ANEXA |

LISTA CU DENUMIRILE COMERCIALE, FORMELE FARMACEUTICE,
CONCENTRATIILE, CAILE DE ADMINISTRARE ALE MEDICAMENTELOR,
DETINATORII AUTORIZATIEI DE PUNERE PE PIATA IN STATELE MEMBRE



Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Austria sanofi-aventis GmbH, Lovenox 20 mg 20 mg Solutie injectabila Administrare 0,2 ml (100 mg/ml)
Leonard-Bernstein-Stralie Spritzampullen subcutanata
10, A-1220 Vienna, Austria
Austria sanofi-aventis GmbH, Lovenox 40 mg 40 mg Solutie injectabila Administrare 0,4 ml (100 mg/ml)
Leonard-Bernstein-Stralie Spritzampullen subcutanata
10, A-1220 Vienna, Austria
Austria sanofi-aventis GmbH, Lovenox 60 mg 60 mg Solutie injectabila Administrare 0,6 ml (100 mg/ml)
Leonard-Bernstein-Stralie Spritzampullen subcutanata
10, A-1220 Vienna, Austria
Austria sanofi-aventis GmbH, Lovenox 80 mg 80 mg Solutie injectabila Administrare 0,8 ml (100 mg/ml)
Leonard-Bernstein-Stralie Spritzampullen subcutanata
10, A-1220 Vienna, Austria
Austria sanofi-aventis GmbH, Lovenox 100 mg 100 mg Solutie injectabila Administrare 1 ml (200 mg/ml)
Leonard-Bernstein-Stralie Spritzampullen subcutanata
10, A-1220 Vienna, Austria
Austria sanofi-aventis GmbH, Lovenox 120 mg 120 mg Solutie injectabila Administrare 0,8 ml (150 mg/ml)
Leonard-Bernstein-Stralie Spritzampullen subcutanata
10, A-1220 Vienna, Austria
Austria sanofi-aventis GmbH, Lovenox 150 mg 150 mg Solutie injectabila Administrare 1 ml (150 mg/ml)
Leonard-Bernstein-Stralie Spritzampullen subcutanata
10, A-1220 Vienna, Austria
Austria sanofi-aventis GmbH, Lovenox 100 300 mg Solutie injectabila Administrare 3 ml (100 mg/ml)
Leonard-Bernstein-Stralie mg/ml subcutanata;
10, A-1220 Vienna, Austria | Durchstichflasche Administrare
intravenoasa
Austria sanofi-aventis GmbH, Lovenox 100 mg/1 | 100 mg Solutie injectabila Administrare 100 mg/ 1,0 ml
Leonard-Bernstein-Stralie ml Ampullen subcutanata;
10, A-1220 Vienna, Austria Administrare
intravenoasa
Austria sanofi-aventis GmbH, Lovenox 100 100 mg Solutie injectabila Utilizare 100 mg / 10 ml
Leonard-Bernstein-Stralie mg/10 ml extracorporald

10, A-1220 Vienna, Austria

Stechampullen




Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Austria sanofi-aventis GmbH, Lovenox 10 x 40 40 mg Solutie injectabila Administrare 400,00 mg/3 ml
Leonard-Bernstein-Stralie mg Pen subcutanata (echiv. 10 doze
10, A-1220 Vienna, Austria unice a cate 40 mg)
Belgium Sanofi Belgium Clexane 20 mg/0,2 ml | Solutie injectabila Administrare 0,2 ml (100 mg/ml)
Leonardo Da Vincilaan 19 subcutanata;
1831 Diegem, Belgium Administrare
intravenoasa
Belgia Sanofi Belgium Clexane 40 mg/0,4 ml | Solutie injectabila Administrare 0,4 ml (100 mg/ml)
Leonardo Da Vincilaan 19 subcutanata;
1831 Diegem, Belgium Administrare
intravenoasa
Belgia Sanofi Belgium Clexane 60 mg/0,6 ml | Solutie injectabila Administrare 0,6 ml (100 mg/ml)
Leonardo Da Vincilaan 19 subcutanata;
1831 Diegem, Belgium Administrare
intravenoasa
Belgia Sanofi Belgium Clexane 80 mg/0,8 ml | Solutie injectabila Administrare 0,8 ml (100 mg/ml)
Leonardo Da Vincilaan 19 subcutanata;
1831 Diegem, Belgium Administrare
intravenoasa
Belgia Sanofi Belgium Clexane 100 mg/1,0 ml | Solutie injectabila Administrare 1 ml (100 mg/ml)

Leonardo Da Vincilaan 19
1831 Diegem, Belgium

subcutanata;
Administrare
intravenoasa




Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Belgia Sanofi Belgium Clexane 120 mg/0,8 ml | Solutie injectabila Administrare 0,8 ml (150 mg/ml)
Leonardo Da Vincilaan 19 subcutanata;
1831 Diegem, Belgium Administrare
intravenoasa
Belgia Sanofi Belgium Clexane 150 mg/1,0 ml | Solutie injectabila Administrare 1 ml (150 mg/ml)
Leonardo Da Vincilaan 19 subcutanata;
1831 Diegem, Belgium Administrare
intravenoasa
Belgia Sanofi Belgium Clexane 300 mg/3 ml Solutie injectabila Administrare 3 ml (100 mg/ml)
Leonardo Da Vincilaan 19 subcutanata;
1831 Diegem, Belgium Administrare
intravenoasa
Bulgaria SANOFI BULGARIA Clexane 100 mg/mi Solutie injectabila Administrare 0,2ml; 0,4 ml
EOOD subcutanata; (200 mg/ml)
90 Tsarigradsko chaussee Administrare
Blvd. Office building intravenoasa,
Capital Fort, section A, 10th Utilizare
floor extracorporald
Sofia 1784, Bulgaria
Bulgaria SANOFI BULGARIA Clexane 60 mg /0,6 ml | Solutie injectabila Administrare 0,6 ml (100 mg/ml)

EOOD

90 Tsarigradsko chaussee
Blvd. Office building
Capital Fort, section A, 10th
floor

Sofia 1784, Bulgaria

subcutanata;
Administrare
intravenoasa;
Utilizare
extracorporala




Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Bulgaria SANOFI BULGARIA Clexane 80 mg /0,8 ml | Solutie injectabila Administrare 0,8 ml (100 mg/ml)
EOQOD subcutanata;
90 Tsarigradsko chaussee Administrare
Blvd. Office building intravenoasa,
Capital Fort, section A, 10th Utilizare
floor extracorporald
Sofia 1784, Bulgaria
Bulgaria SANOFI BULGARIA Clexane 300 mg /3 ml | Solutie injectabila Administrare 3 ml (100 mg/ml)
EOQOD subcutanata;
90 Tsarigradsko chaussee Administrare
Blvd. Office building intravenoasa,
Capital Fort, section A, 10th Utilizare
floor extracorporald
Sofia 1784, Bulgaria
Republica sanofi-aventis Croatia d.o.0. | Clexane 2000 1U 2000 anti-Xa | Solutie injectabila Administrare 0,2 ml (200 mg/ml
Croatia Heinzelova 70, 10000 anti-Xa/0,2 ml Ul/0,2 ml subcutanata; echivalent cu
Zagreb, Croatia otopina za injekciju Administrare 10000 anti-Xa
U napunjenoj intravenoasa, Ul/ml)
Strcaljki Utilizare
extracorporala
Croatia sanofi-aventis Croatia d.o.0. | Clexane 4000 1U 4000 anti-Xa | Solutie injectabila Administrare 0,4 ml (100 mg/ml
Heinzelova 70, 10000 anti-Xa/0,4 ml ul/0,4 ml subcutanati; echivalent cu
Zagreb, Croatia otopina za injekciju Administrare 10000 anti-Xa
U napunjenoj intravenoasa, Ul/ml)
Strcaljki Utilizare

