NPUJIOKEHHE |

Cnucbk HAa HMMEHATA, JeKapcTBeHaTa ¢popMa, KOHUEHTPALUsl, HAYMH HA NPWIarane, NpUTe:KaTel
Ha pa3pelleHUETO 32 ynoTpeda B AHPKABATA YJIEHKA



AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJIeHKA paspeuieHueTo 3a nme Ha (koHUeHTpAWSD)
EC/EMII ynorpeba AKTHBHOTO
BELIECTBO B
HNme Ha koMnanusTa,
1030Ba
ajapec
eHHHIA,
B%, 32 1ajieH
00eM nJan
maca
ABcTpHus sanofi-aventis GmbH, Lovenox 20 mg 20 mg NmxekuoneH pa3tBop | IToaK0KHO 0,2 ml (100 mg/ml)
Leonard-Bernstein-StraBe | Spritzampullen HPUIIOKECHHE
10, A-1220 Vienna,
Austria
ABcTpus sanofi-aventis GmbH, Lovenox 40 mg 40 mg Wmxekunonen paztBop | [TonkoxHO 0,4 ml (100 mg/ml)
Leonard-Bernstein-Strale | Spritzampullen MPUI0KEHUE
10, A-1220 Vienna,
Austria
ABcTpus sanofi-aventis GmbH, Lovenox 60 mg 60 mg NmkeknuoneH pa3tBop | IToaK0KHO 0,6 ml (100 mg/ml)
Leonard-Bernstein-StraBe | Spritzampullen HPUIIOKECHHE
10, A-1220 Vienna,
Austria
ABcTpust sanofi-aventis GmbH, Lovenox 80 mg 80 mg NmxexnnoneH pa3tBop | [ToakosxkHO 0,8 ml (100 mg/ml)
Leonard-Bernstein-StraBe | Spritzampullen HPUIIOKECHHE
10, A-1220 Vienna,
Austria
ABcTpus sanofi-aventis GmbH, Lovenox 100 mg 100 mg NmxeknuoneH pastBop | IT0aK0KHO 1 ml (100 mg/ml)
Leonard-Bernstein-StraBe | Spritzampullen HPUIIOKEHHE

10, A-1220 Vienna,
Austria




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHIIeHTpaIII/lﬂ)
EC/EMII ynorpeba AKTHBHOTO
BeIlleCTBO B
HNme Ha koMnanusTa,
a030Ba
ajapec
eIMHUIIA,
B%, 32 1ajieH
00eM nJan
Maca
Asctpus sanofi-aventis GmbH, Lovenox 120 mg 120 mg Nuxexunonen pasreop | [logkoxHo 0,8 ml (150 mg/ml)
Leonard-Bernstein-Strale | Spritzampullen IIPHUIIOKEHHE
10, A-1220 Vienna,
Austria
ABcTpus sanofi-aventis GmbH, Lovenox 150 mg 150 mg Hmxexunonen pastsop | IToakoxno 1 ml (150 mg/ml)
Leonard-Bernstein-Strale | Spritzampullen IIPHUIIOKEHHE
10, A-1220 Vienna,
Austria
ABcTpus sanofi-aventis GmbH, Lovenox 100 mg/mi 300 mg WnxexmoneH pa3tBop | [ToakoKHO 3 ml (100 mg/ml)
Leonard-Bernstein-Stralie Durchstichflasche MPIJIOKEHUE;
10, A-1220 Vienna, HHTpaBeHO3HO
Austria MPUII0KEHUE
ABcTpus sanofi-aventis GmbH, Lovenox 100 mg/1 ml | 100 mg WnxexmoneH pa3tBop | [ToakoKHO 100mg /1,0 ml
Leonard-Bernstein-Strae | Ampullen MPUI0KEHUE
10, A-1220 Vienna, HHTpaBeHO3HO
Austria MPUII0KEHUE
ABcTpus sanofi-aventis GmbH, Lovenox 100 mg/10 100 mg Hmxexunonen pastBop | EkcrpakopropaiHo 100 mg /10 ml
Leonard-Bernstein-Strae | ml Stechampullen MPUI0KEHUE

10, A-1220 Vienna,
Austria




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3pelieHueTo 3a ume Ha (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BEIlIeCTBO B
HNme Ha koMnanusTa,
1030Ba
ajapec
€IMHHUIIA,
B%, 3a NajeH
00eM Wi
Maca
ABcTpus sanofi-aventis GmbH, Lovenox 10 x 40 mg 40 mg Wmxekunonen pastBop | [TogkoskHO 400,00 mg/3 ml
Leonard-Bernstein-StraRe | Pen MIPIIIOKEHUE (equiv. 10 single
10, A-1220 Vienna, doses of 40 mg)
Austria
Benrus Sanofi benrus Clexane 20 mg/0,2 ml | Umxekmonen pa3tBop | IToakoxHO 0,2 ml (100 mg/ml)
Leonardo Da Vincilaan 19 MPUI0KEHUE
1831 Diegem, benrus HHTpaBeHno3HO
MPUIOKEHUE
Benrus Sanofi benrus Clexane 40 mg/0,4 ml | MmxexunoneH pa3tBop | IToaxokHO 0,4 ml (100 mg/ml)
Leonardo Da Vincilaan 19 MPUI0KEHUE
1831 Diegem, benrus NnuTpaBeHo3HO
MPUI0KECHUE
Benrus Sanofi benrus Clexane 60 mg/0,6 ml | Umxkekmonen pa3rBop | IToakoxHO 0,6 ml (100 mg/ml)
Leonardo Da Vincilaan 19 MPUI0KEHUE
1831 Diegem, benrus HHTpaBeHno3HO
MPUII0KEHUE
Benrus Sanofi benrus Clexane 80 mg/0,8 ml | Umxkekimonen pa3rBop | IToakoxHO 0,8 ml (100 mg/ml)
Leonardo Da Vincilaan 19 MPHIOKEHUE
1831 Diegem, benrus NnuTpaBeHo3HO
MPUI0KECHUE




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3pelieHueTo 3a ume Ha (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BEIlIeCTBO B
HNme Ha koMnanusTa,
1030Ba
aapec
eIMHHULA,
B%, 3a NajeH
00eM Wi
Maca
Benrus Sanofi benrus Clexane 100 mg/1,0 ml | Mmxekmuonen pasteop | IToakoKHO 1 ml (200 mg/ml)
Leonardo Da Vincilaan 19 MPUI0KEHUE
1831 Diegem, benrus NuTpaBeHo3HO
MPUI0KECHUE
Benrus Sanofi benrus Clexane 120 mg/0,8 ml | Mmxekmuonen pasteop | IToakoKHO 0,8 ml (150 mg/ml)
Leonardo Da Vincilaan 19 MPUI0KEHUE
1831 Diegem, benrus NnuTpaBeHo3HO
MPUI0KECHUE
Benrus Sanofi benrus Clexane 150 mg/1,0 ml | Mmxekmuonen pasteop | IToakoKHO 1 ml (150 mg/ml)
Leonardo Da Vincilaan 19 MPUI0KEHUE
1831 Diegem, benrus NnuTpaBeHo3HO
MPUI0KECHUE
Benrus Sanofi benrus Clexane 300 mg/3 ml | Umxkekuonen pa3tBop | IToakoxHO 3 ml (100 mg/ml)
Leonardo Da Vincilaan 19 MPHIOKEHUE
1831 Diegem, benrus NnuTpaBeHo3HO

TMMPUJIIOKCHHUC




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3pelieHueTo 3a ume Ha (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
1030Ba
ajapec
eIMHHULA,
B%, 32 1ajieH
00eM Wi
Maca
bearapus SANOFI BULGARIA Krnexcan 100 mg/mi NmxexkunoneH pa3teop | IToakokHO 0,2 ml; 0.4 ml (100
EOOD Clexane MPUI0KEHUE mg/ml)
90 Tsarigradsko chaussee HHTpaBeHO3HO
Blvd. Office building MPUI0KEHUE
Capital Fort, section A, ExcTpakopriopaiaso
10th floor MIPIIOKEHUE
Sofia 1784, Bulgaria
bearapus SANOFI BULGARIA Knexcan 60 mg /0,6 ml | Umxkekuonen pa3rBop | IToakoxHO 0,6 ml (100 mg/ml)
EOOD Clexane MPUI0KEHUE
90 Tsarigradsko chaussee HHTpaBeHO3HO
Blvd. Office building MPUIOKEHUE
Capital Fort, section A, ExcTpakopropaiaso
10th floor MPIIOKEHUE

Sofia 1784, Bulgaria




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHIIeHTpaIII/lﬂ)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
a030Ba
aapec
eIMHUIIA,
B%, 32 1ajeH
00eM nJan
Maca
bwirapus SANOFI BULGARIA Knekcan 80 mg /0,8 ml | Umxkekumonen pa3rBop | IToakoxHO 0,8 ml (100 mg/ml)
EOOD Clexane MIPIIIOKEHUE
90 Tsarigradsko chaussee HHTpaBeHO3HO
Blvd. Office building MPUI0KECHUE
Capital Fort, section A, ExcTpakopropaaso
10th floor MIPIIIOKEHUE
Sofia 1784, Bulgaria
bwirapus SANOFI BULGARIA Knekcan 300 mg /3 ml | Umxkeknuonen pa3teop | IToakoxHO 3 ml (100 mg/ml)
EOOD Clexane MIPIIIOKEHUE
90 Tsarigradsko chaussee HHTpaBeHO3HO
Blvd. Office building MPUIOKEHUE
Capital Fort, section A, ExcTpakopropaiaso
10th floor MPIIOKEHUE
Sofia 1784, Bulgaria
XbpBaTus sanofi-aventis Croatia Clexane 2000 1U anti- | 2000 anti-Xa | Umkekimonen pa3tBop | IToakoxHO 0,2 ml (100 mg/ml
d.o.o. Xa/0,2 ml otopina za 1U/0,2 ml MPUI0KEHUE equivalent to 10 000
Heinzelova 70, 10000 injekciju u napunjenoj HHTpaBeHO3HO anti-Xa IU/ml)
Zagreb, Croatia Strcaljki HPUIIOKCHUE
ExcTtpakopriopainHo

