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API with NCE exclusivity

Aceclidine Hydrochloride

Acoltremon

Acoramidis Hydrochloride 

Aficamten

Atrasentan Hydrochloride

Bezuclastinib

Brensocatib

Carbachol

Crinecerfont

Cardiomyopathy of transthyretin-
mediated amyloidosis

Hypertrophic cardiomyopathy 
(HCM)

Immunoglobulin A nephropathy
(IgAN)

Non-cystic fibrosis bronchiectasis
(NCFB)

Congenital adrenal hyperplasia 
(CAH)

Non-steroidal anti-inflammatory
agent

Chronic obstructive pulmonary
disease

Paroxysmal supraventricular
tachycardia (PSVT)

Non-small cell lung cancer
(NSCLC)

Hyper tropic cardiomyopathy

(HCM) 

Idiopathic pulmonary fibrosis (IPF)

Immune thrombocytopenia (ITP)

Immunoglobulin A Nephropathy
(IgAN)

NEW PRODUCTS

US Filing
Date

(NCE-1)

Therapeutic
Category

Gastroduodenal ulcer and reflux
esophagitis

Gastroesophageal reflux disease

Presbyopia

Dry eye disease (DED)

Antineoplastic agent

Presbyopia

Chronic hand eczema (CHE)

Primary biliary cholangitis (PBC)

Hot flashes due to menopause

Ulcerative colitis

Demodex blepharitis

Dry eye disease

Chronic spontaneous urticaria

NASH with liver fibrosis

Antianaemics

Hereditary angioedema (HAE) 

Primary biliary cholangitis (PBC)

Phe-hydroxylate Activator

Antineoplastic agent

Primary axillary hyperhidrosis

Antipsychotic

Rett syndrome

Neurokinin-1 receptor

Psoriasis vulgaris

Analgesic 

Delgocitinib

Difamilast

Elafibranor 

Elinzanetant

Ensifentrine

Etrasimod Arginine

Etripamil

Lotilaner

Mavacamten

Nerandomilast

Perfluorohexyloctane

Remibrutinib

Resmetirom

Rilzabrutinib

Roxadustat

Sebetralstat 

Seladelpar Lysine

Sepiapterin

Sevabertinib

Sofpironium Bromide

Sparsentan

Suzetrigine

Tapinarof / Benvitimod 

Tegoprazan 

Tradipitant 

Trofinetide

Vonoprazan Fumarate

Xanomeline - Trospium

31-Jul-29

28-May-29

22-Nov-29

19-Dec-29

02-Apr-29

12-Aug-29

23-Jul-29

12-Feb-30

13-Dec-28

10-Jun-28

24-Oct-29

26-Jun-28

12-Oct-27

12-Dec-29

19-Aug-28

25-Jul-27

28-Apr-26

07-Oct-29

18-May-27

30-Sep-29

14-Mar-28

29-Aug-29

03-Jul-29

14-Aug-28

28-Jul-29

19-Nov-29

18-Jun-28

17-Feb-27

30-Jan-29

23-May-26

30-Dec-29

10-Mar-27

03-May-26

26-Sep-28

Lazertinib Mesylate

Not approved 

Approved 

Not approved 

EU Filing
Date

(DE-2)

10-Feb-33

19-Sep-32

19-Sep-32

20-Jan-33

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

16-Feb-32

26-Jun-31

06-Jun-33

19-Aug-33

17-Sep-33

18-Aug-29

20-Feb-33

19-Jun-33

19-Apr-32

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved Not approved 

DMF

US EU CA CN KRBR AU

Tech
Pack



API with NCE exclusivity

PRODUCTS

US Filing
Date

(NCE-1)

EU Filing
Date

(DE-2)

DMF Therapeutic
Category

US EU CA CN KRBR AU

Tech
Pack

Not approved 

Not approved 

Not approved 

Not approved 

Zavegepant Hydrochloride

Ziftomenib

Zoliflodacin

Zongertinib

09-Mar-27

13-Nov-29

12-Dec-29

08-Aug-29

Migraine

Acute myeloid leukaemia(AML)

