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Public summary of opinion on orphan designation

Methyl O-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-(aminoiminomethyl)phenyl]methyl]-2-0x0-2-(1-
piperidinyl)ethyl]-N2-[(4-methoxy-2,3,6-trimethylphenyl)sulfonyl]-L-a-asparaginyl-4-aminobutanoyl-
N6-[5-[(3aS,4S,6aR)-hexahydro-2-oxo-1H-thieno[3,4-d]imidazol-4-yl]-1-oxopentyl]-L-
lysyllamino]ethoxy]ethoxy]ethoxy]ethyl]-2,3-di-O-methyl-6-0-sulfo-a-D-glucopyranosyl-(1—-4)-0-2,3-
di-O-methyl-B-D-glucopyranuronosyl-(1—-4)-0-2,3,6-tri-O-sulfo-a-D-glucopyranosyl-(1—4)-0-2,3-di-
O-methyl-a-L-idopyranuronosyl-(1—4)-3-O-methyl-a-D-glucopyranoside 2,6-bis(hydrogen sulfate)
octasodium salt for the prevention of ischaemia/reperfusion injury associated with solid organ
transplantation

On 5 August 2011, orphan designation (EU/3/11/884) was granted by the European Commission to
Endotis Pharma, France, for Methyl O-4-0O-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminomethyl)phenyl]lmethyl]-2-ox0-2-(1-piperidinyl)ethyl]-N2-[ (4-methoxy-2,3,6-
trimethylphenyl)sulfonyl]-L-a-asparaginyl-4-aminobutanoyl-N6-[5-[(3aS,4S,6aR)-hexahydro-2-oxo-
1H-thieno[3,4-d]imidazol-4-yl]-1-oxopentyl]-L-lysyl]lamino]ethoxy]ethoxy]ethoxy]ethyl]-2,3-di-O-
methyl-6-0-sulfo-a-D-glucopyranosyl-(1—4)-0-2,3-di-O-methyl-B-D-glucopyranuronosyl-(1—4)-0O-
2,3,6-tri-O-sulfo-a-D-glucopyranosyl-(1—4)-0-2,3-di-O-methyl-a-L-idopyranuronosyl-(1—4)-3-0O-
methyl-a-D-glucopyranoside 2,6-bis(hydrogen sulfate) octasodium salt for the prevention of ischaemia
/reperfusion injury associated with solid organ transplantation.

What is ischaemia/reperfusion injury associated with solid organ
transplantation?

Ischaemia and reperfusion injury are problems that can occur to transplant organs as a result of being
preserved during the time between donation and transplant. In the course of a transplant, the organ to
be transplanted (the ‘graft’) needs to survive outside the body with no blood supply for a short while.
This decrease in blood supply, if prolonged, can cause damage to the organ because of the lack of
oxygen and nutrients, a condition called ischaemia. When the graft is attached to the recipient’s blood
circulation, the restoration of blood supply to the organ (reperfusion) can cause inflammation and
damage to the organ, known as reperfusion injury. These processes increase the risk of the graft not
working or being rejected by the recipient.

Because ischaemia/reperfusion injury in solid organ transplantation impairs the functioning of the
graft, it is a life-threatening condition for the recipient of the graft.
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What is the estimated number of patients at risk of developing the
condition?

At the time of designation, the nhumber of patients at risk of ischaemia/reperfusion injury associated
with solid organ transplantation was estimated to be around 0.6 people in 10,000 per year in the
European Union (EU)". This is equivalent to a total of around 30,000 people per year, which is below
the ceiling for orphan designation, which is 5 people in 10,000. This is based on the information
provided by the sponsor and the knowledge of the Committee for Orphan Medicinal Products (COMP).

What methods of prevention are available?

At the time of designation, there were no treatments authorised for ischaemia/reperfusion injury.
Methods used to reduce the effects of ischaemia included storage of the organ in cold conditions in
special preservation solutions. Two such solutions were authorised for organ preservation in some
countries of the EU at the time of designation.

The sponsor has provided sufficient information to show that this medicine might be of significant
benefit for patients at risk of ischaemia/reperfusion injury associated with solid organ transplantation
because it works in a different way to existing methods and early studies in experimental models show
that it might improve the outcome of patients undergoing an organ transplant, particularly when used
in combination with existing methods. This assumption will need to be confirmed at the time of
marketing authorisation, in order to maintain the orphan status.