extracorporala




Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Republica sanofi-aventis Croatia d.0.0. | Clexane 6000 1U 6000 anti-Xa | Solutie injectabila Administrare 0,6 ml (100 mg/ml
Croatia Heinzelova 70, 10000 anti-Xa/0,6 ml uUl/0,6 ml subcutanati; echivalent cu
Zagreb, Croatia otopina za injekciju Administrare 10000 anti-Xa
U napunjenoj intravenoasa, Ul/ml)
Strcaljki Utilizare
extracorporald
Republica sanofi-aventis Croatia d.o.0. | Clexane 8000 1U 8000 anti-Xa | Solutie injectabila Administrare 0,8 ml (100 mg/ml
Croatia Heinzelova 70, 10000 anti-Xa/0,8 ml ul1/0,8 ml subcutanata; echivalent cu
Zagreb, Croatia otopina za injekciju Administrare 10000 anti-Xa
U napunjenoj intravenoasa, Ul/ml)
Strcaljki Utilizare
extracorporald
Republica sanofi-aventis Croatia d.o.0. | Clexane 10 000 IU | 10000 anti-Xa | Solutie injectabila Administrare 1 ml (100 mg/ml
Croatia Heinzelova 70, 10000 anti-Xa/1,0 ml ul/1,0 ml subcutanata; echivalent cu
Zagreb, Croatia otopina za injekciju Administrare 10000 anti-Xa
U napunjenoj intravenoasa, Ul/ml)
Strcaljki Utilizare
extracorporala
Republica sanofi-aventis Croatia d.0.0. | Clexane 30 000 IU | 30000 anti-Xa | Solutie injectabila Administrare 3 ml (100 mg/ml
Croatia Heinzelova 70, 10000 anti-Xa/3,0 ml Ul/3 ml subcutanati; echivalent cu
Zagreb, Croatia otopina za injekciju Administrare 10000 anti-Xa
u visedoznom intravenoasa, Ul/ml)
spremniku Utilizare
extracorporald
Cipru Sanofi-aventis Cyprus Ltd. Clexane 2000 anti-Xa | Solutie injectabila Administrare 0,2 ml (100 mg/ml
14, Charalambou Mouskou Ul/0,2 ml subcutanata; echivalent cu
Strovolos, 2015 Administrare 10000 anti-Xa
Nicosia intravenoasa Ul/ml)
Cyprus




Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Cipru Sanofi-aventis Cyprus Ltd. Clexane 4000 anti-Xa | Solutie injectabila Administrare 0,4 ml;
14, Charalambou Mouskou ul/0,4 ml subcutanati; (200 mg/ml
Strovolos, 2015 Administrare echivalent cu
Nicosia intravenoasa 10000 anti-Xa
Cyprus Ul/ml)
Cipru Sanofi-aventis Cyprus Ltd. Clexane 6000 anti-Xa | Solutie injectabila Administrare 0,6 ml
14, Charalambou Mouskou Ul1/0,6 mi subcutanata; (200 mg/ml
Strovolos, 2015 Administrare echivalent cu
Nicosia intravenoasa 10000 anti-Xa
Cyprus Ul/ml)
Cipru Sanofi-aventis Cyprus Ltd. Clexane 8000 anti-Xa | Solutie injectabila Administrare 0,8 mi
14, Charalambou Mouskou uUl1/0,8 mi subcutanata; (200 mg/ml
Strovolos, 2015 Administrare echivalent cu
Nicosia intravenoasa 10000 anti-Xa
Cyprus Ul/ml)
Cipru Sanofi-aventis Cyprus Ltd. Clexane 150 mg/1,0 ml | Solutie injectabila Administrare 1ml
14, Charalambou Mouskou subcutanata; (150 mg/ml)
Strovolos, 2015 Administrare
Nicosia intravenoasa
Cyprus
Republica sanofi-aventis, s.r.o. Clexane 100 mg/ml Solutie injectabila Administrare 0,2 ml; 0,4 ml;
Ceha Evropska 846/176a subcutanata; 0,6 ml; 0,8 ml;
160 00 Praha 6 Administrare 1,0 ml (200 mg/mi
Czech Republic intravenoasa, echivalent cu
Utilizare 10000 anti-Xa
extracorporald Ul/ml)
Republica sanofi-aventis, s.r.o. Clexane Forte 150 mg/ml Solutie injectabila Administrare 0,8ml; 1,0 ml
Ceha Evropské 846/176a subcutanata; (150 mg/mi
160 00 Praha 6 Utilizare echivalent cu
Czech Republic extracorporald 15000 anti-Xa

Ul/ml)




Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Danemarca sanofi-aventis Denmark A/S | Klexane 100 mg/mi Solutie injectabila Administrare 3 ml (100 mg/ml)
Slotsmarken 13 subcutanata;
2970 Harsholm Administrare
Denmark intravenoasa
Danemarca sanofi-aventis Denmark A/S | Klexane 100 mg/mi Solutie injectabila Administrare 0,2 ml; 0,4 ml,
Slotsmarken 13 subcutanata 0,6 ml; 0,8 ml;
2970 Hersholm 1,0 mi
Denmark (100 mg/ml)
Estonia sanofi-aventis Estonia OU Clexane 10000 anti-Xa | Solutie injectabila Administrare 0,2 ml; 0,4 ml;
Péarnu mnt. 139 E/2 Ul/ml subcutanati; 0,6 ml; 0,8 ml;
11317 Tallinn, Administrare 1,0 mi
Estonia intravenoasa, (200 mg/ml
Utilizare echivalent cu
extracorporald 10000 anti-Xa
Ul/ml)
Finlanda Sanofi Oy Klexane 100 mg/mi Solutie injectabila Administrare 0,2 ml; 0,4 ml,
Huopalahdentie 24 subcutanata 0,6 ml; 0,8 ml;
00350 Helsinki 1,.0 ml
Finland (100 mg/ml)
Finlanda Sanofi Oy Klexane Cum 100 mg/mi Solutie injectabila Administrare 3ml; 10 ml
Huopalahdentie 24 Conservans subcutanata; (100 mg/ml)
00350 Helsinki Administrare
Finland intravenoasa
Franta Sanofi-aventis France LOVENOX 2000 2000 anti-Xa | Solutie injectabila Administrare 0,2 ml (100 mg/ml
82 avenue Raspail Ul anti-Xa/0,2 ml, | U1/0,2 ml subcutanata; Utilizare | echivalent cu
94250 Gentilly solution injectable extracorporald 10000 anti-Xa
FRANCE en seringue Ul/ml)

préremplie




Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Franta Sanofi-aventis France LOVENOX 4000 4000 anti-Xa | Solutie injectabila Administrare 0,4 ml (100 mg/ml
82 avenue Raspail Ul anti-Xa/0,4 ml, ul/0,4 ml subcutanati; echivalent cu
94250 Gentilly solution injectable Utilizare 10000 anti-Xa
FRANCE en seringue extracorporald Ul/ml)
préremplie
Franta Sanofi-aventis France LOVENOX 6000 6000 anti-Xa | Solutie injectabila Administrare 0,6 ml (100 mg/ml
82 avenue Raspail Ul anti-Xa/0,6 ml, | U1/0,6 ml subcutanata; echivalent cu
94250 Gentilly solution injectable Administrare 10000 anti-Xa
FRANCE en seringue intravenoasa Ul/ml)
préremplie
Franta Sanofi-aventis France LOVENOX 8000 8000 anti-Xa | Solutie injectabila Administrare 0,8 ml (100 mg/ml
82 avenue Raspail Ul anti-Xa/0,8 ml, | U1/0,8 ml subcutanata; echivalent cu
94250 Gentilly solution injectable Administrare 10000 anti-Xa
FRANCE en seringue intravenoasa Ul/ml)
préremplie
Franta Sanofi-aventis France LOVENOX 10 000 | 10000 anti-Xa | Solutie injectabila Administrare 1 ml (200 mg/ml
82 avenue Raspail Ul anti-Xa/1 ml, ul/1 mi subcutanati; echivalent cu
94250 Gentilly solution injectable Administrare 10000 anti-Xa
FRANCE en seringue intravenoasa Ul/ml)
préremplie
Franta Sanofi-aventis France LOVENOX 30 000 | 30000 anti-Xa | Solutie injectabila Administrare 3 ml (100 mg/ml
82 avenue Raspail Ul Anti-Xa/3 ml, Ul/3 mi subcutanata; echivalent cu
94250 Gentilly solution injectable Administrare 10000 anti-Xa
FRANCE en flacon multidose intravenoasa, Ul/ml)
Utilizare