MMPUJIIOKCHHUC




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHIIeHTpaIII/lﬂ)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
a030Ba
aapec
eIMHUIIA,
B%, 32 1ajieH
00eM nJan
Maca
XbpBaTus sanofi-aventis Croatia Clexane 4000 IU anti- | 4000 anti-Xa | WmkekimoneH pa3tBop | [ToaKoXHO 0,4 ml (100 mg/ml
d.o.o. Xa/0,4 ml otopina za 1U/0,4 ml MPUI0KEHUE equivalent to 10 000
Heinzelova 70, 10000 injekciju u napunjenoj HHTpaBeHO3HO anti-Xa IU/ml)
Zagreb, Croatia Strcaljki TPUIIOKCHUE
ExcTtpakopriopainHo
MMPUJIIOKCHHUC
XbpBaTus sanofi-aventis Croatia Clexane 6000 1U anti- | 6000 anti-Xa | Umkekimonen pa3rBop | IToakoxHO 0,6 ml (100 mg/ml
d.o.o. Xa/0,6 ml otopina za 1U/0,6 ml MPUI0KEHUE equivalent to 10 000
Heinzelova 70, 10000 injekciju u napunjenoj HHTpaBeHO3HO anti-Xa IU/ml)
Zagreb, Croatia Strcaljki TPUIIOKCHUE
ExcTtpakopriopainHo
MMPUJIIOKCHHUC
XbpBaTus sanofi-aventis Croatia Clexane 8000 IU anti- | 8000 anti-Xa | Mmxkekimonen pa3tBop | IToaKoxKHO 0,8 ml (100 mg/ml
d.o.o. Xa/0,8 ml otopina za 1U/0,8 ml MPUI0KEHNE equivalent to 10 000
Heinzelova 70, 10000 injekciju u napunjenoj WHTpaBEeHO3HO anti-Xa IU/ml)
Zagreb, Croatia Strcaljki MPUIIOKCHUE
ExcTpakopriopainHo

MMPUJIIOKCHHUC




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHIIeHTpaIII/lﬂ)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
anpec a030Ba
eIMHUIIA,
B%, 32 1ajieH
00eM nJan
Maca
XbpBaTus sanofi-aventis Croatia Clexane 10 000 1U 10 000 anti- NmxexkunoneH pa3teop | IToakokHO 1 ml (200 mg/ml
d.o.o. anti-Xa/1,0 ml otopina | Xa 1U/1,0 ml MPUI0KEHUE equivalent to 10 000
Heinzelova 70, 10000 za injekciju u HHTpaBeHO3HO anti-Xa IU/ml)
Zagreb, Croatia napunjenoj Strcaljki MPUI0KECHUE
ExcTtpakopriopainHo
MMPUJIIOKCHHUC
XbpBaTus sanofi-aventis Croatia Clexane 30 000 1U 30 000 anti- NmxexkunoneH pa3teop | IToakokHO 3 ml (100 mg/ml
d.o.o. anti-Xa/3,0 ml otopina | Xa IU/3 ml MPUI0KEHUE equivalent to 10 000
Heinzelova 70, 10000 za injekciju u HHTpaBeHO3HO anti-Xa IU/ml)
Zagreb, Croatia viSedoznom spremniku MPUI0KEHUE
ExcTtpakopriopainHo
MMPUJIIOKCHHUC
Kumsp Sanofi-aventis Cyprus Ltd. | Clexane 2000 anti-Xa | Umkekuonen pa3tBop | IToakoxHO 0,2 ml (100 mg/ml
14, Charalambou Mouskou 1U/0,2 ml MPUI0KECHUE equivalent to 10000
Strovolos, 2015 HHTpaBeHO3HO anti-Xa IU/ml)
Nicosia MPUI0KEHNE
Cyprus
Kunsp Sanofi-aventis Cyprus Ltd. | Clexane 4000 anti-Xa | MmxkekuoneH pa3reop | [Toakoxuo 0,4 ml,
14, Charalambou Mouskou 1U/0,4 ml MIPUIIOKEHNE (200 mg/ml
Strovolos, 2015 HutpaBeHO3HO equivalent to 10000
Nicosia MIPUIOKEHNE anti-Xa IU/ml)

Cyprus




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3pelieHueTo 3a ume Ha (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BEIlIeCTBO B
HNme Ha koMnanusTa,
azpec 1030Ba
eIMHHULA,
B%, 32 1ajieH
00eM Wi
Maca
Kumep Sanofi-aventis Cyprus Ltd. | Clexane 6000 anti-Xa | Umkekuonen pa3rBop | IToakoxHO 0,6 mi
14, Charalambou Mouskou 1U/0,6 ml MPUI0KEHUE (200 mg/ml
Strovolos, 2015 Intravenous use equivalent to 10000
Nicosia WutpaBeno3Ho anti-Xa 1U/ml)
Cyprus MIPHJIOKEHUE
Kunsp Sanofi-aventis Cyprus Ltd. | Clexane 8000 anti-Xa | WmxkekuoneH pa3reop | [ToakoxHO 0,8 ml
14, Charalambou Mouskou 1U/0,8 ml MIPUIIOKEHNE (200 mg/ml
Strovolos, 2015 WutpaBeno3Ho equivalent to 10000
Nicosia MPUIOKEHNE anti-Xa IU/ml)
Cyprus
Kumep Sanofi-aventis Cyprus Ltd. | Clexane 150 mg/1,0 ml | Mmxekmuonen pasteop | IToakoKHO 1ml
14, Charalambou Mouskou MPUI0KEHUE (150 mg/ml)
Strovolos, 2015 Intravenous use
Nicosia
Cyprus
Yemxka sanofi-aventis, s.r.o. Clexane 100 mg/ml Wunxexmonen pa3teop | [loakokHO 0,2 ml; 0,4 ml;
penyoirKa Evropska 846/176a MIPUIIOKEHNE 0,6 ml; 0,8ml; 1,0
160 00 Praha 6 WutpaBeno3Ho ml (100 mg/ml
Czech Republic MIPUIOKEHNE equivalent to 10 000
Excrpakopnopanno | anti-Xa IU/ml)

MIPHIIIO’KEHUE

10




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YiIeHKA pa3peleHneTo 3a ume Ha (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
azpec 1030Ba
€IMHHUIIA,
B%, 32 1ajieH
00eM Wi
Maca
Yemka sanofi-aventis, s.r.o. Clexane Forte 150 mg/mi NmxexkunoneH pa3teop | IToakokHO 0,8ml; 1,0 ml
pemyomnka Evropska 846/176a MPUI0KEHUE (150 mg/ml
160 00 Praha 6 Excrpakopnopanso | equivalent to 15000
Czech Republic TPUIIOKCHUE anti-Xa 1U/ml)
Hanus sanofi-aventis Denmark Klexane 100 mg/ml Wmxexunoned pasteop | [logkoskHo 3 ml (100 mg/ml)
AJS MIPUIIOKEHNE
Slotsmarken 13 WutpaBeno3Ho
2970 Hgrsholm MPUIIOKEHNE
Denmark
Hanus sanofi-aventis Denmark Klexane 100 mg/mi NmxexkunoneH pa3teop | IToakokHO 0,2 ml; 0,4 ml,
A/S MPUII0KECHUE 0,6 ml; 0,8 ml;
Slotsmarken 13 1,0 ml
2970 Hgrsholm (100 mg/ml)
Denmark
Ectonus sanofi-aventis Estonia OU | Clexane 10 000 anti- Wunxexmonen pa3teop | [loakokHO 0,2 ml; 0,4 ml;
Parnu mnt. 139 E/2 Xa IU/ml MIPUIIOKEHNE 0,6 ml; 0,8 ml;
11317 Tallinn, HutpaBeHO3HO 1,0 ml
Estonia HPUIIOKEHNE (100 mg/ml
Excrpakoprniopanna equivalent to 10000
yroTpeba anti-Xa IU/ml)

11




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YjIeHKa pa3pelieHneTo 3a nme Ha (komuenTpams)
EC/EMII ynorpeba AKTHBHOTO
HNme Ha KOMIIaAHUATA, BEIIECTBO B
axpec J030Ba
eIMHHIIA,
B%, 32 1ajieH
00eM Wi
maca
OUHITAHINS Sanofi Oy Klexane 100 mg/mi NmxexkunoneH pa3teop | IToakokHO 0,2 ml; 0,4 ml,
Huopalahdentie 24 MIPIIIOKEHUE 0,6 ml; 0,8 ml;
00350 Helsinki 1,0ml
Finland (100 mg/ml)
dunTanUs Sanofi Oy Klexane Cum 100 mg/ml NmxexuuoneH pastop | IToakoxHO 3ml; 10 ml
Huopalahdentie 24 Conservans MPUI0KEHUE (200 mg/ml)
00350 Helsinki HHTpaBeHO3HO
Finland MPUII0KEHUE
®pannus Sanofi-aventis France LOVENOX 2000 Ul 2000 anti-Xa | UmxekimoneH pa3rBop | [10aK0KHO 0,2 ml (100 mg/ml
82 avenue Raspail anti-Xa/0,2 ml, 1U/0,2 ml TIPUIOKEHHE equivalent to 10 000
94250 Gentilly solution injectable en Exctpakopnopanro | anti-Xa 1U/ml)
FRANCE seringue préremplie NPHIOKEHHE
®panrms Sanofi-aventis France LOVENOX 4000 Ul 4000 anti-Xa | Wmxekiponen pa3rBop | [ToakoxHO 0,4 ml (100 mg/ml
82 avenue Raspail anti-Xa/0,4 ml, 1U/0,4 ml IPHIOKCHHE equivalent to 10 000
94250 Gentilly solution injectable en Exkctpakoprniopanno | anti-Xa 1U/ml)
FRANCE seringue préremplie NPHIIOKEHHE
®pannus Sanofi-aventis France LOVENOX 6000 Ul 6000 anti-Xa | MmxkekimoneH pa3rBop | [10aK0KHO 0,6 ml (100 mg/ml
82 avenue Raspail anti-Xa/0,6 ml, 1U/0,6 ml TIPUIOKEHHE equivalent to 10 000
94250 Gentilly solution injectable en VIHTpaBEHO3HO anti-Xa 1U/ml)

