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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

Venotrix 20 mg/ml not available 21590 ALTERNOVA A/S FI

injektioneste,

liuos/infuusiokonsentraatt

i, liuosta varten

VENOFER, 20 mg jonéw not available R/1920 VIFOR FRANCE PL

zelaza (III)/ml, roztwor

do wstrzykiwan i infuzji

FER PANPHARMA 100 not available 34009 580 046 1 2 PANMEDICA FR

mg/5 ml, solution a diluer

pour perfusion

FER PANPHARMA 100 not available 34009 580 047 8 0 PANMEDICA FR

mg/5 ml, solution a diluer

pour perfusion

FER PANPHARMA 100 not available 34009 580 048 4 1 PANMEDICA FR

mg/5 ml, solution a diluer

pour perfusion

FER PANPHARMA 100 not available 34009 580 049 0 2 PANMEDICA FR

mg/5 ml, solution a diluer

pour perfusion

FERLIXIT 62.5 not available 021455023 SANOFI SPA IT

FERRLECIT 62,5 MG not available 6385744.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 62,5 MG not available 6385744.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 40 MG not available 6441686.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 62,5 MG not available 6385744.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 40 MG not available 6441686.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 62,5 MG not available 6385744.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 40 MG not available 6441686.00.00 SANOFI-AVENTIS DE

DEUTSCHLAND GMBH
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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

FERRLECIT 62,5 MG not available 6385744.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 40 MG not available 6441686.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 62,5 MG not available 6385744.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 40 MG not available 6441686.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 40 MG not available 6441686.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 40 MG not available 6441686.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 62,5 MG not available 6385744.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 12,5 MG/ML not available OGYI-T-438/01 SANOFI-AVENTIS ZRT HU

OLDATOS INJEKCIO

FERRLECIT not available 12/174/73/-C SANOFI-AVENTIS SRO cz

FERRLECIT not available 12/174/73-C SANOFI-AVENTIS SRO cz

Venofer 20 mg iron/ml, UK/H/0313/001 PA0949/001/001 VIFOR FRANCE IE

solution for injection or

concentrate for solution

for infusion, ampoule

Venofer 20 mg iron / ml, UK/H/0313/001 PL 15240/0001 VIFOR FRANCE UK

solution for injection or

concentrate for solution

for infusion

Venofer, injektionsveeske, | UK/H/0313/001 31111 VIFOR FRANCE DK

oplgsning og koncentrat
til infusionsvaeske,
oplgsning
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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

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

UK/H/0313/001

1308/01/07/0069

VIFOR FRANCE

LU

Venofer 20 mg g1drpou /
ml evéaiyo didAupa ny
nukvo diaAupa yia
napaockeun diaAupaTog
npoc £yxuon

UK/H/0313/001

50875/10/8-11-11

VIFOR FRANCE

GR

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

UK/H/0313/001

1308/01/07/0069

VIFOR FRANCE

LU

Venofer 20 mg iron/ml

solution for injection or
concentrate for solution
for infusion, vial

UK/H/0313/001

PA0949/001/002

VIFOR FRANCE

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

UK/H/0313/001

BE 216492

VIFOR FRANCE

BE

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

UK/H/0313/001

1-23754

VIFOR FRANCE

AT

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

UK/H/0313/001

BE 216492

VIFOR FRANCE

BE

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

UK/H/0313/001

14727

VIFOR FRANCE

FI
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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

Venofer 20 mg jarn/ml,
injektionsvatska, 16sning
eller koncentrat till
infusionsvétska, 16sning

UK/H/0313/001

15754

VIFOR FRANCE

SE

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

UK/H/0313/001

BE 345502

VIFOR FRANCE

BE

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

UK/H/0313/001

BE 345502

VIFOR FRANCE

BE

Venofer 20 mg/ml
Solucién inyectable o
concentrado para
solucién para perfusion

UK/H/0313/001

64.000

VIFOR FRANCE

ES

INTRAFER 20 MG/ML,
€VEQIKO JIAAUMA ) NUKVO
OIGAUKA YId NApPACKEUR
d1aAUpaTog Npoc £yxuon.

not available

23315/13

VIANEX S.A.

GR

Jarnsackaros Rechon 20
mg/ml
injektionsvatska/koncentr
at till infusionsvatska,
I6sning

not available

41988

RECHON LIFE SCIENCE AB

SE

Ferrum Lek, 50mg/ml
slistelahus

not available

290499

LEK PHARMACEUTICALS D.D.

LJUBLJANA

EE

Ferrum Lek 50 mg/ml
raztopina za injiciranje

not available

H/93/00610/004

LEK PHARMACEUTICALS D.D.

LJUBLJANA

S

Ferrum Lek 50 mg/ml
raztopina za injiciranje

not available

H/93/00610/005

LEK PHARMACEUTICALS D.D.

LJUBLJANA

S

FER SANDOZ 100 mg/5
ml, solution a diluer pour
perfusion

not available

34009 573 4735 2

SANDOZ

FR
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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

Ferrum Lek 50 mg/ml not available 98-0280 LEK PHARMACEUTICALS D.D. | LV

Skidums injekcijam LJUBLJANA

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

injekcinis tirpalas LJUBLJANA

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

injekcinis tirpalas LJUBLJANA

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

jondéw zelaza(Ill)/ml,

roztwor do wstrzykiwan

DEXTRIFER-S® 20 mg not available 24189/13 IOULIA AND IRENE TSETI GR

a1dnpou ava ml Evéoipo PHARMACEUTICAL

S1aAupa n Mukvo didAupa LABORATORIES S.A.

yla Napackeun

S1aAlaToC NPocC £yxXuon

IJzerhydroxide sacharose | not available RVG 33727 TEVA B.V NL

complex Teva 20 mg/ml,

oplossing voor

injectie/concentraat voor

oplossing voor infusie.

NEPHROFEROL not available 45051/14 VERISFIELD (UK) LTD GR

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

Oxido Férrico Sacarosado | not available 5037015 GENERIS FARMACEUTICA, PT

Generis 100 mg/ 5 ml S.A.

Solucao injectavel

Oxido Férrico Sacarosado | not available 5037007 GENERIS FARMACEUTICA, PT

Generis 100 mg/ 5 ml S.A.

Solucao injectavel

Oxido Férrico Sacarosado | not available 5036975 GENERIS FARMACEUTICA, PT

Generis 100 mg/ 5 ml
Solucao injectavel

S.A.
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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

Jarnsackaros Rechon 20
mg/ml
injektionsvatska/koncentr
at till infusionsvatska,
I6sning

not available

41988

RECHON LIFE SCIENCE AB

SE

FERIV 20 mg/ml solucién
inyectable o concentrado
para solucion para
perfusion

not available

66.705

G.E.S. GENERICOS
ESPANOLES LABORATORIO,
S.A.

ES

FERROVIN 20 mg
a1dnpou ava ml evéoipo
dlaAupa ) Nukvo didAupa
yla Napackeun
J1aAUPATOC NPOC £yXuon

not available

021660

RAFARM SA.

cY

FERROVIN 20mg/ml
Evéoipo diaAupa n Mukvo
OIGAUKA YId NApACKEUR
S1aAluaToC NPocC £yxXuaon

not available

41523/10

RAFARM SA.

GR

FAREMIO 20 mg
a1dnpou/ml Evéaipo
diaAupa n Mukvo didAupa
yla Napackeun
S1aAluaToC NPocC £yxXuaon

not available

2711901

DEMO ABEE

GR

Venofer 20 mg/ml
otopina za
injekciju/infuziju

not available

HR-H-398921872

SANDOZ D.O.O.

HR

Venofer 20 mg/ml
raztopina za
injiciranje/koncentrat za
raztopino za infundiranje

not available

H/98/02040/001

LEK PHARMACEUTICALS D.D.

LJUBLJANA

S

Venofer 20 mg/ml
oldatos injekcié vagy
koncentratum oldatos
infuziéhoz

not available

OGYI-T-6362/01

VIFOR FRANCE

HU
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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

Ironcrose® 20 mg
a1dnpou ava ml evéoipo
SidAupa n nukvo diahupa
yla Napackeun
31aAluaToC NPocC £yxXuaon

not available

47921

TARGET PHARMA SINGLE
MEMBER PRIVATE LTD

GR

FER ARROW 100 mg/5
ml, solution injectable

not available

37737

ARROW GENERIQUES

FR

Cosmofer, injektions- og
infusionsveeske,
oplgsning

DK/H/0169/001

30495

PHARMACOSMOS A/S

DK

Cosmofer 50 mg/mi
infusjons-
/injeksjonsveeske,
opplgsning

DK/H/0169/001

00-4650

PHARMACOSMOS A/S

NO

CosmoFer, 50 mg/ml,
sliste- vdi infusioonilahus

DK/H/0169/001

521606

PHARMACOSMOS A/S

EE

CosmoFer 50 mg/ml
Injektionsldsung und
Infusionslésung

DK/H/0169/001

50230.00.00

PHARMACOSMOS A/S

DE

CosmoFer 50mg/ml
solution for infusion and
injection

DK/H/0169/001

PA982/001/001

PHARMACOSMOS A/S

CosmoFer 50mg/ml
Skidums infGzijam un
injekcijam

DK/H/0169/001

07-0132

PHARMACOSMOS A/S

LV

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
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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

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,
solution injectable ou
pour perfusion

DK/H/0169/001

0300282

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml,
solution injectable ou
pour perfusion

DK/H/0169/001

0300296

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml,
solution injectable ou
pour perfusion

DK/H/0169/001

0300301

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

0300282

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

0300296

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

0300301

PHARMACOSMOS A/S

LU

Cosmofer, 50 mg/ml
Injektionslésung und
Infusionslésung

DK/H/0169/001

0300282

PHARMACOSMOS A/S

LU

Cosmofer, 50 mg/ml
Injektionslésung und
Infusionslésung

DK/H/0169/001

0300296

PHARMACOSMOS A/S

LU

Cosmofer, 50 mg/ml
Injektionslésung und
Infusionslésung

DK/H/0169/001

0300301

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

RVG 25702

PHARMACOSMOS A/S

NL
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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

Cosmofer 50mg/ml
solucédo injetavel ou para
perfusao

DK/H/0169/001

5882881

PHARMACOSMOS A/S

PT

CosmoFer 50 mg/ml
solucién para perfusion e
inyeccion.

DK/H/0169/001

68243

PHARMACOSMOS A/S

ES

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

DK/H/0169/001

23462

PHARMACOSMOS A/S

SE

CosmoFer 50 mg/ml
solugédo injetavel ou para
perfusado

DK/H/0169/001

5143243

PHARMACOSMOS A/S

PT

CosmoFer 50 mg/ml
solucdo injetavel ou para
perfusado

DK/H/0169/001

5143250

PHARMACOSMOS A/S

PT

CosmoFer 50mg/ml
solution for infusion and
injection

DK/H/0169/001

PL 18380/0002

PHARMACOSMOS A/S

UK

CosmoFer® 50 mg
Fe(l11)/ml, roztwér do
wstrzykiwan i infuzji

not available

10630

PHARMACOSMOS A/S

PL

CosmoFer® 50 mg
Fe(ll1)/ml, roztwér do
wstrzykiwan i infuzji

not available

10630

PHARMACOSMOS A/S

PL

CosmoFer® 50 mg
Fe(ll1)/ml, roztwér do
wstrzykiwan i infuzji

not available

10630

PHARMACOSMOS A/S

PL

FER ARROW 100 mg/5
ml, solution injectable

not available

37737

ARROW GENERIQUES

FR

Cosmofer, injektions- og
infusionsveeske,
oplgsning

DK/H/0169/001

30495

PHARMACOSMOS A/S

DK

Cosmofer 50 mg/mi
infusjons-
/injeksjonsveeske,
opplgsning

DK/H/0169/001

00-4650

PHARMACOSMOS A/S

NO
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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

CosmoFer, 50 mg/ml,
sliste- voi infusioonilahus

DK/H/0169/001

521606

PHARMACOSMOS A/S

EE

CosmoFer 50 mg/ml
Injektionslésung und
Infusionslésung

DK/H/0169/001

50230.00.00

PHARMACOSMOS A/S

DE

CosmoFer 50mg/ml
solution for infusion and
injection

DK/H/0169/001

PA982/001/001

PHARMACOSMOS A/S

CosmoFer 50mg/ml
Skidums infdzijam un
injekcijam

DK/H/0169/001

07-0132

PHARMACOSMOS A/S

LV

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,
solution injectable ou
pour perfusion

DK/H/0169/001

0300282

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml,
solution injectable ou
pour perfusion

DK/H/0169/001

0300296

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml,
solution injectable ou
pour perfusion

DK/H/0169/001

0300301

PHARMACOSMOS A/S

LU
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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

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

0300282

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

0300296

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

0300301

PHARMACOSMOS A/S

LU

Cosmofer, 50 mg/ml
Injektionslésung und
Infusionslésung

DK/H/0169/001

0300282

PHARMACOSMOS A/S

LU

Cosmofer, 50 mg/ml
Injektionsldsung und
Infusionslésung

DK/H/0169/001

0300296

PHARMACOSMOS A/S

LU

Cosmofer, 50 mg/ml
Injektionslésung und
Infusionslésung

DK/H/0169/001

0300301

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

RVG 25702

PHARMACOSMOS A/S

NL

Cosmofer 50mg/ml
solugédo injetavel ou para
perfusao

DK/H/0169/001

5882881

PHARMACOSMOS A/S

PT

CosmoFer 50 mg/ml
solucién para perfusion e
inyeccion.