extracorporala




Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Franta Sanofi-aventis France ENOXAPARINE 2000 anti-Xa | Solutie injectabila Administrare 0,2 ml (100 mg/ml
82 avenue Raspail SANOFI 2000 UI ul/0,2 ml subcutanata; Utilizare | echivalent cu
94250 Gentilly anti-Xa/0,2 ml, extracorporald 10000 anti-Xa
FRANCE solution injectable Ul/ml)
en seringue
préremplie
Franta Sanofi-aventis France ENOXAPARINE 4000 anti-Xa | Solutie injectabila Administrare 0,4 ml (100 mg/ml
82 avenue Raspail SANOFI 4000 Ul uUl1/0,4 mi subcutanata; Utilizare | echivalent cu
94250 Gentilly anti-Xa/0,4 ml, extracorporald 10000 anti-Xa
FRANCE solution injectable Ul/ml)
en seringue
préremplie
Franta Sanofi-aventis France ENOXAPARINE 6000 anti-Xa | Solutie injectabila Administrare 0,6 ml (100 mg/ml
82 avenue Raspail SANOFI 6000 Ul Ul1/0,6 mi subcutanata; echivalent cu
94250 Gentilly anti-Xa/0,6 ml, Administrare 10000 anti-Xa
FRANCE solution injectable intravenoasa Ul/ml)
en seringue
préremplie
Franta Sanofi-aventis France ENOXAPARINE 8000 anti-Xa | Solutie injectabila Administrare 0,8 ml (100 mg/ml
82 avenue Raspail SANOFI 8000 UI ul1/0,8 ml subcutanati; echivalent cu
94250 Gentilly anti-Xa/0,8 ml, Administrare 10000 anti-Xa
FRANCE solution injectable intravenoasa Ul/ml)
en seringue
préremplie
Franta Sanofi-aventis France ENOXAPARINE 10000 anti-Xa | Solutie injectabila Administrare 1 ml (200 mg/ml

82 avenue Raspail SANOFI 10 000 Ul | UI/2 ml subcutanata; echivalent cu
94250 Gentilly anti-Xa/1 ml, Administrare 10000 anti-Xa
FRANCE solution injectable intravenoasa Ul/ml)

en seringue

préremplie

10




Statul
Membru
UE/SEE

Detinatorul autorizatiei de
punere pe piati’
numele companiei, adresa

Numele (inventat)

Concentratia

Forma
farmaceutica

Calea de
administrare

Continutul
(concentratia)

Germania

Sanofi-Aventis Deutschland
GmbH

Industriepark Hochst
Gebaude K703

65926 Frankfurt am Main
Germany

Clexane 20mg

20 mg

Solutie injectabila

Administrare
subcutanata

0,2 ml (100 mg/ml)

Germania

Sanofi-Aventis Deutschland
GmbH

Industriepark Hochst
Gebaude K703

65926 Frankfurt am Main
Germany

Clexane 20 mg
Klinik

20 mg

Solutie injectabila

Administrare
subcutanati

0,2 ml (100 mg/ml)

Germania

Sanofi-Aventis Deutschland
GmbH

Industriepark Hochst
Gebaude K703

65926 Frankfurt am Main
Germany

Clexane 20 mg
Praxis

20 mg

Solutie injectabila

Administrare
subcutanata

0,2 ml (100 mg/ml)

Germania

Sanofi-Aventis Deutschland
GmbH

Industriepark Hochst
Gebaude K703

65926 Frankfurt am Main
Germany

Enoxaparin Sanofi
20 mg

20 mg

Solutie injectabila

Administrare
subcutanata

0,2 ml (100 mg/ml)

Germania

Sanofi-Aventis Deutschland
GmbH

Industriepark Hochst
Gebaude K703

65926 Frankfurt am Main
Germany

Clexane 40 mg

40 mg

Solutie injectabila

Administrare
subcutanata

0,4 ml (100 mg/ml)

11




Statul
Membru
UE/SEE

Detinatorul autorizatiei de
punere pe piati’
numele companiei, adresa

Numele (inventat)

Concentratia

Forma
farmaceutica

Calea de
administrare

Continutul
(concentratia)

Germania

Sanofi-Aventis Deutschland
GmbH

Industriepark Hochst
Gebaude K703

65926 Frankfurt am Main
Germany

Clexane 40 mg
Praxis

40 mg

Solutie injectabila

Administrare
subcutanata

0,4 ml (100 mg/ml)

Germania

Sanofi-Aventis Deutschland
GmbH

Industriepark Hochst
Gebaude K703

65926 Frankfurt am Main
Germany

Clexane 40 mg
Klinik

40 mg

Solutie injectabila

Administrare
subcutanata

0,4 ml (100 mg/ml)

Germania

Sanofi-Aventis Deutschland
GmbH

Industriepark Hochst
Gebaude K703

65926 Frankfurt am Main
Germany

Enoxaparin Sanofi
40 mg

40 mg

Solutie injectabila

Administrare
subcutanata

0,4 ml (100 mg/ml)

Germania

Sanofi-Aventis Deutschland
GmbH

Industriepark Hochst
Gebaude K703

65926 Frankfurt am Main
Germany

Enoxaparin Sanofi
60 mg

60 mg

Solutie injectabila

Administrare
subcutanata

0,6 ml (100 mg/ml)

