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

authorisation country) Authorisation humber member state product is authorised

Albiomin 200 g/I DE/H/0482/002 2-00360 BIOTEST PHARMA GMBH AT

Infusionslésung

Albiomin 50 g/I DE/H/0482/001 2-00359 BIOTEST PHARMA GMBH AT

Infusionslésung

Albunorm 200 g/I DE/H/0480/002 2-00352 OCTAPHARMA AT

Infusionslésung PHARMAZEUTIKA
PRODUKTIONSGESMBH

Albunorm 250 g/I DE/H/0480/004 2-00378 OCTAPHARMA AT

Infusionslésung PHARMAZEUTIKA
PRODUKTIONSGESMBH

Albunorm 40 g/I DE/H/0480/003 2-00377 OCTAPHARMA AT

Infusionslésung PHARMAZEUTIKA
PRODUKTIONSGESMBH

Albunorm 50 g/I DE/H/0480/001 2-00351 OCTAPHARMA AT

Infusionslésung PHARMAZEUTIKA
PRODUKTIONSGESMBH

Alburex® 20 % DK/H/1508/002 235470 CSL BEHRING GMBH AT

Infusionslésung

Alburex® 5 % DK/H/1508/001 235469 CSL BEHRING GMBH AT

Infusionslésung

Crealb 200 g/I FI/H/0732/002 240455 PROTHYA BIOSOLUTIONS AT

Infusionslésung

NETHERLANDS B.V.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
Flexbumin 200 g/I - AT/H/0683/001 2-00327 TAKEDA MANUFACTURING AT
Infusionslésung AUSTRIA AG

Flexbumin 250 g/I - AT/H/0683/002 2-00328 TAKEDA MANUFACTURING AT
Infusionslésung AUSTRIA AG

Human Albumin not available 2-00276 OCTAPHARMA AT
"Octapharma" 25 %- PHARMAZEUTIKA

Infusionsflasche PRODUKTIONSGESMBH

Human Albumin not available 2-00276 OCTAPHARMA AT
"Octapharma" 25 %- PHARMAZEUTIKA

Infusionsflasche PRODUKTIONSGESMBH

Human Albumin ,CSL DE/H/1943/001 235939 CSL BEHRING GMBH AT
Behring® ® 20 %

Infusionslésung

Human Albumin Takeda DE/H/4922/002 2-00317 TAKEDA MANUFACTURING AT
200 g/I - Infusionslésung AUSTRIA AG

Human Albumin Takeda DE/H/4922/003 2-00318 TAKEDA MANUFACTURING AT
250 g/I - Infusionslésung AUSTRIA AG

Human Albumin Takeda DE/H/4922/001 2-00316 TAKEDA MANUFACTURING AT
50 g/I - Infusionslésung AUSTRIA AG

Human Serum Albumin not available 2-00396 TAKEDA MANUFACTURING AT

Takeda 200 g/I -
Infusionslésung

AUSTRIA AG
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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

Human Serum Albumin not available 2-00395 TAKEDA MANUFACTURING AT

Takeda 250 g/l - AUSTRIA AG

Infusionslésung

Humanalbumin Kedrion IT/H/0129/002/MR 2-00323 KEDRION S.P.A. AT

200 g/I Infusionslésung

Humanalbumin Kedrion IT/H/0129/001 2-00322 KEDRION S.P.A. AT

250 g/I Infusionslésung

Humanalbumin SE/H/0263/002 2-00273 OCTAPHARMA AT

Octapharma 200 g/I PHARMAZEUTIKA

Infusionslésung PRODUKTIONSGESMBH

Humanalbumin SE/H/0263/001 2-00272 OCTAPHARMA AT

Octapharma 50 g/I PHARMAZEUTIKA

Infusionslésung PRODUKTIONSGESMBH

Plasma Protein Losung 50 | not available 2-00275 OCTAPHARMA AT

g/l Infusionslésung PHARMAZEUTIKA
PRODUKTIONSGESMBH

Albunorm 20 %, 200 g/I, DE/H/0480/002 BE343287 OCTAPHARMA BENELUX S.A. BE

solution pour perfusion

Albunorm 20 %, 200 g/I, DE/H/0480/002 BE343296 OCTAPHARMA BENELUX S.A. BE

solution pour perfusion

Albunorm 5 %, 50 g/I, DE/H/0480/001 BE343253 OCTAPHARMA BENELUX S.A. BE

solution pour perfusion
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised

Albunorm 5 %, 50 g/I, DE/H/0480/001 BE343262 OCTAPHARMA BENELUX S.A. BE
solution pour perfusion

Albunorm 5 %, 50 g/I, DE/H/0480/001 BE343271 OCTAPHARMA BENELUX S.A. BE
solution pour perfusion

Alburex 20, 200 g/I, DK/H/1508/002 BE252192 CSL BEHRING GMBH BE
Infusionslésung

Alburex 20, 200 g/I, DK/H/1508/002 BE252201 CSL BEHRING GMBH BE
Infusionslésung

Alburex 20, 200 g/I, DK/H/1508/002 BE252201 CSL BEHRING GMBH BE
oplossing voor infusie

Alburex 20, 200 g/I, DK/H/1508/002 BE252192 CSL BEHRING GMBH BE
oplossing voor infusie

Alburex 20, 200 g/I, DK/H/1508/002 BE252201 CSL BEHRING GMBH BE
solution pour perfusion

Alburex 20, 200 g/I, DK/H/1508/002 BE252192 CSL BEHRING GMBH BE
solution pour perfusion

Alburex 5, 50 g/I, DK/H/1508/001 BE252183 CSL BEHRING GMBH BE
Infusionslésung
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised

Alburex 5, 50 g/I, DK/H/1508/001 BE252174 CSL BEHRING GMBH BE
Infusionslésung

Alburex 5, 50 g/I, DK/H/1508/001 BE252165 CSL BEHRING GMBH BE
Infusionslésung

Alburex 5, 50 g/I, DK/H/1508/001 BE252165 CSL BEHRING GMBH BE
oplossing voor infusie

Alburex 5, 50 g/I, DK/H/1508/001 BE252174 CSL BEHRING GMBH BE
oplossing voor infusie

Alburex 5, 50 g/I, DK/H/1508/001 BE252183 CSL BEHRING GMBH BE
oplossing voor infusie

Alburex 5, 50 g/I, solution | DK/H/1508/001 BE252165 CSL BEHRING GMBH BE
pour perfusion

Alburex 5, 50 g/I, solution | DK/H/1508/001 BE252174 CSL BEHRING GMBH BE
pour perfusion

Alburex 5, 50 g/I, solution | DK/H/1508/001 BE252183 CSL BEHRING GMBH BE
pour perfusion

HUMAN ALBUMIN DE/H/4922/001 BE 288976 BAXALTA INNOVATIONS BE
BAXALTA, 50 G/L, GMBH
oplossing voor infusie
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
HUMAN ALBUMIN DE/H/4922/001 BE 288967 BAXALTA INNOVATIONS BE
BAXALTA, 50 G/L , GMBH

oplossing voor infusie.

HUMAN ALBUMIN DE/H/4922/001 BE288967 BAXALTA INNOVATIONS BE
BAXALTA, 50 g/l , solution GMBH

pour perfusion

HUMAN ALBUMIN DE/H/4922/001 BE288976 BAXALTA INNOVATIONS BE
BAXALTA, 50 g/l , solution GMBH

pour perfusion

HUMAN ALBUMIN DE/H/4922/001 BE288967 BAXALTA INNOVATIONS BE
BAXALTA, 50 g/l GMBH

Infusionslésung

HUMAN ALBUMIN DE/H/4922/001 BE288976 BAXALTA INNOVATIONS BE
BAXALTA, 50 g/I GMBH

Infusionslésung

Human Albumin CSL DE/H/1943/001 BE577235 CSL BEHRING GMBH BE
Behring 200 g/I

Infusionslésung

Human Albumin CSL DE/H/1943/001 BE577244 CSL BEHRING GMBH BE
Behring 200 g/I

Infusionslésung

Human Albumin CSL DE/H/1943/001 BE577235 CSL BEHRING GMBH BE
Behring 200 g/I oplossing

voor infusie

Human Albumin CSL DE/H/1943/001 BE577244 CSL BEHRING GMBH BE

Behring 200 g/| oplossing
voor infusie
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
Human Albumin CSL DE/H/1943/001 BE577235 CSL BEHRING GMBH BE
Behring 200 g/I solution

pour perfusion

Human Albumin CSL DE/H/1943/001 BE577244 CSL BEHRING GMBH BE
Behring 200 g/| solution

pour perfusion

An6yHopm 20%, 200 g/I, DE/H/0480/002 20090063 OCTAPHARMA (IP) SPRL BG
WHQY3MOHEH pa3TBop

AnbyHopm 5%, 50 g/l, DE/H/0480/001 20090062 OCTAPHARMA (IP) SPRL BG
WHODY3MOHEH pa3TBOp

AnbuvomnH 20% (200 g/1), | DE/H/0482/002 20090135 BIOTEST PHARMA GMBH BG
WHODY3MOHEH pa3TBOp

Anbypekc 20, 200 g/l, DK/H/1508/002 20100109 CSL BEHRING GMBH BG
WHAY3MOHEH pa3TBoOp

Anbypekc 5, 50 g/I, DK/H/1508/001 20100108 CSL BEHRING GMBH BG
WHOY3NOHEH pa3TBOp

AnbyTteunH 200 g/l, ES/H/0802/002 20220143 INSTITUTO GRIFOLS, S.A. BG
WHMY3MOHEH pa3TBOp

AnbyTteuH 50 g/I, ES/H/0802/001 20220142 INSTITUTO GRIFOLS, S.A. BG

WHMY3NOHEH pa3TBOp
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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

YMAH AJIBYMUH 200 g/I not available 20040013 KEDRION S.P.A. BG
WHQY3MOHEH pa3TBOp

XymaH AnbymuH 200 g/l DE/H/4922/002 9800126 BAXALTA INNOVATIONS BG
bakcanTta MHdy3noHeH GMBH

pasTBop

XymaH AnbymuH 50 g/l DE/H/4922/001 20010842 BAXALTA INNOVATIONS BG
BakcanTta MHdY3nOHEH GMBH

pasTBoOp

XyMmaH AnbymnH CSL DE/H/1943/001 20140303 CSL BEHRING GMBH BG
Behring, 200 g/L,

WHQY3MOHEH pa3TBop

Yoeewkun AnbymunH Grifols | not available 9900294 INSTITUTO GRIFOLS, S.A. BG
20% WHOY3MOHEH pa3TBop

Albiomin 20% (200 g/I), DE/H/0482/002 022345 BIOTEST PHARMA GMBH CcY
SidAupa yia éyyxuaon

Albuman 200 g/I didAupa FI/H/0732/002 023242 PROTHYA BIOSOLUTIONS CY
yla gyxuon NETHERLANDS B.V.

Albumeon, 200g/I, DE/H/1943/001 022388 CSL BEHRING GMBH CcY
SidAupa yia éyxuan.

