Amsterdam, 02 September 2021
EMA/540044/2021
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: iron dextran

Procedure no.: PSUSA/00010696/202101



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

CosmoFer 50 mg
Fe(III)/ml, roztwor do
wstrzykiwan i infuzji

not available

10630

PHARMACOSMOS A/S

PL

CosmoFer 50 mg/ml
injekcinis/infuzinis
tirpalas

DK/H/0169/001

LT/1/06/0678/001

PHARMACOSMOS A/S

LT

CosmoFer 50 mg/ml
injekcinis/infuzinis
tirpalas

DK/H/0169/001

LT/1/06/0678/002

PHARMACOSMOS A/S

LT

CosmoFer 50 mg/ml
injekcinis/infuzinis
tirpalas

DK/H/0169/001

LT/1/06/0678/003

PHARMACOSMOS A/S

LT

CosmoFer 50 mg/ml
injekcinis/infuzinis
tirpalas

DK/H/0169/001

LT/1/06/0678/004

PHARMACOSMOS A/S

LT

CosmoFer 50 mg/ml
injekcinis/infuzinis
tirpalas

DK/H/0169/001

LT/1/06/0678/005

PHARMACOSMOS A/S

LT

Cosmofer 50 mg/ml
injeksjons-
/infusjonsvaeske,
oppl@sning

DK/H/0169/001

00-4650

PHARMACOSMOS A/S

NO

Cosmofer 50 mg/ml
injektions-
/infusionsvatska, 16sning

DK/H/0169/001

23462

PHARMACOSMOS A/S

SE

CosmoFer 50 mg/ml
Injektionslésung und
Infusionslésung

DK/H/0169/001

50230.00.00

PHARMACOSMOS A/S

DE

List of nationally authorised medicinal products

EMA/353501/2021

Page 2/5




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

CosmoFer 50 mg/ml DK/H/0169/001 RVG 25702 PHARMACOSMOS A/S NL

oplossing voor infusie en

injectie

CosmoFer 50 mg/ml DK/H/0169/001 68243 PHARMACOSMOS A/S ES

solucién para perfusion e

inyeccion.

CosmoFer 50 mg/ml, DK/H/0169/001 1304/01070003 PHARMACOSMOS A/S LU

solution injectable ou

pour perfusion

CosmoFer 50mg/ml DK/H/0169/001 07-0132 PHARMACOSMOS A/S LV

Skidums infazijam un

injekcijam

CosmoFer 50mg/ml DK/H/0169/001 PA0982/001/001 PHARMACOSMOS A/S 1IE

solution for infusion and

injection

CosmoFer, 50 mg/ml DK/H/0169/001 1304/01070003 PHARMACOSMOS A/S LU

Injektionslésung und

Infusionslésung

CosmoFer, 50 mg/ml, DK/H/0169/001 521606 PHARMACOSMOS A/S EE

suste-/infusioonilahus

Cosmofer, injektions- DK/H/0169/001 30495 PHARMACOSMOS A/S DK

/infusionsvaeske,

oplgsning

CosmoFer® 50mg/mi DK/H/0169/001 PL 18380/0002 PHARMACOSMOS A/S XI

solution for infusion and
injection
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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

FERCAYL 100mg/2ml not available BE168497 LABORATOIRES STEROP BE

Injektions- /

Infusionslésung

FERCAYL 100mg/2ml not available BE168497 LABORATOIRES STEROP BE

oplossing voor injectie /

infusie

FERCAYL 100mg/2ml not available BE168497 LABORATOIRES STEROP BE

solution injectable / pour

perfusion

Ferrum Lek 100 mg/2 ml not available LT/1/95/1086/003 SANDOZ PHARMACEUTICALS | LT

injekcinis tirpalas D.D.

Ferrum Lek 100 mg/2 ml | not available LT/1/95/1086/004 SANDOZ PHARMACEUTICALS | LT

injekcinis tirpalas D.D.

Ferrum Lek 50 mg/ml not available H/93/00610/004 LEK PHARMACEUTICALS D.D. | SI

raztopina za injiciranje LJUBLJANA

Ferrum Lek 50 mg/ml not available H/93/00610/005 LEK PHARMACEUTICALS D.D. | SI

raztopina za injiciranje LJUBLJANA

Ferrum Lek 50 mg/ml not available 98-0280 SANDOZ PHARMACEUTICALS | LV

Skidums injekcijam D.D.

FERRUM LEK, 50 MG not available R/1921 SANDOZ GMBH PL

JONOW ZELAZA(III)/ML,
ROZTWOR DO
WSTRZYKIWAN

List of nationally authorised medicinal products

EMA/353501/2021

Page 4/5




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

Ferrum Lek, 50mg/ml not available 290499 SANDOZ PHARMACEUTICALS | EE

sustelahus D.D.

Kocmo®ep 50 mg/ml not available 20070017 PHARMACOSMOS A/S BG

WHXEKLUNOHEH/NHDY3NOH
€H pa3TBop
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