FRANCE

seringue préremplie

MMPUJIIOKCHHUC

12




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHHeHTpaIII/Iﬂ)
EC/EMII ynorpeba AKTHBHOTO
BEIECTBO B
HNme Ha koMnanusTa,
a030Ba
aapec
eINHHNIA,
B%, 32 1ajieH
00eM nJan
Maca
®panuus Sanofi-aventis France LOVENOX 8000 Ul 8000 anti-Xa | MmxekimoneH pa3rBop | [10aK0KHO 0,8 ml (100 mg/ml
82 avenue Raspail anti-Xa/0,8 ml, 1U/0,8 ml TIPUIOKEHHE equivalent to 10 000
94250 Gentilly solution injectable en VIHTpaBEHO3HO anti-Xa 1U/ml)
FRANCE seringue preremplie MPUJIOKEHUE
®panuus Sanofi-aventis France LOVENOX 10000 Ul | 10 000 anti- NmxexiponeH pa3rBop | [ToaK0xHO 1 ml (100 mg/ml
82 avenue Raspail anti-Xa/1 ml, solution | Xa [U/1 ml TIPUIOKEHHE equivalent to 10 000
94250 Gentilly injectable en seringue I IHTpaBeHO3HO anti-Xa 1U/ml)
FRANCE preremplie MIPUJIOKEHUE
®pannus Sanofi-aventis France LOVENOX 30 000 Ul | 30 000 anti- WmxexiponeH pa3rBop | [ToaK0KHO 3 ml (100 mg/ml
82 avenue Raspail Anti-Xa/3 ml, solution | Xa 1U/3 ml TIPUIOKEHHE equivalent to 10 000
94250 Gentilly injectable en flacon VIHTpaBEHO3HO anti-Xa 1U/ml)
FRANCE multidose MIPUIIOXKEHUE
ExcTpakopriopainHo
MMPUJIIOKCHHUC
®panuus Sanofi-aventis France ENOXAPARINE 2000 anti-Xa | MmxekrmoneH pa3tBop | [10aK0KHO 0,2 ml (100 mg/ml
82 avenue Raspail SANOFI1 2000 Ul anti- | 1u/0,2 ml TIPHIOKEHNE equivalent to 10 000
94250 Gentilly Xa/0,2 ml, solution Excrpakopropanso | anti-Xa IU/ml)
FRANCE injectable en seringue NPHIOKEHHE

préremplie

13




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YjIeHKa pa3pelieHneTo 3a nme Ha (KOHIEHTPAMS
EC/EMII ynorpeba AKTHBHOTO HenTpatus
BeleCTBO B
HNme Ha koMnanusTa,
J030Ba
anpec
eIMHHIIA,
B%, 32 1ajeH
00eM Wi
maca
Dpanuys Sanofi-aventis France ENOXAPARINE 4000 anti-Xa | MmkexuuoHeH pasrtBop | I[ToaxoxHO 0,4 ml (100 mg/ml
82 avenue Raspail SANOFI 4000 Ul anti- | 1U/0,4 ml TIPHIOKEHNE equivalent to 10 000
94250 Gentilly X@/0,4 ml, solution Excrpakopropanso | anti-Xa IU/ml)
FRANCE injectable en seringue NPHIIOKEHHE
préremplie
Opannys Sanofi-aventis France ENOXAPARINE 6000 anti-Xa | WmxkeknuoneH pa3teop | [ToakoxHO 0,6 ml (100 mg/ml
82 avenue Raspail SANOFI 6000 Ul anti- | 1U/0,6 ml TIPHIOKEHUE equivalent to 10 000
94250 Gentilly X@/0,6 ml, solution NHTpaBeHO3HO anti-Xa 1U/ml)
FRANCE injectable en seringue NPHIIOKEHHE
préremplie
Opannys Sanofi-aventis France ENOXAPARINE 8000 anti-Xa | WmxkekuoneH pa3reop | [ToakoxHO 0,8 ml (100 mg/ml
82 avenue Raspail SANOFI 8000 Ul anti- | 1u/0,8 ml TIPHIOKEHUE equivalent to 10 000
94250 Gentilly X@/0,8 ml, solution NHTpaBeHO3HO anti-Xa 1U/ml)
FRANCE injectable en seringue NPHIIOKEHHE
préremplie
Opannys Sanofi-aventis France ENOXAPARINE 10 000 anti- Wmxexunonex pasteop | [logkoskHo 1 ml (100 mg/ml
82 avenue Raspail SANOFI10 000 UI Xa 1U/1 ml TIPHIOKEHUE equivalent to 10 000
94250 Gentilly anti-Xa/1 ml, solution NHTpaBeHO3HO anti-Xa 1U/ml)
FRANCE injectable en seringue MPHIIOKEHHE

préremplie

14




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a nme Ha (KOHHeHTpaIII/lﬂ)
EC/EMII ynorpeba AKTHBHOTO
BEIIECTBO B
HNme Ha koMnanusTa,
a030Ba
aapec
eIUHULIA,
B%, 32 1ajieH
odeM UM
Maca
Tepmanus Sanofi-Aventis Clexane 20mg 20 mg Hmxekuuonen pasteop | IToakoxno 0,2 ml (100 mg/ml)
Deutschland GmbH MPUI0KEHUE
Industriepark Hochst
Gebaude K703
65926 Frankfurt am Main
Germany
I'epmanust Sanofi-Aventis Clexane 20 mg Klinik | 20 mg Nmxexuuoner pastsop | [loakoxHO 0,2 ml (100 mg/ml)
Deutschland GmbH NpUJIOKCHNE
Industriepark Hochst
Gebaude K703
65926 Frankfurt am Main
Germany
I'epmanus Sanofi-Aventis Clexane 20 mg Praxis | 20 mg Wmxexuuoner pastsop | [loaxoxHO 0,2 ml (100 mg/ml)
Deutschland GmbH MPUIIOKEHNC

Industriepark Hochst
Gebéude K703

65926 Frankfurt am Main
Germany
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHHeHTpaIII/lﬂ)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
a030Ba
aapec
eIMHUIIA,
B%, 32 1ajieH
00eM nJan
Maca
'epmanus Sanofi-Aventis Enoxaparin Sanofi 20 mg NmxeknnoneH pa3tBop | [ToakoKHO 0,2 ml (100 mg/ml)
Deutschland GmbH 20 mg MPUI0KEHUE
Industriepark Hochst
Gebéude K703
65926 Frankfurt am Main
Germany
I'epmanus Sanofi-Aventis Clexane 40 mg 40 mg Hmxekuuonen pasteop | IToakoxno 0,4 ml (100 mg/ml)
Deutschland GmbH HPUIIOKCHUC
Industriepark Hochst
Gebéude K703
65926 Frankfurt am Main
Germany
I'epmanus Sanofi-Aventis Clexane 40 mg Praxis | 40 mg Hmxekuuonen pasteop | IToakoxno 0,4 ml (100 mg/ml)
Deutschland GmbH MPUTOKCHNC

Industriepark Hochst
Gebéude K703

65926 Frankfurt am Main
Germany
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHHeHTpaIII/lﬂ)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
a030Ba
aapec
eIMHUIIA,
B%, 32 1ajieH
00eM nJan
Maca
Tepmanust Sanofi-Aventis Clexane 40 mg Klinik | 40 mg Wmxexiponer pasreop | [loaxoxno 0,4 ml (100 mg/ml)
Deutschland GmbH MPUI0KEHUE
Industriepark Hochst
Gebéude K703
65926 Frankfurt am Main
Germany
I'epmanus Sanofi-Aventis Enoxaparin Sanofi 40 | 40 mg NmxexkunoneH pa3teop | IToakokHO 0,4 ml (100 mg/ml)
Deutschland GmbH mg MPUI0KEHUE
Industriepark Hochst
Gebéude K703
65926 Frankfurt am Main
Germany
I'epmanus Sanofi-Aventis Enoxaparin Sanofi 60 | 60 mg Hmxekuuonen pasteop | IToakoxno 0,6 ml (100 mg/ml)
Deutschland GmbH mg MPUTOXKCHNC

Industriepark Hochst
Gebéude K703

65926 Frankfurt am Main
Germany
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHIIeHTpaIII/lﬂ)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
a030Ba
aapec
eIMHUIIA,
B%, 32 1ajieH
00eM nJan
Maca
'epmanus Sanofi-Aventis Clexane 60 mg 60 mg Wmxexiponer pasreop | [loaxoxno 0,6 ml (100 mg/ml)
Deutschland GmbH Fertigspritzen IIPHUIIOKEHHE
Industriepark Hochst
Gebéude K703
65926 Frankfurt am Main
Germany
I'epmanus Sanofi-Aventis Enoxaparin Sanofi 80 | 80 mg Hmxekuuonen pasteop | IToakoxno 0,8 ml (100 mg/ml)
Deutschland GmbH mg IIPHUIIOKEHHE
Industriepark Hochst
Gebéude K703
65926 Frankfurt am Main
Germany
I'epmanus Sanofi-Aventis Clexane 80 mg 80 mg Hmxekuuonen pasteop | IToakoxno 0,8 ml (100 mg/ml)
Deutschland GmbH Fertigspritzen HPUIIOKCHUC

Industriepark Hochst
Gebéude K703

65926 Frankfurt am Main
Germany
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHHeHTpaIII/lﬂ)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
a030Ba
aapec
eIMHUIIA,
B%, 32 1ajieH
00eM nJan
Maca
I'epmanus Sanofi-Aventis Enoxaparin Sanofi 100 | 100 mg Hmxekuuonen pasteop | IToakoxno 1 ml (100 mg/ml)
Deutschland GmbH mg IIPHUIIOKEHHE
Industriepark Hochst
Gebéude K703
65926 Frankfurt am Main
Germany
I'epmanus Sanofi-Aventis Clexane 100 mg 100 mg Hmxekuuonen pasteop | IToakoxno 1 ml (100 mg/ml)
Deutschland GmbH Fertigspritzen IIPHUIIOKEHHE
Industriepark Hochst
Gebéude K703
65926 Frankfurt am Main
Germany
I'epmanus Sanofi-Aventis Enoxaparin Sanofi 100 mg/mi NmxexkunoneH pa3teop | IToakokHO 3ml; 5ml; 10 ml
Deutschland GmbH multidose 100 mg/ml HPUIIOKCHUE (100 mg/ml)
Industriepark Hochst HHTpaBeHO3HO
Geb&ude K703 NPUIIOKCHUE
65926 Frankfurt am Main ExcTpakopriopaiano
Germany MIPUJIOKEHUE
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHHeHTpaIII/lﬂ)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
anpec a030Ba
eIMHUIIA,
B%, 32 1ajieH
00eM nJan
Maca
I'epmanus Sanofi-Aventis Clexane multidose 100 | 100 mg/ml NmxexkunoneH pa3teop | IToakokHO 3ml; 5ml; 10 ml
Deutschland GmbH mg/ml MPUI0KEHUE (100 mg/ml)
Industriepark Hochst HHTpaBeHO3HO
Geb&ude K703 TPUIIOKCHUE
65926 Frankfurt am Main ExcTpakopriopaiano
Germany MIPUJIOKEHUE
I'epmanus Sanofi-Aventis Clexane Multidose 100 mg/mi NmxexkunoneH pa3teop | IToakokHO 3ml; 5ml; 10 ml
Deutschland GmbH 100 mg/ml Praxis MPUI0KEHUE (100 mg/ml)
Industriepark Hochst HHTpaBeHO3HO
Geb&ude K703 TPUIIOKCHUE
65926 Frankfurt am Main ExcTpakopriopaiano
Germany MIPUJIOKEHUE
I'epmanus Sanofi-Aventis Qualiop multidose 100 | 100 mg/ml NmxexkunoneH pa3teop | IToakokHO 3ml; 5ml; 10 ml
Deutschland GmbH mg/ml MPUI0KEHUE (1200 mg/ml)
Industriepark Hochst ExcTpakopriopaaso
Geb&ude K703 NPUIIOKCHUE

