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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

Flucloxacilline Aurobindo 2 g,
poeder voor oplossing voor
injectie of infusie

PT/H/0670/002/DC

RVG 109868

AUROBINDO PHARMA B.V.

NL

Floxapen 1000 mg pé para
solugdo injetavel ou para
perfusao

PT/H/0670/001

5479969

GENERIS FARMACEUTICA, S.A.

PT

Floxapen 1000 mg pé para
solucdo injetavel ou para
perfusdo

PT/H/0670/001

5479977

GENERIS FARMACEUTICA, S.A.

PT

Floxapen 2000 mg pé para
solugdo injetavel ou para
perfusdo

PT/H/0670/002

5480009

GENERIS FARMACEUTICA, S.A.

PT

Floxapen 2000 mg pé para
solugdo injetavel ou para
perfusao

PT/H/0670/002

5480017

GENERIS FARMACEUTICA, S.A.

PT

Floxapen 1000 mg pé para
solugdo injetavel ou para
perfusao

PT/H/0670/001

5795356

GENERIS FARMACEUTICA, S.A.

PT

Floxapen 2000 mg pé para
solucdo injetavel ou para
perfusdo

PT/H/0670/002

5795364

GENERIS FARMACEUTICA, S.A.

PT

Flucloxacillin 125mg/5ml Oral
Solution BP

not available

PA0298/016/003

ATHLONE LABORATORIES
LIMITED

IE
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Flucloxacillin 125mg/5ml Oral

not available

PA0298/017/003

ATHLONE LABORATORIES

IE

zur Herstellung einer

Injektions- /Infusionsldsung

Solution LIMITED

Flucloxacillin 250 mg/5ml not available PL 20416/0077 CRESCENT PHARMA LIMITED UK
Granules for Oral Solution

Flucloxacillin 125 mg/5ml MT/H/0499/001 PL 20416/0076 CRESCENT PHARMA LIMITED UK
Granules for Oral Solution

Flucloxacillin 125 mg/5ml MT/H/0499/001 MA1317/01201 CRESCENT PHARMA MT
Granules for Oral Solution INTERNATIONAL LIMITED
Flucloxacilline Mylan 250 mg, not available RVG 10927 MYLAN B.V. NL
capsules

Flucloxacilline Mylan 500 mg, not available RVG 10928 MYLAN B.V. NL
capsules

Heracillin 500 mg filmuhudadar | not available 843279 (1S) MEDA AB IS
toflur

Geriflox 500 mg Capsules, Hard | not available PA0577/199/001 MYLAN IRELAND LIMITED IE
Flukloxacillin Meda 1 g not available 55084 MEDA AB SE
filmdragerade tabletter

Flukloxacillin Meda 500 mg not available 21624 MEDA AB SE
filmdragerade tabletter

Flukloxacillin Meda 750 mg not available 21625 MEDA AB SE
filmdragerade tabletter

Flucloxacillin GSB 2 g Pulver not available 136105 GSB PHARMA GMBH AT
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Floxapen® Vials for Injection

not available

PL 20075/0584

ACCORD HEALTHCARE LIMITED

UK

para solucdo injetavel

(PORTUGAL), S.A.

FLOXAPEN® Vials for Injection not available PL 20075/0587 ACCORD HEALTHCARE LIMITED UK
FLOXAPEN® Vials for Injection not available PL 20075/0592 ACCORD HEALTHCARE LIMITED UK
Flucloxacilline CF, poeder voor not available RVG 57442 CENTRAFARM B.V. NL
oplossing voor injectie 125 mg,

250 mg, 500 mgenlg

Flucloxacillin 125mg/5ml not available PL 21880/0063 MEDREICH PLC UK
powder for oral solution

Floxapen 1000 mg powder for 1E/H/0505/001 PA1380/011/007 ACTAVIS GROUP PTC EHF. IE
solution for injection or infusion

Floxapen 2000 mg powder for IE/H/0505/002 PA 1380/11/8 ACTAVIS GROUP PTC EHF. IE
solution for injection or infusion

Floxapen 2 g Pulver zur IE/H/0505/002 1-31793 ACTAVIS GROUP PTC EHF. AT
Herstellung einer Injektions-

bzw. Infusionsldésung

Flucloxacilina Hikma 500 mg p6 | not available 5623764 HIKMA FARMACEUTICA PT
para solucdo injetavel (PORTUGAL), S.A.

Flucloxacilina Hikma 500 mg p6 | not available 5623772 HIKMA FARMACEUTICA PT
para solucdo injetavel (PORTUGAL), S.A.

