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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
LOVENOX 10 x 4.000 IE (10 x 40 AT/H/0756/001 1-21761 SANOFI-AVENTIS GMBH AT
mg) Injektionslésung im Fertigpen OSTERREICH
Clexane 2.000 I. E. (20 mg)/0,2 DE/H/5213/001 | 32766.00.00 SANOFI-AVENTIS DE
ml Praxis Injektionslésung in einer DEUTSCHLAND GMBH
Fertigspritze
Clexane 4.000 I. E. (40 mg)/0,4 DE/H/5213/002 | 32766.01.00 SANOFI-AVENTIS DE
ml Praxis Injektionslésung in einer DEUTSCHLAND GMBH
Fertigspritze
LOVENOX 10.000 IE (100 mg)/10 | AT/H/0755/001 1-21700 SANOFI-AVENTIS GMBH AT
ml Injektionslésung in einer OSTERREICH
Durchstichflasche
Qualiop Klinik 30.000 I. E. (300 DE/H/5215/001 16071.02.00 SANOFI-AVENTIS DE
mg)/3 ml Injektionslésung DEUTSCHLAND GMBH
Qualiop Klinik 100.000 I. E. (1000 | DE/H/5215/003 | 99842.00.00 SANOFI-AVENTIS DE
mg)/10 ml Injektionslésung DEUTSCHLAND GMBH
Qualiop Klinik 50.000 I. E. (500 DE/H/5215/002 | 99841.00.00 SANOFI-AVENTIS DE
mg)/5 ml Injektionslésung DEUTSCHLAND GMBH
Clexane 2.000 I. E. (20 mg)/0,2 DE/H/5212/001 16071.00.00 SANOFI-AVENTIS DE
ml Klinik Injektionslésung in einer DEUTSCHLAND GMBH
Fertigspritze
Clexane 4.000 I. E. (40 mg)/0,4 DE/H/5212/002 16071.01.00 SANOFI-AVENTIS DE

ml Klinik Injektionslésung in einer
Fertigspritze

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

authorisation country) Authorisation member state product is authorised
number

CLEXANE AT/H/0751/001 026966034 (PRE-FILLED) SANOFI S.P.A IT

CLEXANE T AT/H/0751/003 029111046 SANOFI S.P.A IT

CLEXANE 2.000 IE (20 mg)/0,2 ml | AT/H/0751/001 RVG 121186 SANOFI-AVENTIS NL

oplossing voor injectie in een NETHERLANDS B.V.

voorgevulde spuit

CLEXANE, 8000 RU (80 mg)/0,8 AT/H/0751/004 940617 SANOFI-AVENTIS ESTONIA EE

ml sustelahus sustlis ou

Clexane 8000 Ul (80 mg)/0,8 ml AT/H/0751/004 4928/2012/01 SANOFI ROMANIA SRL RO

solutie injectabila

Klexane 6000 IE (60 mg)/0,6 ml | AT/H/0751/003 | 56483 SANOFI AB SE
injektionsvétska, 16sning, forfylld

spruta

CLEXANE 2.000 IU (20 mg)/0,2 AT/H/0751/001 19159 SANOFI-AVENTIS CYPRUS CcY
mL evéaipgo S1aAupa LTD

CLEXANE 6.000 IU (60 mg)/0,6 AT/H/0751/003 19744 SANOFI-AVENTIS CYPRUS CY
mL evéoipgo diaAupa LTD

CLEXANE 4.000 IU (40 mg)/0,4 AT/H/0751/002 19160 SANOFI-AVENTIS CYPRUS CcY
mL evéoipgo diaAupa LTD
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

CLEXANE 4.000 IU (40 mg)/0,4 AT/H/0751/002 28078/19-10-88 SANOFI-AVENTIS AEBE GR

mL evéaipo didAupa

CLEXANE 6.000 IU (60 mg)/0,6 AT/H/0751/003 9059/92/26-10-93 SANOFI-AVENTIS AEBE GR

mL evéoipgo didAupa

CLEXANE 10000 IU (100 mg)/1 ml | AT/H/0751/005 16/0175/17-S SANOFI-AVENTIS SLOVAKIA SK

injekény roztok SRO

CLEXANE 8.000 IU (80 mg)/0,8 AT/H/0751/004 9058/92/26-10-93 SANOFI-AVENTIS AEBE GR

mL evéoipgo didAupa

Clexane 10 000 NE (100 mg)/1 ml | AT/H/0751/005 OGYI-T-4097/09 SANOFI-AVENTIS ZRT HU

oldatos injekcio el6retoltott

fecskend6ben

Clexane 2000 NE (20 mg)/0,2 ml AT/H/0751/001 OGYI-T-4097/02 SANOFI-AVENTIS ZRT HU

oldatos injekcid el6retoltott

fecskend6ben

Clexane 8000 NE (80 mg)/0,8 ml AT/H/0751/004 OGYI-T-4097/07 SANOFI-AVENTIS ZRT HU

oldatos injekcid elGretoltott

fecskendében

Clexane 4000 NE (40 mg)/0,4 ml AT/H/0751/002 OGYI-T-4097/04 SANOFI-AVENTIS ZRT HU

oldatos injekcid el6retoltott

fecskendében

Clexane 6000 NE (60 mg)/0,6 ml AT/H/0751/003 OGYI-T-4097/05 SANOFI-AVENTIS ZRT HU

oldatos injekcid el6retoltott
fecskend6ben
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number
CLEXANE 2.000 IU (20 mg)/0,2 AT/H/0751/001 28077/19-10-88 SANOFI-AVENTIS AEBE GR

mL evéaipo didAupa

CLEXANE AT/H/0751/001 9700003 SANOFI BULGARIA EOOD BG
CLEXANE 8.000 IU (80 mg)/0,8 AT/H/0751/004 19161 SANOFI-AVENTIS CYPRUS CY
mL evéaipgo SiaAupa LTD

CLEXANE T 10.000 Ul (100 mg)/1 | AT/H/0751/005 029111135 SANOFI S.P.A IT

ml soluzione iniettabile

CLEXANE AT/H/0751/002 026966061 (SAFETY SYRINGE) SANOFI S.P.A IT
CLEXANE T AT/H/0751/004 02911123 (SAFETY SYRINGE) SANOFI S.P.A IT
LOVENOX 2.000 IE (20 mg)/0,2 AT/H/0751/001 1-18663 SANOFI-AVENTIS GMBH AT
ml Injektionslésung in einer OSTERREICH

Fertigspritze

CLEXANE 2.000 Ul (20 mg)/0,2 AT/H/0751/001 58502 SANOFI-AVENTIS, S.A. ES
ml solucién inyectable en jeringa
precargada

CLEXANE 2.000 IE (20 mg)/0,2 ml | AT/H/0751/001 BE144365 SANOFI BELGIUM BE
oplossing voor injectie in een