Germania

Sanofi-Aventis Deutschland
GmbH

Industriepark Hochst
Gebaude K703

65926 Frankfurt am Main
Germany

Clexane 60 mg
Fertigspritzen

60 mg

Solutie injectabila

Administrare
subcutanata

0,6 ml (100 mg/ml)
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Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Germania Sanofi-Aventis Deutschland | Enoxaparin Sanofi | 80 mg Solutie injectabila Administrare 0,8 ml (100 mg/ml)
GmbH 80 mg subcutanata
Industriepark Hochst
Gebaude K703
65926 Frankfurt am Main
Germany
Germania Sanofi-Aventis Deutschland | Clexane 80 mg 80 mg Solutie injectabila Administrare 0,8 ml (100 mg/ml)
GmbH Fertigspritzen subcutanata
Industriepark Hochst
Gebédude K703
65926 Frankfurt am Main
Germany
Germania Sanofi-Aventis Deutschland | Enoxaparin Sanofi | 100 mg Solutie injectabila Administrare 1 ml (100 mg/ml)
GmbH 100 mg subcutanata
Industriepark Hochst
Gebédude K703
65926 Frankfurt am Main
Germany
Germania Sanofi-Aventis Deutschland | Clexane 100 mg 100 mg Solutie injectabila Administrare 1 ml (200 mg/ml)
GmbH Fertigspritzen subcutanata
Industriepark Hochst
Gebaude K703
65926 Frankfurt am Main
Germany
Germania Sanofi-Aventis Deutschland | Enoxaparin Sanofi | 100 mg/ml Solutie injectabila Administrare 3ml; 5ml; 10 ml
GmbH multidose 100 subcutanata; (200 mg/ml)
Industriepark Hochst mg/ml Administrare
Gebéaude K703 intravenoasa;
65926 Frankfurt am Main Utilizare
Germany extracorporald
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Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Germania Sanofi-Aventis Deutschland | Clexane multidose | 100 mg/ml Solutie injectabila Administrare 3ml; 5ml; 10 ml
GmbH 100 mg/ml subcutanata; (200 mg/ml)
Industriepark Hochst Administrare
Gebaude K703 intravenoasa;
65926 Frankfurt am Main Utilizare
Germany extracorporald
Germania Sanofi-Aventis Deutschland | Clexane Multidose | 100 mg/ml Solutie injectabila Administrare 3ml; 5ml; 10 ml
GmbH 100 mg/ml Praxis subcutanata; (200 mg/ml)
Industriepark Hochst Administrare
Gebéaude K703 intravenoasa;
65926 Frankfurt am Main Utilizare
Germany extracorporald
Germania Sanofi-Aventis Deutschland | Qualiop multidose | 100 mg/mi Solutie injectabila Administrare 3ml; 5ml; 10 ml
GmbH 100 mg/mi subcutanata; (200 mg/ml)
Industriepark Hochst Utilizare
Gebaude K703 extracorporald
65926 Frankfurt am Main
Germany
Germania Sanofi-Aventis Deutschland | Qualiop Klinik 100 | 100 mg/ml Solutie injectabila Administrare 3ml; 5ml; 10 ml
GmbH mg/ml subcutanata; (1200 mg/ml)
Industriepark Hochst Utilizare
Gebdude K703 extracorporald
65926 Frankfurt am Main
Germany
Grecia sanofi-aventis AEBE Clexane 2000 anti-Xa | Solutie injectabila Administrare 0,2 ml (100 mg/ml
348, Syngrou Av. - Building Ul /0,2 ml subcutanata echivalent cu
A, 176 74 Kallithea — Administrare 10000 anti-Xa
Athens intravenoasa, Ul/ml)
Greece Utilizare
extracorporald

14




Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Grecia sanofi-aventis AEBE Clexane 4000 anti-Xa | Solutie injectabila Administrare 0,4 ml (100 mg/ml
348, Syngrou Av. - Building Ul /0,4 mi subcutanata echivalent cu
A, 176 74 Kallithea — Administrare 10000 anti-Xa
Athens intravenoasa, Ul/ml)
Greece Utilizare
extracorporald
Grecia sanofi-aventis AEBE Clexane 6000 anti-Xa | Solutie injectabila Administrare 0,6 ml (100 mg/ml
348, Syngrou Av. - Building Ul /0,6 ml subcutanata echivalent cu
A, 176 74 Kallithea — Administrare 10000 anti-Xa
Athens intravenoasa, Ul/ml)
Greece Utilizare
extracorporald
Grecia sanofi-aventis AEBE Clexane 8000 anti-Xa | Solutie injectabila Administrare 0,8 ml (100 mg/ml
348, Syngrou Av. - Building Ul /0,8 ml subcutanata echivalent cu 10000
A, 176 74 Kallithea — Administrare anti-Xa Ul/ml)
Athens intravenoasa;
Greece Utilizare
extracorporala
Grecia sanofi-aventis AEBE Clexane 12000 anti-Xa | Solutie injectabila Administrare 0,8 ml (150 mg/ml
348, Syngrou Av. - Building u1/0,8 mi subcutanata echivalent cu
A, 176 74 Kallithea — Administrare 15000 anti-Xa
Athens intravenoasa, Ul/ml)
Greece Utilizare
extracorporald
Grecia sanofi-aventis AEBE Clexane 15000 anti-Xa | Solutie injectabila Administrare 1 ml (150 mg/ml
348, Syngrou Av. - Building Ul /1,0 ml subcutanata echivalent cu
A, 176 74 Kallithea — Administrare 15000 anti-Xa
Athens intravenoasa, Ul/ml)
Greece Utilizare
extracorporald
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Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Ungaria SANOFI-AVENTIS Zrt. Clexane 20 mg (2000 Solutie injectabila Administrare 0,2 ml (100 mg/ml)
1045. BUDAPEST TO U. 1- Ul /0,2 ml) subcutanata
5
Hungary
Ungaria SANOFI-AVENTIS Zrt. Clexane 40 mg (4000 Solutie injectabila Administrare 0,4 ml (100 mg/ml)
1045. BUDAPEST TO U. 1- Ul /0,4 ml) subcutanata
5
Hungary
Ungaria SANOFI-AVENTIS Zrt. Clexane 60 mg (6000 Solutie injectabila Administrare 0,6 ml (100 mg/ml)
1045. BUDAPEST TO U. 1- Ul1/0,6 ml) subcutanata
5
Hungary
Ungaria SANOFI-AVENTIS Zrt. Clexane 80 mg (8000 Solutie injectabila Administrare 0,8 ml (100 mg/ml)
1045. BUDAPEST TO U. 1- Ul /0,8 ml) subcutanata
5
Hungary
Ungaria SANOFI-AVENTIS Zrt. Clexane 100 mg Solutie injectabila Administrare 1 ml (100 mg/ml)
1045. BUDAPEST TO U. 1- (10000 UI/1 subcutanata
5 ml)
Hungary
Ungaria SANOFI-AVENTIS Zrt. Clexane 300 mg Solutie injectabila Administrare 3 ml (100 mg/ml)
1045. BUDAPEST TO U. 1- (30000 UI/3 subcutanata;
5 ml Administrare
Hungary intravenoasa
Ungaria SANOFI-AVENTIS Zrt. Clexane Forte 120 mg/0,8 ml | Solutie injectabila Administrare 0,8 ml (150 mg/ml)
1045. BUDAPEST TO U. 1- subcutanata

5
Hungary
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Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Ungaria SANOFI-AVENTIS Zrt. Clexane Forte 150 mg/1,0 ml | Solutie injectabila Administrare 1,0 ml (150 mg/ml)
1045. BUDAPEST TO U. 1- subcutanata
5
Hungary
Islanda Sanofi-aventis Norge AS Klexane 100 mg/mi Solutie injectabila Administrare 0,2 ml; 0,4 ml,
P.0.Box 133 subcutanati; 0,6 ml; 0.8,ml;
1325 Lysaker Administrare 1,0ml
Norway intravenoasa, (200 mg/ml)
Utilizare
extracorporald
Islanda Sanofi-aventis Norge AS Klexane 100 mg/mi Solutie injectabila Administrare 3mi
P.O.Box 133 subcutanata; (200 mg/ml)
1325 Lysaker Administrare
Norway intravenoasa;
Utilizare
extracorporald
Irlanda Sanofi-aventis Ireland Ltd Clexane Syringes 100 mg/mi Solutie injectabila Administrare 0,2 ml; 0,4 ml;
T/A SANOFI subcutanata; 0,6 ml; 0,8 ml; 1 ml
Citywest Business Campus Administrare (200 mg/ml)
Dublin 24 intravenoasa
Ireland
Irlanda Sanofi-aventis Ireland Ltd Clexane Forte 150 mg/mi Solutie injectabila Administrare 0,8 ml; 1 ml (150
T/A SANOFI Syringe subcutanata; mg/ml)
Citywest Business Campus Administrare
Dublin 24 intravenoasa
Ireland
Italia Sanofi S.p.A. Clexane 2000 anti-Xa | Solutie injectabila Administrare 0,2 ml (100 mg/ml
Viale L. Bodio 37/b ul/0,2 ml subcutanata; Utilizare | echivalent cu