Flucloxacilina Hikma 500 mg p6 | not available 5623806 HIKMA FARMACEUTICA PT
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Fluclox Stragen 1g, Pulver zur
Herstellung einer Injektions-
bzw. Infusionsldésung

not available

6067085.00.00

STRAGEN FRANCE

DE

Injection 1 g

Fluclox Stragen 2g, Pulver zur not available 6067085.01.00 STRAGEN FRANCE DE
Herstellung einer Injektions-

bzw. Infusionslésung

Floxapen 500 mg Capsulas not available 4666889 GENERIS FARMACEUTICA, S.A. PT
Floxapen 500 mg Capsulas not available 8378703 GENERIS FARMACEUTICA, S.A. PT
Flucloxacillin 125mg/5ml UK/H/6073/001 PL 44278/0001 NOVELGENIX THERAPEUTICS UK
Powder for Oral Solution Sugar LIMITED

Free

Flucloxacillin 250mg/5ml UK/H/6073/002 PL 44278/0002 NOVELGENIX THERAPEUTICS UK
Powder for Oral Solution Sugar LIMITED

Free

Flucloxacillin 250 mg/5ml UK/H/6073/002 MA1136/00202 NOVELGENIX THERAPEUTICS MT
Powder for Oral Solution Sugar LIMITED

Free

Flucloxacillin 125mg/5ml UK/H/6073/001 MA1136/00201 NOVELGENIX THERAPEUTICS MT
Powder for Oral Solution Sugar LIMITED

Free

FLUCACID 1 g compresse not available 033623012 EURO-PHARMA S.R.L. IT
Flucloxacillin Sodium for not available 24780/0015 VILLERTON INVEST S.A. UK
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Flucloxacillin Sodium for not available 24780/0014 VILLERTON INVEST S.A. UK
Injection 500 mg

Flucloxacillin Sodium for not available 24780/0013 VILLERTON INVEST S.A. UK
Injection 250 mg

Flucloxacilline Apotex 500 mg, not available RVG 18564 APOTEX EUROPE B.V. NL
capsules

Flucloxacillin 500 mg Capsules UK/H/1101/002 PL 21880/0018 MEDREICH PLC UK
Staphycid 500 mg, gélules not available BE080604 TRENKER BE
Staphycid 500 mg capsules not available BE080604 TRENKER BE
hard

Staphycid 500 mg, gélules not available 1986060013 TRENKER LU
STAPHYCID 250 mg/ 5 ml, not available BE154804 TRENKER BE
poudre pour sirop

STAPHYCID 250 mg/5 ml, not available BE154804 TRENKER BE
poeder voor stroop.

STAPHYCID 250 mg / 5 ml, not available 1991110826 TRENKER LU
poudre pour sirop

Flucloxacilline CF, poeder voor not available RVG 57442 CENTRAFARM B.V. NL
oplossing voor injectie 125 mg,

250 mg, 500 mgenlg

Floxapen 500 mg Capsulas not available 4666889 GENERIS FARMACEUTICA, S.A. PT
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Floxapen 500 mg Capsulas

not available

8378703

GENERIS FARMACEUTICA, S.A.

PT

for solution for injection.

Flucloxacillin 1 g, powder for MT/H/0350/003 PL 44124/0011 PANPHARMA UK
solution for injection.

Flucloxacillin 1 g, powder for MT/H/0350/003 PL 44124/0011 PANPHARMA UK
solution for injection.

Flucloxacillin 1 g, powder for MT/H/0350/003 PL 44124/0011 PANPHARMA UK
solution for injection.

Flucloxacillin 1 g, powder for MT/H/0350/003 PL 44124/0011 PANPHARMA UK
solution for injection.

Flucloxacillin 250 mg, powder MT/H/0350/001 PL 44124/0010 PANPHARMA UK
for solution for injection.

Flucloxacillin 250 mg, powder MT/H/0350/001 PL 44124/0010 PANPHARMA UK
for solution for injection.

Flucloxacillin 250 mg, powder MT/H/0350/001 PL 44124/0010 PANPHARMA UK
for solution for injection.

Flucloxacillin 250 mg, powder MT/H/0350/001 PL 44124/0010 PANPHARMA UK
for solution for injection.

Flucloxacillin 500 mg, powder MT/H/0350/002 PL 44124/0005 PANPHARMA UK
for solution for injection.

Flucloxacillin 500 mg, powder MT/H/0350/002 PL 44124/0005 PANPHARMA UK
for solution for injection.

Flucloxacillin 500 mg, powder MT/H/0350/002 PL 44124/0005 PANPHARMA UK
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Flucloxacillin 500 mg, powder
for solution for injection.

MT/H/0350/002

PL 44124/0005

PANPHARMA

UK

Flucloxacillin Panpharma 500
mg, powder for solution for

injection/infusion.