DK/H/0169/001

68243

PHARMACOSMOS A/S

ES

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

DK/H/0169/001

23462

PHARMACOSMOS A/S

SE

CosmoFer 50 mg/ml
solugédo injetavel ou para
perfusado

DK/H/0169/001

5143243

PHARMACOSMOS A/S

PT

CosmoFer 50 mg/ml
solucdo injetavel ou para
perfusdo

DK/H/0169/001

5143250

PHARMACOSMOS A/S

PT
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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

CosmoFer 50mg/ml DK/H/0169/001 PL 18380/0002 PHARMACOSMOS A/S UK

solution for infusion and

injection

Ferinject 50 mg UK/H/0894/001/DC 22144 VIFOR FRANCE Fl

rautaa/ml injektio-

/infuusioneste, liuos

Ferinject 50 mg ferro/ml UK/H/0894/001 040251011 VIFOR FRANCE IT

soluzione iniettabile/per

infusione

Ferinject 50 mg/ml, UK/H/0894/001/E01/M 34009 386 823 6 6 VIFOR FRANCE FR

solution injectable/pour R

perfusion

Ferinject 50 mg dzelzs/ml | UK/H/0894/001/DC 08-0017 VIFOR FRANCE LV

Skidums injekcijam vai

infzijam

Ferinject 50 mg/ml, UK/H/0894/001/E01/M 34009 386 924 7 1 VIFOR FRANCE FR

solution injectable/pour R

perfusion

Ferinject UK/H/0894/001/DC 39254 VIFOR FRANCE DK

Ferinject 50 mg iron/ml UK/H/0894/001 PL 15240/0002 VIFOR FRANCE UK

solution for

injection/infusion

Ferinject 50 mg/ml, UK/H/0894/001/E01/M 34009 219 394 8 4 VIFOR FRANCE FR

solution injectable/pour R

perfusion

Ferinject 50 mg iron/ml UK/H/0894/001 PA0949/004/001 VIFOR FRANCE IE

solution for

injection/infusion

Ferinject 50 mg vas/ml UK/H/0894/001 OGYI-T-21344/04 VIFOR FRANCE HU

oldatos injekcié vagy

infazié

Injectafer 50 mg de UK/H/0894/001/DC 1308/10110018 VIFOR FRANCE LU

fer/ml solution injectable
ou solution pour
perfusion
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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
Ferinject 50 mg zelaza/ml | UK/H/0894/001/DC 16248 VIFOR FRANCE PL
roztwor do
wstrzykiwan/infuzji
Ferinject 50 mg/ml, UK/H/0894/001/E01/M 34009 386 933 6 2 VIFOR FRANCE FR
solution injectable/pour R
perfusion
Ferinject 50 mg vas/ml UK/H/0894/001 OGYI-T-21344/03 VIFOR FRANCE HU
oldatos injekci6 vagy
infazié
Ferinject 50 mg ferro/ml UK/H/0894/001 5047303 VIFOR FRANCE PT
solugédo injetavel ou para
perfusado
Ferinject 50 mg ferro/ml UK/H/0894/001 5242250 VIFOR FRANCE PT
solucdo injetavel ou para
perfusado
Injectafer 50 mg ijzer/ ml | UK/H/0894/001 1308/10110018 VIFOR FRANCE LU
oplossing voor
injectie/infusie
Ferinject 50 mg jarn/ml UK/H/0894/001/E01/M 1S/1/10/042/01 VIFOR FRANCE IS
stungulyf/innrennslislyf, R
lausn
Ferinject 50 mg fer/ml UK/H/0894/001/E01/M 5232/2012/05 VIFOR FRANCE RO
solutie injectabila sau R
perfuzabila
Ferinject 50 mg fer/ml UK/H/0894/001/E01/M 5232/2012/06 VIFOR FRANCE RO
solutie injectabild sau R
perfuzabild
Ferinject 50 mg ijzer/ ml. | UK/H/0894/001/DC RVG 33865 VIFOR FRANCE NL
Oplossing voor injectie/
voor infusie
Ferinject 50 mg iron/ml UK/H/0894/001 MA869/00101 VIFOR FRANCE MT

solution for
injection/infusion

List of nationally authorised medicinal products

EMA/596347/2018

Page 14/71




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
OEPUHXEKT 50 mg UK/H/0894/001/E01/M 20100482 VIFOR FRANCE BG
xenaso/mi R
WHXEKUMOHEH/MHDY3NOH
eH pa3TBop. Ferinject
50mg iron/ml solution for
injection / infusion
Ferinject 50 mg o1drpou UK/H/0894/001/E01/M 20795 VIFOR FRANCE CcY
ava ml evéaipo R
diaAupa/diaAupa yia
gyxuon
Ferinject 50 mg jern/ml UK/H/0894/001/E01/M 09-7172 VIFOR FRANCE NO
injeksjons- R
/infusjonsveeske,
opplgsning
Ferinject 50 mg ferro/ml UK/H/0894/001 040251047 VIFOR FRANCE IT
soluzione iniettabile/per
infusione
Iroprem 50 mg Zeleza/ml | UK/H/0894/001/E01/M H/10/01915/001 VIFOR FRANCE Sl
raztopina za injiciranje ali | R
infundiranje
Iroprem 50 mg Zeleza/ml | UK/H/0894/001/E01/M H/10/01915/002 VIFOR FRANCE Sl
raztopina za injiciranje ali | R
infundiranje
Ferinject, 50 mg UK/H/0894/001/DC 556607 VIFOR FRANCE EE
rauda/ml suste- voi
infusioonilahus
Iroprem 50 mg Zeleza/ml | UK/H/0894/001/E01/M H/10/01915/004 VIFOR FRANCE S
raztopina za injiciranje ali | R
infundiranje
Ferinject 50 mg ferro/ml UK/H/0894/001 040251035 VIFOR FRANCE IT
soluzione iniettabile/per
infusione
Ferinject 50 mg Zeleza/ml | UK/H/0894/001/DC 12/747/07-C VIFOR FRANCE cz

Injekéni roztok/infuzni
roztok.
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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

Ferinject 50 mg ferro/ml
soluzione iniettabile/per
infusione

UK/H/0894/001

040251023

VIFOR FRANCE

IT

Ferinject 50 mg vas/ml
oldatos injekci6 vagy
infazio

UK/H/0894/001

OGYI-T-21344/01

VIFOR FRANCE

HU

Ferinject 50 mg o1drpou
ava ml evéoipo
diaAupa/diaAupa yia
gyxuon

UK/H/0894/001/DC

59675/26-8-11

VIFOR FRANCE

GR

Ferinject 50 mg vas/ml
oldatos injekcié vagy
infazié

UK/H/0894/001

OGYI-T-21344/02

VIFOR FRANCE

HU

Ferinject 50 mg Fe/ml
injektions-
/infusionsvéatska, 16sning

UK/H/0894/001/DC

23738

VIFOR FRANCE

SE

Ferinject 50 mg /ml
injekcinis/infuzinis
tirpalas

UK/H/0894/001

LT/1/08/1133/004

VIFOR FRANCE

LT

Ferinject 50 mg/ml
Solucién inyectable y
para perfusiéon

UK/H/0894/001/DC

69771

VIFOR FRANCE

ES

Iroprem 50 mg Zeleza/ml
raztopina za injiciranje ali
infundiranje

UK/H/0894/001/E01/M
R

H/10/01915/006

VIFOR FRANCE

S

Ferinject 50 mg /ml
injekcinis/infuzinis
tirpalas

UK/H/0894/001

LT/1/08/1133/006

VIFOR FRANCE

LT

Ferinject 50 mg Eisen/ml,
Injektionslésung oder
Konzentrat zur
Herstellung einer
Infusionslésung.

UK/H/0894/001/DC

1-27299

VIFOR FRANCE

AT

Ferinject 50 mg /ml
injekcinis/infuzinis
tirpalas

UK/H/0894/001

LT/1/08/1133/002

VIFOR FRANCE

LT
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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
Ferinject 50 mg/ml, UK/H/0894/001/E01/M 34009 21939316 VIFOR FRANCE FR
solution injectable/pour R
perfusion
Ferinject 50 mg/ml, UK/H/0894/001/E01/M 34009 386 812 4 6 VIFOR FRANCE FR
solution injectable/pour R
perfusion
Ferinject 50 mg Eisen/ml, | UK/H/0894/001/DC 66227.00.00 VIFOR FRANCE DE
Injektions- und
Infusionslésung.
Ferinject 50 mg ferro/ml UK/H/0894/001 5242268 VIFOR FRANCE PT
solugédo injetavel ou para
perfusado
Ferinject 50 mg ferro/ml UK/H/0894/001 5047279 VIFOR FRANCE PT
solucdo injetavel ou para
perfusado
Ferinject 50 mg iron/ml UK/H/0894/001 PL 15240/0002 VIFOR FRANCE UK
solution for
injection/infusion
Ferinject 50 mg /ml UK/H/0894/001 LT/1/08/1133/003 VIFOR FRANCE LT
injekcinis/infuzinis
tirpalas
Ferinject 50 mg fer/ml UK/H/0894/001/E01/M 5232/2012/01 VIFOR FRANCE RO
solutie injectabila sau R
perfuzabila
Ferinject 50 mg /ml UK/H/0894/001 LT/1/08/1133/001 VIFOR FRANCE LT
injekcinis/infuzinis
tirpalas
Ferinject 50 mg fer/ml UK/H/0894/001/E01/M 5232/2012/03 VIFOR FRANCE RO
solutie injectabild sau R
perfuzabilad
Ferinject 50 mg fer/ml UK/H/0894/001/E01/M 5232/2012/04 VIFOR FRANCE RO
solutie injectabila sau R
perfuzabild
Ferinject 50 mg fer/ml UK/H/0894/001/E01/M 5232/2012/02 VIFOR FRANCE RO
solutie injectabila sau R

perfuzabila
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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

