EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

27 November 2025
EMADOC-1700519818-2676014
Human Medicines Division

List of nationally authorised medicinal products

Active substance(s): ofloxacin (systemic use)

EURD list No. PSUSA/00002203/202504

Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000
© European Medicines Agency, 2025. Reproduction is authorised provided the source is acknowledged.

Official address Domenico Scarlattilaan 6 @ 1083 HS Amsterdam @ The Netherlands “
An agency of the European Union


http://www.ema.europa.eu/contact

Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Bioquil 200 mg not available 9752204 LABORATORIOS ATRAL, S.A. | PT
comprimidos revestidos
Bioquil 400 mg not available 4818092 LABORATORIOS ATRAL, S.A. | PT
comprimidos revestidos
Bioquil 400 mg not available 4818191 LABORATORIOS ATRAL, S.A. | PT
comprimidos revestidos
Bioquil 200 mg not available 4653796 LABORATORIOS ATRAL, S.A. | PT
comprimidos revestidos
Bioquil 400 mg not available 4817995 LABORATORIOS ATRAL, S.A. | PT
comprimidos revestidos
OFLOXACINE VIATRIS not available 34009 563 967 57 VIATRIS SANTE FR
200 mg/40 ml, solution
pour perfusion
OFLOXACINE VIATRIS not available 34009 563 966 9 6 VIATRIS SANTE FR
200 mg/40 ml, solution
pour perfusion
OFLOXACINE ALMUS 200 | not available 3400937693622 BIOGARAN FR
mg, comprimé pelliculé
sécable
OFLOXACINE ALMUS 200 | not available 3400957000387 BIOGARAN FR
mg, comprimé pelliculé
sécable
OFLOXACINE ALMUS 200 | not available 3400957000219 BIOGARAN FR
mg, comprimé pelliculé
sécable
Ofloxacin STADA® 200 not available 54542.01.00 STADAPHARM GMBH DE
mg Filmtabletten
OFLOXACINE ARROW not available 68270924 ARROW GENERIQUES FR
200 mg, comprimé
pelliculé sécable
OFLOX 200 mg BASICS DE/H/0312/001 46978.01.00 BASICS GMBH DE
Filmtabletten
ZANOCIN 200 mg not available 97-0216 SUN PHARMACEUTICAL LV
apvalkotas tabletes INDUSTRIES EUROPE B.V.
Zanocin 200 mg plévele not available LT/1/96/2828/001 SUN PHARMACEUTICAL LT
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authorisation country)
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dengtos tabletés

INDUSTRIES EUROPE B.V.

Zanocin 200 mg
comprimate filmate

not available

6230/2014/01

TERAPIA S.A.

RO

Bioquil 200 mg
comprimidos revestidos

not available

9752204

LABORATORIOS ATRAL, S.A.

PT

Bioquil 200 mg
comprimidos revestidos

not available

4653796

LABORATORIOS ATRAL, S.A.

PT

OFLOXACINE CRISTERS
200 mg, comprimé
pelliculé sécable

not available

34009 376 734 0 2

CRISTERS

FR

OFLOXACINE CRISTERS
200 mg, comprimé
pelliculé sécable

not available

34009 569 883 8 9

CRISTERS

FR

Ofloxin 200mg film-
coated tablets

not available

14408

CODAL SYNTO LTD

Cy

Ofloxin 400mg film-
coated tablets

not available

19793

CODAL SYNTO LTD

Cy

Ofloxacine 400 PCH,
filmomhulde tabletten
400 mg

NL/H/4742/002

RVG 27572

PHARMACHEMIE BV

NL

Ofloxacine 200 PCH,
filmomhulde tabletten
200 mg

NL/H/4742/001

RVG 27571

PHARMACHEMIE BV

NL

Ofloxin 200 mg
comprimate filmate

not available

12987/2020/01

ZENTIVA, K.S.

RO

Ofloxacin-ratiopharm®
400 mg Filmtabletten

DE/H/0317/002

46984.02.00

RATIOPHARM GMBH

DE

Ofloxacin-ratiopharm®
200 mg Filmtabletten

DE/H/0317/001

46984.01.00

RATIOPHARM GMBH

DE

OFLOXACINE
AGUETTANT 200 mg/40
ml, solution pour
perfusion

not available

34009 566 774 3 6

LABORATOIRE AGUETTANT

FR

OFLOXACINE

not available

34009 550 552 4 2

LABORATOIRE AGUETTANT

FR
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Member State where
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AGUETTANT 200 mg/40
ml, solution pour

perfusion

OFLOXACINE not available 34009 566 776 6 5 LABORATOIRE AGUETTANT FR
AGUETTANT 200 mg/40

ml, solution pour

perfusion

OFLOXIN 200, 200 mg not available 403402 ZENTIVA, K.S. EE
Ohukese

polimeerikattega

tabletid

Ofloxacin-ratiopharm® not available 46984.00.00 RATIOPHARM GMBH DE
100 mg Filmtabletten