Albunorm 20%, 200 g/I, DE/H/0480/002 20671 OCTAPHARMA (IP) SPRL CcY

SidAupa yia é€yyxuaon
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
Albunorm 25%, 250 g/I, DE/H/0480/004 20920 OCTAPHARMA (IP) SPRL cY
SidAupa yia éyyxuaon

Albunorm 4%, 40 g/I, DE/H/0480/003 20919 OCTAPHARMA (IP) SPRL CcY
SidAupa yia é€yyxuaon

Albunorm 5%, 50 g/I, DE/H/0480/001 20670 OCTAPHARMA (IP) SPRL CcY
SidAupa yia é€yyxuaon

Alburex 20, 200 g/I DK/H/1508/002 20630 CSL BEHRING GMBH cY
AlaAupa yia €yxuon

Flexbumin 200 g/I, AT/H/0683/001 20477 BAXALTA INNOVATIONS CY
AlaAupa yia evdoPAEpIa GMBH

gyxuon

Flexbumin 250 g/I, AT/H/0683/002 20478 BAXALTA INNOVATIONS CY
AlaAupa yia evdoPAEpia GMBH

gyxuon

Human Albumin 200 g/I DE/H/4922/002 20200 BAXALTA INNOVATIONS CY
Baxalta AiGAupa yia GMBH

€yxuon

Human Albumin 250 g/I DE/H/4922/003 20201 BAXALTA INNOVATIONS CY
Baxalta AiGAupa yia GMBH

£yxuon

Human Albumin 50 g/I DE/H/4922/001 20199 BAXALTA INNOVATIONS cY

Baxalta AiGAupa yia
gyxuon

GMBH
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
Albunorm 200 g/I infuzni DE/H/0480/002 75/305/09-C OCTAPHARMA (IP) SPRL cz
roztok

Albunorm 50 g/I infuzni DE/H/0480/001 75/304/09-C OCTAPHARMA (IP) SPRL Ccz
roztok

Alburex 200 g/I infuzni DK/H/1508/002 59/245/10-C CSL BEHRING GMBH Ccz
roztok

Albutein 200 g/I infuzni ES/H/0802/002 75/361/91-B/C INSTITUTO GRIFOLS, S.A. cz
roztok

Albutein 50 g/I infuzni ES/H/0802/001 75/361/91-A/C INSTITUTO GRIFOLS, S.A. Ccz
roztok

Flexbumin 200 g/l infuzni AT/H/0683/001 75/392/07-C BAXALTA INNOVATIONS Cz
roztok GMBH

HUMAN ALBUMIN DE/H/4922/002 75/417/06-C BAXALTA INNOVATIONS (o4
BAXALTA 200 g/I Infuzni GMBH

roztok

Human Albumin CSL DE/H/1943/001 75/305/14-C CSL BEHRING GMBH cz
Behring 200 g/l infuzni

roztok

Albiomin 20% (200 g/I), DE/H/0482/002 PEI.H.03574.01.1 BIOTEST PHARMA GMBH DE

Infusionslésung
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
Albiomin 5% (50 g/I), DE/H/0482/001 PEI.H.03575.01.1 BIOTEST PHARMA GMBH DE
Infusionslésung

Albumeon®, 200 g/I, DE/H/1943/001 PEI.H.11655.01.1 CSL BEHRING GMBH DE
Infusionslésung

Albunorm 20% 200 g/I DE/H/0480/002 PEI.H.04333.02.1 OCTAPHARMA GMBH DE
Lésung zur intravendsen

Infusion Humanalbumin

Albunorm 25% 250 g/I not available PEI.H.04333.06.1 OCTAPHARMA GMBH DE
Lésung zur intravendsen

Infusion Humanalbumin

Albunorm 4% 40 g/I not available PEI.H.04333.05.1 OCTAPHARMA GMBH DE
Lésung zur intravendsen

Infusion Humanalbumin

Albunorm 5% 50 g/I DE/H/0480/001 PEI.H.04333.01.1 OCTAPHARMA GMBH DE
Lésung zur intravendsen

Infusion Humanalbumin

Alburex® 20, 200 g/I, DK/H/1508/001-003 PEI.H.11429.02.1 CSL BEHRING GMBH DE
Infusionslésung

Alburex® 5, 50 g/I, DK/H/1508/001-003 PEI.H.11429.01.1 CSL BEHRING GMBH DE
Infusionslésung

Albutein 200 g/I, ES/H/0802/002 PEI.H.12090.02.1 GRIFOLS DEUTSCHLAND DE

Infusionslésung.

GMBH
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
Albutein 50 g/I, ES/H/0802/001 PEI.H.12090.01.1 GRIFOLS DEUTSCHLAND DE
Infusionslésung. GMBH

Crealb 200 g/I FI/H/0732/002 PEI.H.12044.02.1 PROTHYA BIOSOLUTIONS DE
Infusionslésung NETHERLANDS B.V.

HUMAN ALBUMIN 200 g/I DE/H/4922/002 PEI.H. 03272.01.1 TAKEDA GMBH DE
Baxalta

INFUSIONSLOSUNG

HUMAN ALBUMIN 250 g/I DE/H/4922/003 PEI.H.03273.03.1 TAKEDA GMBH DE
Baxalta Infusionslosung

HUMAN ALBUMIN 250 g/I DE/H/4922/003 PEI.H.03273.03.1 TAKEDA GMBH DE
Baxalta Infusionslosung

HUMAN ALBUMIN 50 g/I DE/H/4922/001 PEI.H.03271.01.1 TAKEDA GMBH DE
Baxalta

INFUSIONSLOSUNG

Humanalbin® not available 10531A/96 CSL BEHRING GMBH DE
Infusionslésung 50 g/l

Human-Albumin 20 % not available 10530A/96 CSL BEHRING GMBH DE
Behring, salzarm

Infusionslésung

Humanalbumin 200 g/I not available PEI.H.02994.01.1 KEDRION S.P.A. DE

Kedrion Infusionslésung
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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

Plasbumin 20 not available 4962.01.00 GRIFOLS DEUTSCHLAND DE

Wirkstoff: Albumin vom GMBH

Menschen

Plasbumin® 25 not available 10537A/96 GRIFOLS DEUTSCHLAND DE
GMBH

Albumin "Behring", DE/H/1943/001 53847 CSL BEHRING GMBH DK

infusionsvaeske, oplgsning

Albumin "Grifols", ES/H/0802/002 65644 INSTITUTO GRIFOLS, S.A. DK

infusionsvaeske, oplgsning

200 g/l

Albumin "Grifols", ES/H/0802/001 65643 INSTITUTO GRIFOLS, S.A. DK

infusionsvaske, oplgsning

50 g/l

Albumin “"Baxalta”, DE/H/4922/001 39270 BAXALTA INNOVATIONS DK

infusionsvaeske, oplgsning GMBH

Albumin "Baxalta”, DE/H/4922/002 39271 BAXALTA INNOVATIONS DK

infusionsvaeske, oplgsning GMBH

Albunorm, DE/H/0480/002 43448 OCTAPHARMA AB DK

infusionsvaeske, oplgsning

200 g/l

Albunorm, DE/H/0480/001 43447 OCTAPHARMA AB DK

infusionsvaeske, oplgsning
50 g/I
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
Flexbumin, AT/H/0683/001 40699 BAXALTA INNOVATIONS DK
infusionsvaeske, oplgsning GMBH

Human Albumin "CSL DK/H/1508/002 35991 CSL BEHRING GMBH DK
Behring”, infusionsvaeske,

oplgsning 20 %

Human Albumin "CSL DK/H/1508/003 42038 CSL BEHRING GMBH DK
Behring”, infusionsvaeske,

oplgsning 25 %

Human Albumin “CSL DK/H/1508/001 35990 CSL BEHRING GMBH DK
Behring”, infusionsvaeske,

oplgsning 5 %

ALBUMIN BAXALTA 200 DE/H/4922/002 524106 BAXALTA INNOVATIONS EE
g/l, infusioonilahus GMBH

ALBUMIN BAXALTA 50 g/I, | DE/H/4922/001 524006 BAXALTA INNOVATIONS EE
infusioonilahus GMBH

Albunorm 200 g/I, DE/H/0480/002 625609 OCTAPHARMA (IP) SPRL EE
infusioonilahus

Albunorm 250 g/I, DE/H/0480/004 700210 OCTAPHARMA (IP) SPRL EE
infusioonilahus

Albunorm 40 g/I, DE/H/0480/003 700310 OCTAPHARMA (IP) SPRL EE

infusioonilahus
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
Albunorm 50 g/I, DE/H/0480/001 625709 OCTAPHARMA (IP) SPRL EE
infusioonilahus

FLEXBUMIN 200 g/I, AT/H/0683/001 552407 BAXALTA INNOVATIONS EE
infusioonilahus GMBH

Human albumin CSL DE/H/1943/001 1009220 CSL BEHRING GMBH EE
Behring 200 g/I

infusioonilahus

Albiomin 20% (200 g/I), DE/H/0482/002 71446 BIOTEST PHARMA GMBH ES
solucién para perfusion

Albumina Humana CSL DE/H/1943/001 79.048 CSL BEHRING GMBH ES
Behring 200 g/I solucién

para perfusién

Albunorm 20%, 200 g/I, DE/H/0480/002 70739 OCTAPHARMA S.A. ES
solucién para perfusién

Albunorm 5%, 50 g/I, DE/H/0480/001 70738 OCTAPHARMA S.A. ES
solucién para perfusién

Albuplan 200 g/I solucion not available 84249 INSTITUTO GRIFOLS, S.A. ES
para perfusion.

Albuplan 50 g/I, soluciéon not available 84250 INSTITUTO GRIFOLS, S.A. ES

para perfusion.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
Alburex 200 g/I, solucion DK/H/1508/002 71694 CSL BEHRING GMBH ES

para perfusioén.

Alburex 50 g/I, solucién DK/H/1508/001 71692 CSL BEHRING GMBH ES

para perfusion.

Albutein 200 g/I solucién ES/H/0802/001-002 46162 INSTITUTO GRIFOLS, S.A. ES

para perfusion.

Albutein 50 g/I solucién ES/H/0802/001 46964 INSTITUTO GRIFOLS, S.A. ES

para perfusion.

Flexbumin 200 g/I AT/H/0683/001 69.708 BAXALTA INNOVATIONS ES

solucién para perfusion GMBH

Plasbumin 20 % solucién not available 61.500 GRIFOLS DEUTSCHLAND ES

para perfusion GMBH

Plasbumin 20 % solucién not available 61.499 GRIFOLS DEUTSCHLAND ES

para perfusion GMBH

Albuman 200 g/I FI/H/0732/002 8910 PROTHYA BIOSOLUTIONS FI

infusionsvatska, 16sning NETHERLANDS B.V.

Albuman 200 g/I FI/H/0732/002 8910 PROTHYA BIOSOLUTIONS FI

infuusioneste, liuos

NETHERLANDS B.V.
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
Albuman 40 g/I FI/H/0732/001 8909 PROTHYA BIOSOLUTIONS FI

infusionsvatska, 16sning NETHERLANDS B.V.

