EU Product List 2023

Product INN (Composition)

CONTRAST MEDIA

Dosage form

Dosage Strength

Dossier Availability

Regulatory Status

MRI Contrast Media

Gadoteric acid

Gadobutrol

Vial Sol. f/Inj.
PFS Sol. f/Inj.
Vial Sol. f/Inj.
PFS Sol. f/Inj.

0.5 mmol/mL: 5mL, 10mL, 15mL, 20mL, 60mL, 100mL
0.5 mmol/mL: 10mL, 15mL, 20mL

1.0 mmol/mL: 2mL, 7.5mL, 10mL, 15mL, 30mL, 65mL
1.0 mmol/mL: 5mL, 7.5mL, 10mL, 15mL

Available
2Q 2023
2Q 2023
2Q 2023

DCP approved

NEW

X-RAY Contrast Media, Iodinated

Tohexol

Vial Sol. f/Inj./Inf.

ANESTHETICS, NARCOTIC ANALGETIC

350mg iodine/mL: 20mL, 50mL, 100mL, 200mL, 500mL
300mg iodine/mL: 20mL, 50mL, 100mL, 200mL, 500mL
240mg iodine/mL: 50mL, 100mL

ICH - 30 2023

Propofol

Dexmedetomidine

Vial Emuls. f/Inf.

Amp. Emuls. f/Inf.
Vial Sol. f/Inj.
Amp. Sol. f/Inj.

10mg/mL: 20mL, 50mL, 100 mL
20mg/mL: 20mL, 50mL, 100 mL

10mg/mL: 20mL
100mcg/mL: 4mL, 10mL
100mcg/mL: 2mL

Available

102023

DCP
submitted

SYSTEMIC HORMONAL PREPARATIONS

Dexamethasone
Levothyroxine sodium
Vasopressin

Amp. Sol. f/Inj.
Tablets
Amp. Sol. f/Inj.

4mg/mL: 1mL
25mcg, 50mcg, 75mcg, 100mcg, 125mcg, 150mcg
20 VU/mL: 1mL, 2mL

ALIMENTARY TRACT A

Calcium gluconate
Sodium picosulfate

Vitamin B1, B6, B12

Vitamin B1, B6, B2, Ascorbic Acid,
Nicotinamide, Glucose
Mebeverine

ND METABOLISM

Amp. Sol. f/Inj.

Drops oral Sol.

Tablets

Amp. Sol. f/Inj.

Amp. Conc. f/sol. f/inf.

Film-coated tablets

100mg/mL: 5mL, 10mL

0.75%: 15mL, 25mL, 30mL

5mg, 7.5mg
50mg/mL+50mg/mL+0.5mg/mL: 2mL
Amp. Vit. B1, B2, B6 +

Amp. Vit. C, Nicotinamide, Glucose
135mg

Available WHO prequalified
3Q 2023

Available DCP submitted
Available National approved
Available DCP approved
Available DCP approved
Available DCP approved
Available NEW
Available NEW

DRUGS USED IN DIAB

Metformin
Thioctic acid

Sitagliptin
Sitagliptin, Metformin

CARDIOVASCULAR SY!

Apixaban
Levosimendan
Lercanidipine
Ranolazine
Rivaroxaban
Ticagrelor

ETS

Tablets prolong. action (XR)
Film-coated tablets (HR)

Film-coated tablets
Film-coated tablets

TEM

Film-coated tablets

Vial Conc. f/Inf. Sol.
Tablets

Tablets prolong. action (XR)
Film-coated tablets
Film-coated tablets

500mg, 750mg, 1000mg
600mg

100mg
50mg+850mg, 50mg+1000mg

2.5mg, 5mg
2.5mg/mL: 5mL
10mg, 20mg

375mg, 500mg, 750mg
10mg, 15mg, 20mg
60mg, 90mg

GENERAL ANTIINFECTIVES FOR SYSTEMIC USE

Aciclovirum
Moxifloxacin

Tablets
Vial Sol. f/inf.

200mg, 400mg, 800mg: pack #20
400mg/250ml

Available
Available

Available
Available

Available
2Q 2023
Available
Available
Available
Available

Available
3Q 2023

DCP approved
NEW -
DCP submitted

DCP slot 2023

DCP sumbitted

GENITOURINARY SYSTEM AND SEX HORMONES

Progesterone

‘ Caps. soft oral, vaginal

| 100mg, 200mg

Available

MUSCULO-SCELETAL SYSTEM

Atracurium
Ibuprofen

Meloxicam

Amp. Sol. f/Inj.
Tablets
Tablets
Amp. Sol. f/Inj.
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Product INN (Composition) Dosage form

Dosage Strength

Dossier availability

Regulatory Status

NERVOUS SYSTEM
Dexketoprofen Unit Dose Gran. f/oral Sol. Sachet | 25mg Available
Olanzapine Tablets 2.5mg, 5mg, 10mg 302023
Amp. Sol. f/Inj. 10mg/mL: 2mL Available NEW
Nefopam X
Tablets 30mg Available NEW
RESPIRATORY SYSTEM
Asthma, COPD
Unit Dose susp. f/Inhalation 0.125mg/mL: 2mL 2Q 2023 NEW
Budesonide 0.25mg/mlL: 2mL
0.5mg/mL: 2mL
Fenoterol hydrobromide, Sol. f/Inhalation 0.5mg/mL+0.25mg/mL: 20mL, 25mL Available National procedure
Ipratropium bromide Unit Dose Sol. f/Inhalation 0.5mg/4mL+1.25mg/4mL: 4mL Q1 2023 NEW
Erdosteine Caps. solid 300mg 4Q 2023
Oral sprays, Nasal sprays
Oromucosal Sol. 1.5mg/mL: 100mL, 300mL Available DCP approved
Benzydamine Spray f/mouth cavity 1.5mg/mL: 15mL, 30mL Available DCP approved
Spray f/mouth cavity 3mg/mL: 15mL, 30mL Available
Benzydamine, . . . .
Cetylpyridinium chloride Spray f/mouth cavity 1.5mg/mL+5mg/mL: 30mL Available NEW - DCP submitted
Flurbiprofen Spray f/mouth cavity 8.75 mg/dose: 15mL Available NEW - DCP submitted
Nasal Drops 0.5mg/mL: 15mL, 10mL Available National approved
. 0.25mg/mL: 10mL
Oxymetazoline 0.1mg/mL: 10mL
Nasal Spray 0.5mg/mL: 15mL Available National approved
Oxymetazoline with eucalyptus | Nasal Spray 0.5mg/mL: 10mL Available National
and chamomile procedure
Oxymetazoline, levomenthol Nasal Spray 0.5mg/mL: 10mL Available
C&C, Antiallergic
Rupatadine ‘ Oral Sol. ‘ 1mg/mL: 100mL ‘ Available
SENSORY ORGANS
Brymonidyn, Timolol Eye drops Sol. 2mg/mL+5mg/mL: 5mL Available
Latanoprost Eye drops Sol. 0.05mg/mL: 2.5mL Available
Latanoprost, Timolol Eye drops Sol. 0.05mg/mL+5mg/mL: 2.5mL Available
Moxifloxacin Eye drops Sol. 0.5%: 5mL Available DCP approved
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