20158 Milan, Italy

extracorporala

10000 anti-Xa
Ul/ml)
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Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Italia Sanofi S.p.A. Clexane 4000 anti-Xa | Solutie injectabila Administrare 0,4 ml (100 mg/ml
Viale L. Bodio 37/b ul/0,4 mi subcutanata; Utilizare | echivalent cu
20158 Milan, Italy extracorporald 10000 anti-Xa
Ul/ml)
Italia Sanofi S.p.A. Clexane T 6000 anti-Xa | Solutie injectabila Administrare 0,6 ml (100 mg/ml
Viale L. Bodio 37/b Ul1/0,6 ml subcutanata echivalent cu
20158 Milan, Italy 10000 anti-Xa
Ul/ml)
Italia Sanofi S.p.A. Clexane T 8000 anti-Xa | Solutie injectabila Administrare 0,8 ml (100 mg/ml
Viale L. Bodio 37/b ul1/0,8 ml subcutanata echivalent cu
20158 Milan, Italy 10000 anti-Xa
Ul/ml)
Italia Sanofi S.p.A. Clexane T 10000 anti-Xa | Solutie injectabila Administrare 1 ml (100 mg/ml
Viale L. Bodio 37/b Ul/1,0 ml subcutanata echivalent cu
20158 Milan, Italy 10000 anti-Xa
Ul/ml)
Italia Sanofi S.p.A. Clexane T 30000 anti-Xa | Solutie injectabila Administrare 3 ml (100 mg/ml
Viale L. Bodio 37/b Ul/3,0 ml intravenoasa echivalent cu
20158 Milan, Italy 10000 anti-Xa
Ul/ml)
Letonia sanofi — aventis Latvia SIA | Clexane 2000 anti- | 2000 anti-Xa | Solutie injectabila Administrare 0,2 ml (100 mg/ml
33 - 8 Kr. Valdemara Street | Xa SV/0,2 ml ul/0,2 ml subcutanata; echivalent cu
Riga, LV - 1010 §kidums injekcijam Administrare 10000 anti-Xa
Latvia pilnslircé intravenoasa, Ul/ml)
Utilizare
extracorporala
Letonia sanofi — aventis Latvia SIA | Clexane 4000 anti- | 4000 anti-Xa | Solutie injectabila Administrare 0,4 ml (100 mg/ml
33 - 8 Kr. Valdemara Street | Xa SV/0,4 ml ul/0,4 ml subcutanati; echivalent cu
Riga, LV - 1010 $kidums injekcijam Administrare 10000 anti-Xa
Latvia pilnslirce intravenoasa, Ul/ml)
Utilizare
extracorporald
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Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Letonia sanofi — aventis Latvia SIA | Clexane 6000 anti- | 6000 anti-Xa | Solutie injectabila Administrare 0,6 ml (100 mg/ml
33 - 8 Kr. Valdemara Street | Xa SV/0,6 ml uUl1/0,6 ml subcutanati; echivalent cu
Riga, LV - 1010 Skidums injekcijam Administrare 10000 anti-Xa
Latvia pilnslirce intravenoasa; Ul/ml)
Utilizare
extracorporald
Letonia sanofi — aventis Latvia SIA | Clexane 8000 anti- | 8000 anti-Xa | Solutie injectabila Administrare 0,8 ml (100 mg/ml
33 - 8 Kr. Valdemara Street | Xa SV/0,8 ml ul/0,8 ml subcutanata; echivalent cu
Riga, LV - 1010 Skidums injekcijai Administrare 10000 anti-Xa
Latvia pilnslircé intravenoasa, Ul/ml)
Utilizare
extracorporald
Lituania UAB “SANOFI-AVENTIS | Clexane 2 000 anti- | 2000 anti-Xa | Solutie injectabilad Administrare 0,2 ml (100 mg/ml
LIETUVA” XaTV/0,2 ml ul/0,2 ml subcutanata; echivalent cu
A.Juozapaviciaus 6/2, injekcinis tirpalas Utilizare 10000 anti-Xa
LT-09310 Vilnius, Lithuania | uzpildytame extracorporala Ul/ml)
Svirkste
Lituania UAB “SANOFI-AVENTIS | Clexane 4 000 anti- | 4000 anti-Xa | Solutie injectabila Administrare 0,4 ml (100 mg/ml
LIETUVA” XaTV/0,4 ml ul/0,4 ml subcutanata; echivalent cu
A.Juozapaviciaus 6/2, injekcinis tirpalas Utilizare 10000 anti-Xa
LT-09310 Vilnius, Lithuania | uzpildytame extracorporalad Ul/ml)
Svirkste
Lituania UAB “SANOFI-AVENTIS | Clexane 6 000 anti- | 6000 anti-Xa | Solutie injectabila Administrare 0,6 ml (100 mg/ml
LIETUVA” XaTV/0,6 ml uUl1/0,6 ml subcutanati; echivalent cu
A.Juozapaviciaus 6/2, injekcinis tirpalas Administrare 10000 anti-Xa
LT-09310 Vilnius, Lithuania | uZpildytame intravenoasa, Ul/ml)
Svirkste Utilizare
extracorporald
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Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Lituania UAB “SANOFI-AVENTIS | Clexane 8 000 anti- | 8000 anti-Xa | Solutie injectabila Administrare 0,8 ml (100 mg/ml
LIETUVA” XaTV/0,8 ml ul1/0,8 ml subcutanati; echivalent cu
A.Juozapaviciaus 6/2, injekcinis tirpalas Administrare 10000 anti-Xa
LT-09310 Vilnius, Lithuania | uZpildytame intravenoasa, Ul/ml)
Svirkste Utilizare
extracorporald
Lituania UAB “SANOFI-AVENTIS | Clexane 10 000 10000 anti-Xa | Solutie injectabila Administrare 1 ml (200 mg/ml
LIETUVA” anti-Xa TV/1,0ml | Ul/1,0 ml subcutanata; echivalent cu
A.Juozapaviciaus 6/2, injekcinis tirpalas Administrare 10000 anti-Xa
LT-09310 Vilnius, Lithuania | uzpildytame intravenoasa, Ul/ml)
Svirkste Utilizare
extracorporald
Luxemburg Sanofi Belgium Clexane 20 mg/0,2 ml | Solutie injectabila Administrare 0,2 ml (100 mg/ml)
Leonardo Da Vincilaan 19 subcutanata;
1831 Diegem, Belgium Administrare
intravenoasa
Luxemburg Sanofi Belgium Clexane 40 mg/0,4 ml | Solutie injectabila Administrare 0,4 ml (100 mg/ml)
Leonardo Da Vincilaan 19 subcutanata;
1831 Diegem, Belgium Administrare
intravenoasa
Luxemburg Sanofi Belgium Clexane 60 mg/0,6 ml | Solutie injectabila Administrare 0,6 ml (100 mg/ml)
Leonardo Da Vincilaan 19 Subcutanata;
1831 Diegem, Belgium Administrare
intravenoasa
Luxemburg Sanofi Belgium Clexane 80 mg/0,8 ml | Solutie injectabila Administrare 0,8 ml (100 mg/ml)

Leonardo Da Vincilaan 19
1831 Diegem, Belgium

subcutanata;
Administrare
intravenoasa
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Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Luxemburg Sanofi Belgium Clexane 100 mg/1,0 ml | Solutie injectabila Administrare 1 ml (200 mg/ml)
Leonardo Da Vincilaan 19 subcutanata;
1831 Diegem, Belgium Administrare
intravenoasa
Luxemburg Sanofi Belgium Clexane 120 mg/0,8 ml | Solutie injectabila Administrare 0,8 ml (150 mg/ml)
Leonardo Da Vincilaan 19 subcutanata;
1831 Diegem, Belgium Administrare
intravenoasa
Luxemburg Sanofi Belgium Clexane 150 mg/1,0 ml | Solutie injectabila Administrare 1 ml (150 mg/ml)
Leonardo Da Vincilaan 19 subcutanati;
1831 Diegem, Belgium Administrare
intravenoasa
Malta Sanofi Malta Ltd Clexane 2000 anti-Xa | Solutie injectabila Administrare 0,2 ml (100 mg/ml
3" Floor, Avantech Ul /0,2 ml (20 subcutanati; echivalent cu
Building, St.Julian’s Road, mg/0,2 ml) Administrare 10000 anti-Xa
San Gwann SGN 2805, intravenoasa Ul/ml)
Malta
Malta Sanofi Malta Ltd Clexane 4000 anti-Xa | Solutie injectabila Administrare 0,4 ml (100 mg/ml
3" Floor, Avantech Ul /0,4 ml subcutanati; echivalent cu
Building, St.Julian’s Road, (40 mg/0,4 Administrare 10000 anti-Xa
San Gwann SGN 2805, ml) intravenoasa Ul/ml)