MT/H/0350/002

MA692/00201

PANPHARMA

MT

Flucloxacillin Panpharma 500
mg, powder for solution for
injection/infusion.

MT/H/0350/002

MA692/00201

PANPHARMA

MT

Flucloxacillin Panpharma 500
mg, powder for solution for
injection/infusion.

MT/H/0350/002

MA692/00201

PANPHARMA

MT

Flucloxacillin Panpharma 500
mg, powder for solution for
injection/infusion

MT/H/0350/002

MA692/00201

PANPHARMA

MT

Flucloxacillin Panpharma 250
mg, powder for solution for

injection/infusion.

MT/H/0350/001

MA692/00202

PANPHARMA

MT

Flucloxacillin Panpharma 250
mg, powder for solution for
injection/infusion.

MT/H/0350/001

MA692/00202

PANPHARMA

MT

Flucloxacillin Panpharma 250
mg, powder for solution for
injection/infusion.

MT/H/0350/001

MA692/00202

PANPHARMA

MT

Flucloxacillin Panpharma 250
mg, powder for solution for
injection/infusion.

MT/H/0350/001

MA692/00202

PANPHARMA

MT
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Flucloxacillin Panpharma 1 g,
powder for solution for
injection/infusion.

MT/H/0350/003

MA692/00203

PANPHARMA

MT

Flucloxacillin Panpharma 1 g,
powder for solution for
injection/infusion.

MT/H/0350/003

MA692/00203

PANPHARMA

MT

Flucloxacillin Panpharma 1 g,
powder for solution for
injection/infusion.

MT/H/0350/003

MA692/00203

PANPHARMA

MT

Flucloxacillin Panpharma 1 g,
powder for solution for

injection/infusion.

MT/H/0350/003

MA692/00203

PANPHARMA

MT

LIDERCLOX 1 g compresse

not available

033552011

FARMA GROUP S.R.L.

IT

FLOXAPEN® Oral Suspension
125mg/5 ml
FLUCLOXACILLIN Oral
Suspension 125mg/5ml

not available

PL 20075/0586

ACCORD HEALTHCARE LIMITED

UK

FLOXAPEN® Oral Suspension
250mg/5ml
FLUCLOXACILLIN Oral
Suspension 250mg/5ml

not available

PL 20075/0590

ACCORD HEALTHCARE LIMITED

UK

Flucloxacillin 125mg/5ml
Sugar-Free Powder for Oral
Solution

not available

PL 08215/0119

KENT PHARMACEUTICALS LTD.

UK
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Capsulas

Flucloxacillin 250mg/5ml Sugar | not available PL08215/0121 KENT PHARMACEUTICALS LTD. UK
Free Powder for Oral Solution
Flucloxacilina Azevedos 500 mg | not available 5585849 LABORATORIOS AZEVEDOS - PT
Cépsulas INDUSTRIA FARMACEUTICA,

S.A.
Flucloxacilina Azevedos 500 mg | not available 5051156 LABORATORIOS AZEVEDOS - PT
Céapsulas INDUSTRIA FARMACEUTICA,

S.A.
Flucloxacilina Azevedos 500 mg | not available 5051164 LABORATORIOS AZEVEDOS - PT
Cépsulas INDUSTRIA FARMACEUTICA,

S.A.
Flucloxacilina Azevedos 500 mg | not available 5051149 LABORATORIOS AZEVEDOS - PT
Cépsulas INDUSTRIA FARMACEUTICA,

S.A.
Flucloxacillin GSB 1 g Pulver not available 136104 GSB PHARMA GMBH AT
zur Herstellung einer
Injektions- /Infusionsldsung
Flucloxacillin Sandoz 750 mg not available 25507 SANDOZ A/S SE
filmdragerade tabletter
Flucloxacilina Generis 500 mg not available 5588843 GENERIS FARMACEUTICA, S.A. PT
Capsulas
Flucloxacilina Generis 500 mg not available 5594700 GENERIS FARMACEUTICA, S.A. PT
Capsulas
Flucloxacilina Generis 500 mg not available 5588850 GENERIS FARMACEUTICA, S.A. PT
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Floxapen 1 g
Trockenstechampullen

not available

16914

ACTAVIS GROUP PTC EHF.