65926 Frankfurt am Main
Germany
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHIIeHTpaIII/lﬂ)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
a030Ba
aapec
eIMHUIIA,
B%, 32 1ajieH
00eM nJan
Maca
I'epmanus Sanofi-Aventis Qualiop Klinik 100 100 mg/mi NmxexkunoneH pa3teop | IToakokHO 3ml; 5ml; 10 ml
Deutschland GmbH mg/ml MPUI0KEHUE (100 mg/ml)
Industriepark Hochst ExcTpakopriopaano
Geb&ude K703 TPUIIOKCHUE
65926 Frankfurt am Main
Germany
I'epuuys sanofi-aventis AEBE Clexane 2000 anti-Xa | Umkekuonen pa3rBop | IToakoxHO 0,2 ml (100 mg/ml
348, Syngrou Av. - IU /0,2 ml MPUI0KEHUE equivalent to 10 000
Building A, 176 74 HHTpaBeHO3HO anti-Xa IU/ml)
Kallithea — Athens MIPIIIOKEHUE
Greece Excrpakopnopaiiio
MMPUJIIOKCHHUC
Ibprust sanofi-aventis AEBE Clexane 4000 anti-Xa | MmxkekironeH pa3rBop | I[ToakoxHO 0,4 ml (100 mg/ml
348, Syngrou Av. - IU /0,4 ml MPUIOKEHUE equivalent to 10 000
Building A, 176 74 HHTpaBeHO3HO anti-Xa IU/ml)
Kallithea — Athens MPHIOKEHUE
Greece Excrpakopnopaiito

MMPUJIIOKCHHUC

21




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3pelieHueTo 3a ume Ha (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BEIlIeCTBO B
HNme Ha koMnanusTa,
1030Ba
ajapec
€IMHHUIIA,
B%, 32 1ajieH
00eM Wi
Maca
Ibprust sanofi-aventis AEBE Clexane 6000 anti-Xa | WmkekimoneH pa3top | [ToakoxHO 0,6 ml (100 mg/ml
348, Syngrou Av. - IU /0,6 ml MPUI0KEHUE equivalent to 10 000
Building A, 176 74 HHTpaBeHO3HO anti-Xa IU/ml)
Kallithea — Athens MIPIIOKEHUE
Greece Excrpakoprnopaiio
MPUII0KEHUE
Ibprust sanofi-aventis AEBE Clexane 8000 anti-Xa | WmxkekimoneH pa3top | [ToakoxHO 0,8 ml (100 mg/ml
348, Syngrou Av. - IU /0,8 ml MPUI0KEHUE equivalent to 10 000
Building A, 176 74 HHTpaBeHO3HO anti-Xa IU/ml)
Kallithea — Athens MIPIIOKEHUE
Greece Excrpakopnopaiiio
MPUII0KEHUE
I'epuuys sanofi-aventis AEBE Clexane 12000 anti-Xa | Mmxkekmuonen pasteop | IToakoKHO 0,8 ml (150 mg/ml
348, Syngrou Av. - IU /0,8 ml MPUI0KEHUE equivalent to 15000
Building A, 176 74 HHTpaBeHO3HO anti-Xa IU/ml)
Kallithea — Athens MPHIOKEHUE
Greece Excrpakopnopaiito

MMPUJIIOKCHHUC
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHIIeHTpaIII/lﬂ)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
a030Ba
aapec
eIMHUIIA,
B%, 32 1ajieH
00eM nJan
Maca
I'epuuys sanofi-aventis AEBE Clexane 15000 anti-Xa | Mmxekmuonen pasteop | IToakoKHO 1 ml (150 mg/ml
348, Syngrou Av. - IU/1,0 ml MPUI0KEHUE equivalent to 15000
Building A, 176 74 HHTpaBeHO3HO anti-Xa IU/ml)
Kallithea — Athens MIPIIOKEHUE
Greece Excrpakoprnopalito
MMPUJIIOKCHHUC
VHrapus SANOFI-AVENTIS Zrt. Clexane 20 mg (2000 | MmxekmpoHeH pa3tBop | Subcutaneous use 0,2 ml (100 mg/ml)
1045. BUDAPEST TO U. NE /0,2 ml)
1-5
Hungary
YHrapus SANOFI-AVENTIS Zrt. Clexane 40 mg (4000 | MmxexiuoneH pasrBop | IloakoxHO 0,4 ml (100 mg/ml)
1045. BUDAPEST TO U. NE /0,4 ml) NPUIIOKCHUC
1-5
Hungary
Vurapus SANOFI-AVENTIS Zrt. Clexane 60 mg (6000 | Mmxkeknuonen pasrsop | [ToakoxHo 0,6 ml (100 mg/ml)
1045. BUDAPEST TO U. NE /0,6 ml) NPUIIOKCHUC
1-5
Hungary
Vurapus SANOFI-AVENTIS Zrt. Clexane 80 mg (8000 | Mmxeknuonen pasrsop | [ToakoxHo 0,8 ml (100 mg/ml)
1045. BUDAPEST TO U. NE /0,8 ml) NPUIIOKCHUC

1-5
Hungary
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3peleHneTo 3a nMe HA (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
1030Ba
ajapec
€IMHHUIIA,
B%, 32 1ajieH
00eM Wi
Maca
VYHrapus SANOFI-AVENTIS Zrt. Clexane 100 mg (10 NmxexnnoneH pa3tBop | [ToakosxkHO 1 ml (200 mg/ml)
1045. BUDAPEST TO U. 000 NE/1 ml) HPUIIOKCHUC
1-5
Hungary
Vurapus SANOFI-AVENTIS Zrt. Clexane 300 mg (30 NmxeknnoneH pa3tBop | [ToakokHO 3 ml (100 mg/ml)
1045. BUDAPEST TO U. 000 NE/3 ml MPUI0KEHUE
1-5 HHTpaBeHno3HO
Hungary MPUIIOKEHUE
YHrapus SANOFI-AVENTIS Zrt. Clexane Forte 120 mg/0,8 ml | Mmxekunonen pasreop | IToakoxHo 0,8 ml (150 mg/ml)
1045. BUDAPEST TO U. [IPUIIOKEHUC
1-5
Hungary
Yurapus SANOFI-AVENTIS Zrt. Clexane Forte 150 mg/1,0 ml | Mmxekunonen pasreop | IToaxoxHo 1,0 ml (150 mg/ml)
1045. BUDAPEST TO U. [IPUIIOKEHUC

1-5
Hungary
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
WieHKA pa3peleHneTo 3a nMe HA (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
azpec 1030Ba
€IMHHUIIA,
B%, 32 1ajieH
00eM Wi
Maca
Wcnanans Sanofi-aventis Norge AS Klexane 100 mg/mi NmxexkunoneH pa3teop | IToakokHO 0,2ml; 0,4 ml,
P.0.Box 133 MIPIIIOKEHUE 0,6 ml; 0,8 ml;
1325 Lysaker HHTpaBeHO3HO 1,0ml
Norway MPUI0KECHUE (100 mg/ml)
ExcTpakoprnopanna
ynotpeba
Wcnannus Sanofi-aventis Norge AS Klexane 100 mg/ml NmxexkunoneH pa3teop | IToakokHO 3mi
P.0.Box 133 MPUI0KEHUE (100 mg/ml)
1325 Lysaker HHTpaBeHO3HO
Norway MIPUIIOKEHUE
ExcTtpakopriopainHo
MIPIIIOKEHUE
Hcnanpus Sanofi-aventis Ireland Ltd | Clexane Syringes 100 mg/mi WNmxexunoneH pastBop | [ToakokHO 0,2ml; 0,4 ml; 0,6
T/A SANOFI MPIIOKEHUE ml; 0,8 ml; 1 ml
Citywest Business Campus WHTpaBEHO3HO (100 mg/ml)
Dublin 24 MIPHIOKEHUE
Ireland
Ucnannus Sanofi-aventis Ireland Ltd | Clexane Forte Syringe | 150 mg/ml WnxeKuuoHeH pa3tBop | I10aK0kKHO 0,8 ml; 1 ml (150
T/A SANOFI MIPUIIOKEHNE mg/ml)
Citywest Business Campus HnTpaBeno3Ho
Dublin 24 MIPHITIOKEHUE

Ireland
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3pelieHueTo 3a ume Ha (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BEIlIeCTBO B
HNme Ha koMnanusTa,
1030Ba
aapec
eIMHHULA,
B%, 32 1ajieH
00eM Wi
Maca
Wramust Sanofi S.p.A. Clexane 2000 anti-Xa | Umkekuonen pa3tBop | IToakoxHO 0,2 ml (100 mg/ml
Viale L. Bodio 37/b 1U/0,2 ml MPUI0KEHUE equivalent to 10 000
20158 Milan, Italy Excrpakopnopanso | anti-Xa IU/ml)
MPUI0KECHUE
Hramnas Sanofi S.p.A. Clexane 4000 anti-Xa | Wmxekiponen paszrsop | IToakoxHO 0,4 ml (100 mg/ml
Viale L. Bodio 37/b 1U/0,4 ml HPUTIOKCHUC equivalent to 10 000
20158 Milan, Italy Exctpakopriopanmsa | anti-Xa 1U/ml)
IIPUII0KEHUE
Hranus Sanofi S.p.A. Clexane T 6000 anti-Xa | WMmxekiuonen pasreop | [loakokHO 0,6 ml (100 mg/ml
Viale L. Bodio 37/b 1U/0,6 ml HPUTI0KCHUE equivalent to 10 000
20158 Milan, ltaly anti-Xa 1U/ml)
Uranus Sanofi S.p.A. Clexane T 8000 anti-Xa | Mmxekimonen pasreop | [TogkoxHO 0,8 ml (100 mg/ml
Viale L. Bodio 37/b 1U/0,8 ml MNPHUIIOKCHUC equivalent to 10 000
20158 Milan, Italy anti-Xa IU/ml)
Uranus Sanofi S.p.A. Clexane T 10 000 anti- NmxekunoneH pasreop | [logkoxHO 1 ml (100 mg/ml
Viale L. Bodio 37/b Xa 1U/1,0 ml NPUTIOKCHUE equivalent to 10 000
20158 Milan, ltaly anti-Xa 1U/ml)
Hranus Sanofi S.p.A. Clexane T 30 000 anti- NmKeK1uoHeH pastBop | HTpaBeHO3HO 3 ml (100 mg/ml
Viale L. Bodio 37/b Xa 1U/3,0 ml MPUI0KEHUE equivalent to 10 000

