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MOLECULE PHARMACEUTICAL FORM STRENGTH REFERENCE PRODUCT INDICATION DOSSIER READINESS

Calcium  
gluconate Intravenous vial 100 mg/ml

Calcium gluconate®  
Fresenius Kabi

Treatment of acute 
symptomatic hypocalcemia

DMF Q2 2025

CNS long acting 
injectable

Subcutaneous 
or intramuscular 

injection
TBD NA Schizophrenia

Esmolol Ready-to-use  
plastic bags

10 mg/ml
20 mg/ml

Brevibloc® in plastic 
container Baxter

Supraventricular tachycardia 
or non-compensatory sinus 
tachycardia, intraoperative 

and postoperative tachycardia 
and hypertension

Q1 2025

Fluvoxamine CR
Capsules extended 

release
100 and 150 mg Luvox CR®

Jazz Pharmaceuticals Obsessive compulsive disorder Q1 2025 

Ivacaftor Film coated tablets 150 mg Kalydeco® Vertex Cystic fibrosis Q2 2025

Lofexidine Film coated tablets 0,18 mg Lucemyra® US WorldMeds Opioid withdrawal Q4 2024

Revefenacin Solution for inhalation 175 mcg / 3 ml Yupelri® Mylan
Chronic obstructive  

pulmonary disease (COPD)
Already submitted  

on NCE-1

Ruxolitinib 
hemifumarate 

Tablets
5 mg, 10 mg, 15 mg, 

20 mg
Jakavi® (EU) 

Novartis Europharm / Incyte

Myelofibrosis
Polycythemia vera

Graft-versus-host disease (GvHD)
Q3 2024

Varenicline
L-tartrate

Tablets 0,5 mg, 1 mg Chantix®, Champix® Pfizer Smoking cessation
Already submitted (EU)
Ready for submission 

(US)

Voclosporin Soft gel capsules 7,9 mg
Lupkynis®  

Aurinia Pharmaceuticals / 
Otsuka Pharmaceutical

Lupus Nephritis Q1 2025 (NCE-1)
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