Ofloxacino Altan 2 not available 67.741 ALTAN PHARMACEUTICALS ES
mg/ml solucién para S.A.

perfusion EFG

Tarivid 200, 200 mg, not available R/1112 SANOFI-AVENTIS PL
tabletki powlekane DEUTSCHLAND GMBH

Tarivid 200, 200 mg, not available R/1112 SANOFI-AVENTIS PL
tabletki powlekane DEUTSCHLAND GMBH

Ofloxin 200 mg not available 42/846/95-C ZENTIVA, K.S. cz
potahované tablety

MEDOFLOXINE 200 mg not available 42/0324/03-S MEDOCHEMIE LTD. SK
filmom obalené tablety

OFLOXACINE EVOLUGEN not available 376 935-6 EVOLUPHARM FR
200 mg, comprimé

pelliculé sécable

OFLOXACINE EVOLUGEN not available 570 000-9 EVOLUPHARM FR
200 mg, comprimé

pelliculé sécable

OFLOXACINE EVOLUGEN not available 570 001-5 EVOLUPHARM FR
200 mg, comprimé

pelliculé sécable

OFLOXACINE EVOLUGEN not available 376 935-6 EVOLUPHARM FR
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200 mg, comprimé
pelliculé sécable

OFLOXACINE EVOLUGEN not available 570 000-9 EVOLUPHARM FR

200 mg, comprimé

pelliculé sécable

OFLOXACINE EVOLUGEN not available 570 001-5 EVOLUPHARM FR

200 mg, comprimé

pelliculé sécable

Cilox 400 mg not available 16037 REMEDICA LTD CY

ENIKAAUPHEVA PE UPEVIO

diokia

Tabrin not available 8562/06-02-2007 SANOFI-AVENTIS GR
MONOPROSOPI A.E.B.E

Tabrin not available 8562/06-02-2007 SANOFI-AVENTIS GR
MONOPROSOPI A.E.B.E

Tabrin not available 8562/06-02-2007 SANOFI-AVENTIS GR
MONOPROSOPI A.E.B.E

Ofloxacin AL 200 not available 46999.01.00 ALIUD PHARMA GMBH DE

Ofloxacin 200 mg pro

Filmtablette

Grenis-Oflo 200 mg not available OGYI-T-20092/01 PANNONPHARMA KFT. HU

filmtabletta

Mepodnokcnn 200 mg not available 20060215 MEDOCHEMIE LTD. BG

dbunMupaHmn TabneTku

OFLOXACINE SANDOZ not available 34009 364 529 8 5 SANDOZ FR

200 mg, comprimé

pelliculé sécable

OFLOXACINE SANDOZ not available 34009 565546 7 6 SANDOZ FR

200 mg, comprimé

pelliculé sécable

OFLOXACINE SANDOZ not available 34009 565547 3 7 SANDOZ FR

200 mg, comprimé

pelliculé sécable

Ofloxacin 400 mg not available PL 00289/0354 TEVA UK LIMITED XI
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

Tablets

Ofloxacin 200mg Tablets [ not available PL 00289/0353 TEVA UK LIMITED XI

OFLOXIN 200 mg not available 98-0852 ZENTIVA, K.S. LV

apvalkotas tabletes

Cilox 200 mg not available 14717 REMEDICA LTD CY

EMNIKAAUPPEVA PE UPEVIO

diokia

OFLOXACINE BIOGARAN | not available 3400936179882 BIOGARAN FR

200 mg, comprimé

pelliculé sécable

OFLOXACINE BIOGARAN | not available 3400936179943 BIOGARAN FR

200 mg, comprimé

pelliculé sécable

OFLOXACINE BIOGARAN | not available 3400956480883 BIOGARAN FR

200 mg, comprimé

pelliculé sécable

Bioquil 200 mg not available 9752204 LABORATORIOS ATRAL, S.A. | PT

comprimidos revestidos

Bioquil 400 mg not available 4818092 LABORATORIOS ATRAL, S.A. | PT

comprimidos revestidos

Bioquil 400 mg not available 4818191 LABORATORIOS ATRAL, S.A. | PT

comprimidos revestidos

Bioquil 200 mg not available 4653796 LABORATORIOS ATRAL, S.A. | PT

comprimidos revestidos

Bioquil 400 mg not available 4817995 LABORATORIOS ATRAL, S.A. | PT

comprimidos revestidos

Ofloxin 200 filmom not available 42/0385/96-S ZENTIVA, K.S. SK

obalené tablety

Ofloxacin 200mg Tablets | not available PL 17907/0024 BRISTOL LABORATORIES XI
LIMITED