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

authorisation country) Authorisation member state product is authorised
number

CLEXANE, 2000 RU (20 mg)/0,2 AT/H/0751/001 940317 SANOFI-AVENTIS ESTONIA EE

ml suistelahus sustlis ou

Klexane 2000 IU (20 mg)/0,2 ml AT/H/0751/001 7507 SANOFI-AVENTIS NORGE AS NO

injeksjonsveeske, opplgsning i

ferdigfylt sproyte

Klexane, injektionsveeske, AT/H/0751/001 13118 SANOFI-AVENTIS DENMARK DK

oplgsning i fyldt injektionssprgjte A/S

Clexane 2.000 I. E. (20 mg)/0,2 AT/H/0751/001 15854.00.00 SANOFI-AVENTIS DE

ml Injektionslésung in einer DEUTSCHLAND GMBH

Fertigspritze

Klexane, AT/H/0751/001 13118 SANOFI-AVENTIS DENMARK DK

injektionsvaeske, oplgsning i fyldt A/S

injektionssprgjte

Clexane 2000 IU (20 mg)/0,2 mi AT/H/0751/001 HR-H-099632462-10 SANOFI-AVENTIS CROATIA HR

otopina za injekciju u napunjenoj D.O.0.

Strcaljki

Clexane 2,000 IU (20 mg) /0.2 AT/H/0751/001 PA 540/97/4 SANOFI-AVENTIS IRELAND IE

mL Solution for Injection in pre- LTD. T/A SANOFI

filled syringes

CLEXANE 2000 SV (20 mg)/0,2 ml | AT/H/0751/001 98-0717 SANOFI-AVENTIS LATVIA SIA | LV

Skidums injekcijam pilnslircé

CLEXANE 2000 TV (20 mg)/0,2 ml | AT/H/0751/001 LT/1/98/1560/022 UAB SANOFI-AVENTIS LT

injekcinis tirpalas uzpildytame
Svirkste

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

authorisation country) Authorisation member state product is authorised
number

Klexane 2000 IE (20 mg)/0,2 ml AT/H/0751/001 56481 SANOFI AB SE

injektionsvétska, 16sning, forfylld

spruta

CLEXANE 2.000 i.e. (20 mg)/0,2 AT/H/0751/001 H/99/02469/002 SANOFI-AVENTIS D.O.O. S

ml raztopina za injiciranje v

napolnjeni injekcijski brizgi

CLEXANE 2 000 IU (20 mg)/0,2 AT/H/0751/001 16/250/93-A/C SANOFI-AVENTIS SRO cz

ml injekéni roztok v predpinéné

injekcni stiikacce

CLEXANE 4.000 IE (40 mg)/0,4 ml | AT/H/0751/002 BE144347 SANOFI BELGIUM BE

oplossing voor injectie

CLEXANE 6 000 Ul (60 mg)/0,6 AT/H/0751/003 BE204565 SANOFI BELGIUM BE

ml solution injectable en seringue

préremplie

CLEXANE 8 000 Ul (80 mg)/0,8 AT/H/0751/004 BE161953 SANOFI BELGIUM BE

ml solution injectable en seringue

préremplie

CLEXANE 10 000 Ul (100 mg)/1 AT/H/0751/005 BE161944 SANOFI BELGIUM BE

ml solution injectable en seringue

préremplie

Clexane 2,000 IU (20 mg) /0.2 AT/H/0751/001 MA 082/00702 SANOFI MALTA LTD MT

mL Solution for Injection in pre-

filled syringes

Klexane 2.000 a.e. (20 mg)/0,2 AT/H/0751/001 870238 SANOFI-AVENTIS NORGE AS IS

ml stungulyf, lausn i afylltri
sprautu
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

CLEXANE 2 000 Ul (20 mg)/0,2 AT/H/0751/001 0861674 SANOFI BELGIUM LU

ml solution injectable en seringue

préremplie

CLEXANE 2.000 IE (20 mg)/0,2 ml | AT/H/0751/001 RVG 121186 SANOFI-AVENTIS NL

oplossing voor injectie in een NETHERLANDS B.V.

voorgevulde spuit

CLEXANE 2000 IU (20 mg)/0,2 ml | AT/H/0751/001 16/0108/96-S SANOFI-AVENTIS SLOVAKIA SK

injekény roztok v naplnenej SRO

injeknej striekacke

Clexane® Syringes 2,000 IU (20 AT/H/0751/001 PL 04425/0187 AVENTIS PHARMA LTD UK

mg)/0.2 ml solution for injection
in pre-filled syringes

LOVENOX 4.000 IE (40 mg)/0,4 AT/H/0751/002 1-18662 SANOFI-AVENTIS GMBH AT
ml Injektionslésung in einer OSTERREICH
Fertigspritze

KNEKCAH 4 000 IU (40 mg)/0,4 AT/H/0751/002 9700003 SANOFI BULGARIA EOOD BG
ml MHXXEKUNOHEH pa3TBop B
npeaBapuTENHO HaMb/IHEHU

CNPUHLIOBKMU

Clexane 4000 IU (40 m@g)/0,4 ml AT/H/0751/002 HR-H-990481301-15 SANOFI-AVENTIS CROATIA HR
otopina za injekciju u napunjenoj D.O.0.

Strcaljki

CLEXANE 4 000 IU (40 mg)/0,4 AT/H/0751/002 16/250/93-B/C SANOFI-AVENTIS SRO cZz

ml injekéni roztok v predpinéné
injek¢ni stiikacce
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

CLEXANE, 4000 RU (40 mg)/0,4 AT/H/0751/002 940417 SANOFI-AVENTIS ESTONIA EE

ml suistelahus sustlis ou

Clexane 4.000 I. E. (40 mg)/0,4 AT/H/0751/002 15854.01.00 SANOFI-AVENTIS DE

ml Injektionslésung in einer DEUTSCHLAND GMBH

Fertigspritze

Klexane 4.000 a.e. (40 mg)/0,4 AT/H/0751/002 870238 SANOFI-AVENTIS NORGE AS IS

ml stungulyf, lausn i afylltri

sprautu

CLEXANE 4000 SV (40 mg)/0,4 ml | AT/H/0751/002 98-0718 SANOFI-AVENTIS LATVIA SIA | LV

skidums injekcijam pilnslircé

CLEXANE 4000 TV (40 mg)/0,4 ml | AT/H/0751/002 LT/1/98/1560/046 UAB SANOFI-AVENTIS LT

injekcinis tirpalas uzpildytame LIETUVA

Svirkste

Clexane 4,000 IU (40 mg) /0.4 AT/H/0751/002 PA 540/97/5 SANOFI-AVENTIS IRELAND IE

mL Solution for Injection in pre- LTD. T/A SANOFI

filled syringes

CLEXANE 4 000 Ul (40 mg)/0,4 AT/H/0751/002 0861772 SANOFI BELGIUM LU

ml solution injectable en seringue

préremplie

Clexane 4,000 IU (40 mg) /0.4 AT/H/0751/002 MA 082/00703 SANOFI MALTA LTD MT

mL Solution for Injection in pre-

filled syringes

CLEXANE 4.000 IE (40 mg)/0,4 ml | AT/H/0751/002 RVG 121187 SANOFI-AVENTIS NL

oplossing voor injectie in een
voorgevulde spuit

NETHERLANDS B.V.

