
Product List- API

S. No. Product Name Pharmacopoeia GMP of facility DMF/CEP CAS No. Form
Therapeutic 
Category

Indication USDMF CEP EDMF
China 
DMF

KDMF
TDP 
Canada

Russia

1 Varenicline Tartrate Not available
USFDA, CFDA, 
COFEPRIS and 
Health Canada

DMF#032638 375815-87-5 Tablets
Smoking cessation 
drugs

used for smoking cessation. 
Varenicline is also used for the 
treatment of dry eye disease.

√ √

2 Aprepitant EP, USP
USFDA, CFDA, 
COFEPRIS and 
Health Canada

DMF#033266
R0-CEP 2019-
025-Rev 01

170729-80-3
Capsule; 
emulsion

Prevent acute and 
delayed nausea and 
vomiting caused by 
chemotherapy.

Prevent acute and delayed nausea and 
vomiting caused by chemotherapy.

√ √ √

3
Fosaprepitant 
Dimeglumine

USP
USFDA, CFDA, 
COFEPRIS and 
Health Canada

DMF#033558 265121-04-8
Intravenous 
powder

Chemotherapy 
antiemetics

Prevent acute and delayed nausea and 
vomiting caused by chemotherapy.

√ √

4 Vildagliptin USP
USFDA, CFDA, 
COFEPRIS and 
Health Canada

DMF#034080 274901-16-5 Tablets
 
For type 2 diabetes

 to reduce hyperglycemia in type 2 
diabetes mellitus

√ √

5 Efinaconazole USP
USFDA, CFDA, 
COFEPRIS and 
Health Canada

DMF#034422 164650-44-6
Topical 
solution

Topical triazole 
antifungal drugs

to treat fungal infections of the 
toenails.

√

6
Gadoterate 
Meglumine

USP
USFDA, CFDA, 
COFEPRIS and 
Health Canada

DMF#034421 92943-93-6 Injection MRI contrast agent
to help diagnose certain disorders of 
the brain and spine (central nervous 
system).

√ √

7 Lidocaine HCl
ChP,USP,Ph.Int, 
EP, BP, JP

USFDA, CFDA, 
COFEPRIS and 
Health Canada

NA 6108-05-0

Injection, 
Jelly, Oral 
topical 
solution

Anesthetic
a local anesthetic agent and is 
administered parenterally by injection. 
Patch is also available 

√

8 Deslanoside ChP, EP, JP
USFDA, CFDA, 
COFEPRIS and 
Health Canada

NA 17598-65-1 Injection cardiac glycoside

a type of drug that can be used in the 
treatment of congestive heart failure 
and cardiac arrhythmia (irregular 
heartbeat)

√

9 Luliconazole USP
USFDA, CFDA, 
COFEPRIS and 
Health Canada

DMF#036366 187164-19-8 Cream For fungal infections To treat Fungal infection

10 Mirabegron Not available
USFDA, CFDA, 
COFEPRIS and 
Health Canada

DMF#035980 223673-61-8
Extended-
release 
tablets

reatment 
of overactive 
bladder.

to treat urgency, frequent urination, 
and incontinence caused by overactive 
bladder.

11 Gadobutrol EP
USFDA, CFDA, 
COFEPRIS and 
Health Canada

NA 198637-52-4 Injection MRI contrast agent

used in diagnostic magnetic resonance 
imaging (MRI) in adults and children. 
It provides contrast enhancement 
during cranial, spinal, breast, or other 
investigations.

Under Development

S. No. Product Name Pharmacopoeia GMP of facility DMF/CEP CAS No. Form
Therapeuitc 
Category

Indication USDMF CEP EDMF
China 
DMF

KDMF
TDP 
Canada

Russia

1
Sitagliptin Phosphate 
Monohydrate

EP/USP
USFDA, CFDA, 
COFEPRIS and 
Health Canada

open & closed 
part DMF 
available

654671-77-9 Tablets Diabetes Type 2 diabetes √



2 Lifitegrast
USFDA, CFDA, 
COFEPRIS and 
Health Canada

1025967-78-5
Ophthalmic 
solution/dr
ops

Opthalmic
treatment of keratoconjunctivitis sicca 
(dry eye syndrome)

3
Palonosetron 
Hydrochloride

USP
USFDA, CFDA, 
COFEPRIS and 
Health Canada

135729-62-3 Injection
Chemotherapy-Induced Nausea and 
Vomiting in Adults

4
Sugammadex 
Sodium

USFDA, CFDA, 
COFEPRIS and 
Health Canada

343306-79-6 Injection

selective relaxant binding agent 
indicated for reversal of 
neuromuscular blockade induced by 
rocuronium bromide and vecuronium 
bromide during surgery in adults.