Ferinject 50 mg iron/ml
solution for
injection/infusion

UK/H/0894/001

PL 15240/0002

VIFOR FRANCE

HR

Injectafer 50 mg
Eisen/ml Injektions- und
Infusionslésung

UK/H/0894/001

BE 371393

VIFOR FRANCE

BE

Injectafer 50 mg
Eisen/ml Injektions- und
Infusionslésung

UK/H/0894/001

BE 371402

VIFOR FRANCE

BE

Ferinject 50 mg fer/ml
solutie
injectabild/perfuzabila

UK/H/0894/001

5232/2012/07

VIFOR FRANCE

RO

Injectafer 50 mg ijzer/ mi
oplossing voor
injectie/infusie

UK/H/0894/001

BE371393

VIFOR FRANCE

BE

Injectafer 50 mg de
fer/ml solution injectable
ou solution pour
perfusion

UK/H/0894/001

BE371393

VIFOR FRANCE

BE

Injectafer 50 mg de
fer/ml solution injectable
ou solution pour
perfusion

UK/H/0894/001

BE371402

VIFOR FRANCE

BE

Injectafer 50 mg ijzer/ mi
oplossing voor
injectie/infusie

UK/H/0894/001

BE371402

VIFOR FRANCE

BE

Ferinject 50 mg /ml
injekcinis/infuzinis
tirpalas

UK/H/0894/001

LT/1/08/1133/005

VIFOR FRANCE

LT

Ferinject 50 mg Zeleza/ml
injekény a infuzny roztok

UK/H/0894/001/DC

12/0250/07-S

VIFOR FRANCE

SK

Iroprem 50 mg/ml
raztopina za injiciranje ali
infundiranje

UK/H/0894/001/E01/M
R

H/10/01915/005

VIFOR FRANCE

S
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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

Iroprem 50 mg/ml
raztopina za injiciranje ali
infundiranje

UK/H/0894/001/E01/M
R

H/10/01915/007

VIFOR FRANCE

Sl

Iroprem 50 mg/ml
raztopina za injiciranje ali
infundiranje

UK/H/0894/001/E01/M
R

H/10/01915/003

VIFOR FRANCE

Sl

Ferinject 50 mg/ml
otopina za injekciju ili
infuziju

UK/H/0894/001

PL 15240/0002

VIFOR FRANCE

HR

FerMed 20 mg/mi
Injektionslésung /
Konzentrat zur
Herstellung einer
Infusionslésung

not available

71610.00.00

MEDICE ARZNEIMITTEL
PUTTER GMBH & CO. KG

DE

FER ARROW 100 mg/5
ml, solution injectable

not available

37737

ARROW GENERIQUES

FR

Venofer 100 mg fer/5 mi
solutie
injectabila/perfuzabila

not available

4035/2003/01

VIFOR FRANCE

RO

Venofer 100 mg fer/5 mi
solutie
injectabild/perfuzabila

not available

4035/2003/02

VIFOR FRANCE

RO

Eisencarboxymaltose
Fontane 50 mg Eisen/ml,
Injektions- und
Infusionslésung

not available

93531.00.00

FONTANE PHARMA GMBH

DE

Ferracin oplossing voor
injectie/concentraat voor
oplossing voor infusie

RVG112056

RVG 112056

ACINO AG

NL

Cosmofer, injektions- og
infusionsveeske,
oplgsning

DK/H/0169/001

30495

PHARMACOSMOS A/S

DK

Cosmofer 50 mg/mi
infusjons-
/injeksjonsveeske,
opplgsning

DK/H/0169/001

00-4650

PHARMACOSMOS A/S

NO
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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

CosmoFer, 50 mg/ml,
sliste- voi infusioonilahus

DK/H/0169/001

521606

PHARMACOSMOS A/S

EE

CosmoFer 50 mg/ml
Injektionslésung und
Infusionslésung

DK/H/0169/001

50230.00.00

PHARMACOSMOS A/S

DE

CosmoFer 50mg/ml
solution for infusion and
injection

DK/H/0169/001

PA982/001/001

PHARMACOSMOS A/S

CosmoFer 50mg/ml
Skidums infdzijam un
injekcijam

DK/H/0169/001

07-0132

PHARMACOSMOS A/S

LV

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,
solution injectable ou
pour perfusion

DK/H/0169/001

0300282

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml,
solution injectable ou
pour perfusion

DK/H/0169/001

0300296

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml,
solution injectable ou
pour perfusion

DK/H/0169/001

0300301

PHARMACOSMOS A/S

LU
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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

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

0300282

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

0300296

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

0300301

PHARMACOSMOS A/S

LU

Cosmofer, 50 mg/ml
Injektionslésung und
Infusionslésung

DK/H/0169/001

0300282

PHARMACOSMOS A/S

LU

Cosmofer, 50 mg/ml
Injektionsldsung und
Infusionslésung

DK/H/0169/001

0300296

PHARMACOSMOS A/S

LU

Cosmofer, 50 mg/ml
Injektionsldsung und
Infusionslésung

DK/H/0169/001

0300301

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

RVG 25702

PHARMACOSMOS A/S

NL

Cosmofer 50mg/ml
solugédo injetavel ou para
perfusao

DK/H/0169/001

5882881

PHARMACOSMOS A/S

PT

CosmoFer 50 mg/ml
solucién para perfusion e
inyeccion.

DK/H/0169/001

68243

PHARMACOSMOS A/S

ES

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

DK/H/0169/001

23462

PHARMACOSMOS A/S

SE

CosmoFer 50 mg/ml
solugédo injetavel ou para
perfusado

DK/H/0169/001

5143243

PHARMACOSMOS A/S

PT

CosmoFer 50 mg/ml
solucdo injetavel ou para
perfusdo

DK/H/0169/001

5143250

PHARMACOSMOS A/S

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

CosmoFer 50mg/ml
solution for infusion and
injection

DK/H/0169/001

PL 18380/0002

PHARMACOSMOS A/S

UK

VENIRON® 20mg
o1dnpou ava ml evéaipo
dlaAupa ) Nukvo didAupa
yla Napackeun
S1aAluaToC NPocC £yxXuaon

not available

41472/17-06-2010

VIOFAR LTD

GR

ALVOFER 20 mg o1drpou
ava ml nukvod diaiupa yia
napaockeun diaAupaTog
npog £yxuon.

not available

22866/13

COOPER S.A.
PHARMACEUTICALS

GR

MonoFer 100 mg/ml
injekcinis/infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/017

PHARMACOSMOS A/S

LT

MonoFer 100 mg/ml
injekcinis/infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/018

PHARMACOSMOS A/S

LT

MonoFer 100 mg/ml
injekcinis/infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/019

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/02

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/03

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/04

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/05

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/06

PHARMACOSMOS A/S

RO
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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

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/07

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/08

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/09

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/010

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/011

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/012

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/013

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/014

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/015

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/016

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/017

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/018

PHARMACOSMOS A/S

RO
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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

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/019

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
d1aAupa yia €veon A
£yxuon

SE/H/0734/001

13374/17-02-2017

PHARMACOSMOS A/S

GR

MonoFer 100 mg/ml
Injektions- oder
Infusionslésung

SE/H/0734/001

1-29203

PHARMACOSMOS A/S

AT

MoHodep 100 mg/ml
MH)XEKLMOHEH/
MHQY3MOHEH pa3TBOp

SE/H/0734/001

20100378

PHARMACOSMOS A/S

BG

Monofer, injektions- og
infusionsveeske,
oplgsning

SE/H/0734/001

43747

PHARMACOSMOS A/S

DK

Monofer 100 mg/ml
injektio-/infuusioneste,
liuos

SE/H/0734/001

25286

PHARMACOSMOS A/S

FI

Monofer 100 mg/ml
injektions-
/infusionsvéatska, 16sning

SE/H/0734/001

25286

PHARMACOSMOS A/S

FI

MonoFer 100 mg/ml
Ldsung zur Injektion und
Infusion

SE/H/0734/001

75060.00.00

PHARMACOSMOS A/S

DE

Monover 100mg/ml
solution for
injection/infusion (vials)

SE/H/0734/001

PA0982/002/002

PHARMACOSMOS A/S

Monover 100mg/ml
solution for
injection/infusion
(ampoules)

SE/H/0734/001

PA0982/002/001

PHARMACOSMOS A/S

Monofer 100 mg/ml
stungulyf/innrennslislyf,
lausn

SE/H/0734/001

1S/1/09/10/01

PHARMACOSMOS A/S
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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

MonoFer 100 mg/ml
oplossing voor
injectie/infusie

SE/H/0734/001

2012030052

PHARMACOSMOS A/S

LU

MonoFer 100 mg/ml
solution pour
injection/perfusion

SE/H/0734/001

2012030052

PHARMACOSMOS A/S

LU

MonoFer 100 mg/ml
Ldsung zur Injektion und
Infusion

SE/H/0734/001

2012030052

PHARMACOSMOS A/S

LU

Monofer 100 mg/ml
oplossing voor
injectie/infusie

SE/H/0734/001

RVG 103070

PHARMACOSMOS A/S

NL

Monofer, 100 mg/ml
sliste-/infusioonilahus

SE/H/0734/001

671910

PHARMACOSMOS A/S

EE

MONOFER 100 mg/ml
Skidums injekcijam vai
infuzijam

SE/H/0734/001

10-0203

PHARMACOSMOS A/S

LV

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/001

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/002

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/003

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/004

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/005

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/006

PHARMACOSMOS A/S

LT
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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

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/007

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/008

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/009

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/010

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/011

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/012

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/013

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/014

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/015

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/016

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injeksjonsveaeske/
infusjonsveeske,
opplgsning

SE/H/0734/001

08-6145

PHARMACOSMOS A/S

NO
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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

Monover 100 mg/mi
roztwor do wstrzykiwan i
infuzji

SE/H/0734/001

16535

PHARMACOSMOS A/S

PL

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/01

PHARMACOSMOS A/S

RO

Monofar 100 mg/ml
solugédo injectavel ou
para perfuséo

SE/H/0734/001

5268214

PHARMACOSMOS A/S

PT

Monofar 100 mg/ml
solugéo injectavel ou
para perfuséo

SE/H/0734/001

5268206

PHARMACOSMOS A/S

PT

Monofar 100 mg/ml
solucdo injectavel ou
para perfuséo

SE/H/0734/001

5268172

PHARMACOSMOS A/S

PT

Monoferro 100 mg/ml
solucién inyectable y para
perfusion

SE/H/0734/001

72381

PHARMACOSMOS A/S

ES

Monofer 100 mg/ml
injektions-
/infusionsvéatska, 16sning

SE/H/0734/001

27791

PHARMACOSMOS A/S

SE

Monofer 100 mg/ml
solution for
injection/infusion

SE/H/0734/001

PL 18380/001

PHARMACOSMOS A/S

UK

MonoFar 100 mg/ml
solugédo injectavel ou
para perfuséo

SE/H/0734/001

5488127

PHARMACOSMOS A/S

PT

Monofer 100 mg/ml
otopina za
injekciju/infuziju

SE/H/0734/001

HR-H-258767229

PHARMACOSMOS A/S

HR

CosmoFer® 50 mg
Fe(ll1)/ml, roztwér do
wstrzykiwan i infuzji

not available

10630

PHARMACOSMOS A/S

PL

CosmoFer® 50 mg
Fe(l11)/ml, roztwér do
wstrzykiwan i infuzji

not available

10630

PHARMACOSMOS A/S

PL

List of nationally authorised medicinal products

EMA/596347/2018

Page 27/71




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(l11)/ml, roztwér do
wstrzykiwan i infuzji

not available

10630

PHARMACOSMOS A/S

PL

CosmoFer® 50 mg
Fe(l11)/ml, roztwér do
wstrzykiwan i infuzji

not available

10630

PHARMACOSMOS A/S

PL

CosmoFer® 50 mg
Fe(l11)/ml, roztwér do
wstrzykiwan i infuzji

not available

10630

PHARMACOSMOS A/S

PL

CosmoFer® 50 mg
Fe(ll1)/ml, roztwér do
wstrzykiwan i infuzji

not available

10630

PHARMACOSMOS A/S

PL

Oxido Férrico Sacarosado
Generis 100 mg/ 5 ml
Solucao injectavel

not available

5037015

GENERIS FARMACEUTICA,
S.A.

PT

Oxido Férrico Sacarosado
Generis 100 mg/ 5 ml
Solucao injectavel

not available

5037007

GENERIS FARMACEUTICA,
S.A.