Antibiotic

Non-small cell lung cancer
(NSCLC)

API with NCE exPIRED
Therapeutic

Category
PRODUCTS

EU Filing
Date

(DE-2)

Tech
Pack

DMF

US EU CA CN BR KR AU

Abemaciclib

Abrocitinib 

Adapalene

Alectinib Hydrochloride

Avacopan

Besifloxacin Hydrochloride

Brimonidine Tartrate

Brivaracetam 

Carbidopa

Carbimazole

Cenobamate

 Chlorthalidone

Clomiphene Citrate

Dapoxetine Hydrochloride

Daridorexant Hydrochloride

Deutetrabenazine

Dexmedetomidine Hydrochloride

Divalproex Sodium 

Docosanol

Doxycycline Hyclate

Doxycycline Monohydrate

Efinaconazole

Esketamine Hydrochloride

Fenfluramine Hydrochloride

Ferric Citrate

Finerenone

Folic Acid

Foscarnet Sodium

Gabapentin Enacarbil

Expired

Expired

11-Jan-30

26-Mar-29

Expired

Expired

Expired

Expired

Expired

Expired

Expired

29-Apr-30

19-Jun-33

Expired

Not approved

Expired

Expired

Expired

Not Approved

18-Dec-27

19-Dec-28

Expired

16-Feb-30

Expired

Expired

Not approved

Antineoplastic agent
(Kinase Inhibitor)

Atopic dermatitis

Antiacne

Non-small cell lung cancer
(NSCLC)

Antineutrophil Cytoplasmic
Antibody

Antibacterials

Antiglaucoma

Epilepsy

Antiparkinsonian

Antihyperthyroidism

Partial-onset seizures

Antihypertensive

Selective estrogen receptor
modulator (SERM)

Premature Ejaculation

Insomnia

CNS Agent

Sedative

Anticonvulsant

Antiviral

Antibiotic

Antibiotic

Antifungal

Antidepressant

Antiepileptics

Control of serum phosphorus

Chronic kidney disease (CKD)

Vitamin B9

Antiviral 

Anticonvulsant

26-Sep-26

09-Dec-29

Not approved



API with NCE exPIRED
Therapeutic

Category
PRODUCTS

EU Filing
Date

(DE-2)

Tech
Pack

DMF

US EU CA CN BR KR AU

Gemifloxacin Mesylate

Ibudilast 

Ipragliflozin L-Proline

Ivacaftor

Ketamine Hydrochloride

Lercanidipine Hydrochloride

Levodopa

Lomitapide Mesylate

Lithium Citrate

Luliconazole

Lumacaftor  

Malathion 

Maribavir 

Mesalamine /Mesalazine 

Methimazole /Thiamazole 

Mirtazapine (Anhydrous) 

Mirtazapine (Hemihydrate) 

Netarsudil Dimesylate 

Nicardipine Hydrochloride 

Nitrofurantoin Anhydrous  

Nitrofurantoin Anhydrous (Macrocrystal) 

Nitrofurantoin Hydrous 

Olsalazine  Sodium 

Osilodrostat Phosphate 

Ospemifene 

Ozanimod Hydrochloride 

Ozenoxacin 

Pemafibrate 

Penciclovir 

Potassium Acetate 

Raltegravir Potassium 

Regorafenib

Ribociclib Succinate

Riociguat

Sapropterin Dihydrochloride

Selexipag

Sestamibi 

Not approved

Expired

Not approved

21-Aug-28

Expired

Decentralised 

Expired

Expired

Expired

Not approved

Expired

Expired

09-Nov-30

Expired

Decentralised 

Expired

Expired

09-Nov-30

19-Nov-27

Expired

Expired

Not applicable

Not applicable

Expired

09-Jan-28

Expired

20-May-28

Expired

Not approved

Decentralised 

Expired

Expired

Expired

Expired

Expired

Expired

Expired

Expired

Antibacterial

Anti-inflammatory

Antidiabetic

Cystic Fibrosis

Anaesthetic

Antihypertensive 

Antiparkinsonian

Antihyper Lipoproteinemic

Bipolar Disorder

Antifungal

Cystic Fibrosis

Pediculicide

Post-transplant CMV infection

Gastrointestinal Agent 

Antithyroid

Antidepressant 

Antidepressant

Hemolytic anemia  

Antiglaucomas

Antihypertensive

Antibiotic 

Antibiotic 

Antibiotic 

Ulcerative colitis.