List of nationally authorised medicinal products

EMA/550753/2019

Page 9/37




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

Klexane 4000 IU (40 mg)/0,4 ml
injeksjonsvaeske, opplgsning i
ferdigfylt sproyte

AT/H/0751/002

17-11771

SANOFI-AVENTIS NORGE AS

NO

Clexane, 4000 j.m. (40 mg) /0,4
ml, roztwdr do wstrzykiwan w
amputko-strzykawkach

AT/H/0751/002

R/0484

SANOFI-AVENTIS FRANCE

PL

Clexane 4000 Ul (40 mg)/0,4 ml
solutie injectabila in seringa
preumpluta

AT/H/0751/002

4927/2012/31

SANOFI ROMANIA SRL

RO

Clexane 4000 Ul (40 mg)/0,4 ml
solutie injectabila in seringa
preumpluta

AT/H/0751/002

4927/2012/30

SANOFI ROMANIA SRL

RO

CLEXANE 4000 IU (40 mg)/0,4 ml
injekény roztok v naplnenej
injekcnej striekacke

AT/H/0751/002

16/0172/17-S

SANOFI-AVENTIS SLOVAKIA
SRO

SK

CLEXANE 4.000 i.e. (40 mg)/0,4
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0751/002

H/99/02469/053

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 4.000 Ul (40 mg)/0,4
ml solucién inyectable en jeringa
precargada

AT/H/0751/002

58503

SANOFI-AVENTIS, S.A.

ES

Klexane 4000 IE (40 mg)/0,4 ml
injektionsvétska, 16sning, forfylld
spruta

AT/H/0751/002

56482

SANOFI AB

SE

Clexane® Syringes 4,000 IU (40
mg)/0.4 ml solution for injection
in pre-filled syringes

AT/H/0751/002

PL 04425/0187

AVENTIS PHARMA LTD

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

authorisation country) Authorisation member state product is authorised
number

LOVENOX 6.000 IE (60 mg)/0,6 AT/H/0751/003 1-21538 SANOFI-AVENTIS GMBH AT

ml Injektionslésung in einer OSTERREICH

Fertigspritze

KJIEKCAH 6 000 IU (60 mg)/0,6 AT/H/0751/003 20020197 SANOFI BULGARIA EOOD BG

ml MHXeKUMOHEeH pa3TBop B

rnpeaBapuUTeNHO HaMb/IHEHU

CNPUHLIOBKMN

Clexane 6000 IU (60 mg)/0,6 mli AT/H/0751/003 HR-H-041381787-24 SANOFI-AVENTIS CROATIA HR

otopina za injekciju u napunjenoj D.0.0.

Strcaljki

Klexane,injektionsvaeske, AT/H/0751/003 13118 SANOFI-AVENTIS DENMARK DK

oplgsning i fyldt injektionssprgjte A/S

Clexane 6.000 I. E. (60 mg)/0,6 AT/H/0751/003 40759.00.00 SANOFI-AVENTIS DE

ml Injektionslésung in einer DEUTSCHLAND GMBH

Fertigspritze

CLEXANE 6 000 IU (60 mg)/0,6 AT/H/0751/003 16/250/93-C/C SANOFI-AVENTIS SRO cz

ml injekéni roztok v predpinéné

injek¢ni stiikacce

Klexane 6.000 a.e. (60 mg)/0,6 AT/H/0751/003 870238 SANOFI-AVENTIS NORGE AS IS

ml stungulyf, lausn i afylltri

sprautu

CLEXANE, 6000 RU (60 mg)/0,6 AT/H/0751/003 940517 EE

ml sistelahus sustlis

SANOFI-AVENTIS ESTONIA
ou
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

CLEXANE 6000 SV (60 mg)/0,6 ml | AT/H/0751/003 98-0719 SANOFI-AVENTIS LATVIA SIA | LV

skidums injekcijam pilnslircé

Clexane 6,000 IU (60 mg) /0.6 AT/H/0751/003 PA 540/97/6 SANOFI-AVENTIS IRELAND IE

mL Solution for Injection in pre- LTD. T/A SANOFI

filled syringes

CLEXANE 6000 TV (60 mg)/0,6 ml | AT/H/0751/003 LT/1/98/1560/060 UAB SANOFI-AVENTIS LT

injekcinis tirpalas uzpildytame LIETUVA

Svirkste

Clexane 6.000 IE (60 mg)/0,6 ml AT/H/0751/003 RVG 121188 SANOFI-AVENTIS NL

oplossing voor injectie in een NETHERLANDS B.V.

voorgevulde spuit

CLEXANE 6 000 Ul (60 mg)/0,6 AT/H/0751/003 0861819 SANOFI BELGIUM LU

ml solution injectable en seringue

préremplie

Klexane 6000 IU (60 mg)/0,6 ml AT/H/0751/003 17-11772 SANOFI-AVENTIS NORGE AS NO

injeksjonsvaeske, opplgsning i

ferdigfylt sproyte

Klexane 6000 IU (60 mg)/0,6 ml AT/H/0751/003 17-11772 SANOFI-AVENTIS NORGE AS NO

injeksjonsvaeske, opplgsning i

ferdigfylt sproyte

Clexane, 6000 j.m. (60 mg) /0,6 AT/H/0751/003 7748 SANOFI-AVENTIS FRANCE PL

ml, roztwdr do wstrzykiwan w

amputko-strzykawkach

Clexane 6,000 IU (60 mg) /0.6 AT/H/0751/003 MA 082/00704 SANOFI MALTA LTD MT

mL Solution for Injection in pre-
filled syringes
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

CLEXANE 6000 IU (60 mg)/0,6 ml | AT/H/0751/003 16/0173/17-S SANOFI-AVENTIS SLOVAKIA SK

injekény roztok v naplnenej SRO

injek¢nej striekacke

CLEXANE 6.000 Ul (60 mg)/0,6 AT/H/0751/003 62470 SANOFI-AVENTIS, S.A. ES

ml solucién inyectable en jeringa

precargada

CLEXANE 6.000 i.e. (60 mg)/0,6 AT/H/0751/003 H/99/02469/079 SANOFI-AVENTIS D.O.O. S

ml raztopina za injiciranje v

napolnjeni injekcijski brizgi

Clexane® Syringes 6,000 IU (60 AT/H/0751/003 PL 04425/0187 AVENTIS PHARMA LTD UK

mg)/0.6 ml solution for injection

in pre-filled syringes

LOVENOX 8.000 IE (80 mg)/0,8 AT/H/0751/004 1-21539 SANOFI-AVENTIS GMBH AT

ml Injektionslésung in einer OSTERREICH

Fertigspritze

CLEXANE 8 000 IU (80 mg)/0,8 AT/H/0751/004 16/250/93-D/C SANOFI-AVENTIS SRO Ccz

ml injek¢ni roztok v predplnéné

injekcni stiikacce

Klexane, injektionsveeske, AT/H/0751/004 13118 SANOFI-AVENTIS DENMARK DK

oplgsning i fyldt injektionssprgjte A/S

Clexane 8.000 I. E. (80 mg)/0,8 AT/H/0751/004 40759.01.00 SANOFI-AVENTIS DE

ml Injektionslésung in einer DEUTSCHLAND GMBH

Fertigspritze

KJIEKCAH 8 000 IU (80 mg)/0,8 AT/H/0751/004 20020196 SANOFI BULGARIA EOOD BG

M| MHXEKUMOHEH pasTBop B
npeaBapuTeNIHO HaMb/IHEHU
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

CNPUHLIOBKM

Clexane 8000 IU (80 mg)/0,8 ml AT/H/0751/004 HR-H-173049079-17 SANOFI-AVENTIS CROATIA HR

otopina za injekciju u napunjenoj D.O.O.

