Mpuno>xxeHue 1

CnncbkK Ha MMeHaTa, NeKkapcTBeHn (popMU, KOJINYECTBO Ha aKTUBHOTO
BeLllecTBO B A030Ba eAMHMLUA, B %, 3a faaeH o6eM umaun Maca, nbTuila Ha
BbBeX[iaHe Ha JIeKapCTBEHUTE NPOAYKTU, NpUTEXXaTesin Ha pa3peLlueHneTo
3a ynoTtpeba B Abp)XaBUTE YJIE€HKM



Abp)kaBa uneHka |[MpuTexkarten Ha THbproBcko nme Konuuyecreo JlekapcTBeHa MbT Ha
EC/ENN pa3speLueHueTo 3a Ha akTMBHOTO (popmMa BbBeXAaHe
ynotpeba BellecTBo B
AO30Ba
eanHuua, 8%,
3a papeH o6em
nnm Maca
ABCTpuS Sanofi-aventis GmbH Tavanic 250 mg 250 mg dunMmpanHmn MepopanHo
Leonard-Bernstein-StraBe |Filmtabletten TabneTtkn npunoxeHue
10, A-1220 Vienna
ABCTpus Sanofi-aventis GmbH Tavanic 500 mg 500 mg dunnMmnpanm MepopanHo
Leonard-Bernstein-StraBe |Filmtabletten TabneTtkn npunoxeHue
10, A-1220 Vienna
ABCTpus Sanofi-aventis GmbH Tavanic 5 mg/ml MHdYy3moHeH MHTpaBeHO3HO
Leonard-Bernstein-StraBe |Infusionsflasche pa3Tsop npunoxeHue
10, A-1220 Vienna
Benrnga Sanofi-aventis Belgium Tavanic 250 mg 250 mg dunmmpanm lMepopanHo
Culliganlaan, 1C filmomhulde Tabnetkn NpuIoXeHune
1831 Diegem - Benrus tabletten
Benrnga Sanofi-aventis Belgium Tavanic 500 mg 500 mg dunmmnpaHu lMepopanHo
Culliganlaan, 1C filmomhulde Tabnetkn NpuaoxXeHue
1831 Diegem - Benrus tabletten
Benrus Sanofi-aventis Belgium Tavanic 5 mg/ml 5 mg/ml NHDYy3mMoHeH NHTpaBeHO3HO
Culliganlaan, 1C oplossing voor pasTBop NpuIoXeHne
1831 Diegem - Benrus infusie
Bvnrapus Sanofi-Avenstis Bulgaria TaBaHuk 250 mg 250 mg dunMmpanHm MepopanHo
EOOD, Bwnrapusa, 1303 dunmmpanm TabneTtkn npuioxeHune
Sofia, 103 Alexander Tabnetku
Stamboliiski Blvd, f1.8
Tavanic 250 mg
film-coated tablets
Bbvnrapusa Sanofi-Avenstis Bulgaria TasaHuk 500 mg 500 mg dunmmpanm lMepopanHo
EOOD, bvnarapusa, 1303 dbunMupanm Tabnetkn npunoxeHue
Sofia, 103 Alexander Tabnetku

Stamboliiski Blvd, f1.8

Tavanic 500 mg
film-coated tablets




Obp)kaBa uneHka |[MpuTexxarten Ha THbproBcko nme KonuuectBo JlekapcTBeHa MbT Ha
EC/ENN pa3speLieHMeTo 3a Ha aKTMBHOTO |(popma BbBeXaaHe
ynoTtpeba BeLlecTBo B
Ao30Ba
eanHuua, 8%,
3a AaaeH obem
nnm Mmaca
Bbvnrapusa Sanofi-Avenstis Bulgaria TasaHuk 5 mg/ml |5 mg/ml NHdYy3mMoHeH MHTpaBeHO3HO
EOOD, bvnarapusa, 1303 MHQY3MOHEH pasTBop NpUNoOXeHue
Sofia, 103 Alexander pasTBop
Stamboliiski Blvd, f1.8
Tavanic 5mg/ml
solution for infusion
Kunbp Sanofi-aventis Cyprus Ltd, |Tavanic 250mg dunMmpanHmn MepopanHo
14 Charalambou Mouskou Tabnetkn NpuaoxXeHue
street, 2015 - Nicosia,
Kunnbp
Kunbp Sanofi-aventis Cyprus Ltd, |Tavanic 500mg dunmmpanm lMepopanHo
14 Charalambou Mouskou TabneTkn NpuIoXeHune
street, 2015 - Nicosia,
Kunnbp
Kunbp Sanofi-aventis Cyprus Ltd, |Tavanic 5mg/ml MHdYy3mMoHeH MHTpaBeHO3HO
14 Charalambou Mouskou pasTBop npuaoxeHune
street, 2015 - Nicosia,
Kunbp
Yewka Penybnuka sanofi-aventis, s.r.o. Tavanic i.v. 5mg/ml NHdY3nOHEH NHTpaBeHO3HO
Evropska 846/176a pa3TBop NpuIoXeHne
160 00 Praha 6
Yewka Penybnunka
EcTOHMA sanofi-aventis Estonia OU, |Tavanic 250 mg dunmmpanHm lMepopanHo
Parnu mnt 139 E/2, 11317 TabneTtku npunoxeHue
Tallinn, EcToHnsa
EcTOHMA sanofi-aventis Estonia OU, |Tavanic 500 mg dunmmpanm lMepopanHo
Parnu mnt 139 E/2, 11317 Tabnetkn NpUIoXeHne
Tallinn, EcToOHUS
EcToHusA sanofi-aventis Estonia OU, |Tavanic 5 mg/ml NHDY3nOHEH NHTpaBeHO3HO
Parnu mnt 139 E/2, 11317 pasTBop NMpuIoxXeHune