Cushing's disease

Dyspareunia

Relapsing Multiple Sclerosis

Antibacterials

Hyperlipidaemia

Antiviral

Supplement in nutrition

Antiretroviral

Antineoplastic agent

Cyclin-dependent kinase
(CDK) 4/6 inhibitor

CTEPH

Phe-hydroxylate Activator

Antihypertensives

Diagnostic agent

Mitapivat Sulfate



API with NCE exPIRED
Therapeutic

Category
PRODUCTS

EU Filing
Date

(DE-2)

Tech
Pack

DMF

US EU CA CN BR KR AU

Multiple Sclerosis (MS)

Smoothened (SMO) receptor
antagonist

Osteoporosis

Transthyretin amyloid 
cardiomyopathy (ATTR-CM)

Acne vulgaris

Antibiotic

Smoking Cessation Agent

Chronic heart failure

ADHD

Antifungal

Anticonvulsant 

Siponimod Fumaric Acid

Sonidegib Phosphate

Strontium Ranelate

Tafamidis Meglumine

Trifarotene

Tigecycline

Varenicline Tartrate

Vericiguat

Viloxazine Hydrochloride

Voriconazole

Zonisamide

13-Jan-28

Expired

Expired

Expired

Decentralised

Expired

Expired

16-Jul-2029

Expired

Expired

Expired

Therapeutic
Category

PRODUCTS

EU Filing
Date

(DE-2)