Strcaljki

Klexane 8.000 a.e. (80 mg)/0,8 AT/H/0751/004 870238 SANOFI-AVENTIS NORGE AS IS

ml stungulyf, lausn i afylltri

sprautu

Clexane 8,000 IU (80 mg) /0.8 AT/H/0751/004 PA 540/97/7 SANOFI-AVENTIS IRELAND IE

mL Solution for Injection in pre- LTD. T/A SANOFI

filled syringes

Clexane® Syringes 8,000 IU (80 AT/H/0751/004 PL 04425/0187 AVENTIS PHARMA LTD UK

mg)/0.8 ml solution for injection
in pre-filled syringes

CLEXANE 8000 SV (80 mg)/0,8 ml | AT/H/0751/004 98-0720 SANOFI-AVENTIS LATVIA SIA | LV
skidums injekcijam pilnslircé

Klexane 8000 IE (80 mg)/0,8 ml AT/H/0751/004 56484 SANOFI AB SE
injektionsvéatska, 16sning, forfylld

spruta

CLEXANE 8000 TV (80 mg)/0,8 ml | AT/H/0751/004 LT/1/98/1560/087 UAB SANOFI-AVENTIS LT
injekcinis tirpalas uzpildytame LIETUVA

Svirkste

CLEXANE 8.000 Ul (80 mg)/0,8 AT/H/0751/004 62471 SANOFI-AVENTIS, S.A. ES

ml solucién inyectable en jeringa

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

authorisation country) Authorisation member state product is authorised
number

CLEXANE 8 000 Ul (80 mg)/0,8 AT/H/0751/004 0656561 SANOFI BELGIUM LU

ml solution injectable en seringue

préremplie

CLEXANE 8.000 i.e. (80 mg)/0,8 AT/H/0751/004 H/99/02469/110 SANOFI-AVENTIS D.O.O. Sl

ml raztopina za injiciranje v

napolnjeni injekcijski brizgi

Clexane 8,000 IU (80 mg) /0.8 AT/H/0751/004 MA 082/00705 SANOFI MALTA LTD MT

mL Solution for Injection in pre-

filled syringes

CLEXANE 8.000 IE (80 mg)/0,8 ml | AT/H/0751/004 RVG 121189 SANOFI-AVENTIS NL

oplossing voor injectie in een NETHERLANDS B.V.

voorgevulde spuit

Klexane 8000 IU (80 mg)/0,8 ml AT/H/0751/004 17-11773 SANOFI-AVENTIS NORGE AS NO

injeksjonsveeske, opplgsning i

ferdigfylt sprogyte

Clexane, 8000 j.m. (80 mg) /0,8 AT/H/0751/004 7750 SANOFI-AVENTIS FRANCE PL

ml, roztwor do wstrzykiwan w

amputko-strzykawkach

CLEXANE 8000 IU (80 mg)/0,8 ml | AT/H/0751/004 16/0174/17-S SANOFI-AVENTIS SLOVAKIA SK

injekény roztok v naplnenej SRO

injek¢nej striekacke

Clexane 10,000 IU (100mg)/1ml AT/H/0751/005 MA 082/00701 SANOFI MALTA LTD MT

Solution for Injection in pre-filled

syringes

Clexane 10.000 IE (100 mg)/1 ml | AT/H/0751/005 RVG 121190 SANOFI-AVENTIS NL

oplossing voor injectie in een
voorgevulde spuit

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 member state product is authorised
number
Klexane 10 000 IU (100 mg)/1 ml | AT/H/0751/005 17-11774 SANOFI-AVENTIS NORGE AS NO

injeksjonsvaeske, opplgsning i
ferdigfylt sproyte

Clexane, 10 000 j.m. (100 mg) /1 | AT/H/0751/005 7749 SANOFI-AVENTIS FRANCE PL
ml, roztwdr do wstrzykiwan w
amputko-strzykawkach

CLEXANE 10.000 Ul (100 mg)/1 AT/H/0751/005 62472 SANOFI-AVENTIS, S.A. ES
ml solucién inyectable en jeringa
precargada

CLEXANE 10.000 i.e. (100 mg)/1 AT/H/0751/005 H/99/02469/156 SANOFI-AVENTIS D.O.O. S
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

Klexane 10000 IE (100 mg)/1 ml AT/H/0751/005 56485 SANOFI AB SE
injektionsvéatska, 16sning, forfylld

spruta

Clexane® Syringes 10,000 IU AT/H/0751/005 PL 04425/0187 AVENTIS PHARMA LTD UK

(100 mg)/1 ml solution for
injection in pre-filled syringes

CLEXANE 10 000 Ul (100 mg)/1 AT/H/0751/005 0862011 SANOFI BELGIUM LU
ml solution injectable en seringue

préremplie

Clexane 10,000 IU (100mg)/1ml AT/H/0751/005 PA 540/97/1 SANOFI-AVENTIS IRELAND IE
Solution for Injection in pre-filled LTD. T/A SANOFI

syringes

LOVENOX 10.000 IE (100 mg)/1 AT/H/0751/005 1-21540 SANOFI-AVENTIS GMBH AT
ml Injektionslésung in einer OSTERREICH

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

authorisation country) Authorisation member state product is authorised
number

Clexane 10 000 IU (100 mg)/1 ml | AT/H/0751/005 HR-H-165030097-13 SANOFI-AVENTIS CROATIA HR

otopina za injekciju u napunjenoj D.O.0.

Strcaljki

KLEXANE AT/H/0751/005 13118 SANOFI A/S DK

CLEXANE, 10 000 RU (100 mg)/1 | AT/H/0751/005 240398 SANOFI-AVENTIS ESTONIA EE

ml siistelahus siistlis ou

Clexane 10.000 I. E. (100 mg)/1 AT/H/0751/005 40759.02.00 SANOFI-AVENTIS DE

ml Injektionslésung in einer DEUTSCHLAND GMBH

Fertigspritze

CLEXANE 10 000 IU (100 mg)/1 AT/H/0751/005 16/250/93-E/C SANOFI-AVENTIS SRO cz

ml injekcni roztok v predplnené

injekeni strikacce

Klexane 10.000 a.e. (100 mg)/1 AT/H/0751/005 870238 SANOFI-AVENTIS NORGE AS IS

ml stungulyf, lausn i afylltri

sprautu

Clexane 12.000 IE (120 mg)/0,8 AT/H/0754/001 RVG 121191 SANOFI-AVENTIS NL

ml oplossing voor injectie NETHERLANDS B.V.