AT

Sugar-Free Powder for Oral
Solution

Flucloxacillin 125mg/5ml not available PL 08215/0120 KENT PHARMACEUTICALS LTD. UK

Sugar-Free Powder for Oral

Solution

Flucloxacillin 250mg/5ml not available PL 08215/0122 KENT PHARMACEUTICALS LTD. UK

Sugar-Free Powder for Oral

Solution

Staphylex® 250 mg Kapseln not available 6007657.01.00 PUREN PHARMA GMBH & CO. KG | DE

Hartkapseln

Staphylex® 500 mg Kapseln not available 6007657.00.00 PUREN PHARMA GMBH & CO. KG | DE

Hartkapseln

Flucloxacillin 500mg Capsules not available PL 30464/0120 ATHLONE PHARMACEUTICALS UK
LIMITED

Flucloxacillin 250mg Capsules not available PL 30464/0119 ATHLONE PHARMACEUTICALS UK
LIMITED

Flucloxacillin 250mg Capsules not available PL 30464/0121 ATHLONE PHARMACEUTICALS UK
LIMITED

Flucloxacillin 500mg Capsules not available PL 30464/0122 ATHLONE PHARMACEUTICALS UK
LIMITED

Flucloxacillin Sandoz 500 mg not available 25506 SANDOZ A/S SE

filmdragerade tabletter

Flucloxacillin 125mg/5ml not available PL 08215/0120 KENT PHARMACEUTICALS LTD. UK
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Flucloxacillin 250mg/5ml
Sugar-Free Powder for Oral

not available

PL 08215/0122

KENT PHARMACEUTICALS LTD.

UK

prasek za raztopino za

injiciranje/nfundiranje

Solution

Flucloxacillin 125mg/5ml Oral not available PL 30464/0167 ATHLONE PHARMACEUTICALS UK
Solution LIMITED

Flucloxacillin 250mg/5ml Oral not available PL 30464/0168 ATHLONE PHARMACEUTICALS UK
Solution LIMITED

Flucloxin 125mg/5ml Oral not available PL 30464/0167 ATHLONE PHARMACEUTICALS UK
Solution LIMITED

Heracillin, filmovertrukne not available 06223 MYLAN DENMARK APS DK
tabletter

Heracillin, filmovertrukne not available 50804 MYLAN DENMARK APS DK
tabletter

LIDERCLOX 1 g compresse not available 033552011 FARMA GROUP S.R.L. IT
FLOXAPEN® Capsules 250mg not available PL 20075/0588 ACCORD HEALTHCARE LIMITED UK
Floxapen Capsules 500mg not available PL 20075/0591 ACCORD HEALTHCARE LIMITED UK
Flukloksacilin Altamedics 1 g not available H/11/01387/001 ALTAMEDICS D.O.O. SI
prasek za raztopino za

injiciranje/infundiranje

Flukloksacilin Altamedics 2 g not available H/11/01387/002 ALTAMEDICS D.O.0O. SI
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FLUCLOXACILLIN/COOPER (250 | not available 6520/05-03-2018 COOPER S.A. GR
mg) PHARMACEUTICALS
FLUCLOXACILLIN/COOPER not available 6521/05-03-2018 COOPER S.A. GR
(500mg) PHARMACEUTICALS
FLUCLOXACILLIN/COOPER not available 35674/17/05-03-2018 COOPER S.A. GR
1000mg PHARMACEUTICALS

FLOXAPEN 250 MG POWDER not available PA 1380/011/003 ACTAVIS GROUP PTC EHF. IE
FOR SOLUTION FOR INJECTION

FOR INFUSION

Floxapen 500mg Powder for not available PA 1380/011/004 ACTAVIS GROUP PTC EHF. 1IE
solution for Injection of

Infusion

FLUCLOXACILLINA K24 not available 033446028 K24 PHARMACEUTICALS IT
PHARMACEUTICALS 1 g polvere

per soluzione iniettabile

FLUCLOXACILLINA K24 not available 033446030 K24 PHARMACEUTICALS IT
PHARMACEUTICALS 1 g polvere

per soluzione iniettabile

Floxapen 250 mg/5 ml pé para not available 8378919 GENERIS FARMACEUTICA, S.A. PT
suspensdo oral

Staphylex® Injektion 250 mg not available 6007769.00.00 PUREN PHARMA GMBH & CO. KG | DE

Trockensubstanz Pulver zur
Herstellung einer
Injektionslosung oder
Infusionslésung
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Staphylex® Injektion 1 g
Trockensubstanz Pulver zur
Herstellung einer
Injektionslésung oder
Infusionslésung

not available

6007717.00.00

PUREN PHARMA GMBH & CO. KG

DE

LIMITED

Staphylex® Injektion 500 mg not available 6007746.00.00 PUREN PHARMA GMBH & CO. KG | DE

