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FINISHED DOSAGE FORMS - DOSSIERS

PRODUCT TRADE NAME GALENIC FORM DOSAGE / STRENGTH DOSSIER STATUS
Analgesics/Anti-infectives / Anti-inflammatories

Paracetamol - tablet 500mg & 1000mg TT opportunities

Ketorolac tromethamine Tora-Dol® tablet 10mg Under development

Diclofenac Sodium* - spray 3% & 4% R&D stage

Ibuprofen lysine Jointral® gel 100mg/g Dossier ready, excl. FI, NO, SE
Inhalation anesthetic

Sevoflurane USP Sevorane ® liquid 250ml/100ml/50ml Dossier ready Q2/2026

Antidiabetics

Semaglutide Ozempic ® pre-filled pen 0.25mg/0.5mg/1mg/2mg Dossier ready Q4/2026, excl. UK & Nordics
Semaglutide Wegovy ® pre-filled pen 0.25mg/0.5mg/1mg/1.7mg/2.4mg Dossier ready Q4/2026, excl. UK & Nordics
Semaglutide Rybelsus ® tablet 3mg/7mg/14mg Dossier ready Q3/2026, excl. UK & Nordics
Liraglutide Victoza ® injection 18mg/3ml, (6mg/ml) Dossier ready Q3/2026

Central Nervous System

Amantadine - oral liquid 50mg/5ml Dossier ready, excl. UK

Clobazam Frisium ® oral suspension 5mg/5ml & 10mg/5ml Dossier ready Q4/2026, excl. UK
Lisdexamfetamine Elvanse ® capsule 5,10,20,30,40,50,60 & 70 mg Dossier ready Q3/2026, excl. UK & Nordics
Dermatology

Isotretinoin Roaccutane® capsule 5mg, 10mg, 20mg, 40mg Dossier ready, excl. Western EU

Fusidic Acid + Chitosan* Innovation, Orphan d.  gel 2% + 0.250% EU clinical study starting in Q1/2026
Fusidic Acid + Chitosan* hnovation, DIRbetic gy 2% + 1.250% EU dlinical study starting in Q1/2026
Ozenoxacin Ozadub ®, Dubine ®  cream 1% (10mg/g) Under development

Ruxolitinib Opzelura® cream 1.5% Under development

Endocrinology

Levothyroxine (Sugar Free) - oral solution 25mcg/5ml, 50mcg/5ml, 100mcg/5ml Dossier ready, excl. UK
Gastroenterology

Sucralfate Sucrate Gel® oral gel 1g/5ml Dossier ready, excl. UK

Sucralfate Sucrate Gel® oral gel 2g/10ml Dossier ready, excl. HU

MRI contrast agent

Gadobutrol Gadovist ® injection 1mmol/ml Dossier ready Q3/2026, excl. UK

Iohexol Omnipaque ® injection 300mg /ml & 350mg /ml Dossier ready Q3/2026

Neuromuscular

Atracurium besilate Acurmil® solution for injection 25mg/2,5ml- 50mg/5ml, 5 ampoules Dossier ready

Neuropathy

Glutathione sodium - i?g;gnand solution for 600mg/3ml, 1 powder vial+3ml solvent ampoule Dossier ready

Urology

Dutasteride Avodart® capsule 0.5mg Dossier ready, excl. GR, MENA and GCC
Oxybutinin o oral solution 2.5mg/5ml & 5mg/5ml Dossier ready Q4/2026, excl. UK
Phloroglucinol Spasmex® ODT tablet 80mg Dossier ready, excl. IT; MA in PL Q2/2026
Ursodeoxycholic acid - coated tablets 500mg Dossier ready, MA in FR, ES & DE ; excl. UK
Sevelamer Carbonate Renvela® tablet 800mg Dossier ready, excl. HU, HR, DE, PL and Baltics
Ophthalmic

Clear Eye Synergy (dry eye)* Medical device IIb single dose Hyaluronic acid 0.1 %+ Polyvinylpyrrolidone / Product ready (EU patent)

Osteoporosis
Synthetic calcitonin
Other

Miacalcin®

solution for injection

Povidone(PVP) 5%

50IU/1ml - 100IU/1ml , 5 ampoules

Dossier ready Q1/2026

Melatonin - oral solution 5mg/5ml, 100ml & 200 ml Dossier ready, excl. UK, AUS, IL, IT, NL, Nordics
Melatonin (immediate release) = hard gel capsule 29, 39 & 59 Dossier ready Q1/2026, excl. UK, FR
Rifaximin - coated tablets 550mg Pipeline

S . 800IU, 1.0001IU, 3.2000IU,5.600IU, 20.000IU, -
Vitamin D3 Cholecalciferol - capsule 25.0001U, 50.0001U Dossier ready
Vitamin D3 Cholecalciferol - liquid ora! drops drops 10 KIU/ml 10ml, 25KIU/2.5ml & 50 KIU/2.5ml Dossier ready

oral solution

Sucralfate humid gel 20% Medical device IIb gel 20ml vial Product ready
Sucralfate humid gel 25% Medical device IIb gel 30g tube Product ready

Food Supplements

Inulin 2000mg, Vitamins: C 100mg, B6 0.9mg, B1
0.77mg, B12 0.55mcg, B2 0.88mg, D3 5.5mcg,
Potassium 500mg, Magnesium 200 mg,
Saccharomyces boulardii 5 bil., Lactobacilli acidofilus
10 bil.

N-Acetylcysteine 600mg, Vitamin C 500 mg,

Digeflox® food supplement sachet, stick Product ready, excl. IT

Viscogen® Plus food supplement sachet, stick Blackcurrant d.e. 125mg, Bromelain 2500 GDU/g,  Product ready, excl. IT
Zinc 10mg
N-Acetylcysteine 600mg, Vitamin C 500 mg,

Viscogen® Forte food supplement sachet, stick Blackcurrant d.e. 125mg, Bromelain 1250 GDU/g,  Product ready, excl. IT
Zinc 10mgq

* patented innovation
Disclaimer

Some of the products listed are currently under development and therefore pertinent information may not be available at this time. Any product listed which is covered under current patents is
available only for use reasonably related to the development and submission of information to the relevant Health Authorities (including the US FDA) to the extent permitted under applicable
laws regulating the manufacture, use and sale of Active Pharmaceutical Ingredients and/or their intermediates.
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