EUROPEAN MEDICINES AGENCY

ENCE MEDICINES HEALTH

27 October 2017
EMA/728577/2016
Human Medicines Evaluation Division

List of nationally authorised medicinal products

Active substance: Aprotinin

Procedure no.: PSUSA/00000230/201602

30 Churchill Place e Canary Wharf e London E14 5EU e United Kingdom
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5525 -
Send a question via our website www.ema.europa.eu/contact An agency of the European Union

© European Medicines Agency, 2016. Reproduction is authorised provided the source is acknowledged.



Product Name

MRP/DCP Authorisation

National Authorisation

MAH of product in the

Member State where

(in authorisation country) Number Number Member State product is authorised
Trasylol 10.000 KIE/mI — not available 15.663 NORDIC GROUP B.V. AT
Infusionsflasche

Trasylol 500.000 KIU/50 ml not available BE108631 NORDIC GROUP B.V. BE
oplossing voor injectie / infusie

Trasylol 500.000 KIU / 50 ml not available 1998095267 NORDIC GROUP B.V. LU
solution injectable / pour

perfusion

Trasylol 10 000 KIE/ml raztopina | not available 5363-1-458/14 NORDIC GROUP B.V. Sl
za injiciranje in infundiranje

Trasylol 500 000 UIK/50 ml, not available 3400955722212 NORDIC GROUP B.V. FR
solution injectable

Trasylol 10 000 KIU/ml injektio- | not available 12264 NORDIC GROUP B.V. FI
ja infuusioneste, liuos

Trasylol® 0,5, 500 000 KIE/50 not available 34579.00.00 NORDIC GROUP B.V. DE

ml, Infusionslésung
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Product Name

MRP/DCP Authorisation

National Authorisation

MAH of product in the

Member State where

(in authorisation country) Number Number Member State product is authorised
Trasylol, injektions-/ not available 13857 NORDIC GROUP B.V. DK
infusionsvaeske, oplgsning

Trasylol; 277,8 j.Ph.Eur. (500 not available 10965 NORDIC GROUP B.V. PL
000 KIU) roztwor do infuzji

Trasylol 10000 KIE/mI not available 8177 NORDIC GROUP B.V. SE
injektions-/infusionsvatska,

I6sning

Trasylol 500.000 U.1.C./50 ml not available 8416941 NORDIC GROUP B.V. PT
solucdo para perfusédo

Trasylol 10.000 UIC/ml, solucion | not available 60.067 NORDIC GROUP B.V. ES
para perfusion intravenosa

Trasylol, oplossing voor infusie not available RVG 05312 NORDIC GROUP B.V. NL
10.000 KIE/ml

TRASYLOL SOL.IV.INF 500000 not available 077760301 NORDIC GROUP B.V. GR

KIU/50ML
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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

Trasylol 500.000 KIE infazid

not available

OGYL-T-5393/01

NORDIC GROUP B.V.

HU
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