KLEXANE 10 000 IU (100 mg)/1 AT/H/0751/001 10432 SANOFI OY Fl

ml injektioneste, liuos, esitaytetty

ruisku

LOVENOX 2 000 Ul (20 mg)/0,2 AT/H/0751/001 NL14582 SANOFI-AVENTIS FRANCE FR

ml, solution injectable en seringue
préremplie

List of nationally authorised medicinal products

EMA/550753/2019

Page 17/37




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

authorisation country) Authorisation member state product is authorised
number

KLEXANE 4 000 IU (40 mg)/0,4 AT/H/0751/002 10432 SANOFI OY Fl

ml injektioneste, liuos, esitaytetty

ruisku

LOVENOX 4 000 Ul (40 mg)/0,4 AT/H/0751/002 NL14584 SANOFI-AVENTIS FRANCE FR

ml, solution injectable en seringue

préremplie

Clexane, 2000 j.m. (20 mg) /0,2 AT/H/0751/001 R/0483 SANOFI-AVENTIS FRANCE PL

ml, roztwdr do wstrzykiwan w
amputko-strzykawkach

LOVENOX 2 000 Ul (20 mg)/0,2 AT/H/0751/001 AT/H/0751/001 SANOFI - PRODUTOS PT
ml solugdo injetavel em seringa FARMACEUTICOS LDA
pré-cheia

LOVENOX 4 000 Ul (40 mg)/0,4 AT/H/0751/002 AT/H/0751/002 SANOFI - PRODUTOS PT
ml solugdo injetavel em seringa FARMACEUTICOS LDA
pré-cheia

Clexane 2000 Ul (20 mg)/0,2 ml AT/H/0751/001 4926/2012/19 SANOFI ROMANIA SRL RO
solutie injectabila in seringa
preumpluta

KLEXANE 8 000 IU (80 mg)/0,8 AT/H/0751/004 10432 SANOFI OY Fl
ml injektioneste, liuos, esitaytetty
ruisku

KLEXANE 6 000 IU (60 mg)/0,6 AT/H/0751/003 10432 SANOFI OY Fl
ml injektioneste, liuos, esitaytetty
ruisku

LOVENOX 6 000 Ul (60 mg)/0,6 AT/H/0751/003 NL18577 SANOFI-AVENTIS FRANCE FR
ml, solution injectable en seringue
préremplie
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

LOVENOX 8 000 Ul (80 mg)/0,8 AT/H/0751/004 34009 3015387 1 SANOFI-AVENTIS FRANCE FR

ml, solution injectable en seringue

préremplie

LOVENOX 8 000 Ul (80 mg)/0,8 AT/H/0751/004 AT/H/0751/004 SANOFI - PRODUTOS PT

ml solugdo injetavel em seringa FARMACEUTICOS LDA

pré-cheia

LOVENOX 6 000 Ul (60 mg)/0,6 AT/H/0751/003 AT/H/0751/003 SANOFI - PRODUTOS PT

ml solugdo injetavel em seringa FARMACEUTICOS LDA

pra-cheia

Clexane 6000 Ul (60 mg)/0,6 ml AT/H/0751/003 4928/2012/34 SANOFI ROMANIA SRL RO

solutie injectabila in seringa

preumpluta

KLEXANE 10 000 I1U AT/H/0751/005 10432 SANOFI OY Fl

(100 mg)/1 ml injektioneste,

liuos, esitaytetty ruisku

LOVENOX 10 000 Ul (100 mg)/1 AT/H/0751/005 NL18579 SANOFI-AVENTIS FRANCE FR

ml, solution injectable en seringue

préremplie

LOVENOX 10 000 Ul (100 mg)/1 AT/H/0751/005 AT/H/0751/005 SANOFI - PRODUTOS PT

ml solugédo injetavel em seringa FARMACEUTICOS LDA

pré-cheia

Enoxaparin Sanofi 4.000 I. E. (40 | DE/H/5211/002 16349.01.00 SANOFI-AVENTIS DE

mg)/0,4 ml Injektionslésung in DEUTSCHLAND GMBH

einer Fertigspritze

Enoxaparin Sanofi 2.000 I. E. (20 | DE/H/5211/001 16349.00.00 SANOFI-AVENTIS DE

mg)/0,2 ml Injektionslésung in
einer Fertigspritze

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

authorisation country) Authorisation member state product is authorised
number

Enoxaparin Sanofi 6.000 I. E. (60 | DE/H/5211/003 | 78635.00.00 SANOFI-AVENTIS DE

mg)/0,6 ml Injektionslésung in DEUTSCHLAND GMBH

einer Fertigspritze

Enoxaparin Sanofi 8.000 I. E. (80 | DE/H/5211/004 | 78636.00.00 SANOFI-AVENTIS DE

mg)/0,8 ml Injektionslésung in DEUTSCHLAND GMBH

einer Fertigspritze

Enoxaparin Sanofi 10.000 I. E. DE/H/5211/005 | 78637.00.00 SANOFI-AVENTIS DE

(100 mg)/1 ml Injektionslésung in DEUTSCHLAND GMBH

einer Fertigspritze

Klexane 30.000 a.e. (300 mg)/3 AT/H/0752/001 970454 SANOFI-AVENTIS NORGE AS IS

ml stungulyf, lausn

KLEXANE 30000 IU (300 MG)/3 AT/H/0752/001 05-3487 SANOFI-AVENTIS NORGE AS NO

ML INJEKSJONSVAESKE,

OPPLOSNING

LOVENOX 30 000 Ul (300 mg)/3 AT/H/0752/001 5349956 SANOFI - PRODUTOS PT

ml solugédo injetavel FARMACEUTICOS LDA

LOVENOX 30 000 Ul (300 mg)/3 AT/H/0752/001 34009 561 0708 7 SANOFI-AVENTIS FRANCE FR

ml solution injectable

Clexane® Multidose Vial 30,000 AT/H/0752/001 PL 04425/0186 AVENTIS PHARMA LTD UK

IU (300 mg)/3 ml solution for

injection

LOVENOX 30.000 IE (300 mg)/3 AT/H/0752/001 1-23838 SANOFI-AVENTIS GMBH AT

ml Injektionslésung in einer
Durchstichflasche

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

authorisation country) Authorisation member state product is authorised
number
Klexane 30000 IE (300 mg)/3 ml AT/H/0752/001 56486 SANOFI AB SE

injektionsvétska, 16sning

Klexane 100000 IE AT/H/0752/003 56487 SANOFI AB SE
(1000 mg)/10 ml
injektionsvétska, 16sning