Albumin Baxalta 200 g/I DE/H/4922/002 22140 BAXALTA INNOVATIONS FI

infuusioneste, liuos. GMBH

Albumin Baxalta 200 g/I DE/H/4922/002 22140 BAXALTA INNOVATIONS FI

infuusioneste, liuos. GMBH

Albumin Baxalta 50 g/I DE/H/4922/001 22139 BAXALTA INNOVATIONS FI

infuusioneste, liuos. GMBH

Albumin Baxalta 50 g/I DE/H/4922/001 22139 BAXALTA INNOVATIONS FI

infuusioneste, liuos. GMBH

Albumin Behring 200 g/I, DE/H/1943/001 32122 CSL BEHRING GMBH FI

infuusioneste, liuos

Albunorm 200 g/I, DE/H/0480/002 25099 OCTAPHARMA AB FI

infuusioneste, liuos

Albunorm 250 g/I DE/H/0480/004 28106 OCTAPHARMA AB FI

infuusioneste, liuos

Albunorm 40 g/I DE/H/0480/003 28105 OCTAPHARMA AB FI

infuusioneste, liuos
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised

Albunorm 50 g/I, DE/H/0480/001 25098 OCTAPHARMA AB FI
infuusioneste, liuos

Alburex 200 g/I, DK/H/1508/002 27900 CSL BEHRING GMBH FI
infuusioneste, liuos

Alburex 50 g/I DK/H/1508/001 27899 CSL BEHRING GMBH FI
infusionsvatska, l6sning

Alburex 50 g/I, DK/H/1508/001 27899 CSL BEHRING GMBH FI
infuusioneste, liuos

Alburex, 200 g/I, DK/H/1508/002 27900 CSL BEHRING GMBH FI
infusionsvatska Iésning

Albutein 200 g/I ES/H/0802/002 38754 INSTITUTO GRIFOLS, S.A. FI
infuusioneste, liuos.

Albutein 200 g/I, ES/H/0802/002 38754 INSTITUTO GRIFOLS, S.A. FI
infusionsvétska, 16sning

Albutein 50 g/I ES/H/0802/001 38753 INSTITUTO GRIFOLS, S.A. FI
infuusioneste, liuos.

Albutein 50 g/I, ES/H/0802/001 38753 INSTITUTO GRIFOLS, S.A. FI
infusionsvatska, 16sning
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised

ALBUMINE HUMAINE DE/H/0482/002 34009 55095156 BIOTEST PHARMA GMBH FR
BIOTEST 200 g/L, solution
pour perfusion

ALBUMINE HUMAINE DE/H/0482/002 34009 55095149 BIOTEST PHARMA GMBH FR
BIOTEST 200 g/L, solution
pour perfusion

ALBUMINE HUMAINE DE/H/0482/001 34009 55095132 BIOTEST PHARMA GMBH FR
BIOTEST 50 g/L, solution
pour perfusion

ALBUMINE HUMAINE CSL DE/H/1943/001 34009 55074731 CSL BEHRING GMBH FR
BEHRING 200 g/L,
solution pour perfusion

ALBUMINE HUMAINE CSL DE/H/1943/001 34009 550 747 4 8 CSL BEHRING GMBH FR
BEHRING 200 g/L,
solution pour perfusion

ALBUNORM 20%, 200 g/I, | DE/H/0480/002 34009 5750881 4 OCTAPHARMA FRANCE FR
solution pour perfusion

ALBUNORM 20%, 200 g/I, | DE/H/0480/002 34009 575 086 9 2 OCTAPHARMA FRANCE FR
solution pour perfusion

ALBUNORM 20%, 200 g/I, | DE/H/0480/002 34009 575 087 5 3 OCTAPHARMA FRANCE FR
solution pour perfusion

ALBUNORM 20%, 200 g/I, | DE/H/0480/002 34009 5750852 4 OCTAPHARMA FRANCE FR
solution pour perfusion
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
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ALBUNORM 4%, 40 g/I, DE/H/0480/003 34009 578 564 9 6 OCTAPHARMA FRANCE FR

solution pour perfusion

ALBUNORM 4%, 40 g/I, DE/H/0480/003 34009 578 5655 7 OCTAPHARMA FRANCE FR

solution pour perfusion

ALBUNORM 4%, 40 g/I, DE/H/0480/003 34009 578 566 1 8 OCTAPHARMA FRANCE FR

solution pour perfusion

ALBUNORM 4%, 40 g/I, DE/H/0480/003 34009 578 563 2 8 OCTAPHARMA FRANCE FR

solution pour perfusion

ALBUNORM 5%, 50 g/I, DE/H/0480/001 34009 575079 2 3 OCTAPHARMA FRANCE FR

solution pour perfusion

ALBUNORM 5%, 50 g/I, DE/H/0480/001 34009 5750817 3 OCTAPHARMA FRANCE FR

solution pour perfusion

ALBUNORM 5%, 50 g/I, DE/H/0480/001 34009 575082 3 4 OCTAPHARMA FRANCE FR

solution pour perfusion

ALBUNORM 5%, 50 g/I, DE/H/0480/001 34009 57508005 OCTAPHARMA FRANCE FR

solution pour perfusion

ALBUNORM 5%, 50 g/I, DE/H/0480/001 34009 575 084 6 3 OCTAPHARMA FRANCE FR

solution pour perfusion
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
ALBUREX 200 g/I, solution | DK/H/1508/002 34009 576 7858 6 CSL BEHRING GMBH FR

pour perfusion

ALBUREX 200 g/I, solution | DK/H/1508/002 34009 576 786 4 7 CSL BEHRING GMBH FR

pour perfusion

ALBUREX 50 g/I, solution DK/H/1508/001 34009 576 7829 6 CSL BEHRING GMBH FR

pour perfusion

ALBUREX 50 g/I, solution DK/H/1508/001 34009 576 78357 CSL BEHRING GMBH FR

pour perfusion

ALBUREX 50 g/I, solution DK/H/1508/001 34009 576 784 1 8 CSL BEHRING GMBH FR

pour perfusion

ALBUTEIN 200 g/L, ES/H/0802/002 34009 550994 2 0 INSTITUTO GRIFOLS, S.A. FR

solution pour perfusion

ALBUTEIN 200 g/L, ES/H/0802/002 34009 550994 3 7 INSTITUTO GRIFOLS, S.A. FR

solution pour perfusion

ALBUTEIN 200 g/L, ES/H/0802/002 34009 55083313 INSTITUTO GRIFOLS, S.A. FR

solution pour perfusion

ALBUTEIN 200 g/L, ES/H/0802/002 34009 55083320 INSTITUTO GRIFOLS, S.A. FR

solution pour perfusion
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authorisation country) Authorisation humber member state product is authorised
ALBUTEIN 200 g/L, ES/H/0802/002 34009 55083337 INSTITUTO GRIFOLS, S.A. FR
solution pour perfusion

ALBUTEIN 50 g/L, solution | ES/H/0802/001 34009 550994 4 4 INSTITUTO GRIFOLS, S.A. FR
pour perfusion

ALBUTEIN 50 g/L, solution | ES/H/0802/001 34009 550994 51 INSTITUTO GRIFOLS, S.A. FR
pour perfusion

ALBUTEIN 50 g/L, solution | ES/H/0802/001 34009 550994 6 8 INSTITUTO GRIFOLS, S.A. FR
pour perfusion

ALBUTEIN 50 g/L, solution | ES/H/0802/001 34009 55083276 INSTITUTO GRIFOLS, S.A. FR
pour perfusion

ALBUTEIN 50 g/L, solution | ES/H/0802/001 34009 55083283 INSTITUTO GRIFOLS, S.A. FR
pour perfusion

ALBUTEIN 50 g/L, solution | ES/H/0802/001 34009 55083306 INSTITUTO GRIFOLS, S.A. FR
pour perfusion

VIALEBEX 200 g/L not available 34009 564 508 4 8 LFB BIOMEDICAMENTS FR
Nouveau-nés et

nourrissons, solution pour

perfusion

VIALEBEX 200 g/L, FR/H/223/01 34009 564 507 8 7 LFB BIOMEDICAMENTS FR

solution pour perfusion
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authorisation country) Authorisation humber member state product is authorised
VIALEBEX 200 g/L, FR/H/223/01 34009 564 469 9 5 LFB BIOMEDICAMENTS FR

solution pour perfusion

VIALEBEX 40 g/L, solution | not available 34009 564 465 3 7 LFB BIOMEDICAMENTS FR
pour perfusion

VIALEBEX 40 g/L, solution | not available 34009 564 468 2 7 LFB BIOMEDICAMENTS FR
pour perfusion

VIALEBEX 40 g/L, solution | not available 34009 564 467 6 6 LFB BIOMEDICAMENTS FR
pour perfusion

VIALEBEX 50 g/L, solution | not available 34009 570 107 82 LFB BIOMEDICAMENTS FR
pour perfusion

YDRALBUM 200 g/I, not available 34009 57562281 LFB BIOMEDICAMENTS FR
solution pour perfusion

YDRALBUM 200 g/I, not available 3400957562113 LFB BIOMEDICAMENTS FR
solution pour perfusion

Albiomin 20% (200 g/I), DE/H/0482/002 37408/31-08-2021 BIOTEST PHARMA GMBH GR
SidAupa yia €yxuaon

Albumeon, 200g/I, DE/H/1943/001 72798/17/11-12-2018 CSL BEHRING EPE GR

SidAupa yia £€yxuaon
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authorisation country) Authorisation humber member state product is authorised
ALBUMINE LFB 200 g/L, FR/H/0223/001 65278/14-07-2021 VIANEX S.A. GR

SidAupa yia gyxuan.

Alburex 20, 200 g/I DK/H/1508/001-003 26474/31-07-2015 CSL BEHRING GMBH GR
AlaAupa yia gyxuon

Albutein 200 g/I, diGAupa ES/H/0802/001-002 112093/25-11-2021 DEMO ABEE GR
yla €yxuon.

Albutein 50 g/I, diaAupa ES/H/0802/001-002 112092/25-11-2021 DEMO ABEE GR
yla €yxuan.

Flexbumin 200 g/I, AT/H/0683/001 133943/05-12-2023 BAXALTA INNOVATIONS GR
SidAupa yia é€yyxuaon GMBH

Flexbumin 250 g/I, AT/H/0683/002 133944/05-12-2023 BAXALTA INNOVATIONS GR
SidAupa yia £€yxuon GMBH

Human Albumin 200 g/I DE/H/4922/002 59527/05-06-2020 BAXALTA INNOVATIONS GR
Baxalta AiGAupa yia GMBH

gyxuon

Human Albumin 250 g/I DE/H/4922/003 59527/05-06-2020 BAXALTA INNOVATIONS GR
Baxalta AiGAupa yia GMBH

£yxuon

Human Albumin 50 g/I DE/H/4922/001 59527/05-06-2020 BAXALTA INNOVATIONS GR

Baxalta AiGAupa yia
gyxuon

GMBH
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HUMAN ALBUMIN IT/H/0129/002/MR 28069/03-05-2011 KEDRION S.P.A. GR
KEDRION 200g/I, AiaAupa

yia evOo@AERIa €yxuon

HUMAN ALBUMIN IT/H/0129/001/MR 28060/03-05-2011 KEDRION S.P.A. GR
KEDRION 250g/l, AiaAupa

yia evOo@AERIa €yxuon

Plasbumin® 25 not available 60803/17-9-2015 DEMO ABEE GR
Albumeon 200 g/l otopina | DE/H/1943/001 HR-H-410951369 CSL BEHRING GMBH HR
za infuziju

Albutein 200 g/| otopina ES/H/0802/002 HR-H-093794514 INSTITUTO GRIFOLS, S.A. HR
za infuziju

Albutein 50 g/l otopina za ES/H/0802/001 HR-H-495090704 INSTITUTO GRIFOLS, S.A. HR
infuziju

Flexbumin 200 g/l otopina | not available HR-H-166205993 BAXALTA INNOVATIONS HR
za infuziju GMBH

