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Rifaximin
200mg & 550mg tablets
DOSAGE THERAPEUTIC AREA BE DOSSIER STATUS REGISTRATIONS
200mg tabs Intestinal antibiotics Norm!x 200me READY bee bot?ked in EU
Alfasigma (IT) April 2026 |
: Xifaxan 550mg READY DCP booked inEU |
550mg tabs Hepatic encephalopathy Norgine(DE) September 2026
Phloroglucinol

80 mg Orodispersible tablets

DOSAGE THERAPEUTIC AREA DOSSIER STATUS REGISTRATIONS

80mg orodispersible Antispasmodic Spasfon-Lyoc® 80mg READY Italy, Turkmenistan
tabs Teva (FR) Poland, Greece

Flurbiprofen
150ml Mouthwash

ple}yNel: THERAPEUTIC AREA ComEaiae DOSSIER STATUS REGISTRATIONS
150ml Anti-inflammatory Froben Gt()lltaal2);)5 MG/ML Ready in Q1 2026 Poland !

> Melatonin Img/ml oral solution

DOSAGE THERAPEUTIC AREA Comparison DOSSIER STATUS REGISTRATIONS
1mg/ml Sleep disorders, Jet lag, Melatonin 3mg READY Sweden, Iceland, UK,
ADHD Nordic pharma (HU) Italy, Australia '

Nitrofurantoin
50 & 100 mg Capsules

DOSAGE THERAPEUTIC AREA DOSSIER STATUS REGISTRATIONS
Urinary tract Nitrofurantoin capsules 100mg, Mercury Finland, UK, Hungary,
50/100 ! ' READY
/100mg antibacterial Pharmaceuticals Ltd (UK) Czech rep, Hong Kong



ii kelso

pharma
Oltaly
> Phosphate, Slow Sodium, Sando-K
PRODUCTS DOSAGE INDICATIONS REGISTRATIONS
. . - Hypercalcaemia (e.g.,
PHOSPHATE SANDOZ 1.936 g anhydrous sodium acid hyperparathyroidism, multiple myeloma) UK, Australia
phosphate per effervescent tablet o N X
- Vitamin D-resistant rickets and
osteomalacia
600 mg potas‘smm Fhlonde N Prevention/treatment of hypokalaemia
400 mg potassium bicarbonate, . . . . .
SANDO-K (e.g., diuretics, vomiting, diarrhoea, acid- UK
12 mmol K+/tablet Effervescent " X
base disturbances, poor intake)
tablets
R . - Treatment and prophylaxis of sodium
SLOW 60(;::'% ;ogldu-:llfa r;lso:saei)/lteatts)let chloride deficiency - Muscle cramps UK
SODIUM 8 during haemodialysis
Sevelamer Carbonate
800mg tablets
DOSAGE THERAPEUTIC AREA BE DOSSIER STATUS REGISTRATIONS
800mg tabs Tr-eatmen-t of hype.rphosphatfemia Renvela® 800mg Sanofi READY HK, Hungary, Bosnia, |
patients with chronic kidney disease Genzyme (USA) Malaysia, Thailand
Esomeprazole

Gastroresistant Tablets 20/40mg (MUPS)

vV

DOSAGE THERAPEUTIC AREA BE DOSSIER STATUS REGISTRATIONS
Gastroesophageal Nexium 40 mg, UK, Lithuania, UAE,
20/40mg (MUPS) Reflux Disease (GERD) AstraZeneca BV (NL) READY Singapore, Cile & others

Varenicline
0,5 &1 mg Tabs

DOSAGE THERAPEUTIC AREA Comparative diss. profile DOSSIER STATUS REGISTRATIONS
Treating nicotine Champix 0.5 mg & 1 mg Pfizer
READY
0.5 &1 mg Tabs addiction limited (EV) KSA
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Medical devices / Food supplements & FSMP

> DERMATOLOGICAL

PRODUCTS DOSAGE INDICATIONS STATUS

Treatment of skin ulcers,

OZONE STABILIZED IN OLEIC Dermal Spray prevention and therapy of bed
ACID + OTHERS sores, minor surgery, prevention READY Medical Device
and therapy of radiotherapy
ulcers

> ENT (EAR - NOSE - THROAT)

PRODUCTS DOSAGE INDICATIONS STATUS MD/FS

OZONE STABILIZED IN OLEIC Anti-inflammatory and

ACID + MELALEUCA Ear drops antibacteric READY Medical Device

> GASTROENTEROLOGICAL

MD/FS/
PRODUCTS DOSAGE INDICATIONS STATUS FSMP/CO

Irritable bowel syndrome (IBS),

Gastro-resistant retard diverticulitis and Crohn’s disease (IBD) READY Food

BUTYRIC ACID + SYMBIOTIC
capsules Supplement

DIMETHICON *+ SODIUM Adjuvant in the treatment of

HYALURONATE BUTIRATE Rectal cream or microenema h hoidal diti READY Medical Device
(Hyaluromimethic®) emorrhoidal conditions
Patented
DIMETHICON + SODIUM . .
HYALURONATE BUTIRATE Rectal . Adjuvant in the processes of re- 4 ,
(Hyaluromimethic®) ectal cream or microenema epithelialization and normalization of READY Medical Device
Patented the rectal and anal mucosa
MACROGOL 4000 Microenemas single dose - Evacuant for occasional constipation READY Medical Device