Klexane Cum Conservans AT/H/0752/001 13568 SANOFI OY Fl
Klexane Cum Conservans AT/H/0752/003 13568 SANOFI OY Fl
KLEXANE AT/H/0752/001 19402 SANOFI A/S DK
Clexane, 10 000 j.m. (100 mg) AT/H/0752/001 4561 SANOFI-AVENTIS FRANCE PL

/ml (30 000 j.m. (300 mg) /3 ml),
roztwér do wstrzykiwan

CLEXANE 30000 IU (300 mg)/3 ml | AT/H/0752/001 16/0176/17-S SANOFI-AVENTIS SLOVAKIA SK
injekény roztok SRO
Clexane, 10 000 j.m. (100 mg) AT/H/0752/001 4561 SANOFI-AVENTIS FRANCE PL

/ml (30 000 j.m. (300 mg) /3 ml),
roztwor do wstrzykiwan

Clexane 30 000 NE (300 mg)/3 ml | AT/H/0752/001 OGYI-T-4097/11 SANOFI-AVENTIS ZRT HU
oldatos injekcio
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Clexane multidose 30.000 I.E. AT/H/0752/001 40758.00.00 SANOFI-AVENTIS DE
(300 m@)/3 ml Injektionslésung DEUTSCHLAND GMBH
Clexane multidose 30.000 I.E. AT/H/0752/001 40758.00.00 SANOFI-AVENTIS DE
(300 m@)/3 ml Injektionslésung DEUTSCHLAND GMBH
Clexane multidose 30.000 I.E. AT/H/0752/001 40758.00.00 SANOFI-AVENTIS DE
(300 m@)/3 ml Injektionslésung DEUTSCHLAND GMBH
LOVENOX 100.000 IE (1000 AT/H/0752/003 237480 SANOFI-AVENTIS GMBH AT
mg)/10ml Injektionslésung in OSTERREICH
einer Durchstichflasche
Clexane® Multidose Vial 30,000 AT/H/0752/001 PL 04425/0186 AVENTIS PHARMA LTD UK
1IU (300 mg)/3 ml solution for
injection
Clexane® Multidose Vial 30,000 AT/H/0752/001 PL 04425/0186 AVENTIS PHARMA LTD UK
1IU (300 mg)/3 ml solution for
injection
CLEXANE T AT/H/0752/001 029111073 SANOFI S.P.A IT
Clexane multidose 50.000 I.E. AT/H/0752/002 99843.00.00 SANOFI-AVENTIS DE
(500 m@)/5 ml Injektionslésung DEUTSCHLAND GMBH
Clexane multidose 100.000 I.E. AT/H/0752/003 99844.00.00 SANOFI-AVENTIS DE

(1000 mg)/10 ml Injektionslésung

DEUTSCHLAND GMBH

List of nationally authorised medicinal products
EMA/550753/2019

Page 22/37




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

authorisation country) Authorisation member state product is authorised
number

Clexane multidose 50.000 I.E. AT/H/0752/002 99843.00.00 SANOFI-AVENTIS DE

(500 m@)/5 ml Injektionslésung DEUTSCHLAND GMBH

Clexane multidose 100.000 I.E. AT/H/0752/003 99844.00.00 SANOFI-AVENTIS DE

(1000 mg)/10 ml Injektionslésung DEUTSCHLAND GMBH

LOVENOX 50.000 IE (500 mg)/5 AT/H/0752/002 237481 SANOFI-AVENTIS GMBH AT

ml Injektionslésung in einer OSTERREICH

Durchstichflasche

Clexane 30 000 NE (300 mg)/3 ml | AT/H/0752/001 AT/H/0752/001 SANOFI-AVENTIS ZRT HU

oldatos injekcio

Clexane 30 000 NE (300 mg)/3 ml | AT/H/0752/001 OGYI-T-4097/11 SANOFI-AVENTIS ZRT HU

oldatos injekcio

Clexane 30 000 NE (300 mg)/3 ml | AT/H/0752/001 AT/H/0752/001 SANOFI-AVENTIS ZRT HU

oldatos injekcio

CLEXANE 30000 I1U (300 mg)/3 ml | AT/H/0752/001 16/0176/17-S SANOFI-AVENTIS SLOVAKIA SK

injekény roztok SRO

CLEXANE 30000 IU (300 mg)/3 ml | AT/H/0752/001 16/0176/17-S SANOFI-AVENTIS SLOVAKIA SK

injekény roztok SRO

LOVENOX 30 000 Ul (300 mg)/3 AT/H/0752/001 34009 550 55150 SANOFI-AVENTIS FRANCE FR

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

authorisation country) Authorisation member state product is authorised
number

LOVENOX 30 000 Ul (300 mg)/3 AT/H/0752/001 34009 550 551 6 7 SANOFI-AVENTIS FRANCE FR

ml solution injectable

LOVENOX 12 000 Ul (120 mg)/0,8 | AT/H/0754/001 3136488 SANOFI - PRODUTOS PT

ml solugédo injetavel FARMACEUTICOS LDA

LOVENOX 12 000 Ul (120 mg)/0,8 | AT/H/0754/001 3136686 SANOFI - PRODUTOS PT

ml solugédo injetavel FARMACEUTICOS LDA

LOVENOX 12 000 Ul (120 mg)/0,8 | AT/H/0754/001 3136587 SANOFI - PRODUTOS PT

ml solugédo injetavel FARMACEUTICOS LDA

LOVENOX 15 000 Ul (150 mg)/1 AT/H/0754/002 3136389 SANOFI - PRODUTOS PT

ml solugédo injetavel FARMACEUTICOS LDA

LOVENOX 15 000 Ul (150 mg)/1 AT/H/0754/002 3136181 SANOFI - PRODUTOS PT

ml solugédo injetavel FARMACEUTICOS LDA

CLEXANE 12.000 Ul (120 mg)/0,8 | AT/H/0754/001 63002 SANOFI-AVENTIS, S.A. ES

ml solucién inyectable en jeringa

precargada

CLEXANE FORTE 12 000 IU (120 AT/H/0754/001 16/338/01-A/C SANOFI-AVENTIS SLOVAKIA cz

mg)/0,8 ml injekéni roztok v SRO

predplinéné injekcni stiikacce

CLEXANE 15 000 Ul (150 mg)/1 AT/H/0754/002 0316489 SANOFI BELGIUM LU

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

authorisation country) Authorisation member state product is authorised
number

CLEXANE 15 000 Ul (150 mg)/1 AT/H/0754/002 0656608 SANOFI BELGIUM LU

ml solution injectable

CLEXANE FORTE AT/H/0754/001 8914 AVENTIS PHARMA LTD PL

CLEXANE 15.000 IU (150 mg)/1 AT/H/0754/002 59659/12-11-2003 SANOFI-AVENTIS AEBE GR

mL evéaipo didAupa

CLEXANE 12.000 IU (120 mg)/0,8 | AT/H/0754/001 59658/12-11-2003 SANOFI-AVENTIS AEBE GR

mL evéoipgo didAupa

Clexane 8000 NE (80 mg)/0,8 ml AT/H/0751/004 OGYI-T-4097/08 SANOFI-AVENTIS ZRT HU

oldatos injekcio el6ret6ltott

fecskend6ben

Clexane 2000 NE (20 mg)/0,2 ml AT/H/0751/001 OGYI-T-4097/02 SANOFI-AVENTIS ZRT HU

oldatos injekci6 elGretoltott

fecskend6ben

Clexane 10 000 NE (100 mg)/1 ml | AT/H/0751/005 OGYI-T-4097/10 SANOFI-AVENTIS ZRT HU

oldatos injekcid el6retoltott

fecskend6ben

Clexane Forte 15 000 NE (150 AT/H/0754/002 OGYI-T-4097/14 SANOFI-AVENTIS ZRT HU

mg)/1 ml oldatos injekcio

el6retoltott fecskendb6ben

Clexane 4000 NE (40 mg)/0,4 ml AT/H/0751/002 OGYI-T-4097/03 SANOFI-AVENTIS ZRT HU

oldatos injekcid el6retoltott
fecskend6ben
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