Trockensubstanz Pulver zur

Herstellung einer

Injektionslésung oder

Infusionslésung

Staphylex® Infusion 2 g not available 5792.00.00 PUREN PHARMA GMBH & CO. KG | DE

Trockensubstanz Pulver zur

Herstellung einer

Infusionslésung

Flucloxacilline Mylan 250 mg, not available RVG 10927 MYLAN B.V. NL

capsules

Flucloxacilline Mylan 500 mg, not available RVG 10928 MYLAN B.V. NL

capsules

Heracillin 500 mg filmuhudadar | not available 843279 (IS) MEDA AB IS

toflur

Geriflox 500 mg Capsules, Hard | not available PA0577/199/001 MYLAN IRELAND LIMITED 1IE

Flucloxacillin 250mg Capsules not available PL 30464/0117 ATHLONE PHARMACEUTICALS UK
LIMITED

Flucloxacillin 500mg Capsules not available PL 30464/0118 ATHLONE PHARMACEUTICALS UK
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Flukloksacilin Altamedics 500
mg tvrde kapsule

not available

HR-H-115176766

ALTAMEDICS D.O.O.

HR

Powder for Oral Solution, Sugar
Free

LIMITED

Flucloxacilina Basi, 250 mg/ 5 not available 4802682 LABORATORIOS BASI - PT

ml, P para solucdo oral INDUSTRIA FARMACEUTICA,
S.A.

Flucloxacillin 250mg Capsules not available PL 17907/0459 BRISTOL LABORATORIES LTD UK
(BERKHAMSTED)

Flucloxacillin 500mg Capsules not available PL 17907/0460 BRISTOL LABORATORIES LTD UK
(BERKHAMSTED)

Flucloxacillin 250mg Capsules not available PL 17907/0052 BRISTOL LABORATORIES LTD UK
(BERKHAMSTED)

Flucloxacillin 500mg Capsules not available PL 17907/0053 BRISTOL LABORATORIES LTD UK
(BERKHAMSTED)

Flucloxacillin 125 mg / 5ml IE/H/0957/001 PL 17907/0595 BRISTOL LABORATORIES LTD UK

Powder for Oral Solution, Sugar (BERKHAMSTED)

Free

Flucloxacillin 250 mg / 5ml IE/H/0957/002 PL 17907/0596 BRISTOL LABORATORIES LTD UK

Powder for Oral Solution, Sugar (BERKHAMSTED)

Free

Flucloxacillin 125 mg / 5ml IE/H/0957/001 PA22749/024/001 BRILLPHARMA (IRELAND) 1IE

Powder for Oral Solution, Sugar LIMITED

Free

Flucloxacillin 250 mg / 5ml IE/H/0957/001 PA22749/024/002 BRILLPHARMA (IRELAND) IE
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Flucloxacillin Capsules BP 250

not available

PL 43461/0070

FLAMINGO PHARMA UK LTD

UK

mg

Flucloxacillin Capsules BP 500 not available PL 43461/0071 FLAMINGO PHARMA UK LTD UK
mg

Flucloxacilline Apotex 250 mg, not available RVG 18563 APOTEX EUROPE B.V. NL
capsules

Heracillin 1 g filmdragerade not available 55085 MEDA AB SE
tabletter

Heracillin 750 mg not available 11457 MEDA AB SE
filmdragerade tabletter

Heracillin 500 mg not available 9025 MEDA AB SE
filmdragerade tabletter

Heracillin 125 mg not available 10486 MEDA AB SE
filmdragerade tabletter

Flucloxacillin 2g, powder for not available PL 31745/0032 IBIGEN SRL UK
solution for injection or infusion

Flucloxacillin 500 mg, powder not available PL 31745/0019 IBIGEN SRL UK
for solution for injection or

infusion

Flucloxacillin 250 mg, powder not available PL 31745/0018 IBIGEN SRL UK
for solution for injection or

infusion

Flucloxacillin 1g, powder for not available PL 31745/0020 IBIGEN SRL UK

solution for injection or infusion
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Floxapen 500 mg Kapseln

not available

15542

ACTAVIS GROUP PTC EHF.

AT

Sugar-Free Powder for Oral
Solution

Flucloxacillin 250 mg Capsules not available PL 44041/0017 NOUMED LIFE SCIENCES UK
Flucloxacillin 500 mg Capsules not available PL 44041/0018 NOUMED LIFE SCIENCES UK
Flucloxacillin 500 mg powder UK/H/6745/001 PL 17509/0086 INTRAPHARM LABORATORIES UK
for solution for injection or LTD

infusion.

Flucloxacillin 1000 mg powder UK/H/6745/002 PL 17509/0087 INTRAPHARM LABORATORIES UK
for solution for injection or LTD

infusion.

Flucloxacillin 500mg powder for | IE/H/0948/001-002/DC | PA 22709/001/001 RIEMSER PHARMA GMBH IE
solution for injection or

infusion.

Flucloxacillin 1000mg powder IE/H/0948/001-002/DC | PA 22709/001/002 RIEMSER PHARMA GMBH IE
for solution for injection or

infusion.