PT

Oxido Férrico Sacarosado
Generis 100 mg/ 5 ml
Solucao injectavel

not available

5036975

GENERIS FARMACEUTICA,
S.A.

PT

REOXYL® Evéoipo
SidAupa / Mukvo dialupa
yla Napackeun
d1aAUpaToG Npog £yxuaon,
20 mg 01dnpou avda ml
evéoiygou diaAuparoc.

not available

24045/13

ARITI SA

GR

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

not available

RVG 20690

VIFOR FRANCE

NL

Venofer 100 mg/5ml
Solucao injectavel

not available

5450176

VIFOR FRANCE

PT

Venofer 100 mg/5ml
Solucgao injectavel

not available

8109603

VIFOR FRANCE

PT
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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

Venofer not available 14320 THE STAR MEDICINES CY

IMPORTERS CO LTD

VENOFER 20 mg/ml not available 34009 561 896 3 2 VIFOR FRANCE FR

solution injectable (1V)

VENOFER 20 mg/ml not available 34009 579 152 6 1 VIFOR FRANCE FR

solution injectable (1V)

VENOFER 20 mg/ml not available 34009 571 28340 VIFOR FRANCE FR

solution injectable (1V)

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

solution injectable / pour

perfusion

FER PANPHARMA 100 not available 34009 580 046 1 2 PANMEDICA FR

mg/5 ml, solution a diluer
pour perfusion

FER PANPHARMA 100 not available 34009 580 047 8 0 PANMEDICA FR
mg/5 ml, solution a diluer
pour perfusion

FER PANPHARMA 100 not available 34009 580 048 4 1 PANMEDICA FR
mg/5 ml, solution a diluer
pour perfusion

FER PANPHARMA 100 not available 34009 580 049 0 2 PANMEDICA FR
mg/5 ml, solution a diluer
pour perfusion

Diafer 50 mg/ml SE/H/1164/001 135493 PHARMACOSMOS A/S AT
Injektionsldésung

Diafer 50 mg/ml solution | SE/H/1164/001 BE456862 PHARMACOSMOS A/S BE
pour injection

Diafer 50 mg/ml SE/H/1164/001 BE456862 PHARMACOSMOS A/S BE
oplossing voor injectie

Diafer 50 mg/ml SE/H/1164/001 BE456862 PHARMACOSMOS A/S BE
Injektionsldésung

Ovadep 50 mg/ml SE/H/1164/001 20140151 PHARMACOSMOS A/S BG

NHXXEKLUMOHEH pasTBop
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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
Diafer 50 mg/ml SE/H/1164/001 840214 PHARMACOSMOS A/S EE
sustelahus
Diafer 50 mg/ml SE/H/1164/001 53087 PHARMACOSMOS A/S DK
injektionsveeske,
oplgsning
Diafer 50 mg/ml SE/H/1164/001 31802 PHARMACOSMOS A/S Fl
injektioneste, liuos
Diafer 50 mg/mi SE/H/1164/001 31802 PHARMACOSMOS A/S Fl
injektionsvatska, 16sning
Diafer 50 mg/ml otopina SE/H/1164/001 UP/1-530-09/13-01/64 PHARMACOSMOS A/S HR
za injekciju
Diafer 50 mg/ml oldatos SE/H/1164/001 OGY-T-22649/01 PHARMACOSMOS A/S HU
injekcio
Diafer 50 mg/ml oldatos SE/H/1164/001 OGY-T-22649/02 PHARMACOSMOS A/S HU
injekcio
Diafer 50 mg/ml oldatos SE/H/1164/001 OGY-T-22649/03 PHARMACOSMOS A/S HU
injekcio
Diafer 50 mg/ml oldatos SE/H/1164/001 OGY-T-22649/04 PHARMACOSMOS A/S HU
injekcio
Diafer 50 mg/ml solution | SE/H/1164/001 PA0982/004/001 PHARMACOSMOS A/S IE
for injection
Diafer 50 mg/ml SE/H/1164/001 LT/1/14/3523/001 PHARMACOSMOS A/S LT
injekcinis tirpalas
Diafer 50 mg/ml SE/H/1164/001 LT/1/14/3523/002 PHARMACOSMOS A/S LT
injekcinis tirpalas
Diafer 50 mg/ml SE/H/1164/001 LT/1/14/3523/003 PHARMACOSMOS A/S LT
injekcinis tirpalas
Diafer 50 mg/ml SE/H/1164/001 LT/1/14/3523/004 PHARMACOSMOS A/S LT
injekcinis tirpalas
Diafer 50 mg/ml SE/H/1164/001 RVG 114220 PHARMACOSMOS A/S NL

oplossing voor injectie
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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

Diafer 50 mg/ml SE/H/1164/001 13-9739 PHARMACOSMOS A/S NO

injeksjonsveeske,

opplgsning

Diafer 50 mg/ml solutie SE/H/1164/001 6263/2014/01 PHARMACOSMOS A/S RO

injectabila

Diafer 50 mg/ml Injekcni | SE/H/1164/001 12/255/14-C PHARMACOSMOS A/S cz

roztok

Oxido Férrico Sacarosado | not available 5037015 GENERIS FARMACEUTICA, PT

Generis 100 mg/ 5 ml S.A.

Solucao injectavel

Oxido Férrico Sacarosado | not available 5037007 GENERIS FARMACEUTICA, PT

Generis 100 mg/ 5 ml S.A.

Solucao injectavel

Oxido Férrico Sacarosado | not available 5036975 GENERIS FARMACEUTICA, PT

Generis 100 mg/ 5 ml S.A.

Solucao injectavel

REOXYL® Evéoipo not available 24045/13 ARITI SA GR

diaAupa / Mukvod didAupa

yla Napackeun

d1aAUpaToG Npog £yxuon,

20 mg 01dnpou avda ml

eveéoigou diaAuparoc.

Diafer 50 mg/ml SE/H/1164/001 91008.00.00 PHARMACOSMOS A/S DE

Injektionsldésung

Diafer 50 mg/ml, Evéoigyo | SE/H/1164/001 305970101 PHARMACOSMOS A/S GR

diaAupa

Diafer 50 mg/ml, Evéoipyo | SE/H/1164/001 305970102 PHARMACOSMOS A/S GR

didAupa

Diafer 50 mg/ml, Evéoigyo | SE/H/1164/001 305970103 PHARMACOSMOS A/S GR

didAupa

Diafer 50 mg/ml, Evéoipyo | SE/H/1164/001 305970104 PHARMACOSMOS A/S GR

diaAupa

Diafer 50 mg/ml Skidums | SE/H/1164/001 14-0096 PHARMACOSMOS A/S LV

injekcijam
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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

INTRAFER 20 MG/ML, not available 23315/13 VIANEX S.A. GR

€VEOQIYO OIAAUNA N NUKVO

S1dAupa yia napaokeun

d1gAUdToC Npoc eyxuon.

MonoFer 100 mg/ml SE/H/0734/001 LT/1/10/1898/017 PHARMACOSMOS A/S LT

injekcinis/infuzinis

tirpalas

MonoFer 100 mg/ml SE/H/0734/001 LT/1/10/1898/018 PHARMACOSMOS A/S LT

injekcinis/infuzinis

tirpalas

MonoFer 100 mg/ml SE/H/0734/001 LT/1/10/1898/019 PHARMACOSMOS A/S LT

injekcinis/infuzinis

tirpalas

Ferracin oplossing voor RVG112056 RVG 112056 ACINO AG NL

injectie/concentraat voor

oplossing voor infusie

HEMAFER® Evéoipo not available 49742/13.07.2012 UNI-PHARMA KLEON TSETIS GR

d1dAupa [332 (100 PHARMACEUTICAL

Fe+++)]mg/2ml AMP. LABORATORIES S.A.

(m)

Venofer not available 14320 THE STAR MEDICINES CcY
IMPORTERS CO LTD

VENIRON® 20mg not available 41472/17-06-2010 VIOFAR LTD GR

o1dnpou ava ml evéaipo

dlaAupa ) Nukvo didAupa

yla Napackeun

J1aAUPATOC NPOoC £yXuon

FER ARROW 100 mg/5 not available 37737 ARROW GENERIQUES FR

ml, solution injectable

DEXTRIFER-S® 20 mg not available 24189/13 IOULIA AND IRENE TSETI GR

a1dnpou ava ml Evéoipo
S1aAupa r Mukvo didAupa
yla Napackeun
S1aAlaToC Npoc £yxuan

PHARMACEUTICAL
LABORATORIES S.A.

List of nationally authorised medicinal products

EMA/596347/2018

Page 32/71




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

ALVOFER 20 mg o1drpou not available 22866/13 COOPER S.A. GR

ava ml nukvo didAupa yia PHARMACEUTICALS

napaokeun S1aAUPATOG
npog £yxuon.

Oxido Férrico Sacarosado | not available 5600218 HIKMA FARMACEUTICA PT
Hikma 100 mg/5ml (PORTUGAL), S.A.

Solucao injetavel

Oxido Férrico Sacarosado | not available 5630876 HIKMA FARMACEUTICA PT
Hikma 100 mg/5ml (PORTUGAL), S.A.

Solucao injetavel

IJzerhydroxide sacharose | not available RVG 33727 TEVA B.V NL

complex Teva 20 mg/ml,
oplossing voor
injectie/concentraat voor
oplossing voor infusie.

Ferrum Lek, 50mg/ml not available 290499 LEK PHARMACEUTICALS D.D. | EE
slistelahus LJUBLJANA
FERROVIN 20 mg not available 021660 RAFARM SA. CcY

o1dnpou ava ml evéaipo
dlaAupa ) Nukvo didAupa
yla Napackeun
J1aAUPATOC NPOoC £yXuon

© @17 ido F @Ay rrico not available 5140421 ACCORD HEALTHCARE PT
Sacarosado Accord 100 LIMITED
mg/ 5 ml Solu@ @7 @ @Al
o injet® @i, vel

© @17 ido F @Ay rrico not available 5140439 ACCORD HEALTHCARE PT
Sacarosado Accord 100 LIMITED
mg/ 5 ml Solu@ @A7 & @2l
o injet® @2, vel

©©37 ido F@ @A rrico not available 5140447 ACCORD HEALTHCARE PT
Sacarosado Accord 100 LIMITED
mg/ 5 ml Solu@ @7 @ @Al
0 injet® @A, vel
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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

FAREMIO 20 mg
aidnpou/ml Evéaipo
S1aAupa r Mukvo didAupa
yla Napackeun
S1aAUaToG NPoc £yxuon

not available

2711901

DEMO ABEE

GR

NEPHROFEROL

not available

45051/14

VERISFIELD (UK) LTD

GR

Ironcrose® 20 mg
a1dnpou ava ml evéoipo
SidAupa n nukvo diahupa
yla Napackeun
J1aAUPATOC NPOoC £yXuon

not available

47921

TARGET PHARMA SINGLE
MEMBER PRIVATE LTD

GR

Diafer 50 mg/ml solutie
injectabila

SE/H/1164/001

6263/2014/02

PHARMACOSMOS A/S

RO

Diafer 50 mg/ml solutie
injectabila

SE/H/1164/001

6263/2014/03

PHARMACOSMOS A/S

RO

Diafer 50 mg/ml solutie
injectabila

SE/H/1164/001

6263/2014/04

PHARMACOSMOS A/S

RO

FERROVIN 20mg/ml
Evéaipyo SiaAupa ) Mukvo
OIGAUKA YId NApACKEUR
31aAluaToC NPocC £yxXuaon

not available

41523/10

RAFARM SA.