Malta
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Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul

Membru punere pe piati’ farmaceutica administrare (concentratia)

UE/SEE numele companiei, adresa

Malta Sanofi Malta Ltd Clexane 6000 anti-Xa | Solutie injectabila Administrare 0,6 ml (100 mg/ml
3" Floor, Avantech Ul /0,6 ml (60 subcutanati; echivalent cu
Building, St.Julian’s Road, mg/0,6 ml) Administrare 10000 anti-Xa
San Gwann SGN 2805, intravenoasa Ul/ml)
Malta

Malta Sanofi Malta Ltd Clexane 8000 anti-Xa | Solutie injectabila Administrare 0,8 ml (100 mg/ml
3" Floor, Avantech Ul /0,8 ml (80 subcutanata; echivalent cu
Building, St.Julian’s Road, mg/0,8 ml) Administrare 10000 anti-Xa
San Gwann SGN 2805, intravenoasa Ul/ml)
Malta

Malta Sanofi Malta Ltd Clexane 10000 anti-Xa | Solutie injectabila Administrare 1 ml (100 mg/ml
3" Floor, Avantech Ul /1,0 ml subcutanata; echivalent cu
Building, St.Julian’s Road, (200 mg/1 ml) Administrare 10000 anti-Xa
San Gwann SGN 2805, intravenoasa Ul/ml)
Malta

Malta Sanofi Malta Ltd Clexane Forte 120 mg/0,8 ml | Solutie injectabila Administrare 0,8 ml (150 mg/ml)
3" Floor, Avantech Syringes subcutanat;
Building, St.Julian’s Road, Administrare
San Gwann SGN 2805, intravenoasa
Malta

Malta Sanofi Malta Ltd Clexane Forte 150 mg/1,0 ml | Solutie injectabila Administrare 1 ml (150 mg/ml)

3" Floor, Avantech
Building, St.Julian’s Road,
San Gwann SGN 2805,
Malta

Syringes

subcutanata;
Administrare
intravenoasa

22




Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul

Membru punere pe piati’ farmaceutica administrare (concentratia)

UE/SEE numele companiei, adresa

Malta Sanofi Malta Ltd Clexane Multidose | 30000 anti-Xa | Solutie injectabila Administrare 3 ml (100 mg/ml
3" Floor, Avantech vial Ul /3,0 ml subcutanati; echivalent cu
Building, St.Julian’s Road, (300 mg/3 ml) Administrare 10000 anti-Xa
San Gwann SGN 2805, intravenoasa Ul/ml)
Malta

Olanda sanofi-aventis Netherlands Clexane 100 mg/ml | 100 mg/ml Solutie injectabila Administrare 0,2 ml; 0,4 ml,
B.V. subcutanata 0,6 ml; 0,8ml; 1,0
Kampenringweg 45 D-E ml (100 mg/ml)
2803 PE Gouda
The Netherlands

Olanda sanofi-aventis Netherlands Clexane 300 mg/3 | 300 mg/ 3ml Solutie injectabila Administrare 3 ml (100 mg/ml)
B.V. mi subcutanata;
Kampenringweg 45 D-E Administrare
2803 PE Gouda intravenoasa
The Netherlands

Olanda sanofi-aventis Netherlands Clexane 150 mg/ml | 150 mg/ml Solutie injectabila Administrare 0,8ml; 1,0 ml
B.V. subcutanata (150 mg/ml)
Kampenringweg 45 D-E
2803 PE Gouda
The Netherlands

Norvegia Sanofi-aventis Norge AS Klexane 100 mg/mi Solutie injectabila Administrare 0,2 ml; 0,4 ml,

P.0.Box 133
1325 Lysaker
Norway

subcutanata;
Administrare
intravenoasa;
Utilizare
extracorporald

0,6 ml; 0,8 ml; 1,0
ml (100 mg/ml)
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Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Norvegia Sanofi-aventis Norge AS Klexane 100 mg/mi Solutie injectabila Administrare 3 ml (100 mg/ml)
P.0.Box 133 subcutanata;
1325 Lysaker Administrare
Norway intravenoasa;
Utilizare
extracorporald
Norvegia Sanofi-aventis Norge AS Klexane 150 mg/mi Solutie injectabila Administrare 0,8ml; 1,0 ml
P.O.Box 133 subcutanata; (150 mg/ml)
1325 Lysaker Administrare
Norway intravenoasa;
Utilizare
extracorporald
Polonia Sanofi-Aventis France Clexane 20 mg /0,2 ml | Solutie injectabila Administrare 0,2 mi
82, Avenue Raspail subcutanata; (200 mg/ml)
94250 Gentilly Utilizare
France extracorporala
Polonia Sanofi-Aventis France Clexane 40 mg /0,4 ml | Solutie injectabila Administrare 0,4 ml
82, Avenue Raspail subcutanata; (100 mg/ml)
94250 Gentilly Utilizare
France extracorporald
Polonia Sanofi-Aventis France Clexane 60 mg /0,6 ml | Solutie injectabila Administrare 0,6 mi
82, Avenue Raspail subcutanata; (200 mg/ml)
94250 Gentilly Utilizare
France extracorporald
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Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Polonia Sanofi-Aventis France Clexane 80 mg /0,8 ml | Solutie injectabila Administrare 0,8 mi
82, Avenue Raspail subcutanata; (200 mg/ml)
94250 Gentilly Utilizare
France extracorporala
Polonia Sanofi-Aventis France Clexane 100 mg /1 ml | Solutie injectabila Administrare 1ml
82, Avenue Raspail subcutanata; (200 mg/ml)
94250 Gentilly Utilizare
France extracorporald
Polonia Sanofi-Aventis France Clexane 300 mg /3 ml | Solutie injectabila Administrare 3 ml (100 mg/ml)
82, Avenue Raspail subcutanata;
94250 Gentilly Administrare
France intravenoasa;
Utilizare
extracorporald
Polonia Aventis Pharma Limited Clexane forte 120 mg Solutie injectabila Administrare 0,8 ml (150 mg/ml)
One Onslow Street /0,8 ml subcutanata;
Guildford, Surrey GU1 4YS Utilizare
United Kingdom extracorporald
Polonia Aventis Pharma Limited Clexane forte 150 mg /1 ml | Solutie injectabila Administrare 1 ml (150 mg/ml)
One Onslow Street subcutanata;
Guildford, Surrey GU1 4YS Utilizare
United Kingdom extracorporald
Portugalia Sanofi — Produtos Lovenox 100 mg/1 ml Solutie injectabila Administrare 1ml
Farmacéuticos, Lda. subcutanata (200 mg/ml)