Flucloxacilline Aurobindo 250 not available RVG 16939 AUROBINDO PHARMA B.V. NL
mg, capsules

Flucloxacilline Aurobindo 500 not available RVG 16940 AUROBINDO PHARMA B.V. NL
mg, capsules

Flucloxacillin 125mg/5ml not available PL 20075/0685 ACCORD HEALTHCARE LIMITED UK

List of nationally authorised medicinal products

EMA/14202/2021

Page 17/26



Flucloxacillin 250mg/5ml not available PL 20075/0686 ACCORD HEALTHCARE LIMITED UK
Sugar-Free Powder for Oral
Solution

Floxapen, poeder voor orale not available RVG 14314 AUROBINDO PHARMA B.V. NL
suspensie 125 mg/5 ml

Flucloxacillin Orion 750 mg SE/H/0981/002 28582 ORION CORPORATION FI
filmdragerade tabletter

Flucloxacillin Orion 500 mg SE/H/0981/001 28581 ORION CORPORATION FI
filmdragerade tabletter

Flucloxacillin "Orion", SE/H/0981/003 56616 ORION CORPORATION DK
filmovertrukne tabletter 1 g

Flucloxacillin Orion 1 g SE/H/0981/003 53406 ORION CORPORATION SE
filmdragerade tabletter

Flucloxacillin Orion 1 g SE/H/0981/003 33657 ORION CORPORATION FI
kalvopaallysteiset tabletit

Flucloxacillin Orion 1 g SE/H/0981/003 33657 ORION CORPORATION FI
filmdragerade tabletter

Flucloxacillin Orion 500 mg SE/H/0981/001 28581 ORION CORPORATION FI
kalvopdallysteinen tabletti

Flucloxacillin "Orion” SE/H/0981/001 46678 ORION CORPORATION DK

Flucloxacillin Orion 500 mg SE/H/0981/001 44023 ORION CORPORATION SE
filmdragerade tabletter

Flucloxacillin Orion 750 mg SE/H/0981/002 28582 ORION CORPORATION FI
kalvopaallysteinen tabletti
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Solution BP

LIMITED

Flucloxacillin “"Orion” SE/H/0981/002 46679 ORION CORPORATION DK
Flucloxacillin Orion 750 mg SE/H/0981/002 44024 ORION CORPORATION SE
filmdragerade tabletter

Floxapen 500 mg pé para not available 8378802 GENERIS FARMACEUTICA, S.A. PT
solugdo injetavel

Floxapen 500 mg pé para not available 4666988 GENERIS FARMACEUTICA, S.A. PT
solugdo injetavel

Floxapen 500 mg pé para not available 5639646 GENERIS FARMACEUTICA, S.A. PT
solucdo injetavel

Floxapen 500 mg pé para not available 5791371 GENERIS FARMACEUTICA, S.A. PT
solucdo injetavel

Floxapen 500 mg pé para not available 5791405 GENERIS FARMACEUTICA, S.A. PT
solucdo injetavel

Floxapen 500 mg pé para not available 5791413 GENERIS FARMACEUTICA, S.A. PT
solugdo injetavel

Heracillin 50 mg/ml pulver till not available 10822 MEDA AB SE
oral suspension

Flucloxacillin 250mg Capsules not available PL 20416/0656 CRESCENT PHARMA LIMITED UK
Flucloxacillin 500mg Capsules not available PL 20416/0657 CRESCENT PHARMA LIMITED UK
Flucloxacillin 250mg/5ml Oral UK/H/2057/001 PL 30464/0002 ATHLONE PHARMACEUTICALS UK
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Flucloxacillin 250mg/5ml Oral

UK/H/2057/001

PA0298/017/004

ATHLONE LABORATORIES

IE

po para solucdo injetavel ou
para perfusao

Solution LIMITED

Flucloxacillin 125 mg/5ml not available PL 20416/0209 CRESCENT PHARMA LIMITED UK
Granules for Oral Solution

Flucloxacillin 250 mg/5ml not available PL 20416/0210 CRESCENT PHARMA LIMITED UK
Granules for Oral Solution