HUMAN ALBUMIN not available HR-H-616358756 KEDRION S.P.A. HR
KEDRION 200 g/l otopina

za infuziju

Albunorm 200 g/I oldatos DE/H/0480/002 OGYI-T-21416/02 OCTAPHARMA (IP) SPRL HU

infazid
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authorisation country) Authorisation humber member state product is authorised
Albunorm 200 g/I oldatos DE/H/0480/002 OGYI-T-21416/09 OCTAPHARMA (IP) SPRL HU

infazidé

Albunorm 200 g/l oldatos DE/H/0480/002 OGYI-T-21416/10 OCTAPHARMA (IP) SPRL HU

infazidé

Albunorm 200 g/l oldatos DE/H/0480/002 OGYI-T-21416/11 OCTAPHARMA (IP) SPRL HU

infazidé

Albunorm 250 g/l oldatos DE/H/0480/004 OGYI-T-21416/03 OCTAPHARMA (IP) SPRL HU

infazidé

Albunorm 250 g/l oldatos DE/H/0480/004 OGYI-T-21416/04 OCTAPHARMA (IP) SPRL HU

infazidé

Albunorm 50 g/l oldatos DE/H/0480/001 OGYI-T-21416/01 OCTAPHARMA (IP) SPRL HU

infazidé

Albunorm 50 g/I oldatos DE/H/0480/001 OGYI-T-21416/05 OCTAPHARMA (IP) SPRL HU

infazidé

Albunorm 50 g/I oldatos DE/H/0480/001 OGYI-T-21416/06 OCTAPHARMA (IP) SPRL HU

infazid

Albunorm 50 g/l oldatos DE/H/0480/001 OGYI-T-21416/07 OCTAPHARMA (IP) SPRL HU

inflziod
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Albunorm 50 g/I oldatos DE/H/0480/001 OGYI-T-21416/08 OCTAPHARMA (IP) SPRL HU

infazidé

Alburex 200 g/| oldatos DK/H/1508/002 OGYI-T-21272/05 CSL BEHRING GMBH HU

infazidé

Alburex 200 g/| oldatos DK/H/1508/002 OGYI-T-21272/04 CSL BEHRING GMBH HU

infazidé

Alburex 50 g/l oldatos DK/H/1508/001 OGYI-T-21272/01 CSL BEHRING GMBH HU

infazidé

Alburex 50 g/l oldatos DK/H/1508/001 OGYI-T-21272/03 CSL BEHRING GMBH HU

infazidé

Alburex 50 g/l oldatos DK/H/1508/001 OGYI-T-21272/02 CSL BEHRING GMBH HU

infazidé

Crealb 200 g/l oldatos FI/H/0732/002 OGYI-T-24356/01 PROTHYA BIOSOLUTIONS HU

infazidé NETHERLANDS B.V.

Flexbumin 200 g/I oldatos | AT/H/0683/001 OGYI-T-20391/03 BAXALTA INNOVATIONS HU

infazid GMBH

Flexbumin 200 g/I oldatos | AT/H/0683/001 OGYI-T-20391/02 BAXALTA INNOVATIONS HU

inflziod

GMBH
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Flexbumin 200 g/l oldatos | AT/H/0683/001 OGYI-T-20391/01 BAXALTA INNOVATIONS HU
infazidé GMBH

Flexbumin 200 g/I oldatos | AT/H/0683/001 OGYI-T-20391/04 BAXALTA INNOVATIONS HU
infazidé GMBH

Flexbumin 200 g/I oldatos | AT/H/0683/001 OGYI-T-20391/05 BAXALTA INNOVATIONS HU
infazidé GMBH

Flexbumin 200 g/I oldatos | AT/H/0683/001 OGYI-T-20391/06 BAXALTA INNOVATIONS HU
infazidé GMBH

Human Albumin Baxalta DE/H/4922/002 OGYI-T-24245/01 BAXALTA INNOVATIONS HU
200 g/l oldatos infuzid GMBH

Human Albumin Baxalta DE/H/4922/002 OGYI-T-24245/02 BAXALTA INNOVATIONS HU
200 g/l oldatos infuzid GMBH

Human Albumin Biotest DE/H/0482/002 OGYI-T-8850/02 BIOTEST PHARMA GMBH HU
20%-o0s elektrolitszegény

oldatos infuzidé

Human Albumin Biotest DE/H/0482/002 OGYI-T-8850/01 BIOTEST PHARMA GMBH HU
20%-o0s elektrolitszegény

oldatos infuzi6

Human Albumin Biotest DE/H/0482/001 OGYI-T-8847/01 BIOTEST PHARMA GMBH HU

5%-0s izotonias oldatos
infazid
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
Human Albumin CSL DE/H/1943/001 OGYI-T-22694/02 CSL BEHRING GMBH HU
Behring 200 g/I oldatos
infuziod
Human Albumin CSL DE/H/1943/001 OGYI-T-22694/01 CSL BEHRING GMBH HU
Behring 200 g/l oldatos
inflziod
Human Albumin KEDRION | not available OGYI-T-23560/01 HUMAN BIOPLAZMA HU
200 g/l oldatos infuzid MANUFACTURING AND

TRADING LLC
Human Albumin KEDRION | not available OGYI-T-23560/02 HUMAN BIOPLAZMA HU
200 g/l oldatos infuzid MANUFACTURING AND

TRADING LLC
Albunorm 20%, 200g/I, DE/H/0480/002 PA2219/007/002 OCTAPHARMA (IP) SPRL IE
solution for infusion
Albunorm 5%, 50g/I, DE/H/0480/001 PA2219/007/001 OCTAPHARMA (IP) SPRL IE
solution for infusion
Alburex 20, 200 g/I, DK/H/1508/002 PA 800/8/2 CSL BEHRING GMBH IE
solution for infusion
Alburex5, 50 g/I, solution DK/H/1508/001 PA0800/008/001 CSL BEHRING GMBH IE
for infusion
Albutein, 200 ES/H/0802/002 PA0849/006/002 INSTITUTO GRIFOLS, S.A. IE

gram(s)/litre, solution for
infusion
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
Albutein, 50 gram(s)/litre, | ES/H/0802/001 PA0849/006/001 INSTITUTO GRIFOLS, S.A. IE
solution for infusion

Flexbumin 200 g/I solution | AT/H/0683/001 PA 2004/002/001 BAXALTA INNOVATIONS IE
for infusion GMBH

Human Albumin Baxalta DE/H/4922/002 PA 2004/4/2 BAXALTA INNOVATIONS IE
200 g/I GMBH

Solution for Infusion

Human Albumin Baxalta DE/H/4922/002 PA 2004/4/2 BAXALTA INNOVATIONS IE
200 g/I Solution for GMBH

Infusion

Human Albumin Baxalta DE/H/4922/001 PA 2004/4/1 BAXALTA INNOVATIONS IE
50 g/I GMBH

Solution for Infusion

Human Albumin Baxalta DE/H/4922/001 PA 2004/4/1 BAXALTA INNOVATIONS IE
50 g/l Solution for GMBH

Infusion

Human Albumin CSL DE/H/1943/001 PA0800/012/001 CSL BEHRING GMBH IE
Behring, 200 g/I, solution

for infusion

Albuman 200 g/I, FI/H/0732/002 IS/1/13/009/02 PROTHYA BIOSOLUTIONS IS
innrennslislyf, lausn NETHERLANDS B.V.

Albumin Baxalta 200 g/I, DE/H/4922/002 IS/1/06/026/02 BAXALTA INNOVATIONS IS

innrennslislyf,lausn

GMBH
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
Albumin Baxalta 50 g/I, DE/H/4922/001 1S/1/06/026/01 BAXALTA INNOVATIONS IS

innrennslislyf, lausn. GMBH

Albumin Behring 200 g/I, DE/H/1943/001 IS/1/20/083/01 CSL BEHRING GMBH IS

innrennslislyf, lausn

Albunorm 20%, 200 g/I, DE/H/0480/002 IS/1/08/092/02 OCTAPHARMA AB IS

innrennslislyf, lausn

Albunorm 5%, 50 g/I, DE/H/0480/001 IS/1/08/092/01 OCTAPHARMA AB IS

innrennslislyf, lausn

Alburex 200 g/I, DK/H/1508/002 1S/1/14/022/02 CSL BEHRING GMBH IS

innrennslislyf, lausn

Alburex 50 g/I, DK/H/1508/001- 1S/1/14/022/01 CSL BEHRING GMBH IS

innrennslislyf, lausn 002/E/003

Albutein 200 g/I, ES/H/0802/002 1S/1/21/091/02 INSTITUTO GRIFOLS, S.A. IS

innrennslislyf, lausn.

Albutein 50 g/I, ES/H/0802/001 1S/1/21/091/01 INSTITUTO GRIFOLS, S.A. IS

innrennslislyf, lausn.

Flexbumin 200 g/I AT/H/0683/001 1S/1/07/022/01 BAXALTA INNOVATIONS IS

innrennslislyf, lausn.

GMBH
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Albiomin 20% (200 g/I) DE/H/0482/002 039073034 BIOTEST PHARMA GMBH IT

soluzione per infusione

Albiomin 20% (200 g/I) DE/H/0482/002 039073022 BIOTEST PHARMA GMBH IT

soluzione per infusione

Albiomin 5% (50 g/I) DE/H/0482/001 039073010 BIOTEST PHARMA GMBH IT

soluzione per infusione

ALBITAL 200 g/I, not available 022515163 KEDRION S.P.A. IT

soluzione per infusione

ALBITAL 250 g/I, not available 022515136 KEDRION S.P.A. IT

Soluzione per infusione

Albumeon, 200 g/I, DE/H/1943/001 043358011 CSL BEHRING GMBH IT

soluzione per infusione

Albumeon, 200 g/I, DE/H/1943/001 043358023 CSL BEHRING GMBH IT

soluzione per infusione

Albumina Baxalta 200 g/I DE/H/4922/002 037566054 BAXALTA INNOVATIONS IT

Soluzione per infusione GMBH

Albumina Baxalta 200 g/I DE/H/4922/002 037566066 BAXALTA INNOVATIONS IT

Soluzione per infusione

GMBH
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authorisation country) Authorisation humber member state product is authorised
Albumina Baxalta 200 g/I DE/H/4922/002 037566078 BAXALTA INNOVATIONS IT

Soluzione per infusione GMBH

Albumina Baxalta 200 g/I DE/H/4922/002 037566080 BAXALTA INNOVATIONS IT

Soluzione per infusione GMBH

Albumina Baxalta 250 g/I DE/H/4922/003 037566092 BAXALTA INNOVATIONS IT

Soluzione per infusione GMBH

Albumina Baxalta 250 g/I DE/H/4922/003 037566104 BAXALTA INNOVATIONS IT

Soluzione per infusione GMBH

Albumina Baxalta 250 g/I DE/H/4922/003 037566116 BAXALTA INNOVATIONS IT

Soluzione per infusione GMBH

Albumina Baxalta 250 g/I DE/H/4922/003 037566128 BAXALTA INNOVATIONS IT

Soluzione per infusione GMBH

Albumina Baxalta 50 g/I DE/H/4922/001 037566015 BAXALTA INNOVATIONS IT

Soluzione per infusione GMBH

Albumina Baxalta 50 g/I DE/H/4922/001 037566027 BAXALTA INNOVATIONS IT

Soluzione per infusione GMBH

Albumina Baxalta 50 g/I DE/H/4922/001 037566039 BAXALTA INNOVATIONS IT

Soluzione per infusione

GMBH
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Albumina Baxalta 50 g/I DE/H/4922/001 037566041 BAXALTA INNOVATIONS IT

Soluzione per infusione GMBH

Albumina Grifols 200 g/I, not available 034611018 INSTITUTO GRIFOLS, S.A. IT

soluzione per infusione

Albumina Grifols 200 g/I, not available 034611020 INSTITUTO GRIFOLS, S.A. IT

soluzione per infusione

Albumina Grifols 250 g/I, not available 034611069 INSTITUTO GRIFOLS, S.A. IT

soluzione per infusione

Albumina Grifols 250 g/I, not available 034611071 INSTITUTO GRIFOLS, S.A. IT

soluzione per infusione

Albumina Grifols 50 g/I, not available 034611032 INSTITUTO GRIFOLS, S.A. IT

soluzione per infusione

Albumina Grifols 50 g/I, not available 034611044 INSTITUTO GRIFOLS, S.A. IT

soluzione per infusione

Albumina Grifols 50 g/I, not available 034611057 INSTITUTO GRIFOLS, S.A. IT

soluzione per infusione

ALBUMINA LFB 200 g/L, FR/H/223/01 036176016 LABORATOIRE FRANCAIS DU IT

soluzione per infusione.