Adults and Pediatric 6g/9g



Medical devices / Food supplements & FSMP

> OPHTHALMOLOGY

PRODUCTS

DOSAGE

INDICATIONS

STATUS
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MD/FS/
FSMP/CO

CROSSED LINKED SODIUM
HYALURONATE

NaCl 5%

NaCl 5%

PERILLA DRY EXTRACT +
SODIUM HYALURONATE 0,1%
- PERILLA DRY EXTRACT + Na-

HYALURONATE 0,25%

Citicoline

> OSTEOARTICULAR-ANTI INFLAMMATORY

PRODUCTS

HYALURONIC ACID 1,6%

HYALURONIC ACID 1,6% + MSM
Patented

HYALURONIC ACID 2%

OZONE STABILIZED IN OLEIC
ACID + OTHERS

OZONE STABILIZED IN OLEIC
ACID + OTHERS

Eye drops
Preservative free

5 g Ointment -
Preservative Free

Eye Drops
Preservative free

Eye drops single-dose /
multidose
Preservative free

Syroup

DOSAGE
Prefilled syringe
32mg/2ml

prefylled syringe- HA
32mg/2ml + MSM

prefylled syringe- HA
48mg/3ml + MSM

Prefilled syringe 40mg/2ml
Prefilled syringe 80mg/4ml

Emulgel

Emulgel

Eye drops in reclosable
single dose containers
and multidose bottle

Corneal edema
treatment

Reducing swelling of the
surface of the cornea

Eye dryness

Glaucoma

INDICATIONS

Intrarticular application

Intrarticular application

Intrarticular application

Innovation in the treatment

of acute and chronic pain of

traumatic, osteoarthritic, and
rheumatic origin

Neuropathies and acute and
chronic pain (trauma, arthritis,
rheumatic disease)

READY

READY

READY

READY

READY

STATUS

READY

READY

READY

READY

READY

Medical Device

Medical Device

Medical Device

Medical Device

Food Supplement

MD/FS

Medical Device

Medical Device

Medical Device

Medical Device

Medical Device
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Medical devices / Food supplements & FSMP

> Urology

PRODUCTS DOSAGE INDICATIONS STATUS

Hyaluronate Butyrate
Sodium(Hyaluromimethic®) Suppositories Treatment of prostatitis READY Medical Device
Patented
PEG 4000 and PEG 1500
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	LIST 2026
	PHARMACEUTICALS MEDICAL DEVICES FOOD SUPPLEMENTS FSMP

	Rifaximin 200mg & 550mg tablets
	DOSAGE
	THERAPEUTIC AREA
	BE
	DOSSIER STATUS
	REGISTRATIONS
	200mg tabs
	Intestinal antibiotics
	Normix 200mg Alfasigma (IT)

	READY
	DCP booked in EU   April 2026
	550mg tabs
	Hepatic encephalopathy
	Xifaxan 550mg Norgine(DE)


	READY
	DCP booked in EU   September 2026


	Phloroglucinol 80 mg Orodispersible tablets
	DOSAGE
	THERAPEUTIC AREA
	BE
	DOSSIER STATUS
	REGISTRATIONS
	80mg orodispersible tabs
	Antispasmodic
	Spasfon-Lyoc® 80mg Teva (FR)

	READY
	Italy, Turkmenistan Poland, Greece


	Flurbiprofen 150ml Mouthwash
	DOSAGE
	THERAPEUTIC AREA
	Comparison

	DOSSIER STATUS
	REGISTRATIONS
	150ml
	Anti-inflammatory
	Froben Gola 2,5 MG/ML (Italy)
	Ready in Q1 2026
	Poland


	Melatonin 2/3/5 mg capsules & 1mg/ml oral solution
	DOSAGE
	THERAPEUTIC AREA
	Comparison

	DOSSIER STATUS
	REGISTRATIONS
	1mg/ml
	Sleep disorders, Jet lag, ADHD
	Melatonin 3mg Nordic pharma (HU)

	READY
	Sweden, Iceland, UK, Italy, Australia


	Nitrofurantoin 50 & 100 mg Capsules
	DOSAGE
	THERAPEUTIC AREA
	BE
	DOSSIER STATUS
	REGISTRATIONS
	50/100mg
	Urinary tract antibacterial