Tech
Pack

DMF

US EU CA CN BR KR

Expired

Expired

Expired

Expired

Expired

Expired

Expired

Expired

Expired

Expired

Expired

Expired

Expired

Expired

Expired

Expired

Bipolar Disorder

Supplement in nutrition

Anticonvulsant

Anticonvulsant

Hypokalemia

Hypophosphatemia 

Hypophosphatemia 

Osmotic laxative

Supplement in nutrition

Antacids

Osmotic laxative

Osmotic laxative

Osmotic laxative

Osmotic laxative

Osmotic laxative

Supplement in nutrition

Inorganic compounds

Lithium Carbonate 

Manganese Sulfate Monohydrate 

Magnesium Sulfate Dried 

Magnesium Sulfate Heptahydrate 

Potassium Chloride 

Potassium Phosphate Dibasic 

Potassium Phosphate Monobasic 

Potassium Sulfate 

Selenious Acid 

Sodium Bicarbonate 

Sodium Phosphate Dibasic Anhydrous 

Sodium Phosphate Dibasic Heptahydrate 

Sodium Phosphate Monobasic Anhydrous 

Sodium Phosphate Monobasic Monohydrate 

Sodium Sulfate Anhydrous 

Zinc Sulfate Heptahydrate 



Portfolio for DOSAGE
ORAL

Abemaciclib

Abrocitinib

Acoramidis Hydrochloride

Aficamten

Alectinib Hydrochloride

Atrasentan Hydrochloride

Avacopan

Bezuclastinib

Brensocatib

Brivaracetam 

Carbidopa

Carbimazole

Cenobamate

Chlorthalidone

Clomiphene Citrate

Crinecerfont  

Dapoxetine Hydrochloride

Daridorexant Hydrochloride

Deutetrabenazine

Divalproex sodium 

Doxycycline

Elafibranor

Elinzanetant 

Esketamine Hydrochloride

Etrasimod  Arginine

Ferric Citrate

Finerenone 

Folicacid

Gabapentin Enacarbil

Gemifloxacin Mesylate

Ibudilast

Ipragliflozin L-Proline

Ivacaftor

Lazertinib Mesylate

Lercanidipine Hydrochloride

Levodopa

Lithium Carbonate

Lomitapide Mesylate

Lumacaftor 

Mavacamten

Maribavir

Mesalamine

Methimazole

Mirtazapine

Mitapivat Sulfate

Nerandomilast

Nicardipine Hydrochloride 

Nitrofurantoin 

Olsalazine  Sodium

Ospemifene

Ozanimod Hydrochloride

Pemafibrate

Raltegravir Potassium

Remibrutinib

Resmetirom

Regorafenib

Ribociclib Succinate

Rilzabrutinib

Riociguat

Roxadustat

Sapropterin Dihydrochloride

Sebetralstat   

Seladelpar Lysine

Selexipag

Sepiapterin

Sevabertinib

Siponimod Fumaric Acid

Sparsentan

Sodium Bicarbonate

Sodium Phosphate

Sodium Sulfate

Sonidegib Phosphate 

Strontium  Ranelate 

Suzetrigine 

Tafamidis Meglumine 

Tegoprazan  

Tradipitant  

Trofinetide 

Varenicline Tartrate 

Vericiguat 

Viloxazine Hydrochloride 

Vonoprazan Fumarate 

Voriconazole 

Xanomeline - Trospium 

Ziftomenib 

Zoliflodacin

Zongertinib 

Zonisamide 

Zinc Sulfate

ORAL/SOLUTION

Aceclidine 

HydrochlorideAcoltremon

Carbachol

EfinaconazoleFenfluramine 

HydrochlorideLithium 

CitrateNetarsudil 

DimesylateVoriconazole

NASAL SPRAY / 

INHALERINHALER

Ensifentrine

Esketamine  Hydrochloride

Etripamil

Zavegepant Hydrochloride

TOPICAL 

Adapalene 

Benvitimod /Tapinarof 

Delgocitinib 

Difamilast 

Docosanol 

Efinaconazole 

Luliconazole 

Ozenoxacin 

Penciclovir 

Sofpironium Bromide 

Trifarotene

Not approved 

Not approved 03-Nov-29

Defactinib Hydrochloride

Doxecitine

Doxribtimine

Linerixibat

Macitentan

Milsaperidone

Obefazimod

Reproxalap

Revumenib Citrate

Tolebrutinib

Vandetanib

Vibegron  

08-May-29

03-Nov-29

Ovarian cancer

Pyrimidine nucleosides

Pyrimidine nucleosides

Primary Biliary Cholangitis (PBC)

PAH

Antipsychotic

Ulcerative colitis (UC)

Dry eye disease

Acute leukemias (AML/ALL)

Multiple sclerosis (MS)

Antineoplastic kinase inhibitor

Overactive bladder (OAB)

Not approved 

Expired

20-Feb-30

15-Nov-28

Expired

Expired

Expired

Expired

Expired

Expired

27-Jun-32

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

Not approved 

PRODUCTS

US Filing
Date

(NCE-1)

EU Filing
Date

(DE-2)
Therapeutic Category

Not approved 

Aprocitentan

Avutometinib Potassium

Blarcamesine Hydrochloride

09-Mar-28 27-Jun-32

08-may-29

Antihypertension

Low-grade serous ovarian cancer (LGSOC)

Alzheimer's disease

UPCOMING PRODUCTS

Not approved 

Not approved 



Portfolio for DOSAGE
INJECTABLE

Dexmedetomidine 

Foscarnet Sodium 

Ketamine Hydrochloride 

Manganese Sulfate 

Monohydrate 

Magnesium sulfate  

Heptahydrate 

Potassium Acetate 

Potassium chloride  

Pottassium Phosphate 

Monobasic 

Pottassium Phosphate 

Dibasic 

Potassium Sulfate 

Tigecycline 

Selexipag 

Selenious Acid 

Sestamibi 

Sodium Bicarbonate 

Sodium Phosphate 

Voriconazole 

Zinc Sulfate
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THERAPEUTIC CATEGORY
ANTI-ANAEMICS