Empreendimento Lagoas
Park, Edificio 7 — 3° Piso
2740-244 Porto Salvo
Portugal
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Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Portugalia Sanofi — Produtos Lovenox 100 mg/mi Solutie injectabila Administrare 3 ml (100 mg/ml)
Farmacéuticos, Lda. subcutanat;
Empreendimento Lagoas Administrare
Park, Edificio 7 — 3° Piso intravenoasa
2740-244 Porto Salvo
Portugal
Portugalia Sanofi — Produtos Lovenox 150 mg/1 ml Solutie injectabila Administrare 1ml
Farmacéuticos, Lda. subcutanata (150 mg/ml)
Empreendimento Lagoas
Park, Edificio 7 — 3° Piso
2740-244 Porto Salvo
Portugal
Portugalia Sanofi — Produtos Lovenox 80 mg/ 0,8 ml | Solutie injectabila Administrare 0,8 ml (100 mg/ml)
Farmacéuticos, Lda. subcutanata
Empreendimento Lagoas
Park, Edificio 7 — 3° Piso
2740-244 Porto Salvo
Portugal
Portugalia Sanofi — Produtos Lovenox 60 mg/ 0,6 ml | Solutie injectabila Administrare 0,6 ml (100 mg/ml)
Farmacéuticos, Lda. subcutanata
Empreendimento Lagoas
Park, Edificio 7 — 3° Piso
2740-244 Porto Salvo
Portugal
Portugalia Sanofi — Produtos Lovenox 40 mg/ 0,4 ml | Solutie injectabila Administrare 0,4 ml (100 mg/ml)

Farmacéuticos, Lda.
Empreendimento Lagoas
Park, Edificio 7 — 3° Piso
2740-244 Porto Salvo
Portugal

subcutanata
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Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Portugalia Sanofi — Produtos Lovenox 20 mg/ 0,2 ml | Solutie injectabila Administrare 0,2 ml (100 mg/ml)
Farmacéuticos, Lda. subcutanata
Empreendimento Lagoas
Park, Edificio 7 — 3° Piso
2740-244 Porto Salvo
Portugal
Portugalia Sanofi — Produtos Lovenox 120 mg/ 0,8 Solutie injectabila Administrare 0,8 ml (120 mg/ml)
Farmacéuticos, Lda. ml subcutanata
Empreendimento Lagoas
Park, Edificio 7 — 3° Piso
2740-244 Porto Salvo
Portugal
Romania Sanofi Romania SRL, Clexane 2000 anti-Xa | Solutie injectabila Administrare 0,2 ml (100 mg/ml
Strada Gara Herastrau, nr. 4, ul/0,2 ml subcutanata; echivalent cu
Cladirea B, etajele 8-9, Administrare 10000 anti-Xa
Sector 2, intravenoasa, Ul/ml)
Bucuresti, Romania Utilizare
extracorporala
Romania Sanofi Romania SRL, Clexane 4000 anti-Xa | Solutie injectabila Administrare 0,4 ml (100 mg/ml
Strada Gara Herastrau, nr. 4, ul/0,4 mi subcutanata; echivalent cu
Cladirea B, etajele 8-9, Administrare 10000 anti-Xa
Sector 2, intravenoasa, Ul/ml)
Bucuresti, Romania Utilizare
extracorporald
Romania Sanofi Romania SRL, Clexane 6000 anti-Xa | Solutie injectabila Administrare 0,6 ml (100 mg/ml
Strada Gara Herastrau, nr. 4, 1U/0,6 ml subcutanata; echivalent cu
Cladirea B, etajele 8-9, Administrare 10000 anti-Xa
Sector 2, intravenoasa, Ul/ml)
Bucuresti, Romania Utilizare
extracorporald
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Statul Detinatorul autorizatiei de | Numele (inventat) | Concentratia | Forma Calea de Continutul
Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Romania Sanofi Romania SRL, Clexane 8000 anti-Xa | Solutie injectabila Administrare 0,8 ml (100 mg/ml
Strada Gara Herastrau, nr. 4, ul/0,8 ml subcutanata; echivalent cu
Cladirea B, etajele 8-9, Administrare 10000 anti-Xa
Sector 2, intravenoasa, Ul/ml)
Bucuresti, Romania Utilizare
extracorporald
Republica sanofi-aventis Slovakia s.r.o. | Clexane 2000 anti-Xa | Solutie injectabila Administrare 0,2 ml (100 mg/ml
Slovaca Einsteinova 24, ul/0,2 ml subcutanata; echivalent cu
85101 Bratislava Administrare 10000 anti-Xa
Slovak Republic intravenoasa, IU/ml)
Utilizare
extracorporald
Republica sanofi-aventis Slovakia s.r.o. | Clexane 4000 anti-Xa | Solutie injectabila Administrare 0,4 ml (100 mg/ml
Slovaca Einsteinova 24, ul/0,4 ml subcutanata; echivalent cu
85101 Bratislava Administrare 10000 anti-Xa
Slovak Republic intravenoasa, Ul/ml)
Utilizare
extracorporala
Republica sanofi-aventis Slovakia s.r.o. | Clexane 6000 anti-Xa | Solutie injectabila Administrare 0,6 ml (100 mg/ml
Slovaca Einsteinova 24, uUl1/0,6 ml subcutanati; echivalent cu
85101 Bratislava Administrare 10000 anti-Xa
Slovak Republic intravenoasa; Ul/ml)
Utilizare
extracorporald
Republica sanofi-aventis Slovakia s.r.o. | Clexane 8000 anti-Xa | Solutie injectabila Administrare 0,8 ml (100 mg/ml
Slovaca Einsteinova 24, ul1/0,8 ml subcutanata, echivalent cu
85101 Bratislava Administrare 10000 anti-Xa
Slovak Republic intravenoasa, Ul/ml)
Utilizare
extracorporald
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Membru punere pe piati’ farmaceutica administrare (concentratia)
UE/SEE numele companiei, adresa
Republica sanofi-aventis Slovakia s.r.o. | Clexane 10000 anti-Xa | Solutie injectabila Administrare 1 ml (200 mg/ml
Slovaca Einsteinova 24, ul/1 mi subcutanati; echivalent cu
85101 Bratislava Administrare 10000 anti-Xa
Slovak Republic intravenoasa, Ul/ml)
Utilizare
extracorporald
Republica sanofi-aventis Slovakia s.r.o. | Clexane 30000 anti-Xa | Solutie injectabila Administrare 3 ml (100 mg/ml
Slovaca Einsteinova 24, Ul/3 ml subcutanata; echivalent cu
85101 Bratislava Administrare 10000 anti-Xa
Slovak Republic intravenoasa, Ul/ml)
Utilizare
extracorporald
Republica sanofi-aventis Slovakia s.r.o. | Clexane forte 12000 anti-Xa | Solutie injectabila Administrare 0,8 ml (150 mg/ml
Slovaca Einsteinova 24, uUl1/0,8 mi subcutanata echivalent cu
85101 Bratislava 15000 anti-Xa
Slovak Republic Ul/ml)
Republica sanofi-aventis Slovakia s.r.o. | Clexane forte 15000 anti-Xa | Solutie injectabila Administrare 1 ml (150 mg/ml
Slovaca Einsteinova 24, Ul /1,0 mi subcutanata echivalent cu
85101 Bratislava 15000 anti-Xa
Slovak Republic Ul/ml)
Slovenia sanofi-aventis d.o.0. Clexane 2000 anti-Xa | Solutie injectabila Administrare 0,2 ml (100 mg/ml
LetaliSka 29 A ul/0,2 ml Subcutanata echivalent cu
1000 Ljubljana 10000 anti-Xa
Slovenia Ul/ml)
Slovenia sanofi-aventis d.o.0. Clexane 4000 anti-Xa | Solutie injectabila Administrare 0,4 ml (100 mg/ml
LetaliSka 29 A ul/0,4 ml subcutanata echivalent cu
1000 Ljubljana 10000 anti-Xa
Slovenia Ul/ml)
Slovenia sanofi-aventis d.o.o. Clexane 6000 anti-Xa | Solutie injectabila Administrare 0,6 ml (100 mg/ml
LetaliSka 29 A ul/0,6 ml subcutanata echivalent cu