Clexane 6000 NE (60 mg)/0,6 ml AT/H/0751/003 OGYI-T-4097/06 SANOFI-AVENTIS ZRT HU

oldatos injekci6 elGretoltott

fecskend6ben

Clexane Forte 15 000 NE (150 AT/H/0754/002 OGYI-T-4097/15 SANOFI-AVENTIS ZRT HU

mg)/1 ml oldatos injekcio
el6retoltott fecskendbben

Clexane Forte 12 000 NE (120 AT/H/0754/001 OGYI-T-4097/12 SANOFI-AVENTIS ZRT HU
mg)/0,8 ml oldatos injekcid
el6retoltott fecskendGben

Clexane Forte 12 000 NE (120 AT/H/0754/001 OGYI-T-4097/13 SANOFI-AVENTIS ZRT HU
mg)/0,8 ml oldatos injekci6
el6retoltott fecskendGben

Klexane 15000 IE (150 mg) / 1 ml | AT/H/0754/002 56489 SANOFI AB SE
injektionsvéatska, 16sning, forfylld

spruta

CLEXANE 12.000 IE (120 mg)/0,8 | AT/H/0754/001 BE230176 SANOFI BELGIUM BE

ml oplossing voor injectie

Clexane Forte 12,000 IU (120 mg) | AT/H/0754/001 540/97/8 SANOFI-AVENTIS IRELAND IE
/ 0.8 mL Solution for Injection LTD. T/A SANOFI

CLEXANE 15 000 Ul (150 mg)/1 AT/H/0754/002 BE230185 SANOFI BELGIUM BE
ml solution injectable en seringue

préremplie

LOVENOX 12.000 IE (120 mg)/0,2 | AT/H/0754/001 1-23836 SANOFI-AVENTIS GMBH AT
ml Injektionslésung in einer OSTERREICH

Fertigspritze
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Clexane Forte 12 000 NE (120
mg)/0,8 ml oldatos injekci6
el6retoltott fecskendbben

AT/H/0754/001

AT/H/0754/001

SANOFI-AVENTIS ZRT

HU

CLEXANE 12 000 Ul (120 mg)/0,8
ml solution injectable en seringue
préremplie

AT/H/0754/001

0316492

SANOFI BELGIUM

LU

CLEXANE 12 000 Ul (120 mg)/0,8
ml solution injectable en seringue
préremplie

AT/H/0754/001

0862122

SANOFI BELGIUM

LU

CLEXANE 12 000 Ul (120 mg)/0,8
ml solution injectable en seringue
préremplie

AT/H/0754/001

0862136

SANOFI BELGIUM

LU

CLEXANE 12 000 Ul (120 mg)/0,8
ml solution injectable en seringue
préremplie

AT/H/0754/001

0656592

SANOFI BELGIUM

LU

CLEXANE 12 000 Ul (120 mg)/0,8
ml solution injectable en seringue
préremplie

AT/H/0754/001

0862105

SANOFI BELGIUM

LU

CLEXANE 12 000 Ul (120 mg)/0,8
ml solution injectable en seringue
préremplie

AT/H/0754/001

0555099

SANOFI BELGIUM

LU

CLEXANE 12 000 Ul (120 mg)/0,8
ml solution injectable en seringue
préremplie

AT/H/0754/001

0862119

SANOFI BELGIUM

LU

LOVENOX 15.000 IE (150 mg)/1
ml Injektionslésung in einer
Fertigspritze

AT/H/0754/002

1-23837

SANOFI-AVENTIS GMBH
OSTERREICH

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

authorisation country) Authorisation member state product is authorised
number

Clexane 12.000 IE (120 mg)/0,8 AT/H/0754/001 RVG 121191 SANOFI-AVENTIS NL

ml oplossing voor injectie NETHERLANDS B.V.

CLEXANE FORTE 15 000 IU (150 AT/H/0754/002 16/338/01-B/C SANOFI-AVENTIS SRO Ccz

mg)/1 ml injekéni roztok v

predplinéné injekcni stiikacce

Klexane 12 000 IU (120 mg)/0,8 AT/H/0754/001 99-3240 SANOFI-AVENTIS NORGE AS NO

ml injeksjonsvaeske, opplgsning i

ferdigfylt sprogyte

Clexane Forte, 12 000 j.m. (120 AT/H/0754/001 8914 SANOFI-AVENTIS FRANCE PL

mg) /0,8 ml roztwér do

wstrzykiwan w amputko-

strzykawkach

Clexane Forte 15,000 1U AT/H/0754/002 540/97/2 SANOFI-AVENTIS IRELAND IE

(150mg)/1ml Solution for LTD. T/A SANOFI

Injection in pre-filled syringes

LOVENOX 12 000 Ul (120 mg)/0,8 | AT/H/0754/001 AT/H/0754/001 SANOFI - PRODUTOS PT

ml solugédo injetavel FARMACEUTICOS LDA

CLEXANE FORTE 12000 IU (120 AT/H/0754/001 16/0033/02-S SANOFI-AVENTIS SLOVAKIA SK

mg)/0,8 ml injekény roztok v SRO

naplnenej injekénej striekacke

CLEXANE 12.000 i.e. (120 AT/H/0754/001 H/99/02470/008 SANOFI-AVENTIS D.O.O. S

mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi
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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

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/011

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/019

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/009

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/003

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/005

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/014

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski

AT/H/0754/001

H/99/02470/001

SANOFI-AVENTIS D.O.O.

Sl
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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

brizgi

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/004

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/013

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/015

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/016

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/017

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/002

SANOFI-AVENTIS D.O.O.

Sl
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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

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/021

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/010

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/007

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/006

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/012

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/018

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski

AT/H/0754/001

H/99/02470/024

SANOFI-AVENTIS D.O.O.

Sl
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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

brizgi

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/020

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/023

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 12.000 i.e. (120
mg)/0,8 ml raztopina za
injiciranje v napolnjeni injekcijski
brizgi

AT/H/0754/001

H/99/02470/022

SANOFI-AVENTIS D.O.O.