GR

Venotrix 20 mg/ml
injektioneste,
liuos/infuusiokonsentraatt
i, liuosta varten

not available

21590

ALTERNOVA A/S

FI

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/02

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/03

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/04

PHARMACOSMOS A/S

RO
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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

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/05

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/06

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/07

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/08

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/09

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/010

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/011

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/012

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/013

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/014

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/015

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/016

PHARMACOSMOS A/S

RO
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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

Monofer 100 mg/ml SE/H/0734/001 8145/2015/017 PHARMACOSMOS A/S RO

solutie

injectabila/perfuzabila

Monofer 100 mg/ml SE/H/0734/001 8145/2015/018 PHARMACOSMOS A/S RO

solutie

injectabila/perfuzabila

Monofer 100 mg/ml SE/H/0734/001 8145/2015/019 PHARMACOSMOS A/S RO

solutie

injectabild/perfuzabila

FERROPROL 20 mg not available 40839/10 NOVENDIA GR

o1dnpou / ml evéaipgo PHARMACEUTICALS LTD

dlaAupa ) Nukvo didAupa

yla Napackeun

J1aAUPATOC NPOC £yXuon

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

raztopina za injiciranje LJUBLJANA

FERLIXIT 62.5 not available 021455023 SANOFI SPA IT

MONOVER 100 mg/ml, not available 34009 550 201 65 PHARMACOSMOS A/S FR

solution injectable/pour

perfusion

MONOVER 100 mg/ml, not available 34009 550 201 7 2 PHARMACOSMOS A/S FR

solution injectable/pour

perfusion

MONOVER 100 mg/ml, not available 34009 550 202 1 9 PHARMACOSMOS A/S FR

solution injectable/pour

perfusion

MONOVER 100 mg/ml, not available 34009 550 202 3 3 PHARMACOSMOS A/S FR

solution injectable/pour

perfusion

MONOVER 100 mg/ml, not available 34009 550 202 6 4 PHARMACOSMOS A/S FR

solution injectable/pour

perfusion

MONOVER 100 mg/ml, not available 34009 550 202 7 1 PHARMACOSMOS A/S FR

solution injectable/pour
perfusion
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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

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 202 9 5

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 0 1

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 2 5

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 3 2

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 6 3

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 8 7

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 9 4

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 204 0 O

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 5 6

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 7 0

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 204 1 7

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 204 2 4

PHARMACOSMOS A/S

FR
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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

MONOVER 100 mg/ml, not available 34009 550 204 3 1 PHARMACOSMOS A/S FR

solution injectable/pour

perfusion

FERRLECIT 62,5 MG not available 6385744.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 62,5 MG not available 6385744.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 40 MG not available 6441686.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 62,5 MG not available 6385744.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 40 MG not available 6441686.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 62,5 MG not available 6385744.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 40 MG not available 6441686.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 62,5 MG not available 6385744.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 40 MG not available 6441686.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 62,5 MG not available 6385744.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 40 MG not available 6441686.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 40 MG not available 6441686.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 40 MG not available 6441686.00.00 SANOFI-AVENTIS DE
DEUTSCHLAND GMBH

FERRLECIT 62,5 MG not available 6385744.00.00 SANOFI-AVENTIS DE

DEUTSCHLAND GMBH
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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

FERRLECIT 12,5 MG/ML
OLDATOS INJEKCIO

not available

OGYI-T-438/01

SANOFI-AVENTIS ZRT

HU

Eisencarboxymaltose
Fontane 50 mg Eisen/ml,
Injektions- und
Infusionslésung

not available

93531.00.00

FONTANE PHARMA GMBH

DE

Eiseninject Fontane 50
mg Eisen/ml Injektions-
und Infusionslésung

not available

93530.00.00

FONTANE PHARMA GMBH

DE

Venofer 100 mg fer/5 mi
solutie
injectabild/perfuzabila

not available

4035/2003/01

VIFOR FRANCE

RO

Venofer 100 mg fer/5 mi
solutie
injectabild/perfuzabila

not available

4035/2003/02

VIFOR FRANCE

RO

Ferinject 50 mg
rautaa/ml injektio-
/infuusioneste, liuos

UK/H/0894/001/DC

22144

VIFOR FRANCE

FI

Ferinject 50 mg ferro/ml
soluzione iniettabile/per
infusione

UK/H/0894/001

040251011

VIFOR FRANCE

Ferinject 50 mg/ml,
solution injectable/pour
perfusion

UK/H/0894/001/E01/M
R

34009 386 823 6 6

VIFOR FRANCE

FR

Ferinject 50 mg dzelzs/ml
Skidums injekcijam vai
infGzijam

UK/H/0894/001/DC

08-0017

VIFOR FRANCE

LV

Ferinject 50 mg/ml,
solution injectable/pour
perfusion

UK/H/0894/001/E01/M
R

34009 386 924 7 1

VIFOR FRANCE

FR

Ferinject

UK/H/0894/001/DC

39254

VIFOR FRANCE

DK

Ferinject 50 mg iron/ml
solution for
injection/infusion

UK/H/0894/001

PL 15240/0002

VIFOR FRANCE

UK
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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

Ferinject 50 mg/ml, UK/H/0894/001/E01/M 34009 219 394 8 4 VIFOR FRANCE FR

solution injectable/pour R

perfusion

Ferinject 50 mg iron/ml UK/H/0894/001 PA0949/004/001 VIFOR FRANCE IE

solution for

injection/infusion

Ferinject 50 mg vas/ml UK/H/0894/001 OGYI-T-21344/04 VIFOR FRANCE HU

oldatos injekci6 vagy

infazié

Injectafer 50 mg de UK/H/0894/001/DC 1308/10110018 VIFOR FRANCE LU

fer/ml solution injectable

ou solution pour

perfusion

Ferinject 50 mg zelaza/ml | UK/H/0894/001/DC 16248 VIFOR FRANCE PL

roztwor do

wstrzykiwan/infuzji

Ferinject 50 mg/ml, UK/H/0894/001/E01/M 34009 386 933 6 2 VIFOR FRANCE FR

solution injectable/pour R

perfusion

Ferinject 50 mg vas/ml UK/H/0894/001 OGYI-T-21344/03 VIFOR FRANCE HU

oldatos injekci6 vagy

infazié

Ferinject 50 mg ferro/ml UK/H/0894/001 5047303 VIFOR FRANCE PT

solugéo injetavel ou para

perfusado

Ferinject 50 mg ferro/ml UK/H/0894/001 5242250 VIFOR FRANCE PT

solucdo injetavel ou para

perfusdo

Injectafer 50 mg ijzer/ ml | UK/H/0894/001 1308/10110018 VIFOR FRANCE LU

oplossing voor

injectie/infusie

Ferinject 50 mg jarn/ml UK/H/0894/001/E01/M 1S/1/10/042/01 VIFOR FRANCE IS

stungulyf/innrennslislyf, R

lausn
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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
Ferinject 50 mg fer/ml UK/H/0894/001/E01/M 5232/2012/05 VIFOR FRANCE RO
solutie injectabila sau R
perfuzabila
Ferinject 50 mg fer/ml UK/H/0894/001/E01/M 5232/2012/06 VIFOR FRANCE RO
solutie injectabild sau R
perfuzabilad
Ferinject 50 mg ijzer/ ml. | UK/H/0894/001/DC RVG 33865 VIFOR FRANCE NL
Oplossing voor injectie/
voor infusie
Ferinject 50 mg iron/ml UK/H/0894/001 MA869/00101 VIFOR FRANCE MT
solution for
injection/infusion
OEPUHXEKT 50 mg UK/H/0894/001/E01/M 20100482 VIFOR FRANCE BG
xenaso/ml R
WHXXEKLUNOHEH/NHDY3NOH
eH pa3Teop. Ferinject
50mg iron/ml solution for
injection / infusion
Ferinject 50 mg o1drpou UK/H/0894/001/E01/M 20795 VIFOR FRANCE CcY
ava ml evéoipo R
didAupa/diaiupa yia
£yxuon
Ferinject 50 mg jern/ml UK/H/0894/001/E01/M 09-7172 VIFOR FRANCE NO
injeksjons- R
/infusjonsveeske,
opplgsning
Ferinject 50 mg ferro/ml UK/H/0894/001 040251047 VIFOR FRANCE IT
soluzione iniettabile/per
infusione
Iroprem 50 mg Zeleza/ml | UK/H/0894/001/E01/M H/10/01915/001 VIFOR FRANCE S
raztopina za injiciranje ali | R
infundiranje
Iroprem 50 mg Zeleza/ml | UK/H/0894/001/E01/M H/10/01915/002 VIFOR FRANCE Sl
raztopina za injiciranje ali | R

infundiranje
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number

Ferinject, 50 mg UK/H/0894/001/DC 556607 VIFOR FRANCE EE

rauda/ml suste- voi

infusioonilahus

Iroprem 50 mg Zeleza/ml | UK/H/0894/001/E01/M H/10/01915/004 VIFOR FRANCE S

raztopina za injiciranje ali | R

infundiranje

Ferinject 50 mg ferro/ml UK/H/0894/001 040251035 VIFOR FRANCE IT

soluzione iniettabile/per

infusione

Ferinject 50 mg Zeleza/ml | UK/H/0894/001/DC 12/747/07-C VIFOR FRANCE Ccz

Injekéni roztok/infuzni

roztok.

Ferinject 50 mg ferro/ml UK/H/0894/001 040251023 VIFOR FRANCE IT

soluzione iniettabile/per

infusione

Ferinject 50 mg vas/ml UK/H/0894/001 OGYI-T-21344/01 VIFOR FRANCE HU

oldatos injekcié vagy

infazié

Ferinject 50 mg a1dr\pou UK/H/0894/001/DC 59675/26-8-11 VIFOR FRANCE GR

ava ml evéoipo

didAupa/diaiupa yia

£yxuon

Ferinject 50 mg vas/ml UK/H/0894/001 OGYI-T-21344/02 VIFOR FRANCE HU

oldatos injekci6 vagy

infazié

Ferinject 50 mg Fe/ml UK/H/0894/001/DC 23738 VIFOR FRANCE SE

injektions-

/infusionsvéatska, 16sning

Ferinject 50 mg /ml UK/H/0894/001 LT/1/08/1133/004 VIFOR FRANCE LT

injekcinis/infuzinis

tirpalas

Ferinject 50 mg/ml UK/H/0894/001/DC 69771 VIFOR FRANCE ES

Solucién inyectable y
para perfusién
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Iroprem 50 mg Zeleza/ml | UK/H/0894/001/E01/M H/10/01915/006 VIFOR FRANCE S

raztopina za injiciranje ali | R

infundiranje

Ferinject 50 mg /ml UK/H/0894/001 LT/1/08/1133/006 VIFOR FRANCE LT

injekcinis/infuzinis

tirpalas

Ferinject 50 mg Eisen/ml, | UK/H/0894/001/DC 1-27299 VIFOR FRANCE AT

Injektionslésung oder

Konzentrat zur

Herstellung einer

Infusionslésung.

Ferinject 50 mg /ml UK/H/0894/001 LT/1/08/1133/002 VIFOR FRANCE LT

injekcinis/infuzinis

tirpalas

Ferinject 50 mg/ml, UK/H/0894/001/E01/M 34009 21939316 VIFOR FRANCE FR

solution injectable/pour R

perfusion

Ferinject 50 mg/ml, UK/H/0894/001/E01/M 34009 386 812 4 6 VIFOR FRANCE FR

solution injectable/pour R

perfusion

Ferinject 50 mg Eisen/ml, | UK/H/0894/001/DC 66227.00.00 VIFOR FRANCE DE

Injektions- und

Infusionslésung.