20158 Milan, Italy

anti-Xa IU/ml)
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
WieHKA pa3peleHneTo 3a nMe HA (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
1030Ba
ajapec
€IMHHUIIA,
B%, 32 1ajieH
00eM Wi
Maca
JlatBus sanofi — aventis Latvia SIA | Clexane 2000 anti-Xa | 2000 anti-Xa | MmkekunoneH pastBop | IToakokHO 0,2 ml (100 mg/ml
33 - 8 Kr. Valdemara Street | SV/0,2 ml skidums 1U/0,2 ml MPUI0KEHUE equivalent to 10 000
Riga, LV - 1010 injekcijam pilnslircé HHTpaBeHO3HO anti-Xa IU/ml)
Latvia MIPIIOKEHUE
ExcTtpakopriopainHo
MIPIIIOKEHUE
JlaTBus sanofi — aventis Latvia SIA | Clexane 4000 anti-Xa | 4000 anti-Xa | Unmxekiuonen pa3tBop | ITonkokKHO 0,4 ml (100 mg/ml
33 - 8 Kr. Valdemara Street | SV/0,4 ml skidums 1U/0,4 ml MPUI0KEHUE equivalent to 10 000
Riga, LV - 1010 injekcijam pilnslircé HHTpaBeHO3HO anti-Xa IU/ml)
Latvia MIPIIIOKEHUE
ExcTtpakopriopainHo
MIPIIIOKEHUE
JlaTBus sanofi — aventis Latvia SIA | Clexane 6000 anti-Xa | 6000 anti-Xa | Umxekiuonen pa3tBop | ITonkokHO 0,6 ml (100 mg/ml
33 - 8 Kr. Valdemara Street | SV/0,6 ml skidums 1U/0,6 ml MPUII0KECHUE equivalent to 10 000
Riga, LV - 1010 injekcijam pilnslirce HHTpaBeHO3HO anti-Xa IU/ml)
Latvia MPIIIOKEHUE
ExcTpakopriopainHo
MIPIITIOKEHUE
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
WieHKA pa3peleHneTo 3a nMe HA (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BEIlIeCTBO B
HNme Ha koMnanusTa,
1030Ba
ajapec
€IMHHUIIA,
B%, 32 1ajieH
00eM Wi
Maca
JlaTBus sanofi — aventis Latvia SIA | Clexane 8000 anti-Xa | 8000 anti-Xa | Unmxekiuonen pa3tBop | ITonkokKHO 0,8 ml (100 mg/ml
33 - 8 Kr. Valdemara Street | SV/0,8 ml skidums 1U/0,8 ml MPUI0KEHUE equivalent to 10 000
Riga, LV - 1010 injekcijai pilnslircé HHTpaBeHO3HO anti-Xa IU/ml)
Latvia MPIIOKEHUE
ExcTtpakopriopainHo
MIPIIIOKEHUE
JIutBa UAB “SANOFI-AVENTIS | Clexane 2 000 anti-Xa | 2000 anti-Xa | Mmxekmuonen pa3top | IToakokHO 0,2 ml (100 mg/ml
LIETUVA” TV/0,2 ml injekcinis 1U/0,2 ml MPUI0KEHUE equivalent to 10 000
A.Juozapaviciaus 6/2, tirpalas uzpildytame Excrpakopnopanso | anti-Xa IU/ml)
LT-09310 Vilnius, Svirkste TPUIIOKCHUE
Lithuania
JIuTBa UAB “SANOFI-AVENTIS | Clexane 4 000 anti-Xa | 4000 anti-Xa | MmxexunoneH pa3tBop | [Toako:kHO 0,4 ml (100 mg/ml
LIETUVA” TVI/0,4 ml injekcinis 1U/0,4 ml MIPUIOKEHNE equivalent to 10 000
A.Juozapaviciaus 6/2, tirpalas uZpildytame Excrpakopnopanno | anti-Xa IU/ml)
LT-09310 Vilnius, Svirkste MIPUIIOKEHHE
Lithuania
JIutBa UAB “SANOFI-AVENTIS | Clexane 6 000 anti-Xa | 6000 anti-Xa | MmkexuuoneH pa3tBop | [ToakoxHO 0,6 ml (100 mg/ml
LIETUVA” TV/0,6 ml injekcinis 1U/0,6 ml MPUI0KEHUE equivalent to 10 000
A.Juozapaviciaus 6/2, tirpalas uzpildytame HHTpaBeHO3HO anti-Xa IU/ml)
LT-09310 Vilnius, Svirkste MPUII0KECHUE
Lithuania ExcTpakopriopaiano
MIPIITIOKEHUE
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3pelieHueTo 3a ume Ha (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
HNme Ha KOMIIaAHUATA, BEIIECTBO B
1030Ba
ajapec
€IMHHUIIA,
B%, 32 1ajieH
00eM Wi
Maca
JIutBa UAB “SANOFI-AVENTIS | Clexane 8 000 anti-Xa | 8000 anti-Xa | MmxexuuoneH pa3tBop | [ToakoxHO 0,8 ml (100 mg/ml
LIETUVA” TV/0,8 ml injekcinis 1U/0,8 ml MPUI0KEHUE equivalent to 10 000
A.Juozapaviciaus 6/2, tirpalas uzpildytame HHTpaBeHO3HO anti-Xa IU/ml)
LT-09310 Vilnius, Svirkste MPUI0KECHUE
Lithuania ExcTpakopriopaiaso
MPUII0KEHUE
JIutBa UAB “SANOFI-AVENTIS | Clexane 10 000 anti- 10 000 anti- NmxeknnoneH pa3tBop | [ToakokHO 1 ml (200 mg/ml
LIETUVA” XaTV/1,0 ml Xa 1U/1,0 ml MPUI0KEHUE equivalent to 10 000
A.Juozapaviciaus 6/2, injekcinis tirpalas HHTpaBeHO3HO anti-Xa IU/ml)
LT-09310 Vilnius, uZpildytame Svirkste TPUIIOKCHUE
Lithuania ExcTpakopriopaiano
MPUII0KEHUE
JlrokcemOypr | Sanofi Benrus Clexane 20 mg/0,2 ml | Umxekuonen pa3tBop | IToaKoxHO 0,2 ml (100 mg/ml)
Leonardo Da Vincilaan 19 MPHIOKEHUE
1831 Diegem, benrus NnuTpaBeHo3HO
MPUIOKECHUE
JIrokceMOypr | Sanofi Benrus Clexane 40 mg/0,4 ml | MmxexunoneH pa3tBop | IToaxokHO 0,4 ml (100 mg/ml)
Leonardo Da Vincilaan 19 MPUI0KEHUE
1831 Diegem, benrus NnuTpaBeHo3HO

MMPUIIOKCHHUC
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3pelieHueTo 3a ume Ha P ——
EC/EMII ynorpeba AKTHBHOTO
HNme Ha KOMIIaAHUATA, BEIIECTBO B
1030Ba
ajapec
€IMHHUIIA,
B%, 3a NajeH
00eM Wi
Maca
JIrokceMOypr | Sanofi Benrus Clexane 60 mg/0,6 ml | Umxkekmonen pa3rBop | IToakoxHO 0,6 ml (100 mg/ml)
Leonardo Da Vincilaan 19 MIPIIIOKEHUE
1831 Diegem, benrus Intravenous use
JIrokceMOypr | Sanofi Benrus Clexane 80 mg/0,8 ml | Umxkekmonen pa3rBop | IToakoxHO 0,8 ml (100 mg/ml)
Leonardo Da Vincilaan 19 MIPIIOKEHUE
1831 Diegem, benrus NnuTpaBeHo3HO
MPUI0KECHUE
JIrokceMOypr | Sanofi Benrus Clexane 100 mg/1,0 ml | Mmxekmuonen pasteop | IToakoKHO 1 ml (100 mg/ml)
Leonardo Da Vincilaan 19 MIPIIIOKEHUE
1831 Diegem, benrus NnuTpaBeHo3HO
MPUI0KECHUE
JIrokceMOypr | Sanofi benrus Clexane 120 mg/0,8 ml | Mmxekmuonen pasteop | IToakoKHO 0,8 ml (150 mg/ml)
Leonardo Da Vincilaan 19 MIPIIIOKEHUE
1831 Diegem, benrus NnuTpaBeHo3HO
MPUI0KECHUE
JlrokcemOypr | Sanofi Benrus Clexane 150 mg/1,0 ml | Mmxekmuonen pasteop | IToakoKHO 1 ml (150 mg/ml)
Leonardo Da Vincilaan 19 MIPIIIOKEHUE
1831 Diegem, benrus NnuTpaBeHo3HO
MPUI0KECHUE

30




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YiIeHKA pa3peleHneTo 3a nMe HA PO ———
EC/EMII ynorpeba AKTHBHOTO HenTpatus
BeleCTBO B
HNme Ha koMnanusTa,
1030Ba
ajapec
€IMHHUIIA,
B%, 32 1ajeH
00eM Wi
Maca
Maira Sanofi Malta Ltd Clexane 2000 anti-Xa | Umkekuonen pa3rBop | IToakoxHO 0,2 ml (100 mg/ml
3" Floor, Avantech IU /0,2 ml (20 HPUIIOKEHUE equivalent to 10 000
MIPUIIOKEHUE
San Gwann SGN 2805,
Malta
Manra Sanofi Malta Ltd Clexane 4000 anti-Xa | MmxeknuoneH pa3tBop | IToakokHO 0,4 ml (100 mg/ml
3" Floor, Avantech U /0,4 mi [PUIIOKEHHE equivalent to 10 000
ml) HPUIIOKEHUE
San Gwann SGN 2805,
Malta
Manra Sanofi Malta Ltd Clexane 6000 anti-Xa | Umkekuonen pa3rBop | IToakoxHO 0,6 ml (100 mg/ml
3" Floor, Avantech IU /0,6 ml (60 MPUTIOKCHUE equivalent to 10 000
p q
MPUIIOKEHUE

