics USDMF-Filed
176 Rimegepant Sulfate Anti-Migraine Under Development
177 Rivaroxaban Anticoagluate USDMF/CEP/EDMF

178 Roflumilast Respiratory (COPD) USDMF-Filed
179 Rosuvastatin Calcium

(Crystalline/Amorphous)
Anti-Lipemic USDMF/CEP/EDFM/TDMF

180 Rupatadine Fumarate Anti-histaminic USDMF/CEP
181 Ruxolitinib Phosphate For Myeloproliferative 

(Neoplasms (Rare blood Cancer)
Under Development

182 Sacubitril Sodium Cardiovascular USDMF-Filed
EDMF

183 Sacubitril-Valsartan Complex Cardiovascular CTD/DMF
184 Sacubitril Valsartan 

Trisodium (Amorphous)
Cardiovascular USDMF-Filed, EDMF



185 Sacubitril Valsartan 
Trisodium (Crystalline)

Cardiovascular USDMF-Filed, EDMF

186 Saxagliptin Hydrochloride/
Dihydrate 

Anti-Diabetic USDMF/EDMF/TDMF/CDMF

187 Seladelpar Lysine For Primary Biliary
Cirrhosis (Liver)

Under Development

188 Selegiline HCL Antiparkinsonian agent USDMF-Filed, EDMF
189 Semaglutide Anti-Diabetic/Anti-Obesity Initial Development 
190 Sparsentan For Kidney related Berger’s

Disease & Proteinuria
Under Development

191 Sitagliptin Phosphate
(Monohydrate/Anhydrous)
(USP/EP/ICH/IP)

Anti-Diabetic USDMF/CEP/TDMF/CNDMF/KD
MF

192 Sodium Iodide Thyroid agent / Diagnostic agent CTD/DMF
193 Succinylcholine Chloride CNS Agent USDMF-Filed
194 Sugammadex Sodium Selective relaxant‑binding agent – 

reversal of neuromuscular blockade
USDMF-Filed, EDMF-Approved

195 Suzetrigine Non-Opioid Analgesic Initial Development 
196 Tadalafil Erectile Dysfunction CTD/DMF
197 Tamsulosin Hydrochloride Alpha Blockers used In treatment of 

enlarged prostate.
CTD/DMF

198 Tegoprazan
(IH/ICH)

Anti-Ulcerative Technical Package

199 Telmisartan Antihypertensive USDMF-Filed
CEP-Filed

200 Tenapanor
Dihydrochloride

For Hyperphosphatemia in
Chronic Kidney Disease

Under Development

201 Teneligliptin Hydrobromide 
Hydrate

Antidiabetic WHO GMP

202 Terbinafine Antifungal – treatment of 
dermatophyte and yeast infections

CTD/DMF

203 Testosterone Androgen – male hypogonadism, 
hormone replacement

CTD/DMF

204 Testosterone Cypionate Androgen ester – long‑acting 
testosterone replacement

CTD/DMF

205 Testosterone Enanthate Androgen ester – long‑acting 
testosterone replacement

CTD/DMF

206 Ticagrelor Antiplatelet (for preventionof stroke & 
heart attack)

USDMF-Filed
CEP-Approved

207 Tigecycline Antibacterial GMP
208 Tiotropium Bromide Respiratory (COPD) WHO GMP
209 Trazodone Hydrochloride Antidepressants CTD/DMF
210 Triclabendazole Anthelmintic CTD/DMF
211 Ursodeoxycholic Acid Anticholelithic CTD/DMF
212 Upadacitinib Treatment of rheumatoid arthritis USDMF-Q2-2026
213 Valsartan Disodium Cardiovascular USDMF-Filed

EDMF-Approved

214 Vardenafil Hcl Erectile Dysfunction CTD/DMF



215 Venetoclax For Chronic Lymphocytic
Leukemia (CLL)

Under Development

216 Vonoprazan Fumarate Anti-Ulcerative USDMF/KDMF/CNDMF
217 Vortioxetine Hydrobromide

(ICH/IH)
Anti-Depressant USDMF/EDMF

218 Xanomaline Tartrate Muscarinic agonist (treatment of 
schizophrenia)

Initial Development 

219 Zinc Sulphate Monohydrate Mineral Supplement / Trace Element CTD/DMF