Ferinject 50 mg ferro/ml UK/H/0894/001 5242268 VIFOR FRANCE PT

solucdo injetavel ou para

perfusao

Ferinject 50 mg ferro/ml UK/H/0894/001 5047279 VIFOR FRANCE PT

solugédo injetavel ou para

perfusao

Ferinject 50 mg iron/ml UK/H/0894/001 PL 15240/0002 VIFOR FRANCE UK

solution for

injection/infusion

Ferinject 50 mg /ml UK/H/0894/001 LT/1/08/1133/003 VIFOR FRANCE LT

injekcinis/infuzinis
tirpalas
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Ferinject 50 mg fer/ml UK/H/0894/001/E01/M 5232/2012/01 VIFOR FRANCE RO

solutie injectabila sau R

perfuzabila

Ferinject 50 mg /ml UK/H/0894/001 LT/1/08/1133/001 VIFOR FRANCE LT

injekcinis/infuzinis

tirpalas

Ferinject 50 mg fer/ml UK/H/0894/001/E01/M 5232/2012/03 VIFOR FRANCE RO

solutie injectabila sau R

perfuzabilad

Ferinject 50 mg fer/ml UK/H/0894/001/E01/M 5232/2012/04 VIFOR FRANCE RO

solutie injectabild sau R

perfuzabild

Ferinject 50 mg fer/ml UK/H/0894/001/E01/M 5232/2012/02 VIFOR FRANCE RO

solutie injectabila sau R

perfuzabild

Venofer Injekcni roztok not available 12/051/04-C VIFOR FRANCE Ccz

VENOFER 20 mg/ml not available 34009 561 896 3 2 VIFOR FRANCE FR

solution injectable (1V)

Venofer 20 mg iron/ml, UK/H/0313/001 PA0949/001/001 VIFOR FRANCE IE

solution for injection or

concentrate for solution

for infusion, ampoule

Venofer 20 mg ijzer per not available RVG 20690 VIFOR FRANCE NL

ml, oplossing voor

injectie / concentraat

voor oplossing voor

infusie

Venofer 20 mg jern per not available 99-4553 VIFOR FRANCE NO

ml injeksjonsveeske,

opplgsning eller

konsentrat til

infusjonsvaeske

Venofer 100 mg/5ml not available 5450176 VIFOR FRANCE PT

Solucgao injectavel
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

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

UK/H/0313/001

PL 15240/0001

VIFOR FRANCE

UK

Venofer, injektionsvaeske,
oplgsning og koncentrat
til infusionsveeske,
oplgsning

UK/H/0313/001

31111

VIFOR FRANCE

DK

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

not available

1S/1/01/063/01

VIFOR FRANCE

Venofer 20 mg/ml
slistelahus/infusioonilahu
se kontsentraat

not available

454104

VIFOR FRANCE

EE

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

UK/H/0313/001

1308/01/07/0069

VIFOR FRANCE

LU

Venofer 20 mg/ml
oldatos injekci6 vagy
koncentratum oldatos
inflziéhoz

not available

OGYI-T-6362/01

VIFOR FRANCE

HU

Venofer 20 mg a1drpou /
ml evéaiyo didAupa ny
nukvo diaiupa yia
napaockeun diaAupaTog
npoc £yxuon

UK/H/0313/001

50875/10/8-11-11

VIFOR FRANCE

GR

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

UK/H/0313/001

1308/01/07/0069

VIFOR FRANCE

LU

Venofer 20 mg iron/ml

solution for injection or
concentrate for solution
for infusion, vial

UK/H/0313/001

PA0949/001/002

VIFOR FRANCE
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

VENOFER 20 mg/ml
solution injectable (1V)

not available

34009 579 1526 1

VIFOR FRANCE

FR

Venofer 20 mg Fe / ml
Injektionslésung

not available

6462062.00.00

VIFOR FRANCE

DE

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

UK/H/0313/001

BE 216492

VIFOR FRANCE

BE

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

UK/H/0313/001

1-23754

VIFOR FRANCE

AT

Venofer 100 mg/5ml
Solucao injectavel

not available

8109603

VIFOR FRANCE

PT

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

UK/H/0313/001

BE 216492

VIFOR FRANCE

BE

Venofer 20 mg/ml
injekcinis tirpalas

not available

LT/1/04/0097/001

VIFOR FRANCE

LT

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

UK/H/0313/001

14727

VIFOR FRANCE

FI

Venofer 20 mg/ml
Skidums injekcijam

not available

98-0243

VIFOR FRANCE

LV

Venofer 20 mg jarn/ml,
injektionsvatska, 16sning
eller koncentrat till
infusionsvatska, l6sning

UK/H/0313/001

15754

VIFOR FRANCE

SE
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National Authorisation Number

MAH of product in the
member state

Member State where
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Venofer 20 mg ijzer / ml,
oplossing voor injectie of
concentraat voor
oplossing voor infusie

UK/H/0313/001

BE 345502

VIFOR FRANCE

BE

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

UK/H/0313/001

BE 345502

VIFOR FRANCE

BE

VENOFER, 20 mg jonéw
zelaza (III)/ml, roztwér
do wstrzykiwan i infuzji

not available

R/1920

VIFOR FRANCE

PL

VENOFER 20 mg/ml
solution injectable (1V)

not available

34009 571 2834 0

VIFOR FRANCE

FR

Venofer 20 mg/ml
Solucién inyectable o
concentrado para
solucién para perfusion

UK/H/0313/001

64.000

VIFOR FRANCE

ES

Venofer 20 mg/ml
otopina za
injekciju/infuziju

not available

HR-H-398921872

SANDOZ D.O.O.

HR

Ferinject 50 mg iron/ml
solution for
injection/infusion

UK/H/0894/001

PL 15240/0002

VIFOR FRANCE

HR

Injectafer 50 mg
Eisen/ml Injektions- und
Infusionslésung

UK/H/0894/001

BE 371393

VIFOR FRANCE

BE

Injectafer 50 mg
Eisen/ml Injektions- und
Infusionslésung

UK/H/0894/001

BE 371402

VIFOR FRANCE

BE

Ferinject 50 mg fer/ml
solutie
injectabila/perfuzabila

UK/H/0894/001

5232/2012/07

VIFOR FRANCE

RO

Injectafer 50 mg ijzer/ mi
oplossing voor
injectie/infusie

UK/H/0894/001

BE371393

VIFOR FRANCE

BE
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authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Injectafer 50 mg de UK/H/0894/001 BE371393 VIFOR FRANCE BE
fer/ml solution injectable
ou solution pour
perfusion
Injectafer 50 mg de UK/H/0894/001 BE371402 VIFOR FRANCE BE
fer/ml solution injectable
ou solution pour
perfusion
Injectafer 50 mgq ijzer/ ml | UK/H/0894/001 BE371402 VIFOR FRANCE BE
oplossing voor
injectie/infusie
Ferinject 50 mg /ml UK/H/0894/001 LT/1/08/1133/005 VIFOR FRANCE LT
injekcinis/infuzinis
tirpalas
Ferinject 50 mg Zeleza/ml | UK/H/0894/001/DC 12/0250/07-S VIFOR FRANCE SK
injekény a infuzny roztok
Venofer not available 12/0852/92-S VIFOR FRANCE SK
Iroprem 50 mg/ml UK/H/0894/001/E01/M H/10/01915/005 VIFOR FRANCE Sl
raztopina za injiciranje ali | R
infundiranje
Iroprem 50 mg/ml UK/H/0894/001/E01/M H/10/01915/007 VIFOR FRANCE Sl
raztopina za injiciranje ali | R
infundiranje
Iroprem 50 mg/ml UK/H/0894/001/E01/M H/10/01915/003 VIFOR FRANCE Sl
raztopina za injiciranje ali | R
infundiranje
Ferrum Lek 50 mg/ml not available H/93/00610/005 LEK PHARMACEUTICALS D.D. | SI
raztopina za injiciranje LJUBLJANA
FERRLECIT not available 12/174/73/-C SANOFI-AVENTIS SRO cz
FERRLECIT not available 12/174/73-C SANOFI-AVENTIS SRO cz
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Ferinject 50 mg/ml
otopina za injekciju ili
infuziju

UK/H/0894/001

PL 15240/0002

VIFOR FRANCE

HR

Monofer 100 mg/ml
d1aAupa yia €veon A
£yxuon

SE/H/0734/001

13374/17-02-2017

PHARMACOSMOS A/S

GR

FER SANDOZ 100 mg/5
ml, solution a diluer pour
perfusion

not available

34009 573 4735 2

SANDOZ

FR

Cosmofer, injektions- og
infusionsveeske,
oplgsning

DK/H/0169/001

30495

PHARMACOSMOS A/S

DK

Cosmofer 50 mg/mi
infusjons-
/injeksjonsveeske,
opplgsning

DK/H/0169/001

00-4650

PHARMACOSMOS A/S

NO

Kocmo®ep 50 mg/ml
NHXEKUMOHEH/MHDY3NOH
€H pa3TBop

not available

20070017

PHARMACOSMOS A/S

BG

CosmoFer, 50 mg/ml,
sliste- vdi infusioonilahus

DK/H/0169/001

521606

PHARMACOSMOS A/S

EE

CosmoFer 50 mg/ml
Injektionslésung und
Infusionslésung

DK/H/0169/001

50230.00.00

PHARMACOSMOS A/S

DE

CosmoFer 50mg/ml
solution for infusion and
injection

DK/H/0169/001

PA982/001/001

PHARMACOSMOS A/S

CosmoFer 50mg/ml
Skidums infGzijam un
injekcijam

DK/H/0169/001

07-0132

PHARMACOSMOS A/S

LV

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
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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,
solution injectable ou
pour perfusion

DK/H/0169/001

0300282

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml,
solution injectable ou
pour perfusion

DK/H/0169/001

0300296

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml,
solution injectable ou
pour perfusion

DK/H/0169/001

0300301

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

0300282

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

0300296

PHARMACOSMOS A/S

LU

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

0300301

PHARMACOSMOS A/S

LU

Cosmofer, 50 mg/ml
Injektionslésung und
Infusionslésung

DK/H/0169/001

0300282

PHARMACOSMOS A/S

LU

Cosmofer, 50 mg/ml
Injektionslésung und
Infusionslésung

DK/H/0169/001

0300296

PHARMACOSMOS A/S

LU

Cosmofer, 50 mg/ml
Injektionslésung und
Infusionslésung

DK/H/0169/001

0300301

PHARMACOSMOS A/S

LU
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Member State where
product is authorised

CosmoFer 50 mg/ml
oplossing voor infusie en
injectie

DK/H/0169/001

RVG 25702

PHARMACOSMOS A/S

NL

CosmoFer® 50 mg
Fe(l11)/ml, roztwér do
wstrzykiwan i infuzji

not available

10630

PHARMACOSMOS A/S

PL

CosmoFer® 50 mg
Fe(l11)/ml, roztwér do
wstrzykiwan i infuzji

not available

10630

PHARMACOSMOS A/S

PL

CosmoFer® 50 mg
Fe(ll1)/ml, roztwér do
wstrzykiwan i infuzji

not available

10630

PHARMACOSMOS A/S

PL

Cosmofer 50mg/ml
solucdo injetavel ou para
perfusado

DK/H/0169/001

5882881

PHARMACOSMOS A/S

PT

CosmoFer 50 mg/ml
solucién para perfusion e
inyeccion.