San Gwann SGN 2805,
Malta
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOH eHTpaIHs)
EC/EMII ynorpeba AKTHBHOTO flenTpan
BeIleCTBO B
HNme Ha koMnanusTa,
a030Ba
aapec
eIMHUIIA,
B%, 32 1ajeH
00eM nJan
Maca
Manra Sanofi Malta Ltd Clexane 8000 anti-Xa | Umkekuonen pa3rBop | IToakoxHO 0,8 ml (100 mg/ml
3" Floor, Avantech IU /0,8 ml (80 MPUI0KEHUE equivalent to 10 000
MMPUITIOKCHHUC
San Gwann SGN 2805,
Malta
Manra Sanofi Malta Ltd Clexane 10 000 anti- Nmxeknnonen pa3tBop | [Toak0KHO 1 ml (100 mg/ml
3" Floor, Avantech Xalu/1,0ml IPHIOKEHHE equivalent to 10 000
MMPUIIOKCHHUC
San Gwann SGN 2805,
Malta
Manra Sanofi Malta Ltd Clexane Forte 120 mg/0,8 ml | Mmxekmuonen pasteop | IToakoKHO 0,8 ml (150 mg/ml)
3" Floor, Avantech Syringes NPHIOKEHUE
Building, St.Julian’s Road, VHTpaBeHO3HO
MMPUIIOKCHHUC

San Gwann SGN 2805,
Malta
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a nme Ha (KOH eHTDA I/Iﬂ)
EC/EMII ynorpeba AKTHBHOTO flenTpan
BEIIECTBO B
HNme Ha koMnanusTa,
A030Ba
aapec
eIMHUIIA,
B%, 32 1ajeH
odeM UM
Maca
Manra Sanofi Malta Ltd Clexane Forte 150 mg/1,0 ml | Mmxekmuonen pasteop | IToakoKHO 1 ml (150 mg/ml)
3" Floor, Avantech Syringes NPHIOKEHUE
Building, St.Julian’s Road, VHTpaBeHO3HO
MMPUITIOKCHHUC
San Gwann SGN 2805,
Malta
Manra Sanofi Malta Ltd Clexane Multidose 30 000 anti- Nmxexnnoned pa3tBop | [ToakokHO 3 ml (100 mg/ml
3" Floor, Avantech vial Xa U /3,0 ml TIPHIIOKEHNE equivalent to 10 000
MMPUITIOKCHHUEC
San Gwann SGN 2805,
Malta
Hunepnanmus | sanofi-aventis Netherlands | Clexane 100 mg/ml 100 mg/mi NmxexkunoneH pa3teop | IToakokHO 0,2ml; 0,4 ml; 0,6
B.V. MIPIIIOKEHUE ml; 0,8 ml; 1,0 ml
Kampenringweg 45 D-E (2100 mg/ml)

2803 PE Gouda
The Netherlands
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3pelieHueTo 3a ume Ha (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
HNme Ha KOMIIaAHUATA, BEIIECTBO B
1030Ba
ajapec
€IMHHUIIA,
B%, 32 1ajieH
00eM Wi
Maca
Hunepnanmus | sanofi-aventis Netherlands | Clexane 300 mg/3 ml | 300 mg/ 3ml | MmxexuuoneH pa3teop | [ToakoxHO 3 ml (100 mg/ml)
B.V. MIPUIIOKEHUE
Kampenringweg 45 D-E HHuTpaBeHO3HO
2803 PE Gouda TPUIIOKCHUE
The Netherlands
Hunepnanmus | sanofi-aventis Netherlands | Clexane 150 mg/ml 150 mg/mi WmnxeximoneH pa3tBop | [ToakoKHO 0,8 ml; 1,0 ml (150
B.V. MIPUIIOKEHNE mg/ml)
Kampenringweg 45 D-E
2803 PE Gouda
The Netherlands
Hopserus Sanofi-aventis Norge AS Klexane 100 mg/mi NmxexunoneH pa3teop | [ToakokHO 0,2ml; 0,4 ml; 0,6
P.0.Box 133 MPIIOKEHUE ml; 0,8 ml; 1,0 ml
1325 Lysaker HHTpaBeHO3HO (2100 mg/ml)
Norway MIPUIIOKEHUE
ExcTpakopriopaiHo
MPUII0KEHUE
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YiIeHKA pa3peleHneTo 3a ume Ha (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
1030Ba
aapec
eIMHHULA,
B%, 32 1ajieH
00eM Wi
Maca
Hopserus Sanofi-aventis Norge AS Klexane 100 mg/mi NmxexkunoneH pa3teop | IToakokHO 3 ml (100 mg/ml)
P.0.Box 133 MIPUIIOKEHUE
1325 Lysaker HHTpaBeHO3HO
Norway MIPUIIOKEHUE
ExcTpakopriopaiHo
MPUIOKEHNE
Hopgeerus Sanofi-aventis Norge AS Klexane 150 mg/ml Wmxexunonex pasteop | [logkoskHo 0,8 ml; 1,0 ml (150
P.O.Box 133 MIPHUIOKEHNE mg/ml)
1325 Lysaker WutpaBeno3Ho
Norway TIPUITOKEHNE
Excrpakopnopanno
MIPUII0KEHUE
IMomma Sanofi-Aventis France Clexane 20 mg /0,2 ml | Umxekuonen pa3rBop | IToakoxHO 0,2ml
82, Avenue Raspail MPUI0KEHUE (100 mg/ml)
94250 Gentilly ExcTpakopriopaiano
France MIPUIOKEHUE
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3pelieHueTo 3a ume Ha (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BEIlIeCTBO B
HNme Ha koMnanusTa,
1030Ba
aapec
eIMHHULA,
B%, 32 1ajieH
o0eM niIn
Maca
[Tonnra Sanofi-Aventis France Clexane 40 mg /0,4 ml | MmxexunoneH pa3tBop | IToaxokHO 0,4 mi
82, Avenue Raspail MPUI0KEHUE (100 mg/ml)
94250 Gentilly ExcTpakopriopaano
France MIPUIIOKEHUE
[Tommma Sanofi-Aventis France Clexane 60 mg /0,6 ml | UmxkekuoneH pasreop | [ToakoxHO 0,6 ml
82, Avenue Raspail MIPUIIOKEHNE (2100 mg/ml)
94250 Gentilly Exctpakopnopanno
France TIPUITOKEHNE
[Tonnra Sanofi-Aventis France Clexane 80 mg /0,8 ml | Umxkekmonen pa3rBop | IToakoxHO 0,8 mi
82, Avenue Raspail MPUI0KEHUE (100 mg/ml)
94250 Gentilly ExcTpakopriopaiaso
France MIPUIIOXKEHUE
[Tommma Sanofi-Aventis France Clexane 100 mg /1 ml | Mmxekunonen paztBop | [TonkosxHO 1ml
82, Avenue Raspail MIPUIIOKEHNE (100 mg/ml)
94250 Gentilly Exctpakopnopanno

France

MIPHIIIOKEHUE
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3pelieHueTo 3a ume Ha (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
1030Ba
ajapec
€IMHHUIIA,
B%, 32 1ajieH
00eM Wi
Maca
[Tonnra Sanofi-Aventis France Clexane 300 mg /3 ml | Umxkekumonen pa3rBop | IToakoxHO 3 ml (100 mg/ml)
82, Avenue Raspail MPUI0KEHUE
94250 Gentilly HHTpaBeHO3HO
France MIPUIIOKEHUE
ExcTtpakopriopainHo
MPUII0KEHUE
[Monnra Aventis Pharma Limited Clexane forte 120 mg NmxexkunoneH pa3teop | IToakokHO 0,8 ml (150 mg/ml)
One Onslow Street /0,8 ml MIPIIIOKEHUE
Guildford, Surrey GU1 ExcTpakopriopaano
4YS MIPUIIOKEHUE
United Kingdom
[Monnra Aventis Pharma Limited Clexane forte 150 mg /1 ml | Umxekmuonen pasteop | IToakokHO 1 ml (150 mg/ml)
One Onslow Street HPUIIOKCHUE
Guildford, Surrey GU1 ExcTpakopriopaiaso
4YS MIPUIIOKEHUE

United Kingdom
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHIIeHTpaIII/Iﬂ)
EC/EMII ynorpeba AKTHBHOTO
HNme Ha koMnanusTa, Bemectso
a030Ba
aapec
eIMHUIIA,
B%, 32 1ajieH
00eM nJan
Maca
IMopTyranus Sanofi — Produtos Lovenox 100 mg/l ml | Umxekmuonen pasteop | IToakoKHO 1ml
Farmacéuticos, Lda. TPUIIOKCHUE (100 mg/ml)
Empreendimento Lagoas
Park, Edificio 7 — 3° Piso
2740-244 Porto Salvo
Portugal
IMopTyranmus Sanofi — Produtos Lovenox 100 mg/mi NmxexkunoneH pa3teop | IToakokHO 3 ml (100 mg/ml)
Farmacéuticos, Lda. MPUIIOKCHUE
Empreendimento Lagoas HHTpaBeHO3HO
Park, Edificio 7 — 3° Piso MPUI0KECHUE
2740-244 Porto Salvo
Portugal
[Mopryranus Sanofi — Produtos Lovenox 150 mg/l ml | Umkekmuonen pasteop | IToakoKHO 1ml
Farmacéuticos, Lda. HPUIIOKCHUE (150 mg/ml)

Empreendimento Lagoas
Park, Edificio 7 — 3° Piso
2740-244 Porto Salvo
Portugal
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHHeHTpaIII/Iﬂ)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
a030Ba
aapec
eIMHUIIA,
B%, 32 1ajieH
00eM nJan
Maca
[Mopryranus Sanofi — Produtos Lovenox 80 mg/ 0,8 ml | Umxkekmonen pa3rBop | IToakoxHO 0,8 ml (100 mg/ml)
Farmacéuticos, Lda. TPUIIOKCHUE
Empreendimento Lagoas
Park, Edificio 7 — 3° Piso
2740-244 Porto Salvo
Portugal
[Mopryranus Sanofi — Produtos Lovenox 60 mg/ 0,6 ml | Umxkekmonen pa3rBop | IToakoxHO 0,6 ml (100 mg/ml)
Farmacéuticos, Lda. MPUIIOKCHUE
Empreendimento Lagoas
Park, Edificio 7 — 3° Piso
2740-244 Porto Salvo
Portugal
[Mopryranus Sanofi — Produtos Lovenox 40 mg/ 0,4 ml | Umxekiponen pasrBop | 1loakoxno 0,4 ml (100 mg/ml)
Farmacéuticos, Lda. MPUTOKCHNC