5 Linezolid (Form II) IP
USFDA, CFDA, 
COFEPRIS and 
Health Canada

165800-03-3 Tablets  antibiotic 
the treatment of infections caused by 
Gram-positive bacteria that are 
resistant to other antibiotics.

6 Ezetimbe USP
USFDA, CFDA, 
COFEPRIS and 
Health Canada

163222-33-1 Tablets
to lower levels of total cholesterol and 
LDL (bad) cholesterol in the blood. to 
treat high cholesterol.

7 Rivaroxaban EP
USFDA, CFDA, 
COFEPRIS and 
Health Canada

DMF#028199
Can not be 
referenced

366789-02-8 Tablets anticoagulant
blood thinner to treat and prevent 
blood clots.

8 Crisaborole Not available
USFDA, CFDA, 
COFEPRIS and 
Health Canada

906673-24-3 Ointment  Dermatitis 
 used for the treatment of mild-to-
moderate atopic dermatitis (eczema)

9
Gadobenate 
Dimeglumine

USFDA, CFDA, 
COFEPRIS and 
Health Canada

12700-20-8
Intravenous 
injectable

Contrast agent 

used in combination with magnetic 
resonance imaging ( MRI) or 
magnetic resonance angiography 
(MRA) to allow blood vessels, organs, 
and other non-bony tissues to be seen 
more clearly on the MRI or MRA.

10 Gadoxetate Disodium
USFDA, CFDA, 
COFEPRIS and 
Health Canada

135326-22-6
Intravenous 
solution

Contrast agent 

used to evaluate focal liver lesions, 
such as hepatocellular carcinoma or 
liver metastasis on T1-weighted 
imaging.

11 Raltegravir 
Potassium

USFDA, CFDA, 
COFEPRIS and 
Health Canada 871038-72-1

Oral Antiretroviral
used together with other medication, 
to treat HIV/AIDS

12

Sacubitril

USFDA, CFDA, 
COFEPRIS and 
Health Canada

149709-62-6

Tablet  Antihypertensive

used in combination with valsartan. 
The combination drug 
sacubitril/valsartan, known during 
trials as LCZ696 is a treatment for 
heart failure.

13
Solifenacin Succinate

USFDA, CFDA, 
COFEPRIS and 
Health Canada 242478-38-2

oral 
suspension 
& Tablet

reatment 
of overactive 
bladder.

such as frequent or urgent urination, 
and incontinence (urine leakage)



14
Cinacalcet 
Hydrochloride

USFDA, CFDA, 
COFEPRIS and 
Health Canada

364782-34-3

Tablet
Hyperparathyroidis
m

treatment of secondary 
hyperparathyroidism in people with 
chronic kidney disease on dialysis and 
hypercalcemia in people with 
parathyroid carcinoma

15
Pimavanserin

USFDA, CFDA, 
COFEPRIS and 
Health Canada 706779-91-1

Tablet
Atypical 
antipsychotic

treatment of Parkinson's disease 
psychosis

16
Roxadustat

USFDA, CFDA, 
COFEPRIS and 
Health Canada 808118-40-3

Tablet Anti-anemia
 treatment of anemia caused by 
chronic kidney disease 

17
Molnupiravir

USFDA, CFDA, 
COFEPRIS and 
Health Canada 2349386-89-4

Capsule Anti viral To treat COVID-19

18
Nirmatrelvir

USFDA, CFDA, 
COFEPRIS and 
Health Canada 2628280-40-8

Tablet Anti viral
It is part of 
the nirmatrelvir/ritonavir combination



S. No. Product Name CAS No. Uses in APIs

1
(2R, 3S)-2-[(1R)-l-[3, 5-Bis(trifluoromethyl)phenyl]ethoxy]-3-(4-fluorophenyl)morpholine, 4-
methylbenzenesulfonate 200000-59-5 Aprepitant

2 1-(((2R,3S)-2-(2,4-difluorophenyl)-3-methyloxiran-2-yl)methyl)-1H-1,2,4-triazole 127000-90-2 Efinaconazole
3 (2R,3R)-2-(2,4-difluorophenyl)-1-(1H-1,2,4-triazol-1-yl)butane-2,3-diol 133775-25-4 Efinaconazole
4 1,4,7,10-tetraazacyclododecane-1,4,7,10-tetraacetic acid (DOTA) 60239-18-1 Gadoterate meglumine

Product List- Intermediate