FRACTIONNEMENT ET DES
BIOTECHNOLOGIES
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ALBUMINA LFB 200 g/L, FR/H/223/01 036176028 LABORATOIRE FRANCAIS DU IT

soluzione per infusione. FRACTIONNEMENT ET DES
BIOTECHNOLOGIES

Albumina Umana Grifols ES/H/0802/002 049507041 INSTITUTO GRIFOLS, S.A. IT

200 g/I soluzione per

infusione.

Albumina Umana Grifols ES/H/0802/002 049507054 INSTITUTO GRIFOLS, S.A. IT

200 g/l soluzione per

infusione.

Albumina Umana Grifols ES/H/0802/002 049507066 INSTITUTO GRIFOLS, S.A. IT

200 g/l soluzione per

infusione.

Albumina Umana Grifols ES/H/0802/002 049507104 INSTITUTO GRIFOLS, S.A. IT

200 g/I, soluzione per

infusione.

Albumina Umana Grifols ES/H/0802/002 049507116 INSTITUTO GRIFOLS, S.A. IT

200 g/I, soluzione per

infusione.

Albumina Umana Grifols ES/H/0802/001 049507078 INSTITUTO GRIFOLS, S.A. IT

50 g/I, soluzione per

infusione.

Albumina Umana Grifols ES/H/0802/001 049507080 INSTITUTO GRIFOLS, S.A. IT

50 g/I, soluzione per

infusione.

Albumina Umana Grifols ES/H/0802/001 049507092 INSTITUTO GRIFOLS, S.A. IT

50 g/I, soluzione per

infusione.
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Albumina Umana Grifols ES/H/0802/001 049507015 INSTITUTO GRIFOLS, S.A. IT
50 g/l, soluzione per

infusione.

Albumina Umana Grifols ES/H/0802/001 049507027 INSTITUTO GRIFOLS, S.A. IT
50 g/I, soluzione per

infusione.

Albumina Umana Grifols ES/H/0802/001 049507039 INSTITUTO GRIFOLS, S.A. IT
50 g/l, soluzione per

infusione.

Albunorm 20% "200 g/I, DE/H/0480/002 039187087 OCTAPHARMA ITALY S.P.A. IT
soluzione per infusione"

Albunorm 20% "200 g/I, DE/H/0480/002 039187063 OCTAPHARMA ITALY S.P.A. IT
soluzione per infusione"

Albunorm 20% "200 g/I, DE/H/0480/002 039187075 OCTAPHARMA ITALY S.P.A. IT
soluzione per infusione"

Albunorm 20% "200 g/I, DE/H/0480/002 039187099 OCTAPHARMA ITALY S.P.A. IT
soluzione per infusione"

Albunorm 25% %250 g/I, DE/H/0480/004 039187101 OCTAPHARMA ITALY S.P.A. IT
soluzione per infusione”

Albunorm 25% 250 g/I, DE/H/0480/004 039187113 OCTAPHARMA ITALY S.P.A. IT

soluzione per infusione

List of nationally authorised medicinal product

EMA/53721/2025

Page 37/69




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
Albunorm 5%, 50 g/I, DE/H/0480/001 039187024 OCTAPHARMA ITALY S.P.A. IT

soluzione per infusione

Albunorm 5%, 50 g/I, DE/H/0480/001 039187036 OCTAPHARMA ITALY S.P.A. IT

soluzione per infusione

Albunorm 5%, 50 g/I, DE/H/0480/001 039187012 OCTAPHARMA ITALY S.P.A. IT

soluzione per infusione

Albunorm 5%, 50 g/I, DE/H/0480/001 039187048 OCTAPHARMA ITALY S.P.A. IT

soluzione per infusione

Albunorm 5%, 50 g/I, DE/H/0480/001 039187051 OCTAPHARMA ITALY S.P.A. IT

soluzione per infusione

ALBUREX 20%, 200 g/I, DK/H/1508/002 036504064 CSL BEHRING GMBH IT

soluzione per infusione

ALBUREX 20%, 200 g/I, DK/H/1508/002 036504052 CSL BEHRING GMBH IT

soluzione per infusione

ALBUREX 25%, 250 g/I, DK/H/1508/003 036504088 CSL BEHRING GMBH IT

soluzione per infusione

ALBUREX 25%, 250 g/I, DK/H/1508/003 036504076 CSL BEHRING GMBH IT

soluzione per infusione
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ALBUREX 5%, 50 g/I, DK/H/1508/001 036504025 CSL BEHRING GMBH IT

soluzione per infusione

ALBUREX 5%, 50 g/I, DK/H/1508/001 036504037 CSL BEHRING GMBH IT

soluzione per infusione

ALBUREX 5%, 50 g/I, DK/H/1508/001 036504049 CSL BEHRING GMBH IT

soluzione per infusione

ALBUTEIN 200 g/I not available 029251030 GRIFOLS ITALIA S.P.A IT

soluzione per infusione

ALBUTEIN 250 g/I not available 029251042 GRIFOLS ITALIA S.P.A IT

soluzione per infusione

ALBUTEIN 50 g/l soluzione | not available 029251016 GRIFOLS ITALIA S.P.A IT

per infusione

ALBUTEIN 50 g/l soluzione | not available 029251028 GRIFOLS ITALIA S.P.A IT

per infusione

Plasbumin 200 g/I not available 028989046 INSTITUTO GRIFOLS, S.A. IT

soluzione per infusione

Plasbumin 200 g/I not available 028989059 INSTITUTO GRIFOLS, S.A. IT

soluzione per infusione
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Probumin 200 g/I, not available 044549018 GRIFOLS ITALIA S.P.A IT
soluzione per infusione

Probumin 200 g/I, not available 044549020 GRIFOLS ITALIA S.P.A IT
soluzione per infusione

UMAN ALBUMIN 200 g/I IT/H/0129/002/MR 021111024 KEDRION S.P.A. IT
Soluzione per infusione

UMAN ALBUMIN 200 g/I IT/H/0129/002/MR 021111101 KEDRION S.P.A. IT
Soluzione per infusione

UMAN ALBUMIN 250 g/I IT/H/0129/001/MR 021111087 KEDRION S.P.A. IT
Soluzione per infusione

UMAN ALBUMIN 50 g/I not available 021111051 KEDRION S.P.A. IT
Soluzione per infusione

ALBUMIN Baxalta 200 g/I DE/H/4922/002 LT/1/06/0642/005 BAXALTA INNOVATIONS LT
infuzinis tirpalas GMBH

ALBUMIN Baxalta 200 g/I DE/H/4922/002 LT/1/06/0642/006 BAXALTA INNOVATIONS LT
infuzinis tirpalas GMBH

ALBUMIN Baxalta 200 g/I DE/H/4922/002 LT/1/06/0642/007 BAXALTA INNOVATIONS LT

infuzinis tirpalas

GMBH
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ALBUMIN Baxalta 200 g/I DE/H/4922/002 LT/1/06/0642/008 BAXALTA INNOVATIONS LT

infuzinis tirpalas GMBH

ALBUMIN Baxalta 50 g/I DE/H/4922/001 LT/1/06/0642/001 BAXALTA INNOVATIONS LT

infuzinis tirpalas GMBH

ALBUMIN Baxalta 50 g/I DE/H/4922/001 LT/1/06/0642/002 BAXALTA INNOVATIONS LT

infuzinis tirpalas GMBH

ALBUMIN Baxalta 50 g/I DE/H/4922/001 LT/1/06/0642/003 BAXALTA INNOVATIONS LT

infuzinis tirpalas GMBH

ALBUMIN Baxalta 50 g/I DE/H/4922/001 LT/1/06/0642/004 BAXALTA INNOVATIONS LT

infuzinis tirpalas GMBH

Albunorm 200 g/l infuzinis | DE/H/0480/002 LT/1/09/1548/006 OCTAPHARMA (IP) SPRL LT

tirpalas

Albunorm 200 g/l infuzinis | DE/H/0480/002 LT/1/09/1548/009 OCTAPHARMA (IP) SPRL LT

tirpalas

Albunorm 200 g/l infuzinis | DE/H/0480/002 LT/1/09/1548/007 OCTAPHARMA (IP) SPRL LT

tirpalas

Albunorm 200 g/l infuzinis | DE/H/0480/002 LT/1/09/1548/008 OCTAPHARMA (IP) SPRL LT

tirpalas
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Albunorm 50 g/l infuzinis DE/H/0480/001 LT/1/09/1548/001 OCTAPHARMA (IP) SPRL LT

tirpalas

Albunorm 50 g/l infuzinis DE/H/0480/001 LT/1/09/1548/004 OCTAPHARMA (IP) SPRL LT

tirpalas

Albunorm 50 g/l infuzinis DE/H/0480/001 LT/1/09/1548/002 OCTAPHARMA (IP) SPRL LT

tirpalas

Albunorm 50 g/l infuzinis DE/H/0480/001 LT/1/09/1548/003 OCTAPHARMA (IP) SPRL LT

tirpalas

Albunorm 50 g/l infuzinis DE/H/0480/001 LT/1/09/1548/005 OCTAPHARMA (IP) SPRL LT

tirpalas

Flexbumin 200 g/I AT/H/0683/001 LT/1/08/1154/001 BAXALTA INNOVATIONS LT

infuzinis tirpalas GMBH

Flexbumin 200 g/I AT/H/0683/001 LT/1/08/1154/002 BAXALTA INNOVATIONS LT

infuzinis tirpalas GMBH

Flexbumin 200 g/I AT/H/0683/001 LT/1/08/1154/003 BAXALTA INNOVATIONS LT

infuzinis tirpalas GMBH

Flexbumin 200 g/I AT/H/0683/001 LT/1/08/1154/004 BAXALTA INNOVATIONS LT

infuzinis tirpalas

GMBH
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Human albumin Biotest DE/H/0482/002 LT/1/21/4865/001 BIOTEST PHARMA GMBH LT
200 g/I infuzinis tirpalas

Human albumin Biotest DE/H/0482/002 LT/1/21/4865/002 BIOTEST PHARMA GMBH LT
200 g/l infuzinis tirpalas

Human albumin CSL DE/H/1943/001 LT/1/20/4592/001 CSL BEHRING GMBH LT
Behring 200 g/l infuzinis

tirpalas

Human albumin CSL DE/H/1943/001 LT/1/20/4592/002 CSL BEHRING GMBH LT
Behring 200 g/l infuzinis

tirpalas

Albunorm 20 %, 200 g/I, DE/H/0480/002 0539601 OCTAPHARMA BENELUX S.A. LU
solution pour perfusion