Empreendimento Lagoas
Park, Edificio 7 — 3° Piso
2740-244 Porto Salvo
Portugal
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHIIeHTpaIII/Iﬂ)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
a030Ba
aapec
eIUHULIA,
B%, 32 1ajieH
00eM nJan
Maca
[Mopryranus Sanofi — Produtos Lovenox 20 mg/ 0,2 ml | Umxekrmonen pasreop | [loakoxno 0,2 ml (100 mg/ml)
Farmacéuticos, Lda. TIPUJIOKCHUC
Empreendimento Lagoas
Park, Edificio 7 — 3° Piso
2740-244 Porto Salvo
Portugal
[Mopryranus Sanofi — Produtos Lovenox 120 mg/ 0,8 Hmxekuuonen pasteop | IToakoxno 0,8 ml (120 mg/ml)
Farmacéuticos, Lda. mi MPUTIOKCHUC
Empreendimento Lagoas
Park, Edificio 7 — 3° Piso
2740-244 Porto Salvo
Portugal
PymbHMS Sanofi Romania SRL, Clexane 2000 anti-Xa | Umkekuonen pa3tBop | IToakoxHO 0,2 ml (100 mg/ml
Strada Gara Herastrau, nr. 1U/0,2 ml MPHIOKEHUE equivalent to 10 000
4, Cladirea B, etajele 8-9, HHTpaBeHO3HO anti-Xa IU/ml)
Sector 2, MIPHIIOKEHUE
Bucuresti, Romania ExctpakopriopamHo
MMPUJIIOKCHHUC
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
WieHKA pa3peleHneTo 3a nMe HA (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BEIlIeCTBO B
HNme Ha koMnanusTa,
1030Ba
ajapec
€IMHHUIIA,
B%, 32 1ajieH
00eM Wi
Maca
PymbHMS Sanofi Romania SRL, Clexane 4000 anti-Xa | MmxeknunoneH pa3tBop | IToaxokHO 0,4 ml (100 mg/ml
Strada Gara Herastrau, nr. 1U/0,4 ml MIPIIIOKEHUE equivalent to 10 000
4, Cladirea B, etajele 8-9, HHTpaBeHO3HO anti-Xa IU/ml)
Sector 2, MIPIIOKEHUE
Bucuresti, Romania ExctpakopriopamHo
MIPIIIOKEHUE
PymbHus Sanofi Romania SRL, Clexane 6000 anti-Xa | Umkekuonen pa3rBop | IToakoxHO 0,6 ml (100 mg/ml
Strada Gara Herastrau, nr. 1U/0,6 ml MIPIIIOKEHUE equivalent to 10 000
4, Cladirea B, etajele 8-9, HHTpaBeHO3HO anti-Xa IU/ml)
Sector 2, MIPIIIOKEHUE
Bucuresti, Romania ExctpakopriopamHo
MIPIIIOKEHUE
PymbHus Sanofi Romania SRL, Clexane 8000 anti-Xa | Umxkekuonen pa3rBop | IToakoxHO 0,8 ml (100 mg/ml
Strada Gara Herastrau, nr. 1U/0,8 ml MPHIIOKEHUE equivalent to 10 000
4, Cladirea B, etajele 8-9, HHTpaBeHO3HO anti-Xa IU/ml)
Sector 2, MIPIIIOKEHUE
Bucuresti, Romania ExctpakopriopamHo
MIPIITIOKEHUE
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3pelieHueTo 3a ume Ha (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BEIlIeCTBO B
HNme Ha koMnanusTa,
1030Ba
ajapec
€IMHHUIIA,
B%, 32 1ajieH
00eM Wi
Maca
CroBakus sanofi-aventis Slovakia Clexane 2000 anti-Xa | Umkekuonen pa3tBop | IToakoxHO 0,2 ml (100 mg/ml
S.I.o. 1U/0,2 ml MPUI0KEHUE equivalent to 10 000
Einsteinova 24, HHTpaBeHO3HO anti-Xa IU/ml)
85101 Bratislava MPUI0KECHUE
Slovak Republic ExcTpakopriopaiano
MPUII0KEHUE
CinoBakus sanofi-aventis Slovakia Clexane 4000 anti-Xa | MaxexkunoneH pa3tBop | ITogko:kHO 0,4 ml (100 mg/ml
S.I.o. 1U/0,4 ml MPUI0KEHUE equivalent to 10 000
Einsteinova 24, HHTpaBeHO3HO anti-Xa IU/ml)
85101 Bratislava MPUI0KEHUE
Slovak Republic ExcTpakopropaaso
MPUII0KEHUE
CnoBakus sanofi-aventis Slovakia Clexane 6000 anti-Xa | Umkekmuonen pa3tBop | IToaKoxXHO 0,6 ml (100 mg/ml
S.I.0. 1U/0,6 ml MPHIIOKEHUE equivalent to 10 000
Einsteinova 24, HHTpaBeHO3HO anti-Xa IU/ml)
85101 Bratislava MPUI0KEHUE
Slovak Republic ExcTpakopropaaso
MPUII0KEHUE
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHHeHTpaIII/lﬂ)
EC/EMII ynorpeba AKTHBHOTO
HNme Ha koMnanusTa, Bemectso
a030Ba
aapec
eIMHUIIA,
B%, 32 1ajieH
00eM nJan
Maca
CnoBakus sanofi-aventis Slovakia Clexane 8000 anti-Xa | Umkekuonen pa3rBop | IToakoxHO 0,8 ml (100 mg/ml
S.I.o. 1U/0,8 ml MPUI0KEHUE equivalent to 10 000
Einsteinova 24, HHTpaBeHO3HO anti-Xa IU/ml)
85101 Bratislava MPUI0KECHUE
Slovak Republic ExcTpakopropaaso
MMPUJIIOKCHHUC
CnoBakus sanofi-aventis Slovakia Clexane 10 000 anti- NmxexkunoneH pa3teop | IToakokHO 1 ml (200 mg/ml
S.I.o. Xa lu/1 ml MPUI0KEHUE equivalent to 10 000
Einsteinova 24, HHTpaBeHO3HO anti-Xa IU/ml)
85101 Bratislava MPUI0KEHUE
Slovak Republic ExcTpakopropaaso
MMPUJIIOKCHHUC
CnoBakust sanofi-aventis Slovakia Clexane 30 000 anti- NmxeknnoneH pa3tBop | [ToaxoskHO 3 ml (100 mg/ml
S.I.0. Xa lu/3ml MPIIOKEHUE equivalent to 10 000
Einsteinova 24, HHTpaBeHO3HO anti-Xa IU/ml)
85101 Bratislava MPUIOKEHUE
Slovak Republic ExcTpakopriopaaso
MMPUJIIOKCHHUC
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHIIeHTpaIII/Iﬂ)
EC/EMII ynorpeba AKTHBHOTO
HNme Ha koMnanusTa, BEILECTRO B
anpec A030Ba
eIMHUIIA,
B%, 32 1ajieH
00eM nJan
Maca
CnoBakust sanofi-aventis Slovakia Clexane forte 12000 anti-Xa | MmxekmuoneH pa3tBop | [ToakoxHO 0,8 ml (150 mg/ml
S.I.o. IU /0,8 ml MPUI0KEHUE equivalent to 15000
Einsteinova 24, anti-Xa IU/ml)
85101 Bratislava
Slovak Republic
CioBakus sanofi-aventis Slovakia Clexane forte 15000 anti-Xa | UmxkekiponeH pa3tBop | [ToakoxHO 1 ml (150 mg/ml
S.r.o. IU /1,0 ml HPUTIOKCHUC equivalent to 15000
Einsteinova 24, anti-Xa IU/ml)
85101 Bratislava
Slovak Republic
CroBenus sanofi-aventis d.o.0. Clexane 2000 anti-Xa | Mmxekimonen pasreop | [loakoxno 0,2 ml (100 mg/ml
LetaliSka 29 A 1U/0,2 ml NPUIIOKCHUC equivalent to 10 000
1000 Ljubljana anti-Xa IU/ml)
Slovenia
CroBenus sanofi-aventis d.o.o. Clexane 4000 anti-Xa | Mmkekuuonen pastBop | Iloxkoxno 0,4 ml (100 mg/ml
LetaliSka 29 A 1U/0,4 mi MNPHUIIOKCHUC equivalent to 10 000
1000 Ljubljana anti-Xa 1U/ml)
Slovenia
Cnosenus sanofi-aventis d.o.0. Clexane 6000 anti-Xa | Umxkekrmonen pasrop | [loakoxno 0,6 ml (100 mg/ml
LetaliSka 29 A 1U/0,6 ml MNPHUIIOKCHUC equivalent to 10 000

1000 Ljubljana
Slovenia

anti-Xa IU/ml)

44




AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHIIeHTpaIII/lﬂ)
EC/EMII ynorpeba AKTHBHOTO
HNme Ha koMnanusTa, Bemectso
anpec a030Ba
eIMHUIIA,
B%, 32 1ajieH
00eM nJan
Maca
Cnosenus sanofi-aventis d.o.0. Clexane 8000 anti-Xa | Umxekrmonen pasreop | [loakoxno 0,8 ml (100 mg/ml
Letaliska 29 A 1U/0,8 mi NPHUIIOKCHUC equivalent to 10 000
1000 Ljubljana anti-Xa IU/ml)
Slovenia
Cnosenus sanofi-aventis d.o.0. Clexane 10 000 anti- Hmxekuuonen pasteop | IToakoxno 1 ml (200 mg/ml
LetaliSka 29 A Xa lu/1 ml MPUTOKCHNC equivalent to 10 000
1000 Ljubljana anti-Xa IU/ml)
Slovenia
CnoBenus sanofi-aventis d.o.0. Clexane 10 000 anti- Wnxekunonen pastBop | [loakoxHo 3 ml (100 mg/ml
Letaliska 29 A Xa 1lu/ml MPUIIOKEHNC equivalent to 10 000
1000 Ljubljana HnTpaBeHo3HO anti-Xa IU/ml)
Slovenia MMPUITIOKCHHUC
CnoBenus sanofi-aventis d.o.0. Clexane 12000 anti-Xa | Mmwkexunonen pasteop | [Toakoxuo 0,8 ml (150 mg/ml
Letaliska 29 A 1U /0,8 ml MNPHUIIOKCHUC equivalent to 15000
1000 Ljubljana anti-Xa IU/ml)
Slovenia
CnoBenus sanofi-aventis d.o.o. Clexane 15000 anti-Xa | MmxexmuoneH pa3tBop | I[ToakoxkHO 1 ml (150 mg/ml
LetaliSka 29 A IU/1ml TPUIIOKCHUE equivalent to 15000