How is this medicine expected to work?

This medicine is an anticoagulant, which prevents coagulation (clotting) of the blood which can occur in
the vessels of the transplant organ. It works by blocking certain enzymes involved in the process of
blood clotting. Since the formation of blood clots is part of the complex process leading to ischaemia,
this medicine is expected to reduce the risk of ischaemia in the graft. As coagulation and inflammation
are closely related, this medicine may also reduce the inflammation associated with ischaemia and
reperfusion. This is expected to reduce the risk of reperfusion injury following an organ transplant.

What is the stage of development of this medicine?

The effects of this medicinal product have been evaluated in experimental models.

At the time of submission of the application for orphan designation, no clinical trials with this medicinal
product in patients at risk of ischaemia/reperfusion injury associated with solid organ transplantation
had been started.

At the time of submission, this medicinal product was not authorised anywhere in the EU for the
prevention of ischaemia/reperfusion injury associated with solid organ transplantation or designated as
an orphan medicinal product elsewhere for this condition.

In accordance with Regulation (EC) No 141/2000 of 16 December 1999, the COMP adopted a positive
opinion on 5 May 2011 recommending the granting of this designation.

“Disclaimer: For the purpose of the designation, the number of patients affected by the condition is estimated and assessed
on the basis of data from the European Union (EU 27), Norway, Iceland and Liechtenstein. This represents a population of
506,300,000 (Eurostat 2011).
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Opinions on orphan medicinal product designations are based on the following three criteria:
e the seriousness of the condition;
e the existence of alternative methods of diagnosis, prevention or treatment;

e either the rarity of the condition (affecting not more than 5 in 10,000 people in the EU) or
insufficient returns on investment.

Designated orphan medicinal products are products that are still under investigation and are
considered for orphan designation on the basis of potential activity. An orphan designation is not a
marketing authorisation. As a consequence, demonstration of quality, safety and efficacy is necessary
before a product can be granted a marketing authorisation.

For more information

Sponsor’s contact details:

Endotis Pharma

102, avenue Gaston Roussel

93230 Romainville

France

Telephone: +33 1 48 46 84 91
Telefax: +33 1 48 46 98 29

E-mail: maurice.petitou@endotis.com

For contact details of patients’ organisations whose activities are targeted at rare diseases see:

e Orphanet, a database containing information on rare diseases which includes a directory of
patients’ organisations registered in Europe.

e European Organisation for Rare Diseases (EURORDIS), a non-governmental alliance of patient
organisations and individuals active in the field of rare diseases.
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Translations of the active ingredient and indication in all official EU
languages®, Norwegian and Icelandic

Language

English

Bulgarian

Czech

Active ingredient

Methyl O-4-0O-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminomethyl)phenyllmethyl]-2-ox0-2-(1-
piperidinyl)ethyl]-N°-[ (4-methoxy-2,3,6-
trimethylphenyl)sulfonyl]-L-a-asparaginyl-4-aminobutanoyl-
N®-[5-[(3aS,4S,6aR)-hexahydro-2-oxo-1H-thieno[3,4-
d]imidazol-4-yl]-1-oxopentyl]-L-
lysyllamino]ethoxy]ethoxy]ethoxy]ethyl]-2,3-di-O-methyl-6-
O-sulfo-a-D-glucopyranosyl-(1—4)-0-2,3-di-O-methyl-3-D-
glucopyranuronosyl-(1—-4)-0-2,3,6-tri-O-sulfo-a-D-
glucopyranosyl-(1—4)-0-2,3-di-O-methyl-a-L-
idopyranuronosyl-(1—4)-3-O-methyl-a-D-glucopyranoside
2,6-bis(hydrogen sulfate) octasodium salt