Albunorm 20 %, 200 g/I, DE/H/0480/002 0539579 OCTAPHARMA BENELUX S.A. LU
solution pour perfusion

Albunorm 20 %, 200 g/I, DE/H/0480/002 0539582 OCTAPHARMA BENELUX S.A. LU
solution pour perfusion

Albunorm 20 %, 200 g/I, DE/H/0480/002 0539596 OCTAPHARMA BENELUX S.A. LU
solution pour perfusion

Albunorm 5 %, 50 g/I, DE/H/0480/001 0539548 OCTAPHARMA BENELUX S.A. LU

solution pour perfusion
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Albunorm 5 %, 50 g/I, DE/H/0480/001 0539551 OCTAPHARMA BENELUX S.A. LU
solution pour perfusion

Albunorm 5 %, 50 g/I, DE/H/0480/001 0539521 OCTAPHARMA BENELUX S.A. LU
solution pour perfusion

Albunorm 5 %, 50 g/I, DE/H/0480/001 0539534 OCTAPHARMA BENELUX S.A. LU
solution pour perfusion

Albunorm 5 %, 50 g/I, DE/H/0480/001 0539565 OCTAPHARMA BENELUX S.A. LU
solution pour perfusion

Alburex 20, 200 g/I, DK/H/1508/002 2009020170 CSL BEHRING GMBH LU
Infusionslésung

Alburex 20, 200 g/I, DK/H/1508/002 2009020170 CSL BEHRING GMBH LU
solution pour perfusion

HUMAN ALBUMIN DE/H/4922/001 0457568 BAXALTA INNOVATIONS LU
BAXALTA, 50 g/I , solution GMBH

pour perfusion

HUMAN ALBUMIN DE/H/4922/001 0457554 BAXALTA INNOVATIONS LU
BAXALTA, 50 g/l , solution GMBH

pour perfusion

HUMAN ALBUMIN DE/H/4922/001 0457537 BAXALTA INNOVATIONS LU
BAXALTA, 50 g/I , solution GMBH

pour perfusion
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HUMAN ALBUMIN DE/H/4922/001 0457541 BAXALTA INNOVATIONS LU
BAXALTA, 50 g/l , solution GMBH

pour perfusion.

HUMAN ALBUMIN DE/H/4922/001 0457537 BAXALTA INNOVATIONS LU
BAXALTA, 50 g/I GMBH

Infusionslésung

HUMAN ALBUMIN DE/H/4922/001 0457541 BAXALTA INNOVATIONS LU
BAXALTA, 50 g/l GMBH

Infusionslésung

HUMAN ALBUMIN DE/H/4922/001 0457554 BAXALTA INNOVATIONS LU
BAXALTA, 50 g/l GMBH

Infusionslésung

HUMAN ALBUMIN DE/H/4922/001 0457568 BAXALTA INNOVATIONS LU
BAXALTA, 50 g/I GMBH

Infusionslésung

Human Albumin CSL DE/H/1943/001/E/001 0908302 CSL BEHRING GMBH LU
Behring 200 g/I

Infusionslésung

Human Albumin CSL DE/H/1943/001/E/001 0908302 CSL BEHRING GMBH LU
Behring 200 g/| solution

pour perfusion

VIALEBEX 40 mg/ml, not available 2005058762 LFB BIOMEDICAMENTS LU
solution pour perfusion.

ALBUMIN Baxalta 200 g/I DE/H/4922/002 06-0249 BAXALTA INNOVATIONS LV

Skidums inflizijam

GMBH

List of nationally authorised medicinal product

EMA/53721/2025

Page 45/69




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
ALBUMIN Baxalta 50 g/I DE/H/4922/001 06-0248 BAXALTA INNOVATIONS LV
Skidums inflzijam GMBH
Albunorm 200 g/I DE/H/0480/002 09-0107 OCTAPHARMA (IP) SPRL LV
kidums infuzijam
Albunorm 50 g/I kidums | DE/H/0480/001 09-0106 OCTAPHARMA (IP) SPRL LV
infuzijam
Flexbumin 200 g/I AT/H/0683/001 07-0154 BAXALTA INNOVATIONS LV
Skidums infzijam GMBH
Human albumin CSL DE/H/1943/001 20-0083 CSL BEHRING GMBH LV
Behring 200 g/I skidums
infGzijam
Albiomin 20% (200 g/I), DE/H/0482/002 MA008/00202 BIOTEST PHARMA GMBH MT
solution for infusion
Albiomin 20% (200 g/I), DE/H/0482/002 MA008/00203 BIOTEST PHARMA GMBH MT
solution for infusion
Albumeon 20, 200 g/I, DE/H/1943/001 MA665/01001 CSL BEHRING GMBH MT
solution for infusion
Albumeon 20, 200 g/I, DE/H/1943/001 MA665/01002 CSL BEHRING GMBH MT

solution for infusion
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Albunorm 20%, 200 g/I, DE/H/0480/002 MA1219/00304 OCTAPHARMA (IP) SPRL MT

solution for infusion

Albunorm 20%, 200 g/I, DE/H/0480/002 MA1219/00305 OCTAPHARMA (IP) SPRL MT

solution for infusion

Albunorm 5%, 50 g/I, DE/H/0480/001 MA1219/00301 OCTAPHARMA (IP) SPRL MT

solution for infusion

Albunorm 5%, 50 g/I, DE/H/0480/001 MA1219/00302 OCTAPHARMA (IP) SPRL MT

solution for infusion

Albunorm 5%, 50 g/I, DE/H/0480/001 MA1219/00303 OCTAPHARMA (IP) SPRL MT

solution for infusion

Alburex 20, 200 g/I, DK/H/1508/001- MA665/00904 CSL BEHRING GMBH MT

solution for infusion 002/E/004

Alburex 20, 200 g/I, DK/H/1508/002 MA665/00905 CSL BEHRING GMBH MT

solution for infusion

Alburex 5, 50 g/I, solution | DK/H/1508/001 MA665/00901 CSL BEHRING GMBH MT

for infusion

Alburex 5, 50 g/I, solution | DK/H/1508/001 MA665/00902 CSL BEHRING GMBH MT

for infusion
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Alburex 5, 50 g/I, solution | DK/H/1508/001 MA665/00903 CSL BEHRING GMBH MT
for infusion

Flexbumin 200 g/I solution | AT/H/0683/001 MA 1047/00301 BAXALTA INNOVATIONS MT
for infusion GMBH

Flexbumin 200 g/I solution | AT/H/0683/001 MA 1047/00302 BAXALTA INNOVATIONS MT
for infusion GMBH

Human Albumin Baxalta DE/H/4922/002 MA 1047/00403 BAXALTA INNOVATIONS MT
200 g/I Solution for GMBH

Infusion

Human Albumin Baxalta DE/H/4922/002 MA 1047/00404 BAXALTA INNOVATIONS MT
200 g/I Solution for GMBH

Infusion

Human Albumin Baxalta DE/H/4922/001 MA 1047/00401 BAXALTA INNOVATIONS MT
50 g/I Solution for GMBH

Infusion

Human Albumin Baxalta DE/H/4922/001 MA 1047/00402 BAXALTA INNOVATIONS MT
50 g/l Solution for GMBH

Infusion

UMAN ALBUMIN 200 g/I not available MA128/00401 KEDRION S.P.A. MT
Solution for infusion

UMAN ALBUMIN 200 g/I not available MA128/00402 KEDRION S.P.A. MT

Solution for infusion
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Albuman 200 g/l oplossing | FI/H/0732/002 RVG 103595 PROTHYA BIOSOLUTIONS NL

voor infusie NETHERLANDS B.V.

Albuman 40 g/l oplossing FI/H/0732/001 RVG 103594 PROTHYA BIOSOLUTIONS NL

voor infusie NETHERLANDS B.V.

Albunorm 20%, 200 g/I, DE/H/0480/002 RVG 102629 OCTAPHARMA GMBH NL

oplossing voor infusie

Albunorm 5%, 50 g/I, DE/H/0480/001 RVG 102624 OCTAPHARMA GMBH NL

oplossing voor infusie

Alburex 20, 200 g/I, DK/H/1508/002 RVG 105901 CSL BEHRING GMBH NL

oplossing voor infusie

Alburex 5, 50 g/I, DK/H/1508/001 RVG 105900 CSL BEHRING GMBH NL

oplossing voor infusie

Flexbumin 200 g/I, AT/H/0683/001 RVG 35023 BAXALTA INNOVATIONS NL

oplossing voor infusie GMBH

HUMAAN ALBUMINE 200 DE/H/4922/002 RVG 33925 BAXALTA INNOVATIONS NL

g/l BAXALTA, oplossing GMBH

voor infusie.

Humaan Albumine CSL DE/H/1943/001 RVG 126449 CSL BEHRING GMBH NL

Behring 200 g/I oplossing
voor infusie
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Albumin Baxalta 200 g/I
infusjonsvaeske,
opplgsning

DE/H/4922/002

06-4063

BAXALTA INNOVATIONS
GMBH

NO

Albumin Baxalta 50 g/I
infusjonsvaeske,
oppl@sning

DE/H/4922/001

06-4062

BAXALTA INNOVATIONS
GMBH

NO

Albumin Behring 200 g/I
infusjonsvaeske,
opplgsning

DE/H/1943/001

14-10017

CSL BEHRING GMBH

NO

Albumin Grifols 200 g/I
infusjonsvaeske,
opplgsning.

ES/H/0802/002

21-13857

INSTITUTO GRIFOLS, S.A.

NO

Albumin Grifols 50 g/I
infusjonsvaeske,
oppl@sning.

ES/H/0802/001

21-13856

INSTITUTO GRIFOLS, S.A.

NO

Albunorm 200 g/I
infusjonsvaeske,
opplgsning

DE/H/0480/002

08-5988

OCTAPHARMA AS

NO

Albunorm 250 g/I
infusjonsvaeske,
opplgsning

DE/H/0480/004

09-7181

OCTAPHARMA AS

NO

Albunorm 40 g/I
infusjonsvaeske,
opplgsning

DE/H/0480/003

09-7180

OCTAPHARMA AS

NO

Albunorm 50 g/I
infusjonsvaeske,
opplgsning

DE/H/0480/001

08-5987

OCTAPHARMA AS

NO

List of nationally authorised medicinal product

EMA/53721/2025

Page 50/69




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

Alburex 200 g/I DK/H/1508/001-003 09-6566 CSL BEHRING GMBH NO
infusjonsvaeske,

opplgsning

Alburex 50 g/I DK/H/1508/001-003 09-6565 CSL BEHRING GMBH NO
infusjonsvaeske,

oppl@sning

Flexbumin 200 g/I AT/H/0683/001 07-4733 BAXALTA INNOVATIONS NO
infusjonsvaeske, GMBH

opplgsning

Albiomin 20% (200 g/l), DE/H/0482/002 15638 BIOTEST PHARMA GMBH PL
roztwor do infuzji

Albunorm 20%, 200 g/I, DE/H/0480/002 15841 OCTAPHARMA (IP) SPRL PL
roztwor do infuzji

Albunorm 5%, 50 g/I, DE/H/0480/001 15840 OCTAPHARMA (IP) SPRL PL
roztwor do infuzji

Alburex 20, 200g/I, DK/H/1508/002 17231 CSL BEHRING GMBH PL
roztwor do infuzji

Alburex 5, 50 g/I, roztwér | DK/H/1508/001 17230 CSL BEHRING GMBH PL
do infuzji

Albutein 200 g/I, roztwoér ES/H/0802/002 26722 INSTITUTO GRIFOLS, S.A. PL

do infuzji
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Albutein 50 g/I, roztwér ES/H/0802/001 26721 INSTITUTO GRIFOLS, S.A. PL
do infuzji

Crealb 200 g/l roztwér do | FI/H/0732/002 26305 PROTHYA BIOSOLUTIONS PL
infuzji NETHERLANDS B.V.