Ofloxacin 400mg Tablets | not available PL 17907/0025 BRISTOL LABORATORIES XI
LIMITED

OFLOXACINE TEVA 200 not available 3400956472321 TEVA SANTE FR

mg, comprimé pelliculé
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

sécable

OFLOXACINE TEVA 200 not available 3400936166707 TEVA SANTE FR

mg, comprimé pelliculé

sécable

Ofloxacin 200 mg NL/H/0979/001 PL 04569/0549 GENERICS [UK] LIMITED XI

Tablets

Ofloxacin 400 mg NL/H/0979/002 PL 04569/0550 GENERICS [UK] LIMITED XI

Tablets

Ofloxacina Laropharm not available 1116/2008/01 LAROPHARM SRL RO

200 mg comprimate

filmate

Ofloxacin STADA 400 mg | AT/H/0748/002 1-24855 STADA ARZNEIMITTEL AT

Filmtabletten GMBH

Ofloxacin STADA 200 mg | AT/H/0748/001 1-24854 STADA ARZNEIMITTEL AT

Filmtabletten GMBH

Medofloxine 200 mg, not available 485905 MEDOCHEMIE LTD. EE

Ohukese

polimeerikattega

tabletid

OFLOXACINE BIOGARAN not available 3400936179882 BIOGARAN FR

200 mg, comprimé

pelliculé sécable

OFLOXACINE BIOGARAN not available 3400936179943 BIOGARAN FR

200 mg, comprimé

pelliculé sécable

OFLOXACINE BIOGARAN not available 3400956480883 BIOGARAN FR

200 mg, comprimé

pelliculé sécable

OFLOXIN 200 mg plévele | not available LT/1/2000/2357/001 ZENTIVA, K.S. LT

dengtos tabletés

OFLOXIN 200 mg plévele | not available LT/1/2000/2357/002 ZENTIVA, K.S. LT

dengtos tabletés

OFLOXACINE ZENTIVA not available 34009 566 67321 ZENTIVA FRANCE FR

200 mg, comprimé
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number

pelliculé sécable

OFLOXACINE ZENTIVA not available 34009 367 16285 ZENTIVA FRANCE FR
200 mg, comprimé
pelliculé sécable

OFLOXACINE ZENTIVA not available 34009 367 16117 ZENTIVA FRANCE FR
200 mg, comprimé
pelliculé sécable

Ofloxacine Viatris 200 NL/H/0979/001 RVG 27753 VIATRIS LIMITED NL
mg, filmomhulde
tabletten

Ofloxacine Viatris 400 NL/H/0979/002 RVG 27754 VIATRIS LIMITED NL
mg, filmomhulde
tabletten

Ofloxacina Viatris 200 NL/H/0979/001 4168084 VIATRIS LIMITED PT
mg Comprimidos
revestidos por pelicula

Ofloxacina Viatris 200 NL/H/0979/001 4168183 VIATRIS LIMITED PT
mg Comprimidos
revestidos por pelicula

Ofloxacina Viatris 200 NL/H/0979/001 4168282 VIATRIS LIMITED PT
mg Comprimidos
revestidos por pelicula

Ofloxacina Viatris 200 NL/H/0979/001 4168381 VIATRIS LIMITED PT
mg Comprimidos
revestidos por pelicula

Ofloxacina Viatris 200 NL/H/0979/001 4168480 VIATRIS LIMITED PT
mg Comprimidos
revestidos por pelicula

Ofloxacina Viatris 200 NL/H/0979/001 4168589 VIATRIS LIMITED PT
mg Comprimidos
revestidos por pelicula

Ofloxacina Viatris 200 NL/H/0979/001 4168688 VIATRIS LIMITED PT
mg Comprimidos
revestidos por pelicula
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4351185

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4168787

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg comprimidos
revestidos por pelicula

NL/H/0979/001

4168886

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg comprimidos
revestidos por pelicula

NL/H/0979/001

4168985

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg comprimidos
revestidos por pelicula

NL/H/0979/001

4169082

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4169181

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4169280

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4169389

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4169488

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4169587

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4169686

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos

NL/H/0979/001

4351086

VIATRIS LIMITED

PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

revestidos por pelicula

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4167185

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4167284

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4167383

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4167482

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4167581

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4167680

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4167789

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4167888

VIATRIS LIMITED

PT

Ofloxacina Viatris 200
mg Comprimidos
revestidos por pelicula

NL/H/0979/001

4167987

VIATRIS LIMITED

PT

Medofloxine 200 mg
film-coated tablets

not available

13357

MEDOCHEMIE LTD.

Cy

OFLOXACINE EG 200
mg, comprimé pelliculé
sécable

not available

3400936358393

EG LABO LABORATOIRES
EUROGENERICS

FR
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