MeTtun O-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aMmrMHOMMUHOMETUN ) (peHMNMeTnN]-2-okco-2-(1-
nunepuaviun)etnn]- N-[ (4-meToken-2,3,6-
TpuMeTundenmnn)cyndonun]-L-a-acnaparmHmn-4-
aMuHobyTaHoun- N8-[5-[(3aS,4S,6aR)-XxeKkcaxuapo-2-0Kco-
1H-TneHo[3,4-d]ummaason-4-unj-1-okconeHtmn]-L-
nmsunnlamMmuHo]eTokcun]eTokcn]etokcnletmn]-2,3-gu-0O-meTmn-
6-0-cyndo-a-D-rnokonnpaHosnn-(1—-4)-0-2,3-an-0O-MeTnin-
B-D-rntokonupaHypoHo3un-(1—-4)-0-2,3,6-Tpu-O-cyndo-a-D-
rntokonupaHosuni-(1—-4)-0-2,3-an-0-mMetun-a-L-
naonupaHypoHosui-(1—-4)-3-0O-metnn-a-D-rarokonmpaHo3ng,
2,6-6uc(xmaporeHcyndaT)oKTaHaTpUeBa Con

Oktasodna sGl methyl 0-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminomethyl)fenyllmethyl]-2-oxo0-2-(1-
piperidinyl)ethyl]-N?-[ (4-methoxy-2,3,6-
trimethylfenyl)sulfonyl]-L-a-asparaginyl-4-aminobutanoy!-Né-
[5-[(3aS,4S,6aR)-hexahydro-2-oxo-1H-thieno[3,4-
d]imidazol-4-yl]-1-oxopentyl]-L-
lysyllamino]ethoxy]ethoxy]ethoxy]ethyl]-2,3-di-O-methyl-6-
O-sulfo-a-D-glukopyranosyl-(1—4)-0-2,3-di-O-methyl-B-D-
glukopyranuronosyl-(1—-4)-0-2,3,6-tri-O-sulfo-a-D-
glukopyranosyl-(1—4)-0-2,3-di-O-methyl-a-L-
idopyranuronosyl-(1—4)-3-0O-methyl-2,6-di-O-sulfo-a-D-
glukopyranosidu

! At the time of designation
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Language

Active ingredient

Indication

Danish

Dutch

Estonian

Finnish

Methyl O-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminomethyl)phenyl]lmethyl]-2-ox0-2-(1-
piperidinyl)ethyl]-N2-[ (4-methoxy-2,3,6-
trimethylphenyl)sulfonyl]-L-a-asparaginyl-4-aminobutanoyl-
N®-[5-[(3aS,4S,6aR)-hexahydro-2-oxo-1H-thieno[3,4-
d]imidazol-4-yl]-1-oxopentyl]-L-
lysyllamino]ethoxy]ethoxy]ethoxy]ethyl]-2,3-di-O-methyl-6-
O-sulfo-a-D-glucopyranosyl-(1—4)-0-2,3-di-O-methyl-B-D-
glucopyranuronosyl-(1—4)-0-2,3,6-tri-O-sulfo-a-D-
glucopyranosyl-(1—4)-0-2,3-di-O-methyl-a-L-
idopyranuronosyl-(1—4)-3-0O-methyl-a-D-glucopyranosid 2,6-
bis(hydrogensulfat) octanatriumsalt

Methyl O-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminomethyl)fenylJmethyl]-2-oxo-2-(1-
piperidinyl)ethyl]-N?-[ (4-methoxy-2,3,6-
trimethylfenyl)sulfonyl]-L-a-asparaginyl-4-aminobutanoy!-N®-
[5-[(3aS,4S,6aR)-hexahydro-2-oxo-1H-thieno[3,4-
d]imidazol-4-yl]-1-oxopentyl]-L-
lysyllamino]ethoxy]ethoxy]ethoxy]ethyl]-2,3-di-O-methyl-6-
O-sulfo-a-D-glucopyranosyl-(1—4)-0-2,3-di-O-methyl-3-D-
glucopyranuronosyl-(1—4)-0-2,3,6-tri-O-sulfo-a-D-
glucopyranosyl-(1—4)-0-2,3-di-O-methyl-a-L-
idopyranuronosyl-(1—4)-3-O-methyl-a-D-glucopyranoside
2,6-bis(waterstofsulfaat) octanatriumzout