Flexbumin 200 g/I, AT/H/0683/001 14176 TAKEDA PHARMA SP.Z.0.0. PL
roztwor do infuzji

Human Albumin 200 g/I DE/H/4922/002 12596 TAKEDA PHARMA SP.Z.0.0. PL
Takeda, roztwor do infuzji

Human Albumin 50 g/I DE/H/4922/001 12595 TAKEDA PHARMA SP.Z.0.0. PL
Takeda, roztwor do infuzji

Human Albumin CSL DE/H/1943/001 22095 CSL BEHRING GMBH PL
Behring 200 g/I, 200 g/l ,

roztwor do infuzji

Human Albumin Grifols not available 4689 INSTITUTO GRIFOLS, S.A. PL
20%, 200g/I, roztwér do

infuzji.

UMAN ALBUMIN 20% not available 10148 KEDRION S.P.A. PL
KEDRION, 200 g/I,

roztwér do infuzji

Albiomin 20% (200 g/I), DE/H/0482/002 5182621 BIOTEST PHARMA GMBH PT

solugdo para perfusdo
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
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Albiomin 20% (200 g/I), DE/H/0482/002 5182639 BIOTEST PHARMA GMBH PT
solugdo para perfusdo

Albumina Humana DE/H/4922/002 5857875 BAXALTA INNOVATIONS PT
Baxalta, 200 g/I, solugdo GMBH

para perfusao

Albumina Humana DE/H/4922/002 5857909 BAXALTA INNOVATIONS PT
Baxalta, 200 g/I, solugdo GMBH

para perfusdo

Albumina Humana CSL DE/H/1943/001 5631007 CSL BEHRING GMBH PT
Behring 200 g/l solugao

para perfusao

Albumina Humana CSL DE/H/1943/001 5631015 CSL BEHRING GMBH PT
Behring 200 g/l solugao

para perfusao

ALBUMINA HUMANA IT/H/0129/002 5013651 KEDRION S.P.A. PT
KEDRION 200 g/I Solugao

para perfusdo

ALBUMINA HUMANA IT/H/0129/002 5013669 KEDRION S.P.A. PT
KEDRION 200 g/I Solugdo

para perfusao

ALBUMINA HUMANA IT/H/0129/001 5013677 KEDRION S.P.A. PT
KEDRION 250 g/I Solugao

para perfusao

Albunorm 20%, 200 g/I, DE/H/0480/002 5185350 OCTAPHARMA PRODUTOS PT

solugdo para perfusdo

FARMACEUTICOS, LDA.
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Albunorm 20%, 200 g/I, DE/H/0480/002 5185376 OCTAPHARMA PRODUTOS PT

solugdo para perfusdo FARMACEUTICOS, LDA.

Albunorm 20%, 200 g/I, DE/H/0480/002 5185368 OCTAPHARMA PRODUTOS PT

solugdo para perfusdo FARMACEUTICOS, LDA.

Albunorm 20%, 200 g/I, DE/H/0480/002 5185343 OCTAPHARMA PRODUTOS PT

solugdo para perfusdo FARMACEUTICOS, LDA.

Albunorm 5%, 50g/I, DE/H/0480/001 5185335 OCTAPHARMA PRODUTOS PT

solugdo para perfusao FARMACEUTICOS, LDA.

Albunorm 5%, 50g/I, DE/H/0480/001 5185319 OCTAPHARMA PRODUTOS PT

solugdo para perfusdo FARMACEUTICOS, LDA.

Albunorm 5%, 50g/I, DE/H/0480/001 5185301 OCTAPHARMA PRODUTOS PT

solugdo para perfusao FARMACEUTICOS, LDA.

Albunorm 5%, 50g/I, DE/H/0480/001 5185277 OCTAPHARMA PRODUTOS PT

solugdo para perfusao FARMACEUTICOS, LDA.

Albunorm 5%, 50g/I, DE/H/0480/001 5185327 OCTAPHARMA PRODUTOS PT

solugdo para perfusdo FARMACEUTICOS, LDA.

Alburex 20, 200 g/, DK/H/1508/002 5131289 CSL BEHRING GMBH PT

solugdo para perfusdo.

List of nationally authorised medicinal product

EMA/53721/2025

Page 54/69




Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) Authorisation humber member state product is authorised
Alburex 20, 200 g/, DK/H/1508/002 5131180 CSL BEHRING GMBH PT

solugdo para perfusao.

Alburex 5, 50 g/l, solugdo | DK/H/1508/001 5131487 CSL BEHRING GMBH PT

para perfusao

Alburex 5, 50 g/I, solu 777 | DK/H/1508/001 5131586 CSL BEHRING GMBH PT

1o para perfus T1o

Alburex 5, 50 g/I, solu 777 | DK/H/1508/001 5131685 CSL BEHRING GMBH PT

1o para perfus 71o

Albutein 200 g/I, solugdo ES/H/0802/002 5820147 INSTITUTO GRIFOLS, S.A. PT

para perfusao

Albutein 200 g/I, solugéo ES/H/0802/002 5820154 INSTITUTO GRIFOLS, S.A. PT

para perfusdo

Albutein 200 g/I, solugao ES/H/0802/002 5820162 INSTITUTO GRIFOLS, S.A. PT

para perfusdao

Albutein 50 g/I, solugdo ES/H/0802/001 5820113 INSTITUTO GRIFOLS, S.A. PT

para perfusdo

Albutein 50 g/I, solugdo ES/H/0802/001 5820121 INSTITUTO GRIFOLS, S.A. PT

para perfusdao
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Albutein 50 g/I, solugao ES/H/0802/001 5820139 INSTITUTO GRIFOLS, S.A. PT

para perfusao

Flexbumin 200 g/I, AT/H/0683/001 5050018 BAXALTA INNOVATIONS PT

solugdo para perfusdo GMBH

Flexbumin 200 g/I, AT/H/0683/001 5050000 BAXALTA INNOVATIONS PT

solugdo para perfusdo GMBH

Flexbumin 200 g/I, AT/H/0683/001 5808217 BAXALTA INNOVATIONS PT

solugdo para perfusao GMBH

Flexbumin 200 g/I, AT/H/0683/001 5808209 BAXALTA INNOVATIONS PT

solugdo para perfusao. GMBH

Albiomin 200 g/I solutie DE/H/0482/002 6151/2014/01 BIOTEST PHARMA GMBH RO

perfuzabild

Albiomin 200 g/I solutie DE/H/0482/002 6151/2014/02 BIOTEST PHARMA GMBH RO

perfuzabild

Albiomin 50 g/I solutie DE/H/0482/001 6150/2014/01 BIOTEST PHARMA GMBH RO

perfuzabild

Albumeon 200 g/l solutie DE/H/1943/001 11037/2018/01 CSL BEHRING GMBH RO

perfuzabild
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Albumeon 200 g/l solutie DE/H/1943/001 11037/2018/02 CSL BEHRING GMBH RO

perfuzabila

Albumind Umana Baxalta DE/H/4922/002 4379/2012/01 BAXALTA INNOVATIONS RO

200 g/l solutie perfuzabila GMBH

Albumind Umana Baxalta DE/H/4922/002 4379/2012/03 BAXALTA INNOVATIONS RO

200 g/l solutie perfuzabila GMBH

Albumind Umana Baxalta DE/H/4922/002 4379/2012/02 BAXALTA INNOVATIONS RO

200 g/I solutie perfuzabila GMBH

Albumind Umana Baxalta DE/H/4922/002 4379/2012/04 BAXALTA INNOVATIONS RO

200 g/l solutie perfuzabila GMBH

Albumind Umana Baxalta DE/H/4922/001 4378/2012/01 BAXALTA INNOVATIONS RO

50 g/l solutie perfuzabila GMBH

Albumind Umana Baxalta DE/H/4922/001 4378/2012/02 BAXALTA INNOVATIONS RO

50 g/l solutie perfuzabila GMBH

Albumind Umana Baxalta DE/H/4922/001 4378/2012/03 BAXALTA INNOVATIONS RO

50 g/l solutie perfuzabila GMBH

Albumind Umana Baxalta DE/H/4922/001 4378/2012/04 BAXALTA INNOVATIONS RO

50 g/l solutie perfuzabila

GMBH
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Albumina Umana Kedrion not available 5024/2012/01 KEDRION S.P.A. RO
200 g/l solutie perfuzabila

Albumina Umana Kedrion not available 5024/2012/02 KEDRION S.P.A. RO
200 g/l solutie perfuzabila

Albunorm 200 g/I solutie DE/H/0480/002 6086/2014/01 OCTAPHARMA (IP) SPRL RO
perfuzabila

Albunorm 200 g/I solutie DE/H/0480/002 6086/2014/03 OCTAPHARMA (IP) SPRL RO
perfuzabila

Albunorm 200 g/I solutie DE/H/0480/002 6086/2014/02 OCTAPHARMA (IP) SPRL RO
perfuzabila

Albunorm 200 g/I solutie DE/H/0480/002 6086/2014/04 OCTAPHARMA (IP) SPRL RO
perfuzabila

Albunorm 250 g/I solutie DE/H/0480/004 6087/2014/01 OCTAPHARMA (IP) SPRL RO
perfuzabild

Albunorm 250 g/I solutie DE/H/0480/004 6087/2014/02 OCTAPHARMA (IP) SPRL RO
perfuzabild

Albunorm 50 g/l solutie DE/H/0480/001 6085/2014/01 OCTAPHARMA (IP) SPRL RO

perfuzabila
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Albunorm 50 g/I solutie DE/H/0480/001 6085/2014/02 OCTAPHARMA (IP) SPRL RO

perfuzabila

Albunorm 50 g/I solutie DE/H/0480/001 6085/2014/03 OCTAPHARMA (IP) SPRL RO

perfuzabila

Albunorm 50 g/I solutie DE/H/0480/001 6085/2014/04 OCTAPHARMA (IP) SPRL RO

perfuzabila

Albunorm 50 g/I solutie DE/H/0480/001 6085/2014/05 OCTAPHARMA (IP) SPRL RO

perfuzabila

Alburex 200 g/I solutie DK/H/1508/002 5827/2013/01 CSL BEHRING GMBH RO

perfuzabila

Alburex 200 g/I solutie DK/H/1508/002 5827/2013/02 CSL BEHRING GMBH RO

perfuzabild

Alburex 50 g/I solutie DK/H/1508/001 5826/2013/01 CSL BEHRING GMBH RO

perfuzabild

Alburex 50 g/I solutie DK/H/1508/001 5826/2013/02 CSL BEHRING GMBH RO

perfuzabild

Alburex 50 g/I solutie DK/H/1508/001 5826/2013/03 CSL BEHRING GMBH RO

perfuzabild
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Albutein 200 g/I solutie ES/H/0802/002 14315/2022/01-05 INSTITUTO GRIFOLS, S.A. RO

perfuzabila

Albutein 200 g/I solutie ES/H/0802/002 14315/2022/01-05 INSTITUTO GRIFOLS, S.A. RO

perfuzabila

Albutein 200 g/I solutie ES/H/0802/002 14315/2022/01-05 INSTITUTO GRIFOLS, S.A. RO

perfuzabila

Albutein 50 g/l solutie ES/H/0802/001 14314/2022/01-06 INSTITUTO GRIFOLS, S.A. RO

perfuzabild

Albutein 50 g/l solutie ES/H/0802/001 14314/2022/01-06 INSTITUTO GRIFOLS, S.A. RO

perfuzabila

Albutein 50 g/I solutie ES/H/0802/001 14314/2022/01-06 INSTITUTO GRIFOLS, S.A. RO

perfuzabild

Albumin Baxalta 200 g/I DE/H/4922/002 23778 BAXALTA INNOVATIONS SE

infusionsvétska, 16sning GMBH

Albumin Baxalta 50 g/I DE/H/4922/001 23777 BAXALTA INNOVATIONS SE

infusionsvatska, 16sning GMBH

Albumin Behring 200 g/I not available 9701 CSL BEHRING GMBH SE

infusionsvatska I6sning
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
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Albumin Octapharma 200 | SE/H/0263/002 13522 OCTAPHARMA AB SE
g/l infusionsvétska,