	READY
	Finland, UK, Hungary, Czech rep, Hong Kong


	Phosphate, Slow Sodium, Sando-K
	PRODUCTS
	PHOSPHATE SANDOZ
	SANDO-K
	SLOW SODIUM
	DOSAGE
	INDICATIONS
	1.936 g anhydrous sodium acid phosphate per effervescent tablet
	- Hypercalcaemia (e.g., hyperparathyroidism, multiple myeloma) - Vitamin D-resistant rickets and osteomalacia
	600 mg potassium chloride + 400 mg potassium bicarbonate, 12 mmol K+/tablet Effervescent tablets
	Prevention/treatment of hypokalaemia (e.g., diuretics, vomiting, diarrhoea, acid- base disturbances, poor intake)
	600 mg sodium chloride/tablet Prolonged-release tablets
	- Treatment and prophylaxis of sodium chloride deficiency - Muscle cramps during haemodialysis

	REGISTRATIONS
	UK, Australia

	UK
	UK

	Sevelamer Carbonate 800mg tablets
	DOSAGE
	THERAPEUTIC AREA
	BE
	DOSSIER STATUS
	REGISTRATIONS
	800mg tabs
	Renvela® 800mg Sanofi Genzyme (USA)

	READY
	HK, Hungary, Bosnia, Malaysia, Thailand


	Esomeprazole Gastroresistant Tablets 20/40mg (MUPS)
	DOSAGE
	THERAPEUTIC AREA
	BE
	DOSSIER STATUS
	REGISTRATIONS
	20/40mg (MUPS)
	Gastroesophageal Reflux Disease (GERD)
	Nexium 40 mg,  AstraZeneca BV (NL)

	READY
	UK, Lithuania, UAE, Singapore, Cile & others


	Varenicline 0,5 & 1 mg Tabs
	DOSAGE
	THERAPEUTIC AREA
	DOSSIER STATUS
	REGISTRATIONS
	Comparative diss. profile
	0,5 & 1 mg Tabs
	Treating nicotine addiction
	Champix 0.5 mg & 1 mg Pfizer limited (EU)

	READY
	KSA

	Medical devices / Food supplements & FSMP
	DERMATOLOGICAL
	PRODUCTS
	DOSAGE
	INDICATIONS
	STATUS
	MD/FS
	OZONE STABILIZED IN OLEIC ACID + OTHERS
	READY

	ENT (EAR - NOSE - THROAT)
	PRODUCTS
	DOSAGE
	INDICATIONS
	STATUS
	MD/FS
	OZONE STABILIZED IN OLEIC ACID + MELALEUCA
	READY

	GASTROENTEROLOGICAL
	PRODUCTS
	DOSAGE
	INDICATIONS
	STATUS
	MD/FS/ FSMP/CO
	BUTYRIC ACID + SYMBIOTIC
	READY
	READY
	MACROGOL 4000

	READY
	READY


	Medical devices / Food supplements & FSMP
	OPHTHALMOLOGY
	PRODUCTS
	DOSAGE
	INDICATIONS
	STATUS
	MD/FS/ FSMP/CO
	CROSSED LINKED SODIUM HYALURONATE
	Eye drops Preservative free
	NaCl 5%
	5 g Ointment -  Preservative Free
	NaCl 5%
	Eye Drops  Preservative free
	PERILLA DRY EXTRACT + SODIUM HYALURONATE 0,1% - PERILLA DRY EXTRACT + Na- HYALURONATE 0,25%
	Eye drops single-dose / multidose Preservative free
	Eye drops in reclosable single dose containers and multidose bottle
	Corneal edema treatment
	Reducing swelling of the surface of the cornea
	Eye dryness

	READY
	READY
	READY
	READY
	Medical Device
	Medical Device
	Medical Device
	Medical Device
	Citicoline
	Syroup
	Glaucoma

	READY
	Food Supplement


	OSTEOARTICULAR-ANTI INFLAMMATORY
	PRODUCTS
	DOSAGE
	INDICATIONS
	STATUS
	MD/FS
	HYALURONIC ACID 1,6%
	Prefilled syringe 32mg/2ml
	Intrarticular application
	HYALURONIC ACID 1,6% + MSM Patented
	Intrarticular application

	HYALURONIC ACID 2%
	Prefilled syringe 40mg/2ml Prefilled syringe 80mg/4ml
	Intrarticular application
	Emulgel
	Innovation in the treatment of acute and chronic pain of traumatic, osteoarthritic, and rheumatic origin

	OZONE STABILIZED IN OLEIC ACID + OTHERS
	Emulgel
	Neuropathies and acute and chronic pain (trauma, arthritis, rheumatic disease)

	READY
	READY
	READY
	READY
	READY
	Medical Device
	Medical Device
	Medical Device
	Medical Device
	Medical Device
	OZONE STABILIZED IN OLEIC ACID + OTHERS



	Medical devices / Food supplements & FSMP
	Urology
	PRODUCTS
	DOSAGE
	INDICATIONS
	STATUS
	MD/FS
	READY
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