Metill 0-4-0O-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminometudl)fentdllmetil]-2-okso-2-(1-
piperidiniiil)etiitil]-N?-[ (4-metoksii-2, 3, 6-
trimetlulfentil)sulfontdl]-L-a-asparaginiil-4-
aminobutanoiiil-N®-[5-[(3aS,4S,6aR)-heksahiidro-2-okso-
1H-tieno[3,4-d]imidasool-4-yl]-1-oksopentlil]-L-
listil]amino]etoksii]etoksii]etoksii]etiil]-2,3-di-O-metil-
6-0-sulfo-a-D-glikopuranosutil-(1—4)-0-2,3-di-O-metuul-B-
D-glikopuranuronosuil-(1—4)-0-2,3,6-tri-O-sulfo-a-D-
glikoplranosuil-(1—-4)-0-2,3-di-O-metudl-a-L-
idopliranuronostiil-(1—4)-3-O-metull-a-D-glikopilranosiid
2,6-bis(vesiniksulfaat) okta-naatriumsool

Metyyli O-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminometyyli)fenyylilmetyyli]-2-okso-2-(1-
piperidinyyli)etyyli]-N2-[ (4-metoksi-2,3,6-
trimetyylifenyyli)sulfonyyli]-L-a-asparaginyyli-4-
aminobutanoyyli-N®-[5-[(3aS,4S,6aR)-heksahydro-2-okso-
1H-tieno[3,4-d]imidatsoli-4-yyli]-1-oksopentyyli]-L-
lysyylilamino]etoksi]etoksi]etoksi]etyyli]-2,3-di-O-metyyli-6-

O-sulfo-a-D-glukopyranosyyli-(1—-4)-0-2,3-di-O-metyyli-B-D-

glukopyranuronosyyli-(1—-4)-0-2,3,6-tri-O-sulfo-a-D-
glukopyranosyyli-(1—»4)-0O-2,3-di-O-metyyli-a-L-
idopyranuronosyyli-(1—4)-3-O-metyyli-a-D-glukopyranosidi
2,6-bis(vetysulfaatti) oktanatriumsuola
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Language

Active ingredient

Indication

French

German

Greek

Hungarian

Sel octasodique du méthyl 0-4-0-[2-[2-[2-[2-[[N-[(1R)-1-
[[4-(aminoiminométhyl)phényl]méthyl]-2-oxo-2-(pipéridin-1-
yl)éthyl]-N?-[(4-méthoxy-2,3,6-triméthylphényl)sulfonyl]-L-
a-asparaginyl-4-aminobutanoyl-N°-[5-[(3aS,4S,6aR)-
hexahydro-2-oxo-1H-thiéno[3,4-d]imidazol-4-yl]-1-
oxopentyl]-L-lysylJamino]éthoxy]éthoxy]éthoxy]éthyl]-2,3-
di-O-méthyl-6-0-sulfo-a-D-glucopyranosyl-(1—4)-0-2,3-di-
O-méthyl-B-D-glucopyranuronosyl-(1-4)-0-2,3,6-tri-O-
sulfo-a-D-glucopyranosyl-(1—-4)-0-2,3-di-O-méthyl-a-L-
idopyranuronosyl-(1—4)-3-0-méthyl-2,6-di-O-sulfo-a-D-
glucopyranoside

Methyl O-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminomethyl)phenyllmethyl]-2-ox0-2-(1-
piperidinyl)ethyl]-N?-[ (4-methoxy-2,3,6-
trimethylphenyl)sulfonyl]-L-a-asparaginyl-4-aminobutanoyl-
Né-[5-[(3aS,4S,6aR)-hexahydro-2-oxo-1H-thieno[3,4-
d]imidazol-4-yl]-1-oxopentyl]-L-
lysyllamino]ethoxy]ethoxy]ethoxy]ethyl]-2,3-di-O-methyl-6-
O-sulfo-a-D-glucopyranosyl-(1—4)-0-2,3-di-O-methyl-B-D-
glucopyranuronosyl-(1—4)-0-2,3,6-tri-O-sulfo-a-D-
glucopyranosyl-(1—4)-0-2,3-di-O-methyl-a-L-
idopyranuronosyl-(1—4)-3-0O-methyl-a-D-glucopyranosid 2,6-
bis(hydrogen sulfat) octanatrium Salz