1000 Ljubljana
Slovenia

10000 anti-Xa
Ul/ml)
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Slovenia sanofi-aventis d.o.o. Clexane 8000 anti-Xa | Solutie injectabila Administrare 0,8 ml (100 mg/ml
LetaliSka 29 A ul1/0,8 ml subcutanata echivalent cu
1000 Ljubljana 10000 anti-Xa
Slovenia Ul/ml)
Slovenia sanofi-aventis d.o.o. Clexane 10000 anti-Xa | Solutie injectabila Administrare 1 ml (200 mg/ml
Letaliska 29 A Ul/1 mi subcutanata echivalent cu
1000 Ljubljana 10000 anti-Xa
Slovenia Ul/ml)
Slovenia sanofi-aventis d.o.0. Clexane 10000 anti-Xa | Solutie injectabila Administrare 3 ml (100 mg/ml
LetaliSka 29 A Ul/mi subcutanata; echivalent cu
1000 Ljubljana Administrare 10000 anti-Xa
Slovenia intravenoasa Ul/ml)
Slovenia sanofi-aventis d.o.0. Clexane 12000 anti-Xa | Solutie injectabila Administrare 0,8 ml (150 mg/ml
LetaliSka 29 A uUl/0,8 ml subcutanati echivalent cu
1000 Ljubljana 15000 anti-Xa
Slovenia Ul/ml)
Slovenia sanofi-aventis d.o.0. Clexane 15000 anti-Xa | Solutie injectabila Administrare 1 ml (150 mg/ml
Letaliska 29 A ul/1ml subcutanata echivalent cu
1000 Ljubljana 15000 anti-Xa
Slovenia Ul/ml)
Spania sanofi-aventis, S.A. Clexane 20 mg 20 mg (2000 Solutie injectabila Administrare 0,2 ml (100 mg/ml)
C/ Josep Pla, 2 (2.000 UI) solucion | UI) subcutanata;
08019 Barcelona inyectable en Administrare
Spain jeringa precargada intravenoasa,
Utilizare
extracorporala
Spania sanofi-aventis, S.A. Clexane 40 mg 40 mg (4000 Solutie injectabila Administrare 0,4 ml (100 mg/ml)
C/ Josep Pla, 2 (4.000 UI) solucion | UI) subcutanata;
08019 Barcelona inyectable en Administrare
Spain jeringa precargada intravenoasa,
Utilizare
extracorporald
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Spania sanofi-aventis, S.A. Clexane 60 mg 60 mg (6000 Solutie injectabila Administrare 0,6 ml (100 mg/ml)
C/ Josep Pla, 2 (6.000 UI) solucion | UI) subcutanata;
08019 Barcelona inyectable en Administrare
Spain jeringa precargada intravenoasa,
Utilizare
extracorporald
Spania sanofi-aventis, S.A. Clexane 80 mg 80 mg (8000 Solutie injectabila Administrare 0,8 ml (100 mg/ml)
C/ Josep Pla, 2 (8.000 UI) solucion | UI) subcutanata;
08019 Barcelona inyectable en Administrare
Spain jeringa precargada intravenoasa,
Utilizare
extracorporald
Spania sanofi-aventis, S.A. Clexane 100 mg 100 mg Solutie injectabila Administrare 1 ml (100 mg/ml)
C/ Josep Pla, 2 (10.000 UI) (10000 UI) subcutanata;
08019 Barcelona solucion inyectable Administrare
Spain en jeringa intravenoasa,
precargada Utilizare
extracorporala
Spania sanofi-aventis, S.A. Clexane 120 mg 120 mg Solutie injectabila Administrare 0,8 ml (150 mg/ml)
C/ Josep Pla, 2 (12.000 UI) (12000 UI) subcutanata;
08019 Barcelona solucion inyectable Utilizare
Spain en jeringa extracorporald
precargada
Spania sanofi-aventis, S.A. Clexane 150 mg 150 mg Solutie injectabila Administrare 1 ml (150 mg/ml)
C/ Josep Pla, 2 (15.000 UI) (15000 UI) subcutanata;
08019 Barcelona solucion inyectable Utilizare
Spain en jeringa extracorporald
precargada
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Suedia Sanofi AB Klexane 100 mg/mi Solutie injectabila Administrare 0,2 ml; 0,4 ml,
Box 30052 subcutanati; 0,6 ml; 0,8 ml;
104 25 Stockholm Administrare 1,0 mi
Sweden intravenoasa, (2100 mg/ml)
Utilizare
extracorporald
Suedia Sanofi AB Klexane (med 100 mg/mi Solutie injectabila Administrare 3ml; 10 ml
Box 30052 konserveringsmede subcutanata; (200 mg/ml)
104 25 Stockholm 1) Administrare
Sweden intravenoasa;
Utilizare
extracorporald
Suedia Sanofi AB Klexane 150 mg/mi Solutie injectabila Administrare 0,6 ml; 0,8 ml;
Box 30052 subcutanata; 1,0 ml
104 25 Stockholm Administrare (150 mg/ml)
Sweden intravenoasa;
Utilizare
extracorporala
Marea Aventis Pharma Limited Clexane Syringes 20 mg/ 0,2 ml | Solutie injectabila Administrare 0,2 ml (100 mg/ml
Britanie One Onslow Street subcutanata; echivalent cu
Guildford Utilizare 10000 UI activitate
Surrey extracorporald anti-Xa /ml)
GU14YS
United-Kingdom
Marea Aventis Pharma Limited Clexane Syringes 40 mg /0,4 ml | Solutie injectabila Administrare 0,4 ml (100 mg/ml
Britanie One Onslow Street subcutanata; echivalent cu
Guildford Utilizare 10000 UI activitate
Surrey extracorporald anti-Xa /ml)
GU14YS

United-Kingdom
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Marea Aventis Pharma Limited Clexane Syringes 60 mg/0,6 ml | Solutie injectabila Administrare 0,6 ml (100 mg/ml
Britanie One Onslow Street subcutanata; echivalent cu
Guildford Administrare 10000 Ul activitate
Surrey intravenoasa, anti-Xa /ml)
GU1 4YS Utilizare
United-Kingdom extracorporald
Marea Aventis Pharma Limited Clexane Syringes 80 mg/0,8 ml | Solutie injectabila Administrare 0,8 ml (100 mg/ml
Britanie One Onslow Street subcutanata; echivalent cu
Guildford Administrare 10000 UI activitate
Surrey intravenoasa, anti-Xa /ml)
GU14YS Utilizare
United-Kingdom extracorporald
Marea Aventis Pharma Limited Clexane Syringes 100 mg/1,0 ml | Solutie injectabila Administrare 1 ml (100 mg/ml
Britanie One Onslow Street subcutanata; echivalent cu
Guildford Administrare 10000 Ul activitate
Surrey intravenoasa, anti-Xa /ml)
GU1 4YS Utilizare
United-Kingdom extracorporald
Marea Aventis Pharma Limited Clexane Forte 120 mg/0,8 ml | Solutie injectabila Administrare 0,8 ml (150 mg/ml
Britanie One Onslow Street Syringes subcutanata; echivalent cu
Guildford Utilizare 15000 Ul activitate
Surrey extracorporald anti-Xa /ml)
GU14YS
United-Kingdom
Marea Aventis Pharma Limited Clexane Forte 150 mg/1,0 ml | Solutie injectabila Administrare 1 ml (150 mg/ml
Britanie One Onslow Street Syringes subcutanata; echivalent cu
Guildford Utilizare 15000 Ul activitate
Surrey extracorporald anti-Xa /ml)
GU14YS

United-Kingdom
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Marea Aventis Pharma Limited Clexane Multidose | 300 mg/3 ml Solutie injectabila Administrare 3 ml (100 mg/ml)
Britanie One Onslow Street vial subcutanata;

Guildford Administrare

Surrey intravenoasa,

GU1 4YS Utilizare

United-Kingdom extracorporald
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