EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

2 September 2021
EMA/495002/2021
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: iron sucrose (parenteral preparations)

Procedure no.: PSUSA/00010864/202101

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
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 6000an agency of the European Union

© European Medicines Agency, 2021. Reproduction is authorised provided the source is acknowledged.



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

"Venofer 20 mg/ml SE/H/1842/01 64.000 VIFOR FRANCE ES

Solucidén inyectable o

concentrado para

solucion para perfusion.”

Eisen Sucrose Baxter 20 DE/H/6316/001/DC 98524.00.00 BAXTER HOLDING B.V. DE

mg/ml Injektions-

/Infusionslésung.

FER BAXTER 20 mg/mL, DE/H/6316/001/DC 34009 550 596 7 7 BAXTER HOLDING B.V. FR

solution pour

injection/perfusion

FER BAXTER 20 mg/mL, DE/H/6316/001/DC 34009 550 596 8 4 BAXTER HOLDING B.V. FR

solution pour

injection/perfusion

FER BAXTER 20 mg/mL, DE/H/6316/001 34009 55059691 BAXTER HOLDING B.V. FR

solution pour

injection/perfusion

Idafer 20 mg/mL not available 20020040 VIFOR FRANCE BG

solution for injection

Venofer not available 12/051/04-C VIFOR FRANCE Cz

Venofer SE/H/1842/01 31111 VIFOR FRANCE DK

Venofer not available 12/0852/92-S VIFOR FRANCE SK




Venofer 100 mg fer/5
ml, solutie injectabila sau
concentrat pentru solutie
perfuzabila

not available

10726/2018/01

VIFOR FRANCE

RO

Venofer 100 mg fer/5
ml, solutie injectabila sau
concentrat pentru solutie
perfuzabila

not available

10726/2018/02

VIFOR FRANCE

RO

Venofer 100 mg/5ml
Solugdo injetavel

not available

5450176

VIFOR FRANCE

PT

Venofer 100 mg/5ml
Solugdo injetavel

not available

8109603

VIFOR FRANCE

PT

Venofer 20 mg de fer par
ml, solution injectable ou
solution a diluer pour
perfusion

SE/H/1842/01

BE 216492

VIFOR FRANCE

BE

Venofer 20 mg de fer par
ml, solution injectable ou
solution a diluer pour
perfusion

SE/H/1842/01

BE 345502

VIFOR FRANCE

BE

Venofer 20 mg de fer par
ml, solution injectable ou
solution a diluer pour
perfusion

SE/H/1842/01

2001070069

VIFOR FRANCE

LU




Venofer 20 mg Eisen /
ml - Injektionslésung
oder Konzentrat zur
Herstellung einer
Infusionslésung - Eisen-
Saccharose

SE/H/1842/01

1-23754

VIFOR FRANCE

AT

Venofer 20 mg Eisen /ml
Injektionslésung bzw.
Konzentrat zur
Herstellung einer
Infusionslésung

SE/H/1842/01

BE 216492

VIFOR FRANCE

BE

Venofer 20 mg Eisen /ml
Injektionslésung bzw.
Konzentrat zur
Herstellung einer
Infusionslésung

SE/H/1842/01

BE 345502

VIFOR FRANCE

BE

Venofer 20 mg Eisen /ml
Injektionslésung bzw.
Konzentrat zur
Herstellung einer
Infusionslésung

SE/H/1842/01

2001070069

VIFOR FRANCE

LU

Venofer 20 mg Fe / ml
Injektionsldsung

not available

6462062.00.00

VIFOR FRANCE

DE

Venofer 20 mg ijzer per
ml, oplossing voor
injectie / concentraat
voor oplossing voor
infusie

not available

RVG 20690

VIFOR FRANCE

NL




Venofer 20 mg ijzer per
ml, oplossing voor
injectie of concentraat
voor oplossing voor
infusie

SE/H/1842/01

BE 216492

VIFOR FRANCE

BE

Venofer 20 mg ijzer per
ml, oplossing voor
injectie of concentraat
voor oplossing voor
infusie

SE/H/1842/01

BE 345502

VIFOR FRANCE

BE

Venofer 20 mg iron / ml,
solution for injection or
concentrate for solution
for infusion

SE/H/1842/01

PL 15240/0001

VIFOR FRANCE

XI

Venofer 20 mg iron/ml,
solution for injection or
concentrate for solution
for infusion, ampoule

SE/H/1842/01

PA0949/001/001

VIFOR FRANCE

IE

Venofer 20 mg iron/ml,
solution for injection or
concentrate for solution
for infusion, vial

SE/H/1842/01

PA0949/001/002

VIFOR FRANCE

IE

Venofer 20 mg jarn / ml,
injektionsvatska, 16sning
eller koncentrat till
infusionsvatska, |6sning

SE/H/1842/01

15754

VIFOR FRANCE

SE




Venofer 20 mg jern per
ml, injeksjonsvaeske,
opplgsning eller
konsentrat til
infusjonsvaeske.

not available

99-4553

VIFOR FRANCE

NO

VENOFER 20 mg jondéw
zelaza (III1)/ml roztwér
do wstrzykiwan i infuzji

not available

R/1920

VIFOR FRANCE

PL

Venofer 20 mg rautaa
/ml injektioneste, liuos
tai infuusiokonsentraatti,
liuosta varten.

SE/H/1842/01

14727

VIFOR FRANCE

FI

Venofer 20 mg a1drpou /
ml evéaipo didAupa n
nukvo d1aAupa yia
napaockeun diaAlpaTog
npog €yxuon.

SE/H/1842/01

119170/16-11-2020

VIFOR FRANCE

GR

Venofer 20 mg, di ferro
per ml soluzione
iniettabile o concentrato
per soluzione per
infusione.

SE/H/1842/01

035283011

VIFOR FRANCE

IT

Venofer 20 mg, di ferro
per ml soluzione
iniettabile o concentrato
per soluzione per
infusione.

SE/H/1842/01

035283023

VIFOR FRANCE

IT




Venofer 20 mg/ ml
sSkidums injekcijam

not available

98-0243

VIFOR FRANCE

LV

Venofer 20 mg/ml
injekcinis tirpalas

not available

LT/1/04/0097/001

VIFOR FRANCE

LT

Venofer 20 mg/ml
oldatos injekcié vagy
koncentratum oldatos
infuzidhoz

not available

OGYI-T-6362/01

VIFOR FRANCE

HU

VENOFER 20 mg/ml
solution injectable (IV)

not available

34009 561 896 3 2

VIFOR FRANCE

FR

VENOFER 20 mg/ml
solution injectable (IV)

not available

34009 571 28340

VIFOR FRANCE

FR

Venofer 20 mg/ml
slstelahus/infusioonilahu
se kontsentraat

not available

454104

VIFOR FRANCE

EE

Venofer® 20 mg jarn/ml
stungulyf, lausn og
innrennslispykkni, lausn.

not available

IS/1/01/063/01

VIFOR FRANCE

IS