MeBuAo 0-4-0O-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(apivoipivopgbuAo)@aivulo]ueBuAro]-2-0&o0-2-(1-
ninep1divuAo)aiBuio]-N>-[(4-peBotu-2,3,6-
TpIueBUAOPaIVUAO)oOUAPOVUA]-L-a-acnapayivuAo-4-
apivoBouTtavoilo-N®-[5-[(3aS,4S,6aR)-e€aiidpo-2-0E0-1H-
Bievo[3,4-d]ipdaloAo-4-uA]-1-o&onevTuA]-L-
Auculo]apivo]eBoguleBouleBotu]aiBulo]-2,3-81-O-pebulo-
6-0-00UAPo-a-D-yAukonupavoouAo-(1—-4)-0-2,3-61-O-
HEBUAO-B-D-yAukonupavoupovoouio-(1—4)-0-2,3,6-TpI-O-
OOUAQO-a-D-yAukonupavoaguAo-(1—-4)-0-2,3-61-O-uebulo-a-
L-idonupavoupovoouAo-(1—4)-3-0O-peburo-a-D-
yAukonupavodidio 2,6-3iG(0elikd alag udpoyovou) aiag
oKTavarpiou

Metil O-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-(amino-imino-
metil)fenilJmetil]-2-oxo-2-(1-piperidinil)etil]-N2-[ (4-metoxi-
2,3,6-trimetil-fenil)szulfonil]-L-a-aszparaginil-4-amino-
butanoil-N°®-[5-[(3aS,4S,6aR)-hexahidro-2-oxo-1H-tieno[3,4-
d]imidazol-4-il]-1-oxopentil]-L-
lizillJamino]etoxi]etoxi]etoxi]etil]-2,3-di-O-metil-6-0-szulfo-a-
D-gltikopiranozil-(1—4)-0-2,3-di-O-metil-B-D-
glikopiranuronozil-(1—4)-0-2,3,6-tri-O-szulfo-a-D-
glikopiranozil-(1—-4)-0-2,3-di-O-metil-a-L-idopiranuronozil-
(1—4)-3-0-metil-a-D-glikopiranozid 2,6-bisz(hidrogén-
szulfat) oktanatrium sé
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Language

Active ingredient

Indication

Italian

Latvian

Lithuanian

Maltese

Sale octasodico di metil O-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminometil)fenil]metil]-2-oxo-2-(1-piperidinil)etil]-N?-
[(4-metossi-2,3,6-trimetilfenil)sulfonil]-L-a-asparaginil-4-
aminobutanoil-Né-[5-[(3aS,4S,6aR)-esaidro-2-oxo-1H-
tieno[3,4-d]imidazol-4-yl]-1-oxopentil]-L-
lisillamino]etossi]etossi]etossi]etil]-2,3-di-O-metil-6-O-sulfo-
a-D-glucopiranosil-(1—4)-0-2,3-di-O-metil-3-D-
glucopiranuronosil-(1—»4)-0-2,3,6-tri-O-sulfo-a-D-
glucopiranosil-(1—4)-0-2,3-di-O-metil-a-L-idopiranuronosil-
(1—-4)-3-0O-metil-a-D-glucopiranoside 2,6-di(idrogeno
solfato)

Metil 0-4-0O-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminometil)fenil]Jmetil]-2-okso-2-(1-piperidinil)etil]-N2-
[(4-metoksi-2,3,6-trimetilfenil)sulfonil]-L-a-asparaginil-4-
aminobutanoil-N®-[5-[(3aS,4S,6aR)-heksahidro-2-okso-1H-
tieno[3,4-d]imidazol-4-il]-1-oksopentil]-L-
lisillJamino]etoksi]etoksi]etoksi]etil]-2,3-di-O-metil-6-O-sulfo-
a-D-glikopiranozil-(1—4)-0-2,3-di-O-metil-B-D-
glikopiranuronozil-(1—4)-0-2,3,6-tri-O-sulfo-a-D-
glikopiranozil-(1—4)-0-2,3-di-O-metil-a-L-idopiranuronozil -
(1—»4)-3-0-metil-a-D-glikopiranozida 2,6-
bis(hidrogénsulfata) oktanatrija sals