Flucloxacillin 250mg Capsules not available PL 16363/0041 MILPHARM LIMITED UK
BP

Flucloxacillin 500mg Capsules not available PL 16363/0042 MILPHARM LIMITED UK
BP

Flucloxacillin 250 mg Capsules UK/H/1101/001 PL 21880/0017 MEDREICH PLC UK
FLUCLOXACILLINE ARROW 1 g, PT/H/1934/002/DC NL 49357 ARROW GENERIQUES FR
poudre pour solution

injectable/pour perfusion

FLUCLOXACILLINE ARROW 2 g, | PT/H/1934/003/DC NL49358 ARROW GENERIQUES FR
poudre pour solution

injectable/pour perfusion

FLUCLOXACILLINE ARROW 500 PT/H/1934/001/DC NL49356 ARROW GENERIQUES FR
mg, poudre pour solution

injectable/pour perfusion

Flucloxacilina Generis 500 mg PT/H/1934/001 PT/H/1934/001 GENERIS FARMACEUTICA, S.A. PT
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Flucloxacilina Generis 500 mg PT/H/1934/001 PT/H/1934/001 GENERIS FARMACEUTICA, S.A. PT
pé para solugdo injetavel ou

para perfusao

Flucloxacilina Generis 500 mg PT/H/1934/001 PT/H/1934/001 GENERIS FARMACI%UTICA, S.A. PT
po para solugdo injetavel ou

para perfusao

Flucloxacilina Generis, 1000 PT/H/1934/002 PT/H/1934/002 GENERIS FARMACEUTICA, S.A. PT
mg, po para solucdo injetavel

ou para perfusao.

Flucloxacilina Generis, 1000 PT/H/1934/002 PT/H/1934/002 GENERIS FARMACEUTICA, S.A. PT
mg, po para solugdo injetavel

ou para perfusao.

Flucloxacilina Generis, 1000 PT/H/1934/002 PT/H/1934/002 GENERIS FARMACEUTICA, S.A. PT
mg, po6 para solugdo injetavel

ou para perfusao.

Flucloxacilina Generis, 2000 PT/H/1934/003 PT/H/1934/003 GENERIS FARMACEUTICA, S.A. PT
mg, po para solugdo injetavel

ou para perfusdo.

Flucloxacilina Generis, 2000 PT/H/1934/003 PT/H/1934/003 GENERIS FARMACEUTICA, S.A. PT
mg, po para solugdo injetavel

ou para perfusao.

Flucloxacilina Generis, 2000 PT/H/1934/003 PT/H/1934/003 GENERIS FARMACEUTICA, S.A. PT
mg, po para solucdo injetavel

ou para perfusao.

Floxapen® Vials for Injection not available PL 20075/0584 ACCORD HEALTHCARE LIMITED UK
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FLOXAPEN® Vials for Injection

not available

PL 20075/0587

ACCORD HEALTHCARE LIMITED

UK

LIMITED

FLOXAPEN® Vials for Injection not available PL 20075/0592 ACCORD HEALTHCARE LIMITED UK

Floxapen, poeder voor not available RVG 05990 AUROBINDO PHARMA B.V. NL

oplossing voor injectie 250 mg,

500mgenlg

Flucloxacilina Basi 500 mg not available 4525192 LABORATORIOS BASI - PT

Cépsulas INDUSTRIA FARMACEUTICA,
S.A.

Flucloxacillin 125mg/5ml Power | not available PL 16363/0043 MILPHARM LIMITED UK

For Oral Solution

Flucloxacillin Altamedics 500mg | IE/H/0421/001 91384.00.00 ALTAMEDICS GMBH DE

Hartkapseln

Flucloxacillin 500 mg Capsules not available PA0298/016/002 ATHLONE LABORATORIES 1IE
LIMITED

Flucloxin 250mg Capsules not available PL 06453/0015 ATHLONE LABORATORIES UK
LIMITED

Flucloxin 500mg Capsules not available PL 06453/0016 ATHLONE LABORATORIES UK
LIMITED

Flucloxacillin 250mg Capsules not available PL 06453/0015 ATHLONE LABORATORIES UK
LIMITED

Flucloxacillin 500mg Capsules not available PL 06453/0016 ATHLONE LABORATORIES UK
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for solution for
injection/infusion

Flucloxacilline natrium Villerton | not available 25393 VILLERTON INVEST S.A. NL
1000 mg

Flucloxacilline natrium Villerton | not available 25392 VILLERTON INVEST S.A. NL
500 mg

Flucloxacilline natrium Villerton not available 25391 VILLERTON INVEST S.A. NL
250 mg

Flucloxacilina Labesfal 500 mg not available 4181194 LABESFAL LABORATORIOS PT
pé e solvente para solugdo ALMIRO, S.A.

injetavel

Flucloxacilina Labesfal 500 mg not available 4181293 LABESFAL LABORATORIOS PT
po e solvente para solugdo ALMIRO, S.A.

injetavel

Flucloxacilina Labesfal 500 mg not available 4181392 LABESFAL LABORATORIOS PT
po e solvente para solugdo ALMIRO, S.A.

injetavel

Flucloxacilina Labesfal 500 mg not available 4181491 LABESFAL LABORATORIOS PT
po e solvente para solugéo ALMIRO, S.A.