I6sning

Albumin Octapharma 50 SE/H/0263/001 13521 OCTAPHARMA AB SE
g/l infusionsvétska,

I6sning

Albunorm 200 g/I DE/H/0480/002 27080 OCTAPHARMA AB SE
infusionsvatska, l6sning

Albunorm 250 g/I DE/H/0480/004 43366 OCTAPHARMA AB SE
infusionsvatska, 16sning

Albunorm 40 g/I DE/H/0480/003 43365 OCTAPHARMA AB SE
infusionsvétska, 16sning

Albunorm 50 g/I DE/H/0480/001 27079 OCTAPHARMA AB SE
infusionsvatska, 16sning

Alburex 200 g/I DK/H/1508/002 50243 CSL BEHRING GMBH SE
infusionsvétska, 16sning

Alburex 50 g/I DK/H/1508/001-003 50242 CSL BEHRING GMBH SE
infusionsvatska, 16sning

Albutein 200 g/I, ES/H/0802/002 61640 INSTITUTO GRIFOLS, S.A. SE

infusionsvatska, 16sning
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Albutein 50 g/I, ES/H/0802/001 61639 INSTITUTO GRIFOLS, S.A. SE

infusionsvatska, 16sning

Crealb 200 g/I FI/H/0732/002 52422 PROTHYA BIOSOLUTIONS SE

infusionsvatska, l6sning NETHERLANDS B.V.

Albunorm 200 g/I DE/H/0480/002 H/09/00132/006 OCTAPHARMA (IP) SPRL SI

raztopina za infundiranje

Albunorm 200 g/I DE/H/0480/002 H/09/00132/007 OCTAPHARMA (IP) SPRL SI

raztopina za infundiranje

Albunorm 200 g/I DE/H/0480/002 H/09/00132/008 OCTAPHARMA (IP) SPRL SI

raztopina za infundiranje

Albunorm 200 g/I DE/H/0480/002 H/09/00132/009 OCTAPHARMA (IP) SPRL SI

raztopina za infundiranje

Albunorm 50 g/I raztopina | DE/H/0480/001 H/09/00132/002 OCTAPHARMA (IP) SPRL SI

za infundiranje

Albunorm 50 g/I raztopina | DE/H/0480/001 H/09/00132/003 OCTAPHARMA (IP) SPRL SI

za infundiranje

Albunorm 50 g/I raztopina | DE/H/0480/001 H/09/00132/005 OCTAPHARMA (IP) SPRL SI

za infundiranje
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Albunorm 50 g/l raztopina | DE/H/0480/001 H/09/00132/004 OCTAPHARMA (IP) SPRL SI

za infundiranje

Albunorm 50 g/I raztopina | DE/H/0480/001 H/09/00132/001 OCTAPHARMA (IP) SPRL SI

za infundiranje

Alburex 200 g/l raztopina DK/H/1508/002 H/10/00133/005 CSL BEHRING GMBH SI

za infundiranje

Alburex 200 g/l raztopina DK/H/1508/002 H/10/00133/004 CSL BEHRING GMBH SI

za infundiranje

Alburex 50 g/l raztopina DK/H/1508/001 H/10/00133/001 CSL BEHRING GMBH SI

za infundiranje

Alburex 50 g/l raztopina DK/H/1508/001 H/10/00133/002 CSL BEHRING GMBH SI

za infundiranje

Alburex 50 g/l raztopina DK/H/1508/001 H/10/00133/003 CSL BEHRING GMBH SI

za infundiranje

Flexbumin 200 g/I AT/H/0683/001 H/08/00617/005 BAXALTA INNOVATIONS SI

raztopina za infundiranje GMBH

Flexbumin 200 g/I AT/H/0683/001 H/08/00617/006 BAXALTA INNOVATIONS SI

raztopina za infundiranje

GMBH
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Flexbumin 200 g/I AT/H/0683/001 H/08/00617/001 BAXALTA INNOVATIONS SI
raztopina za infundiranje GMBH

Flexbumin 200 g/I AT/H/0683/001 H/08/00617/002 BAXALTA INNOVATIONS SI
raztopina za infundiranje GMBH

Flexbumin 200 g/I AT/H/0683/001 H/08/00617/003 BAXALTA INNOVATIONS SI
raztopina za infundiranje GMBH

Flexbumin 200 g/I AT/H/0683/001 H/08/00617/004 BAXALTA INNOVATIONS SI
raztopina za infundiranje GMBH

Humani Albumin 200 g/L DE/H/4922/002 H/06/00738/005 BAXALTA INNOVATIONS SI
Baxalta raztopina za GMBH

infundiranje

Humani Albumin 200 g/L DE/H/4922/002 H/06/00738/006 BAXALTA INNOVATIONS SI
Baxalta raztopina za GMBH

infundiranje

Humani Albumin 200 g/L DE/H/4922/002 H/06/00738/007 BAXALTA INNOVATIONS SI
Baxalta raztopina za GMBH

infundiranje

Humani Albumin 200 g/L DE/H/4922/002 H/06/00738/008 BAXALTA INNOVATIONS SI
Baxalta raztopina za GMBH

infundiranje

Humani Albumin 50 g/L DE/H/4922/001 H/06/00738/001 BAXALTA INNOVATIONS SI

Baxalta raztopina za
infundiranje

GMBH
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Humani Albumin 50 g/L DE/H/4922/001 H/06/00738/002 BAXALTA INNOVATIONS SI
Baxalta raztopina za GMBH

infundiranje

Humani Albumin 50 g/L DE/H/4922/001 H/06/00738/004 BAXALTA INNOVATIONS SI
Baxalta raztopina za GMBH

infundiranje

Humani Albumin 50 g/L DE/H/4922/001 H/06/00738/003 BAXALTA INNOVATIONS SI
Baxalta raztopina za GMBH

infundiranje

Humani albumin CSL DE/H/1943/001 H/15/02022/002 CSL BEHRING GMBH SI
Behring 200 g/I raztopina

za infundiranje

Humani albumin CSL DE/H/1943/001 H/15/02022/001 CSL BEHRING GMBH SI
Behring 200 g/l raztopina

za infundiranje

Albunorm 20 % 200 g/I DE/H/0480/002 75/0212/09-S OCTAPHARMA (IP) SPRL SK
inflzny roztok

Albunorm 5 % 50 g/I DE/H/0480/001 75/0211/09-S OCTAPHARMA (IP) SPRL SK
inflzny roztok

Alburex 20 200 g/I, DK/H/1508/002 75/0190/10-S CSL BEHRING GMBH SK
inflzny roztok

Alburex 5 50 g/I, infazny DK/H/1508/001-003 75/0189/10-S CSL BEHRING GMBH SK

roztok
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Albutein 200 g/l infazny ES/H/0802/002 75/0279/21-S INSTITUTO GRIFOLS, S.A. SK

roztok

Albutein 50 g/l infazny ES/H/0802/001 75/0278/21-S INSTITUTO GRIFOLS, S.A. SK

roztok

Flexbumin 200 g/I, AT/H/0683/001 75/0269/07-S BAXALTA INNOVATIONS SK

inflzny roztok GMBH

Human Albumin 200 g/I DE/H/4922/002 75/0427/06-S BAXALTA INNOVATIONS SK

BAXALTA infUzny roztok GMBH

Human Albumin CSL 2014/01011-REG 75/0307/14-S CSL BEHRING GMBH SK

Behring 200 g/l infazny

roztok

Albumeon 20, 200 g/I, DE/H/1943/001 PL 15036/0153 CSL BEHRING GMBH XI

solution for infusion

Albunorm 20%, 200 g/I, DE/H/0480/002 PL 10673/0031 OCTAPHARMA-LTD XI

solution for infusion

Albunorm 25%, 250 g/I, DE/H/0480/004 PL 10673/0034 OCTAPHARMA-LTD XI

solution for infusion

Albunorm 4%, 40 g/I, DE/H/0480/003 PL 10673/0035 OCTAPHARMA-LTD XI

solution for infusion
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Albunorm 5%, 50 g/I, DE/H/0480/001 PL 10673/0030 OCTAPHARMA-LTD XI

solution for infusion

Alburex 20, 200 g/I, DK/H/1508/002 PL 15036/0032 CSL BEHRING GMBH XI

solution for infusion

Alburex 5, 50 g/I, solution | DK/H/1508/001 PL 15036/0031 CSL BEHRING GMBH XI

for infusion

Albutein 200 g/I, solution not available PL 12930/0010 INSTITUTO GRIFOLS, S.A. XI

for infusion.

Albutein 250 g/I, solution not available PL 12930/0011 INSTITUTO GRIFOLS, S.A. XI

for infusion.

Albutein 50 g/I, solution not available PL 12930/0009 INSTITUTO GRIFOLS, S.A. XI

for infusion.

Flexbumin 200 g/I solution | AT/H/0683/001 PL 34078/0012 BAXALTA INNOVATIONS XI

for infusion GMBH

Human Albumin Baxalta DE/H/4922/002 PL 34078/0008 BAXALTA INNOVATIONS XI

200 g/I Solution for GMBH

Infusion

Human Albumin Baxalta DE/H/4922/002 PL 34078/0008 BAXALTA INNOVATIONS XI

200 g/I Solution for
Infusion

GMBH
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Human Albumin Baxalta DE/H/4922/001 PL 34078/0007 BAXALTA INNOVATIONS XI
50 g/l Solution for GMBH

Infusion

Human Albumin Biotest DE/H/0482/002 PL 04500/0012 BIOTEST PHARMA GMBH XI
20%, solution for infusion

Human Albumin Biotest DE/H/0482/001 PL 04500/0011 BIOTEST PHARMA GMBH XI
5%, solution for infusion

Human Albumin Grifols not available PL12930/0001 INSTITUTO GRIFOLS, S.A. XI
200 g/I, solution for

infusion.

Human Albumin Grifols 50 | not available PL12930/0003 INSTITUTO GRIFOLS, S.A. XI
g/l, solution for infusion.

Zenalb 20 200 g/l solution | not available PL 08801/0007 BIO PRODUCTS LABORATORY | XI
for infusion

Zenalb 4.5 45 g/l solution | not available PL 08801/0006 BIO PRODUCTS LABORATORY | XI
for infusion

Zenalb®20, a 200 g/L of not available PL 08801/0007 BIO PRODUCTS LABORATORY | XI
human albumin solution

for infusion (20%

Solution).

Zenbumin 20, 200 g/I, not available PL 08801/0037 BIO PRODUCTS LABORATORY | XI

solution for infusion
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