Metil 0-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminometil)fenil]Jmetil]-2-okso-2-(1-piperidinil)etil]-N2-
[(4-metoksi-2,3,6-trimetilfenil)sulfonil]-L-a-asparaginil-4-
aminobutanoil-N®-[5-[(3aS,4S,6aR)-heksahidro-2-okso-1H-
tieno[3,4-d]imidazol-4-il]-1-oksopentil]-L-
lizillamino]etoksi]etoksi]etoksi]etil]-2,3-di-O-metil-6-O-sulfo-
a-D-gliukopiranozil-(1—-4)-0-2,3-di-O-metil-B-D-
gliukopiranuronozill-(1—4)-0-2,3,6-tri-O-sulfo-a-D-
gliukopiranozil-(1—»4)-0-2,3-di-O-metil-a-L-idopiranuronozil-
(1->4)-3-0-metil-a-D-gliukopiranozido 2,6-
bis(hidrogensulfato) oktanatrio druska

Melh octasodium ta' methyl O-4-0O-[2-[2-[2-[2-[[N-[(1R)-1-
[[4-(aminoiminomethyl)phenyl]methyl]-2-ox0-2-(1-
piperidinyl)ethyl]-N2-[ (4-methoxy-2,3,6-
trimethylphenyl)sulfonyl]-L-a-asparaginyl-4-aminobutanoyl-
N®-[5-[(3aS,4S,6aR)-hexahydro-2-oxo-1H-thieno[3,4-
d]imidazol-4-yl]-1-oxopentyl]-L-
lysyllamino]ethoxy]ethoxy]ethoxy]ethyl]-2,3-di-O-methyl-6-
O-sulfo-a-D-glucopyranosyl-(1—4)-0-2,3-di-O-methyl-3-D-
glucopyranuronosyl-(1—4)-0-2,3,6-tri-O-sulfo-a-D-
glucopyranosyl-(1—4)-0-2,3-di-O-methyl-a-L-
idopyranuronosyl-(1—4)-3-O-methyl-a-D-glucopyranoside
2,6-bis(hydrogen sulfate)
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Prevenzione del danno
da ischemia/riperfusione
associato al trapianto di
organi solidi

ISémisko/reperftzijas
bojajumu profilakse
saistiba ar organu
transplantaciju

ISemijos / reperfuzijos
pazeidimo prevencija,
susijusi su parenchiminiy
organy transplantacija

Prevenzjoni tad-dannu
minn
iskemija/riperfusjoni
assoc¢jat mat-trapjant ta’
organi solidi
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Language

Active ingredient

Indication

Polish

Portuguese

Romanian

Slovak

Sol osmiosodowa metylo 0-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminometylo) fenylo]metylo]-2-okso-2-(1-
piperydynylo)etylo]-N2-[(4-metoksy-2,3,6-trimetylfenylo)
sulfonylo]-L-a-asparaginyl-4-aminobutanoil-N°-[5-
[(3aS,4S,6aR)-heksahydro-2-okso-1H-tieno[3,4-d]imidazolo-
4-yl]-1-oksopentylo]-L-
lizylolamino]etoksy]etoksy]etoksy]etylo]-2,3-di-O-metyl-6-
O-sulfo-a-D-glukopiranozyl-(1—»4)-0-2,3-di-O-metyl-B-D-
glukopiranuronozyl-(1—4)-0-2,3,6-tri-O-sulfo-a-D-
glukopiranozyl-(1—4)-0-2,3-di-O-metyl-a-L-
idopiranuronozyl-(1—4)-3-O-metyl-a-D-glukopiranozyd 2,6-
bis(kwasnego siarczanu)

Sal octassddico de Metil 0-4-0O-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminometil)fenil]metil]-2-oxo-2-(1-piperidinil)etil]-N?-
[(4-metoxi-2,3,6-trimetilfenil)sulfonil]-L-a-asparaginil-4-
aminobutanoil-Né-[5-[(3aS,4S,6aR)-hexahidro-2-oxo-1H-
tieno[3,4-d]imidazol-4-il]-1-oxopentil]-L-
lisillamino]etoxi]etoxi]etoxi]etil]-2,3-di-O-metil-6-0O-sulfo-a-
D-glucopiranosil-(1—4)-0-2,3-di-O-metil-B-D-
glucopiranuronosil-(1—4)-0-2,3,6-tri-O-sulfo-a-D-
glucopiranosil-(1—4)-0-2,3-di-O-metil-a-L-idopiranuronosil-
(1—-4)-3-O-metil-a-D-glucopiranosido 2,6-
bis(hidrogenossulfato)