Sl

Clexane 15.000 IE (150 mg)/1 ml
oplossing voor injectie

AT/H/0754/002

RVG 121192

SANOFI-AVENTIS
NETHERLANDS B.V.

NL

Klexane 15 000 IU (150 mg)/1 ml
injeksjonsveeske, opplgsning i
ferdigfylt sproyte

AT/H/0754/002

17-11775

SANOFI-AVENTIS NORGE AS

NO

Clexane Forte 15 000 j.m. (150
mg) /1 ml roztwdr do wstrzykiwan
w amputko-strzykawkach

AT/H/0754/002

8915

SANOFI-AVENTIS FRANCE

PL

CLEXANE 15 000 Ul (150 mg)/1
ml solution injectable en seringue
préremplie

AT/H/0754/002

0862167

SANOFI BELGIUM

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

CLEXANE 15 000 Ul (150 mg)/1 AT/H/0754/002 0862184 SANOFI BELGIUM LU
ml solution injectable en seringue
préremplie

CLEXANE 15 000 Ul (150 mg)/1 AT/H/0754/002 0862171 SANOFI BELGIUM LU
ml solution injectable en seringue
préremplie

CLEXANE 15 000 Ul (150 mg)/1 AT/H/0754/002 0555104 SANOFI BELGIUM LU
ml solution injectable en seringue
préremplie

CLEXANE 15 000 Ul (150 mg)/1 AT/H/0754/002 0656608 SANOFI BELGIUM LU
ml solution injectable en seringue
préremplie

CLEXANE 15 000 Ul (150 mg)/1 AT/H/0754/002 0862198 SANOFI BELGIUM LU
ml solution injectable en seringue
préremplie

CLEXANE 15 000 Ul (150 mg)/1 AT/H/0754/002 0862203 SANOFI BELGIUM LU
ml solution injectable en seringue
préremplie

CLEXANE 15 000 Ul (150 mg)/1 AT/H/0754/002 0316489 SANOFI BELGIUM LU
ml solution injectable en seringue
préremplie

Klexane 12000 IE (120 mg) / 0,8 AT/H/0754/001 56488 SANOFI AB SE
ml injektionsvatska, I6sning,
forfylld spruta

Clexane® Forte Syringes 12,000 AT/H/0754/001 PL 04425/0185 AVENTIS PHARMA LTD UK
IU (120 mg)/0.8 ml solution for
injection in pre-filled syringes
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) Authorisation member state product is authorised
number

LOVENOX 15 000 Ul (150 mg)/1 AT/H/0754/002 AT/H/0754/002 SANOFI - PRODUTOS PT

ml solugédo injetavel em seringa FARMACEUTICOS LDA

pré-cheia

CLEXANE FORTE 15000 IU (150 AT/H/0754/002 16/0171/17-S SANOFI-AVENTIS SLOVAKIA SK

mg)/1 ml injekény roztok v SRO

naplnenej injekénej striekacke

CLEXANE 15.000 i.e. (150 mg)/1 AT/H/0754/002 H/99/02470/044 SANOFI-AVENTIS D.O.O. Sl

ml raztopina za injiciranje v

napolnjeni injekcijski brizgi

CLEXANE 15.000 i.e. (150 mg)/1 AT/H/0754/002 H/99/02470/040 SANOFI-AVENTIS D.O.O. Sl

ml raztopina za injiciranje v

napolnjeni injekcijski brizgi

CLEXANE 15.000 i.e. (150 mg)/1 AT/H/0754/002 H/99/02470/047 SANOFI-AVENTIS D.O.O. Sl

ml raztopina za injiciranje v

napolnjeni injekcijski brizgi

CLEXANE 15.000 i.e. (150 mg)/1 AT/H/0754/002 H/99/02470/048 SANOFI-AVENTIS D.O.O. Sl

ml raztopina za injiciranje v

napolnjeni injekcijski brizgi

CLEXANE 15.000 i.e. (150 mg)/1 AT/H/0754/002 H/99/02470/033 SANOFI-AVENTIS D.O.O. Sl

ml raztopina za injiciranje v

napolnjeni injekcijski brizgi

CLEXANE 15.000 i.e. (150 mg)/1 AT/H/0754/002 H/99/02470/030 SANOFI-AVENTIS D.O.O. Sl

ml raztopina za injiciranje v

napolnjeni injekcijski brizgi

CLEXANE 15.000 i.e. (150 mg)/1 AT/H/0754/002 H/99/02470/037 SANOFI-AVENTIS D.O.O. Sl

ml raztopina za injiciranje v
napolnjeni injekcijski brizgi
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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

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/028

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/034

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/031

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/046

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/039

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/032

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/027

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/041

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/035

SANOFI-AVENTIS D.O.O.

Sl
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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

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/036

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/043

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/029

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/025

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/026

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/042

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/038

SANOFI-AVENTIS D.O.O.

Sl

CLEXANE 15.000 UI (150 mg)/1
ml solucién inyectable en jeringa
precargada

AT/H/0754/002

63000

SANOFI-AVENTIS, S.A.

ES

CLEXANE 15.000 i.e. (150 mg)/1
ml raztopina za injiciranje v
napolnjeni injekcijski brizgi

AT/H/0754/002

H/99/02470/045

SANOFI-AVENTIS D.O.O.

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

authorisation country) Authorisation member state product is authorised
number

Clexane® Forte Syringes 15,000 AT/H/0754/002 PL 04425/0185 AVENTIS PHARMA LTD UK

IU (150 mg)/1 ml solution for

injection in pre-filled syringes

Clexane 30 000 NE (300 mg)/3 ml | AT/H/0752/001 OGYI-T-4097/11 SANOFI-AVENTIS ZRT HU

oldatos injekcio

Clexane multidose 30.000 I. E. DE/H/5218/001 | 50480.00.00 SANOFI-AVENTIS DE

(300 m@)/3 ml Praxis DEUTSCHLAND GMBH

Injektionslésung

Clexane multidose 100.000 I. E. DE/H/5218/003 | 99850.00.00 SANOFI-AVENTIS DE

(1000 mg)/10 ml Praxis DEUTSCHLAND GMBH

Injektionslésung

Clexane multidose 50.000 I. E. DE/H/5218/002 | 99849.00.00 SANOFI-AVENTIS DE

(500 mg)/5 ml Praxis DEUTSCHLAND GMBH

Injektionslésung

Enoxaparin Sanofi multidose DE/H/5216/001 50479.00.00 SANOFI-AVENTIS DE

30.000 I. E. (300 mg)/3 ml DEUTSCHLAND GMBH

Injektionslésung

Enoxaparin Sanofi multidose DE/H/5216/002 99845.00.00 SANOFI-AVENTIS DE

50.000 I. E. (500 mg)/5 ml DEUTSCHLAND GMBH

Injektionslésung

Enoxaparin Sanofi multidose DE/H/5216/003 99846.00.00 SANOFI-AVENTIS DE

100.000 1. E. (1000 mg)/10 ml
Injektionslésung

DEUTSCHLAND GMBH
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