1000 Ljubljana
Slovenia

anti-Xa IU/ml)
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YjIeHKa pa3pelieHneTo 3a nme Ha (kommenTpamus)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
J030Ba
anpec
eIMHHIIA,
B%, 32 1ajeH
o0eM niIn
maca
Vcnanus sanofi-aventis, S.A. Clexane 20 mg (2.000 | 20 mg (2000 | Mmxekumonen pa3TBOp | [ToAKOKHO 0,2 ml (100 mg/ml)
C/ Josep Pla, 2 UI) soluciodn V) TPUIIOKCHUE
08019 Barcelona inyectable en jeringa HHTpaBeHO3HO
Spain precargada TPHIOKCHUEC
ExcTpakopriopaiHo
TOPHIIOKCHUC
Wcnanus sanofi-aventis, S.A. Clexane 40 mg (4.000 | 40 mg (4000 | MmxekiuoHeH pa3TBOp | [ToakoxkHO 0,4 ml (100 mg/ml)
C/ Josep Pla, 2 UI) soluciodn V) MPUIIOKCHUE
08019 Barcelona inyectable en jeringa HHTpaBeHO3HO
Spain precargada TPHIOKCHUEC
ExcTpakopriopainHo
TOPHIIOKCHUC
Ucnanus sanofi-aventis, S.A. Clexane 60 mg (6.000 | 60 mg (6000 | MmkekuuoHeH pa3tBop | [TogkoxkHO 0,6 ml (100 mg/ml)
C/ Josep Pla, 2 UI) solucion V) NPHIOKCHUE
08019 Barcelona inyectable en jeringa HHTpaBeHO3HO
Spain precargada NPHIOKEHUE
ExcTpakopriopaiHo
TOPHIIOKCHUC
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YJICHKA pa3spemieHueTo 3a HMme Ha (KOHIIeHTpaIII/Iﬂ)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
a030Ba
aapec
eIUHUIA,
B%, 32 1ajeH
00eM nJan
Maca
Hcnanus sanofi-aventis, S.A. Clexane 80 mg (8.000 | 80 mg (8000 | MmxexkumoneH pa3stBop | [ToaK0KHO 0,8 ml (100 mg/ml)
C/ Josep Pla, 2 UI) soluciodn V) TPUIIOKCHUE
08019 Barcelona inyectable en jeringa HHTpaBeHO3HO
Spain precargada TPHIOKCHUEC
ExcTpakopriopaiHo
MMPUJIIOKCHHUC
Wcnanus sanofi-aventis, S.A. Clexane 100 mg 100 mg (10 VHsKeKIMOHEH pa3TBop | [Toak0KHO 1 ml (100 mg/ml)
C/ Josep Pla, 2 (10.000 UI) solucion 000 1U) MPUI0KEHUE
08019 Barcelona inyectable en jeringa HHTpaBeHO3HO
Spain precargada TPHIOKCHUEC
ExcTpakopriopainHo
MMPUJIIOKCHHUC
Ucnanus sanofi-aventis, S.A. Clexane 120 mg 120 mg NmxeknnoneH pa3tBop | [ToaxoskHO 0,8 ml (150 mg/ml)
C/ Josep Pla, 2 (12.000 UI) solucién (12000 1V) MPUII0KECHUE
08019 Barcelona inyectable en jeringa ExcrpakoprnopaiiHa
Spain precargada ynotpe6a
Hcnanus sanofi-aventis, S.A. Clexane 150 mg 150 mg NmxeknnoneH pa3tBop | [ToakokHO 1 ml (150 mg/ml)
C/ Josep Pla, 2 (15.000 UI) solucion (15000 1V) MPUI0KEHUE
08019 Barcelona inyectable en jeringa ExcrpakopropaliiHo
Spain precargada TOPHIIOKCHUC
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3pelieHueTo 3a ume Ha (komenTpanus)
EC/EMII ynorpeba AKTHBHOTO
BEIlIeCTBO B
HNme Ha koMnanusTa,
1030Ba
ajapec
eIMHHULA,
B%, 32 1ajeH
00eM Wi
Maca
[serus Sanofi AB Klexane 100 mg/mi NmxexkunoneH pa3teop | IToakokHO 0,2ml; 0,4 ml;
Box 30052 MPUITOKEHUE 0,6 ml; 0,8 ml;
104 25 Stockholm WHTpaBeHO3HO 1,0 ml
Sweden MIPIIOKEHUE (200 mg/ml)
ExcTpakopriopaiHo
MPUII0KEHUE
[IBenus Sanofi AB Klexane (med 100 mg/ml NHxeKIMoHeH pa3tBop | IT0AKOKHO 3ml; 10 ml
Box 30052 konserveringsmedel) MPUII0KECHNE (200 mg/ml)
104 25 Stockholm I/IHTpaBeHOSHO
Sweden HPUIIOKEHHE
ExcTpakopriopainHo
MPUII0KEHUE
[Isenus Sanofi AB Klexane 150 mg/ml UnoxexunoneH pasteop | TlogkoxHo 0,6 ml; 0,8 ml;
Box 30052 MPUITOKEHUE 1,0 ml
104 25 Stockholm WHTpaBeHO3HO (150 mg/ml)
Sweden [PUIIOKEHHE
ExcTpakopriopaiHo
MPUII0KEHUE
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3pelieHueTo 3a ume Ha P ——
EC/EMII ynorpeba AKTHBHOTO
BEIlIeCTBO B
HNme Ha koMnanusTa,
1030Ba
aapec
eUHM1IA,
B%, 32 1ajeH
00eM Wi
Maca
BemukoOpura | Aventis Pharma Limited Clexane Syringes 20 mg/ 0,2 ml | Umxekmonen pa3tBop | IToakoxHO 0,2 ml (100 mg/ml
HUS One Onslow Street HPUIIOKEHUE equivalent to 10 000
(ObenuneHo Guildford Excrpakopnopanno IU anti-Xa
KpasicTBo) Surrey IPUJIOKEHHE activity/ml)
GU14YS
United-Kingdom
BemukoOpura | Aventis Pharma Limited Clexane Syringes 40 mg /0,4 ml | MmxexunoneH pa3tBop | IToaxokHO 0,4 ml (100 mg/ml
HUS One Onslow Street MPUI0KECHUE equivalent to 10 000
(ObenuneHo Guildford Excrpakopnopanno IU anti-Xa
KpaJICTBO) Surrey TIPUJIOKEHHE activity/ml)
GU14YS
United-Kingdom
Benuxobpura | Aventis Pharma Limited Clexane Syringes 60 mg/0,6 ml | Umxkekuonen pasreop | [ToakoxHO 0,6 ml (100 mg/ml
HUSA One Onslow Street MIPUIOKEHNE equivalent to 10 000
(Obenuneno Guildford WHTpaBeHO3HO IU anti-Xa
KpasncTBo) Surrey NIPUIIOXKEHHE activity/ml)
GU1 4YS Excrpaxopnopanno
United-Kingdom MPUIIOKECHUE
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YjIeHKA pa3penieHneTo 3a nve Ha (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
HNme Ha KOMIIaAHUATA, BEIIECTBO B
azpec 1030Ba
eUHM1IA,
B%, 32 1ajeH
00eM Wi
Maca
Benukobputa | Aventis Pharma Limited Clexane Syringes 80 mg/0,8 ml | Umxkekumonen pasreop | [ToaxoxHO 0,8 ml (100 mg/ml
HUS One Onslow Street MPUI0KEHUE equivalent to 10 000
(Obenuneno | Gyildford VIHTpaBEHO3HO IU anti-Xa
KpasIcTEO) Surrey MPUI0KECHUE activity/ml)
GUL14YS Excrpakoprnopaiiio
United-Kingdom MIPUIIOKEHNE
Benukobputa | Aventis Pharma Limited Clexane Syringes 100 mg/1,0 ml | Umxkekunonen pa3reop | I[ToaxoxHO 1 ml (100 mg/ml
HUS One Onslow Street MPUI0KEHUE equivalent to 10000
(Obenuneno | Gyildford VIHTpaBEHO3HO IU anti-Xa
KpasicTBo) Surrey MIPIIIOKEHUE activity/ml)
GU1 4YS Excrpakopnopanto
United-Kingdom MPUIIOKECHUE
BemukoOpura | Aventis Pharma Limited Clexane Forte 120 mg/0,8 ml | Mmxekmuonen pasteop | IToakoKHO 0,8 ml (150 mg/ml
HUS One Onslow Street Syringes NPUIIOKCHUE equivalent to 15000
(Ob6enuneHo Guildford Excrpakopriopaino IU anti-Xa
KpaIcTBo) Surrey IPUIIOKCHHE activity/ml)
GU1 4YS

United-Kingdom
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AbpxaBa IIpure:xxkaTen Ha (CBoGoano uzopano) | Konnuecrso | JlekapcrBena ¢popma | IIbT Ha BbBe:KIaHe | ChabpikaHue
YIeHKa pa3pelieHueTo 3a ume Ha (KoHmeHTpamHs)
EC/EMII ynorpeba AKTHBHOTO
BeleCTBO B
HNme Ha koMnanusTa,
1030Ba
aapec
eIMHHULA,
B%, 32 1ajieH
00eM Wi
Maca
Bemmko6puta | Aventis Pharma Limited Clexane Forte 150 mg/1,0 ml | Mmxekunonen pa3reop | [TogkoxHo 1 ml (150 mg/ml
HUS One Onslow Street Syringes MPUI0KEHUE equivalent to 15000
(O6enuueHo Guildford ExcTpakopriopaito IU anti-Xa
KPaJICTBO) Surrey NPUIIOKCHUC activity/ml)
GU14YS
United-Kingdom
Bemuko6pura | Aventis Pharma Limited Clexane Multidose 300 mg/3 ml | Umxkekumonen pa3tBop | IToakoxHO 3 ml (100 mg/ml)
HUS One Onslow Street vial MPUI0KEHUE
(O6enuueHo Guildford HHuTpaBeHO3HO
KpaJICTBO) Surrey MIPUIIOKEHUE
GU1 4YS Excrpakopnopanno
United-Kingdom MPUI0KECHUE
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