Sare octasodica de metil 0-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminometil)fenil]metil]-2-oxo-2-(1-piperidinil)etil]-N?-
[(4-metoxi-2,3,6-trimetilfenil)sulfonil]-L-a-asparaginil-4-
aminobutanoil-Né-[5-[(3aS,4S,6aR)-hexahidro-2-oxo-1H-
tieno[3,4-d]imidazol-4-il]-1-oxopentil]-L-
lisilfJamino]etoxi]etoxi]etoxi]etil]-2,3-di-O-metil-6-0O-sulfo-a-
D-glucopiranozil-(1—-4)-0-2,3-di-O-metil-B-D-
glucopiranuronozil-(1—4)-0-2,3,6-tri-O-sulfo-a-D-
glucopiranozil-(1—4)-0-2,3-di-O-metil-a-L-idopiranuronozil-
(1-4)-3-0-metil-a-D-glucopiranozid 2,6-di(hidrogen sulfat)
Oktasodna sol metyl 0-4-0O-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminometyl)fenyllmetyl]-2-oxo-2-(1-piperidinyl)etyl]-
N2-[(4-metoxy-2,3,6-trimetylfhenyl)sulfonyl]-L-a-
asparaginyl-4-aminobutanoyl-N®-[5-[(3aS,4S,6aR)-
hexahydro-2-oxo-1H-thieno[3,4-d]imidazol-4-yl]-1-
oxopentyl]-L-lysylJamino]etoxy]etoxy]etoxy]etyl]-2,3-di-O-
metyl-6-0O-sulfo-a-D-glukopyranozyl-(1—4)-0-2,3-di-O-
metyl-B-D-glukopyranuronozyl-(1—4)-0-2,3,6-tri-O-sulfo-a-
D-glukopyranozyl-(1—4)-0-2,3-di-O-metyl-a-L-
idopyranuronozyl-(1—4)-3-0O-metyl-a-D-glukopyranozid 2,6-
bis(hydrogénsiranu)

Public summary of opinion on orphan designation
EMA/COMP/420755/2011

Zapobieganie
uszkodzeniu narzadu
spowodowanego
niedokrwieniem/reperfuz
ja zwigzanym z
przeszczepem narzadow
litych

Prevengdo da lesdo de
isquémia/reperfusao
associada ao transplante
de o6rgaos solidos

Prevenirea leziunilor de
ischemie /reperfuzie
asociate cu transplantul
de organe solide

Prevencia ischemicko-
reperfuzneho poskodenia
suvisiaceho s postupom
pri transplantacii
solidneho organu
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Language

Active ingredient

Indication

Slovenian

Spanish

Swedish

Norwegian

Metil 0-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminometil)fenil]metil]-2-okso-2-(1-piperidinil )etil]-N-
[(4-metoksi-2,3,6-trimetilfenil)sulfonil]-L-a-asparaginil-4-
aminobutanoil-N®-[5-[(3aS,4S,6aR)-heksahidro-2-okso-1H-
tieno[3,4-d]imidazol-4-il]-1-oksopentil]-L-
lizillamino]etoksi]etoksi]etoksi]etil]-2,3-di-O-metil-6-0-sulfo-
a-D-glukopiranozil-(1—-4)-0-2,3-di-O-metil-B-D-
glukopiranuronozil-(1—4)-0-2,3,6-tri-O-sulfo-a-D-
glukopiranozil-(1—4)-0-2,3-di-O-metil-a-L-idopiranuronozil-
(1—-4)-3-0-metil-a-D-glukopiranozid 2,6-bis(hidrogensulfat)
oktanatrijeva sol

Sal octasddica del metil O-4-0O-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminometil)fenilJmetil]-2-oxo-2-(1-piperidinil )etil]-N2-
[(4-metoxi-2,3,6-trimetilfenil)sulfonil]-L-a-asparaginil-4-
aminobutanoil-Né-[5-[(3aS,4S,6aR)-hexahidro-2-oxo-1H-
tieno[3,4-d]imidazol-4-il]-1-oxopentil]-L-
lisilfJamino]etoxi]etoxi]etoxi]etil]-2,3-di-O-metil-6-0O-sulfo-a-
D-glucopiranosil-(1—4)-0-2,3-di-O-metil-B-D-
glucopiranuronosil-(1—4)-0-2,3,6-tri-O-sulfo-a-D-
glucopiranosil-(1—4)-0-2,3-di-O-metil-a-L-idopiranuronosil-
(1—-4)-3-0-metil-a-D-glucopiranésido 2,6-bis(sulfato de
hidrégeno)