DK/H/0169/001

68243

PHARMACOSMOS A/S

ES

Cosmofer® 50 mg/ml
injektions-
/infusionsvéatska, 16sning

DK/H/0169/001

23462

PHARMACOSMOS A/S

SE

MonoFer 100 mg/ml
Injektions- oder
Infusionslésung

SE/H/0734/001

1-29203

PHARMACOSMOS A/S

AT

MoHodep 100 mg/ml
MH)XEKLMOHEH/
MHQY3MOHEH pa3TBOp

SE/H/0734/001

20100378

PHARMACOSMOS A/S

BG

Monofer, injektions- og
infusionsveeske,
oplgsning

SE/H/0734/001

43747

PHARMACOSMOS A/S

DK

Monofer 100 mg/ml
injektio-/infuusioneste,
liuos

SE/H/0734/001

25286

PHARMACOSMOS A/S

FI

Monofer 100 mg/ml
injektions-
/infusionsvéatska, 16sning

SE/H/0734/001

25286

PHARMACOSMOS A/S

FI
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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

MonoFer 100 mg/ml
Ldsung zur Injektion und
Infusion

SE/H/0734/001

75060.00.00

PHARMACOSMOS A/S

DE

Monover 100mg/ml
solution for
injection/infusion (vials)

SE/H/0734/001

PA0982/002/002

PHARMACOSMOS A/S

Monover 100mg/ml
solution for
injection/infusion
(ampoules)

SE/H/0734/001

PA0982/002/001

PHARMACOSMOS A/S

Monofer 100 mg/ml
stungulyf/innrennslislyf,
lausn

SE/H/0734/001

1S/1/09/10/01

PHARMACOSMOS A/S

MonoFer 100 mg/ml
oplossing voor
injectie/infusie

SE/H/0734/001

2012030052

PHARMACOSMOS A/S

LU

MonoFer 100 mg/ml
solution pour
injection/perfusion

SE/H/0734/001

2012030052

PHARMACOSMOS A/S

LU

MonoFer 100 mg/ml
Ldsung zur Injektion und
Infusion

SE/H/0734/001

2012030052

PHARMACOSMOS A/S

LU

Monofer 100 mg/ml
oplossing voor
injectie/infusie

SE/H/0734/001

RVG 103070

PHARMACOSMOS A/S

NL

Monofer, 100 mg/ml
sliste-/infusioonilahus

SE/H/0734/001

671910

PHARMACOSMOS A/S

EE

MONOFER 100 mg/mli
Skidums injekcijam vai
infuzijam

SE/H/0734/001

10-0203

PHARMACOSMOS A/S

LV

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/001

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/002

PHARMACOSMOS A/S

LT
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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

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/003

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/004

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/005

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/006

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/007

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/008

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/009

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/010

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/011

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/012

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/013

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/014

PHARMACOSMOS A/S

LT
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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

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/015

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/016

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injeksjonsveaeske/
infusjonsveeske,
opplgsning

SE/H/0734/001

08-6145

PHARMACOSMOS A/S

NO

Monover 100 mg/ml
roztwor do wstrzykiwan i
infuzji

SE/H/0734/001

16535

PHARMACOSMOS A/S

PL

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/01

PHARMACOSMOS A/S

RO

Monofar 100 mg/ml
solugédo injectavel ou
para perfuséo

SE/H/0734/001

5268214

PHARMACOSMOS A/S

PT

Monofar 100 mg/ml
solugédo injectavel ou
para perfuséo

SE/H/0734/001

5268206

PHARMACOSMOS A/S

PT

Monofar 100 mg/ml
solugédo injectavel ou
para perfuséo

SE/H/0734/001

5268172

PHARMACOSMOS A/S

PT

Monoferro 100 mg/ml
solucién inyectable y para
perfusion

SE/H/0734/001

72381

PHARMACOSMOS A/S

ES

Monofer 100 mg/ml
injektions-
/infusionsvatska, 16sning

SE/H/0734/001

27791

PHARMACOSMOS A/S

SE

Monofer 100 mg/ml
solution for
injection/infusion

SE/H/0734/001

PL 18380/001

PHARMACOSMOS A/S

UK
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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
CosmoFer 50 mg/ml DK/H/0169/001 5143243 PHARMACOSMOS A/S PT
solucédo injetavel ou para
perfusao
CosmoFer 50 mg/ml DK/H/0169/001 5143250 PHARMACOSMOS A/S PT
solugédo injetavel ou para
perfusado
MonoFar 100 mg/ml SE/H/0734/001 5488127 PHARMACOSMOS A/S PT
solugédo injectavel ou
para perfuséo
Idafer 20 mg/mL solution | not available N20020040 PHARMALOG BG
for injection
CosmoFer 50mg/ml DK/H/0169/001 PL 18380/0002 PHARMACOSMOS A/S UK
solution for infusion and
injection
HEMAFER-S Cs. sol. inf. not available 49742/13.07.2012 UNI-PHARMA KLEON TSETIS GR
100 mg/5ml AMP (20 PHARMACEUTICAL
mg/mL) LABORATORIES S.A.
HEMAFER-S® Cs. sol. inf. | not available S00625 UNI-PHARMA KLEON TSETIS CY
100mg/5ml AMP PHARMACEUTICAL
(20mg/mL) LABORATORIES S.A.
Fer Mylan 100 mg/5 ml, not available NL 34669 MYLAN S.A.S FR
solution a diluer pour
perfusion
Jarnsackaros Rechon 20 not available 41988 RECHON LIFE SCIENCE AB SE
mg/ml
injektionsvatska/koncentr
at till infusionsvéatska,
I6sning
FerMed 20 mg/ml not available 71610.00.00 MEDICE ARZNEIMITTEL DE

Injektionsldésung /
Konzentrat zur
Herstellung einer
Infusionslésung

PUTTER GMBH & CO. KG
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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
Nefro-Fer 100 mg/5 ml DE/H/1448/001 71717.00.00 MEDICE ARZNEIMITTEL DE
Injektionslosung / PUTTER GMBH & CO. KG
Konzentrat zur
Herstellung einer
Infusionslésung
Ferrum Lek 50 mg/ml not available 98-0280 LEK PHARMACEUTICALS D.D. | LV
Skidums injekcijam LJUBLJANA
Ferrum Lek 100 mg/2 ml | not available LT/1/95/1086/003 LEK PHARMACEUTICALS D.D. | LT
injekcinis tirpalas LJUBLJANA
Ferrum Lek 100 mg/2 ml | not available LT/1/95/1086/004 LEK PHARMACEUTICALS D.D. | LT
injekcinis tirpalas LJUBLJANA
Venofer 20 mg/ml not available H/98/02040/001 LEK PHARMACEUTICALS D.D. | SI
raztopina za LJUBLJANA
injiciranje/koncentrat za
raztopino za infundiranje
FERRUM LEK, 50 mg not available R/1921 SANDOZ GMBH PL
jondéw zelaza(III)/ml,
roztwor do wstrzykiwan
Diafer 50 mg/ml SE/H/1164/001 47595 PHARMACOSMOS A/S SE
injektionsvatska, 16sning
Diafer 50 mg/ml solution | SE/H/1164/001 18380/0004 PHARMACOSMOS A/S UK
for injection
Ferrum Lek, 10 mg/1 ml not available 356301 LEK PHARMACEUTICALS D.D. | EE
siirup LJUBLJANA
Ferrum Lek, 100 mg not available 356401 LEK PHARMACEUTICALS D.D. | EE
narimistabletid LJUBLJANA
Diafer, 50 mg Fe3+/ml, SE/H/1164/001 21244 PHARMACOSMOS A/S PL
roztwdr do wstrzykiwan
FerMed 100 mg/5 ml DE/H/1448/001 1-28603 MEDICE ARZNEIMITTEL AT

Injektionslésung oder
Konzentrat zur
Herstellung einer
Infusionslésung

PUTTER GMBH & CO. KG
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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

FerMed 100 mg/5 ml DE/H/1448/001 1754/10100008 MEDICE ARZNEIMITTEL LU

Injektionslésung oder PUTTER GMBH & CO. KG

Konzentrat zur

Herstellung einer

Infusionslésung

Monofer 100 mg/ml SE/H/0734/001 HR-H-258767229 PHARMACOSMOS A/S HR

otopina za

injekciju/infuziju

FERIV 20 mg/ml solucién | not available 66.705 G.E.S. GENERICOS ES

inyectable o concentrado ESPANOLES LABORATORIO,

para solucién para S.A.

perfusion

© @17 ido F @Ay rrico not available 5140421 ACCORD HEALTHCARE PT

Sacarosado Accord 100 LIMITED

mg/ 5 ml Solu@ @A7 @ @2l

o injet® 2. vel

©©37 ido F@ @A rrico not available 5140439 ACCORD HEALTHCARE PT

Sacarosado Accord 100 LIMITED

mg/ 5 ml Solu@ @A7 & @2l

0 injet® @A, vel

© @17 ido F@ @AY rrico not available 5140447 ACCORD HEALTHCARE PT

Sacarosado Accord 100 LIMITED

mg/ 5 ml Solu@ @7 @ @Al

o injet® @i, vel

Ironcrose® 20 mg not available 47921 TARGET PHARMA SINGLE GR

a1dnpou ava ml evéoipo MEMBER PRIVATE LTD

SidAupa n nukvo diahupa

yla Napackeun

31aAlaToC NPoC £yXuaon

Venofer 20 mg/ml not available LT/1/04/0097/001 VIFOR FRANCE LT

injekcinis tirpalas

Venofer 20 mg/ml not available 98-0243 VIFOR FRANCE LV

Skidums injekcijam
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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

Venofer 20 mg jern per not available 99-4553 VIFOR FRANCE NO

ml injeksjonsveeske,

opplgsning eller

konsentrat til

infusjonsvaeske

Oxido Férrico Sacarosado | not available 5600218 HIKMA FARMACEUTICA PT

Hikma 100 mg/5ml (PORTUGAL), S.A.

Solucao injetavel

Oxido Férrico Sacarosado | not available 5630876 HIKMA FARMACEUTICA PT

Hikma 100 mg/5ml (PORTUGAL), S.A.

Solucao injetavel

Diafer 50 mg/ml SE/H/1164/001 135493 PHARMACOSMOS A/S AT

Injektionsldésung

Diafer 50 mg/ml solution | SE/H/1164/001 BE456862 PHARMACOSMOS A/S BE

pour injection

Diafer 50 mg/ml SE/H/1164/001 BE456862 PHARMACOSMOS A/S BE

oplossing voor injectie

Diafer 50 mg/ml SE/H/1164/001 BE456862 PHARMACOSMOS A/S BE

Injektionsldésung

Diafer 50 mg/ml SE/H/1164/001 840214 PHARMACOSMOS A/S EE

sustelahus

Diafer 50 mg/ml SE/H/1164/001 53087 PHARMACOSMOS A/S DK

injektionsveeske,

oplgsning

Diafer 50 mg/ml SE/H/1164/001 31802 PHARMACOSMOS A/S Fl

injektioneste, liuos

Diafer 50 mg/ml SE/H/1164/001 31802 PHARMACOSMOS A/S Fl

injektionsvatska, 16sning

Diafer 50 mg/ml otopina SE/H/1164/001 UP/1-530-09/13-01/64 PHARMACOSMOS A/S HR

za injekciju

Diafer 50 mg/ml oldatos SE/H/1164/001 OGY-T-22649/01 PHARMACOSMOS A/S HU

injekcio
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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
Diafer 50 mg/ml oldatos SE/H/1164/001 OGY-T-22649/02 PHARMACOSMOS A/S HU
injekcio
Diafer 50 mg/ml oldatos SE/H/1164/001 OGY-T-22649/03 PHARMACOSMOS A/S HU
injekcio
Diafer 50 mg/ml oldatos SE/H/1164/001 OGY-T-22649/04 PHARMACOSMOS A/S HU
injekcio
Diafer 50 mg/ml solution | SE/H/1164/001 PA0982/004/001 PHARMACOSMOS A/S IE
for injection
Diafer 50 mg/ml SE/H/1164/001 LT/1/14/3523/001 PHARMACOSMOS A/S LT
injekcinis tirpalas
Diafer 50 mg/ml SE/H/1164/001 LT/1/14/3523/002 PHARMACOSMOS A/S LT
injekcinis tirpalas
Diafer 50 mg/ml SE/H/1164/001 LT/1/14/3523/003 PHARMACOSMOS A/S LT
injekcinis tirpalas
Diafer 50 mg/ml SE/H/1164/001 LT/1/14/3523/004 PHARMACOSMOS A/S LT
injekcinis tirpalas
Diafer 50 mg/ml SE/H/1164/001 RVG 114220 PHARMACOSMOS A/S NL
oplossing voor injectie
Diafer 50 mg/ml SE/H/1164/001 13-9739 PHARMACOSMOS A/S NO
injeksjonsveeske,
opplgsning
Diafer 50 mg/ml solutie SE/H/1164/001 6263/2014/01 PHARMACOSMOS A/S RO
injectabila
Diafer 50 mg/ml Injekcni | SE/H/1164/001 12/255/14-C PHARMACOSMOS A/S Ccz
roztok
Diafer 50 mg/ml SE/H/1164/001 91008.00.00 PHARMACOSMOS A/S DE
Injektionsldsung
Diafer 50 mg/ml, Evéoigyo | SE/H/1164/001 305970101 PHARMACOSMOS A/S GR
dlaAupa
Diafer 50 mg/ml, Evéoigyo | SE/H/1164/001 305970102 PHARMACOSMOS A/S GR

didAupa
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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