Finerenone

Folic acid

Mitapivat Sulfate

Roxadustat

ANTI-BACTERIAL

Adapalene

Besifloxacin Hydrochloride

Brimonidine Tartrate

Doxycycline

Gemifloxacin Mesylate

Nitrofurantoin

Ozenoxacin

Tigecycline

Zoliflodacin

ANTI-DIABETIC

Ipragliflozin L-Proline

ANTI-FUNGAL

Efinaconazole

Luliconazole

Voriconazole 

ANTI-HYPERTENSIVE

Chlorthalidone

Etripamil

Lercanidipine Hydrochloride

Nicardipine Hydrochloride 

Selexipag 

Riociguat

ANTI-HYPERTHYROIDISM

Carbimazole

Methimazole

ANTI-INFLAMMATORY

Abrocitinib

Delgocitinib

Difamilast

Ibudilast

Mesalamine

Ospemifene

Remibrutinib

Tapinarof

ANTI-VIRAL

Cabotegravir 

Docosanol

Ensitrelvir

Foscarnet Sodium

Maribavir

Penciclovir

Raltegravir Potassium

Trifarotene

CARDIOVASCULAR 

Acoramidis Hydrochloride

Aficamten

Lomitapide Mesylate

Mavacamten

Pemafibrate

Tafamidis Meglumine

Vericiguat

CYSTIC FIBROSIS

Brensocatib

Ivacaftor

Lumacaftor

ANTIEMETICS

Tradipitant 

RESPIRATORY

Ensifentrine

Nerandomilast

CNS

Avacopan   

Brivaracetam

Carbidopa  

Cenobamate  

Dapoxetine Hydrochloride 

Daridorexant Hydrochloride 

Deutetrabenazine  

Dexmedetomidine  

Divalproex Sodium  

Esketamine  Hydrochloride 

Fenfluramine Hydrochloride 

Gabapentin Enacarbil 

Ketamine Hydrochloride 

Levodopa   

Lithium Carbonate  

Lithium Citrate  

Magnesium sulfate  

Heptahydrate  

Mirtazapine  

Ozanimod  Hydrochloride 

Siponimod Fumaric Acid    

Strontium Ranelate  

Suzetrigine  

Viloxazine Hydrochloride 

Zavegepant Hydrochloride 

Zonisamide 

GASTRIC ULCER

Tegoprazan

Vonoprazan Fumarate

OPHTHALMIC

Aceclidine hydrochloride

Acoltremon

Besifloxacin  Hydrochloride

Carbachol

Brimonidine Tartrate

Netarsudil Dimesylate

Lotilaner

Perfluorohexyloctane 

OTHERS   

Atrasentan Hydrochloride 

Clomiphene citrate  

Crinecerfont    

Elafibranor  

Elinzanetant    

Ferric Citrate  

Lotilaner  

Malathion  

Osilodrostat Phosphate 

Perfluorohexyloctane 

Resmetirom  

Rilzabrutinib  

Sapropterin Dihydrochloride 

Sebetralstat     

Seladelpar Lysine 

Sepiapterin  

Sestamibi   

Sodium Bicarbonate 

Sofpironium Bromide 

Sparsentan    

Trofinetide  

Varenicline Tartrate  

Xanomeline−Trospium

ULCERATIVE COLITIS

Etrasimod Arginine

Olsalazine  Sodium

SUPPLEMENT IN NUTRITION 

Manganese Sulfate

Potassium Acetate

Potassium Chloride 

Potassium Phosphate (Monobasic 

& Dibasic)

Potassium Sulfate

Selenious Acid

Sodium Phosphate

Sodium Sulfate 

Zinc Sulfate 

ONCOLOGY

Abemaciclib

Alectinib Hydrochloride

Bezuclastinib

Lazertinib Mesylate

Regorafenib

Ribociclib Succinate

Sevabertinib

Sonidegib Phosphate

Ziftomenib

Zongertinib



Version April 2026.   

Note: Products will NOT be supplied to countries in which these could be in conflict with existing patents.  

The final responsibility lies exclusively with the buyer.