injetavel

Flucloxacilina Labesfal 500 mg not available 4181590 LABESFAL LABORATORIOS PT
pé e solvente para solugdo ALMIRO, S.A.

injetavel

Flucloxacillin 250 mg powder DE/H/4377/001 PA 1862/003/001 IBIGEN SRL 1IE
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Flucloxacillin 500 mg powder DE/H/4377/002 PA 1862/003/002 IBIGEN SRL 1IE
for solution for
injection/infusion

Flucloxacillin 1000 mg powder DE/H/4377/003 PA 1862/003/003 IBIGEN SRL IE
for solution for
injection/infusion

Flucloxacillin 2000 mg powder DE/H/4377/004 PA 1863/003/004 IBIGEN SRL 1IE
for solution for
injection/infusion

Flucloxacillin Ibisqus 250 mg DE/H/4377/001 94729.00.00 IBIGEN SRL DE
Pulver zur Herstellung einer

Injektions-/Infusionslésung

Flucloxacillin Ibisqus 1.000 mg DE/H/4377/003 94731.00.00 IBIGEN SRL DE
Pulver zur Herstellung einer
Injektions-/Infusionslésung

Flucloxacillin Ibisqus 2.000 mg DE/H/4377/004 94732.00.00 IBIGEN SRL DE
Pulver zur Herstellung einer

Injektions-/Infusionslésung

Flucloxacillin Ibisqus 500 mg DE/H/4377/002 94730.00.00 IBIGEN SRL DE
Pulver zur Herstellung einer
Injektions-/Infusionslésung

Flucloxacilline Ibisqus 250 mg DE/H/4377/001 RVG 117242 IBIGEN SRL NL
poeder voor oplossing voor
injectie/infusie
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mg trde kapsule

Flucloxacilline Ibisqus 500 mg DE/H/4377/002 RVG 117244 IBIGEN SRL NL
poeder voor oplossing voor

injectie/infusie

Flucloxacilline Ibisqus 2000 mg DE/H/4377/004 RVG 117247 IBIGEN SRL NL
poeder voor oplossing voor

injectie/infusie

Flucloxacilline Ibisqus 1000 mg DE/H/4377/003 RVG 117245 IBIGEN SRL NL
poeder voor oplossing voor

injectie/infusie

Flucloxacillin GSB 4 g Pulver not available 136106 GSB PHARMA GMBH AT
zur Herstellung einer

Injektions- / Infusionslésung

Flucloxacillin Capsules BP 250 not available PL 43461/0070 FLAMINGO PHARMA UK LTD UK
mg

Flucloxacillin Capsules BP 500 not available PL 43461/0071 FLAMINGO PHARMA UK LTD UK
mg

Flucloxacillin 250 mg, powder not available PL 31745/0018 IBIGEN SRL UK
for solution for injection or

infusion

Flucloxacillin 1g, powder for not available PL 31745/0020 IBIGEN SRL UK
solution for injection or infusion

FLUCLOXACILINA FLOXIL 500 not available 4528394 TECNIMEDE - SOCIEDADE PT
mg CAPSULAS TECNICO-MEDICINAL, SA
Flukloksacilin Altamedics 500 IE/H/0421/001 H/14/00633/001 ALTAMEDICS D.O.O. SI

List of nationally authorised medicinal products

EMA/14202/2021

Page 25/26



Flukloksacilin Altamedics 500 IE/H/0421/001 H/14/00633/002 ALTAMEDICS D.O.O. SI
mg trde kapsule

Flukloksacilin Altamedics 500 IE/H/0421/001 H/14/00633/003 ALTAMEDICS D.O.O. SI
mg trde kapsule

Flukloksacilin Altamedics 500 IE/H/0421/001 H/14/00633/004 ALTAMEDICS D.O.O. SI
mg trde kapsule

Flukloksacilin Altamedics 500 IE/H/0421/001 H/14/00633/005 ALTAMEDICS D.O.O. SI
mg trde kapsule

Flucloxacillin 250mg Capsules not available PA 298/16/1 ATHLONE LABORATORIES 1IE
LIMITED

Flucloxacillin 500mg Capsules not available PA 298/17/2 ATHLONE LABORATORIES 1IE
LIMITED

Flucloxacillin 250mg Capsules not available PA 298/17/1 ATHLONE LABORATORIES 1IE
LIMITED

Flukloksacilin Altamedics 1 g not available HR-H-401465111 ALTAMEDICS D.O.O. HR

prasak za otopinu za injekciju

ili infuziju

Flukloksacilin Altamedics 2 g not available HR-H-788489294 ALTAMEDICS D.O.0O. HR

prasak za otopinu za injekciju
ili infuziju
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