Diafer 50 mg/ml, Evéoiyo | SE/H/1164/001 305970103 PHARMACOSMOS A/S GR

dlaAupa

Diafer 50 mg/ml, Evéoigyo | SE/H/1164/001 305970104 PHARMACOSMOS A/S GR

d1dAupa

Diafer 50 mg/ml Skidums | SE/H/1164/001 14-0096 PHARMACOSMOS A/S LV

injekcijam

Diafer 50 mg/ml solutie SE/H/1164/001 6263/2014/02 PHARMACOSMOS A/S RO

injectabila

Diafer 50 mg/ml solutie SE/H/1164/001 6263/2014/03 PHARMACOSMOS A/S RO

injectabild

Diafer 50 mg/ml solutie SE/H/1164/001 6263/2014/04 PHARMACOSMOS A/S RO

injectabila

Diafer 50 mg/ml SE/H/1164/001 47595 PHARMACOSMOS A/S SE

injektionsvatska, 16sning

Diafer 50 mg/ml solution | SE/H/1164/001 18380/0004 PHARMACOSMOS A/S UK

for injection

Diafer, 50 mg Fe3+/ml, SE/H/1164/001 21244 PHARMACOSMOS A/S PL

roztwor do wstrzykiwan

Jarnsackaros Rechon 20 not available 41988 RECHON LIFE SCIENCE AB SE

mg/ml

injektionsvatska/koncentr

at till infusionsvéatska,

I6sning

MONOVER 100 mg/ml, not available 34009 550201 6 5 PHARMACOSMOS A/S FR

solution injectable/pour

perfusion

MONOVER 100 mg/ml, not available 34009 550 201 7 2 PHARMACOSMOS A/S FR

solution injectable/pour

perfusion

MONOVER 100 mg/ml, not available 34009 550 202 1 9 PHARMACOSMOS A/S FR

solution injectable/pour
perfusion
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authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 202 3 3

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 202 6 4

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 202 7 1

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 202 9 5

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 2030 1

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 2 5

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 3 2

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 6 3

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 8 7

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 9 4

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 204 0 O

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 5 6

PHARMACOSMOS A/S

FR
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 7 0

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 204 1 7

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 204 2 4

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 204 3 1

PHARMACOSMOS A/S

FR

Kocmo®ep 50 mg/ml
WHXEKLUNOHEH/NHDY3NOH
€H pa3TBop

not available

20070017

PHARMACOSMOS A/S

BG

Kocmo®ep 50 mg/ml
WHXEKLUWNOHEH/NHDY3NOH
€H pa3TBop

not available

20070017

PHARMACOSMOS A/S

BG

Nefro-Fer 100 mg/5 ml
Injektionsldsung /
Konzentrat zur
Herstellung einer
Infusionslésung

DE/H/1448/001

71717.00.00

MEDICE ARZNEIMITTEL
PUTTER GMBH & CO. KG

DE

FerMed 100 mg/5 mi
Injektionslésung oder
Konzentrat zur
Herstellung einer
Infusionslésung

DE/H/1448/001

1-28603

MEDICE ARZNEIMITTEL
PUTTER GMBH & CO. KG

AT

FerMed 100 mg/5 ml
Injektionslésung oder
Konzentrat zur
Herstellung einer
Infusionslésung

DE/H/1448/001

1754/10100008

MEDICE ARZNEIMITTEL
PUTTER GMBH & CO. KG

LU
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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

HEMAFER® Eveoipo not available 49742/13.07.2012 UNI-PHARMA KLEON TSETIS GR

d1dAupa [332 (100 PHARMACEUTICAL

Fe+++)]mg/2ml AMP. LABORATORIES S.A.

(M

HEMAFER-S Cs. sol. inf. not available 49742/13.07.2012 UNI-PHARMA KLEON TSETIS GR

100 mg/5ml AMP (20 PHARMACEUTICAL

mg/mL) LABORATORIES S.A.

HEMAFER-S® Cs. sol. inf. | not available S00625 UNI-PHARMA KLEON TSETIS CY

100mg/5ml AMP PHARMACEUTICAL

(20mg/mL) LABORATORIES S.A.

Venofer® 20 mg jarn/ml not available 1S/1/01/063/01 VIFOR FRANCE IS

stungulyf, lausn og

innrennslispykkni, lausn.

Venofer Injekcni roztok not available 12/051/04-C VIFOR FRANCE Ccz

Venofer 20 mg/ml not available 454104 VIFOR FRANCE EE

sustelahus/infusioonilahu

se kontsentraat

Eiseninject Fontane 50 not available 93530.00.00 FONTANE PHARMA GMBH DE

mg Eisen/ml Injektions-

und Infusionslésung

Idafer 20 mg/mL solution | not available N20020040 PHARMALOG BG

for injection

Venofer 20 mg Fe / ml not available 6462062.00.00 VIFOR FRANCE DE

Injektionsldsung

MonoFer 100 mg/ml SE/H/0734/001 LT/1/10/1898/017 PHARMACOSMOS A/S LT

injekcinis/infuzinis

tirpalas

MonoFer 100 mg/ml SE/H/0734/001 LT/1/10/1898/018 PHARMACOSMOS A/S LT

injekcinis/infuzinis

tirpalas

MonoFer 100 mg/ml SE/H/0734/001 LT/1/10/1898/019 PHARMACOSMOS A/S LT

injekcinis/infuzinis
tirpalas
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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

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/02

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/03

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/04

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/05

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/06

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/07

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/08

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/09

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/010

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/011

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/012

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/013

PHARMACOSMOS A/S

RO

List of nationally authorised medicinal products

EMA/596347/2018

Page 64/71




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

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/014

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/015

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/016

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/017

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabild/perfuzabila

SE/H/0734/001

8145/2015/018

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/019

PHARMACOSMOS A/S

RO

Monofer 100 mg/ml
d1dAupa yia eveon A
£yxuon

SE/H/0734/001

13374/17-02-2017

PHARMACOSMOS A/S

GR

MonoFer 100 mg/ml
Injektions- oder
Infusionslésung

SE/H/0734/001

1-29203

PHARMACOSMOS A/S

AT

MoHodep 100 mg/ml
MH)XEKLMOHEH/
MHQY3MOHEH pa3TBOp

SE/H/0734/001

20100378

PHARMACOSMOS A/S

BG

Monofer, injektions- og
infusionsveeske,
oplgsning

SE/H/0734/001

43747

PHARMACOSMOS A/S

DK

Monofer 100 mg/ml
injektio-/infuusioneste,
liuos

SE/H/0734/001

25286

PHARMACOSMOS A/S

FI

Monofer 100 mg/ml
injektions-
/infusionsvéatska, 16sning

SE/H/0734/001

25286

PHARMACOSMOS A/S

FI
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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

MonoFer 100 mg/ml
Ldsung zur Injektion und
Infusion

SE/H/0734/001

75060.00.00

PHARMACOSMOS A/S

DE

Monover 100mg/ml
solution for
injection/infusion (vials)

SE/H/0734/001

PA0982/002/002

PHARMACOSMOS A/S

Monover 100mg/ml
solution for
injection/infusion
(ampoules)

SE/H/0734/001

PA0982/002/001

PHARMACOSMOS A/S

Monofer 100 mg/ml
stungulyf/innrennslislyf,
lausn

SE/H/0734/001

1S/1/09/10/01

PHARMACOSMOS A/S

MonoFer 100 mg/ml
oplossing voor
injectie/infusie

SE/H/0734/001

2012030052

PHARMACOSMOS A/S

LU

MonoFer 100 mg/ml
solution pour
injection/perfusion

SE/H/0734/001

2012030052

PHARMACOSMOS A/S

LU

MonoFer 100 mg/ml
Ldsung zur Injektion und
Infusion

SE/H/0734/001

2012030052

PHARMACOSMOS A/S

LU

Monofer 100 mg/ml
oplossing voor
injectie/infusie

SE/H/0734/001

RVG 103070

PHARMACOSMOS A/S

NL

Monofer, 100 mg/ml
sliste-/infusioonilahus

SE/H/0734/001

671910

PHARMACOSMOS A/S

EE

MONOFER 100 mg/mli
Skidums injekcijam vai
infuzijam

SE/H/0734/001

10-0203

PHARMACOSMOS A/S

LV

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/001

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/002

PHARMACOSMOS A/S

LT
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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

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/003

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/004

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/005

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/006

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/007

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/008

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/009

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/010

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/011

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/012

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/013

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/014

PHARMACOSMOS A/S

LT
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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

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/015

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injekcinis ar infuzinis
tirpalas

SE/H/0734/001

LT/1/10/1898/016

PHARMACOSMOS A/S

LT

Monofer 100 mg/ml
injeksjonsveaeske/
infusjonsveeske,
opplgsning

SE/H/0734/001

08-6145

PHARMACOSMOS A/S

NO

Monover 100 mg/ml
roztwor do wstrzykiwan i
infuzji

SE/H/0734/001

16535

PHARMACOSMOS A/S

PL

Monofer 100 mg/ml
solutie
injectabila/perfuzabila

SE/H/0734/001

8145/2015/01

PHARMACOSMOS A/S

RO

Monofar 100 mg/ml
solugédo injectavel ou
para perfuséo

SE/H/0734/001

5268214

PHARMACOSMOS A/S

PT

Monofar 100 mg/ml
solugédo injectavel ou
para perfuséo

SE/H/0734/001

5268206

PHARMACOSMOS A/S

PT

Monofar 100 mg/ml
solugédo injectavel ou
para perfuséo

SE/H/0734/001

5268172

PHARMACOSMOS A/S

PT

Monoferro 100 mg/ml
solucién inyectable y para
perfusion

SE/H/0734/001

72381

PHARMACOSMOS A/S

ES

Monofer 100 mg/ml
injektions-
/infusionsvatska, 16sning

SE/H/0734/001

27791

PHARMACOSMOS A/S

SE

Monofer 100 mg/ml
solution for
injection/infusion

SE/H/0734/001

PL 18380/001

PHARMACOSMOS A/S

UK
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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

MonoFar 100 mg/ml
solucdo injectavel ou
para perfusao

SE/H/0734/001

5488127

PHARMACOSMOS A/S

PT

Monofer 100 mg/ml
otopina za
injekciju/infuziju

SE/H/0734/001

HR-H-258767229

PHARMACOSMOS A/S

HR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 201 6 5

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 201 7 2

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 202 1 9

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 202 3 3

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 202 6 4

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 202 7 1

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 202 9 5

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 0 1

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 2 5

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 3 2

PHARMACOSMOS A/S

FR

List of nationally authorised medicinal products

EMA/596347/2018

Page 69/71




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

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 6 3

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 8 7

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 9 4

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 204 0 0

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 5 6

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 203 7 O

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 204 1 7

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 204 2 4

PHARMACOSMOS A/S

FR

MONOVER 100 mg/ml,
solution injectable/pour
perfusion

not available

34009 550 204 3 1

PHARMACOSMOS A/S

FR

VENIRON® 20mg
o1dnpou ava ml evéaipo
dlaAupa ) Nukvo didAupa
yla Napackeun
J1aAUATOC NPOC £yXuon

not available

41472/17-06-2010

VIOFAR LTD

GR
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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

FERRINEMIA 20 MG
2IAHPOY ANA ML
EN'EZIMO ATAAYMA 'H
MYKN'O ATAAYMA TTA
MNAPAZKEY'H
AIANYMATOZ NPOZ
‘ErXYZH

11823/21-7-2017

PROPIUS P.C.

GR
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