Metyl O-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminometyl)fenyl]metyl]-2-oxo-2-(1-piperidinyl)etyl]-
N2-[(4-metoxy-2,3,6-trimethylphenyl)sulfonyl]-L-a-
asparaginyl-4-aminobutanoyl-N®-[5-[(3aS,4S,6aR)-
hexahydro-2-oxo-1H-tieno[3,4-d]imidazol-4-yl]-1-
oxopentyl]-L-lysylJamino]etoxy]etoxy]etoxy]etyl]-2,3-di-O-
metyl-6-0O-sulfo-a-D-glukopyranosyl-(1—4)-0-2,3-di-O-
metyl-B-D-glukopyranuronosyl-(1—-4)-0-2,3,6-tri-O-sulfo-a-
D-glukopyranosyl-(1—4)-0O-2,3-di-O-metyl-a-L-
idopyranuronosyl-(1—4)-3-O-methyl-a-D-glukopyranosid
2,6-bis(vatesulfat) oktanatriumsalt

Metyl O-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminometyl)fenyllmetyl]-2-okso-2-(1-piperidinyl)etyl]-
N2-[(4-metoksy-2,3,6-trimetylfenyl)sulfonyl]-L-a-
asparaginyl-4-aminobutanoyl-N®-[5-[(3aS,4S,6aR)-
heksahydro-2-okso-1H-tieno[3,4-d]imidazol-4-yl]-1-
oksopentyl]-L-lysyllamino]etoksy]etoksy]etoksy]etyl]-2,3-di-
O-metyl-6-0O-sulfo-a-D-glukopyranosyl-(1—4)-0-2,3-di-O-
metyl-B-D-glukopyranuronosyl-(1—4)-0-2,3,6-tri-O-sulfo-a-
D-glukopyranosyl-(1—-4)-0-2,3-di-O-metyl-a-L-
idopyranuronosyl-(1—4)-3-0O-metyl-a-D-glukopyranosid 2,6-
bis(hydrogensulfat) oktanatriumsalt

Public summary of opinion on orphan designation
EMA/COMP/420755/2011

Preprecevanje
ishemicne/reperfuzijske
poskodbe, povezane s
presaditvijo
parenhimskih organov

Prevencion del dano por
isquemia/reperfusion
asociado al transplante
de dérganos sélidos

Férebyggande av
ischemia/reperfusionssk
ada i samband med
organtransplantation

Forebygging av
iskemi/reperfusjonsskad
e forbundet med solid
organ-transplantasjon

Page 9/10



Language Active ingredient

Indication

Icelandic Metyl 0-4-0-[2-[2-[2-[2-[[N-[(1R)-1-[[4-
(aminoiminémetyl)fenyllmetyl]-2-ox06-2-(1-piperidinyl)etyl]-
N2-[(4-metoxy-2,3,6-trimetylfenyl)sulfényl]-L-a-asparaginyl-
4-amindbutandyl-Né-[5-[(3aS,4S,6aR)-hexahydré-2-ox4-1H-
tieno[3,4-d]imidazdl-4-yl]-1-oxopentyl]-L-
lysyllamind]etoxy]etoxy]etoxy]etyl]-2,3-di-O-metyl-6-O-
sulfé-a-D-gliképyranosyl-(1—4)-0-2,3-di-O-metyl-B-D-
glukoépyrandrénosyl-(1—-4)-0-2,3,6-tri-O-sulfé-a-D-
glukoépyranosyl-(1—4)-0-2,3-di-O-metyl-a-L-
idépyrantronoésyl-(1—4)-3-0-metyl-a-D-gluképyrandsid 2,6-
bis(hydrdgensulfat) oktanatriumsalt

Public summary of opinion on orphan designation
EMA/COMP/420755/2011

Forvérn gegn
blédpurrdar/endurblédv
2dingar skada i
tengslum vid
liffeeraigreedslu.
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	How is this medicine expected to work?