Tallinn, ECTOHMSA




Obp)kaBa uneHka |[MpuTexxarten Ha THbproBcko nme KonuuectBo JlekapcTBeHa MbT Ha
EC/ENN pa3speLieHMeTo 3a Ha aKTMBHOTO |(popma BbBeXaaHe
ynoTtpeba BeLlecTBo B
Ao30Ba
eanHuua, 8%,
3a AaaeH obem
nnm Mmaca
OuHNaHams sanofi-aventis Oy Tavanic 250 mg dunmmpanm lMepopanHo
Huopalahdentie 24 Tabnetkn NpuUIoXeHne
00350 Helsinki,
dunHnaHansa
OuHNaHams sanofi-aventis Oy Tavanic 500 mg dunMmpanHmn MepopanHo
Huopalahdentie 24 TabneTtkn npunoxeHue
00350 Helsinki,
PuHNaHams
OuHNaHans sanofi-aventis Oy Tavanic 5 mg/ml NHdY3nOoHEH NHTpaBeHO3HO
Huopalahdentie 24 pasTBop NpuaoxXeHune
00350 Helsinki,
DuHNaHANA
®paHums Sanofi-aventis France TAVANIC 250 mg |[250 mg dunMmmpanm MepopanHo
1-13 Boulevard Romain comprimé pelliculé Tabnetku npunoxeHue
Rolland sécable
75014 Paris
OPAHLNA
®paHums Sanofi-aventis France TAVANIC 500 mg |[500 mg dunMmpanHm MepopanHo
1-13 Boulevard Romain comprimé pelliculé Tabnetku npunoxeHue
Rolland sécable
75014 Paris
OPAHLNA
®paHuma Sanofi-aventis France TAVANICS5 mg/ml |5 mg/ml NHdYy3noHeH MHTpaBeHO3HO
1-13 Boulevard Romain solution pour pa3Tsop npunoxeHue
Rolland perfusion
75014 Paris
OPAHLNA
FepmaHung Sanofi-Aventis Tavanic 250 mg 250 mg dunmmpanm lMepopanHo
Deutschland GmbH, Filmtabletten Tabnetkn NpuUIoXeHne

Industriepark Héchst,
Gebdude K703

65926 Frankfurt am Main,

fepmMaHuga




Obp)kaBa uneHka |[MpuTexxarten Ha THbproBcko nme KonuuectBo JlekapcTBeHa MbT Ha
EC/ENN pa3speLieHMeTo 3a Ha aKTMBHOTO |(popma BbBeXaaHe
ynoTtpeba BeLlecTBo B
Ao30Ba
eanHuua, 8%,
3a AaaeH obem
nnm Mmaca
FepmaHung Sanofi-Aventis Tavanic 500 mg 500 mg dunmmpanm lMepopanHo
Deutschland GmbH, Filmtabletten TabneTkn NpuUIoXeHne
Industriepark Héchst,
Gebdude K703
65926 Frankfurt am Main,
epmMaHua
FepmaHus Sanofi-Aventis Tavanic 5 mg/ml 5 mg/ml MHYy3mMoHeH MHTpaBeHO3HO
Deutschland GmbH, Infusionslésung pasTBop NpuIoxXeHne
Industriepark Hochst,
Gebaude K703
65926 Frankfurt am Main,
FepmaHusa
Mpunsa sanofi-aventis AEBE Tavanic 250 mg dunmmpanm lMepopanHo
348 Syngrou avenue- TabneTku npuaoxeHune
Building A
176 74 Kalithea - Athens
GR-IMbpums
Mpunsa sanofi-aventis AEBE Tavanic 500mg dunmmpanm lMepopanHo
348 Syngrou avenue- TabneTkn npunoxeHue
Building A
176 74 Kalithea - Athens
GR-IMbpums
Mpunsa sanofi-aventis AEBE Tavanic 5 mg/ml MHdYy3mMoHeH MHTpaBeHO3HO
348 Syngrou avenue- pasTBop npunoxeHue
Building A
176 74 Kalithea - Athens
GR-bpums
YHrapusa sanofi-aventis Zrt. Tavanic 250 mg dunmmpanm lMepopanHo
To u. 1-5. TabneTkn npunoxeHue
1045 Budapest,
YHrapus




Obp)kaBa uneHka |[MpuTexxarten Ha THbproBcko nme KonuuectBo JlekapcTBeHa MbT Ha
EC/ENN pa3speLieHMeTo 3a Ha aKTMBHOTO |(popma BbBeXaaHe
ynoTtpeba BeLlecTBo B
Ao30Ba
eanHuua, 8%,
3a AaaeH obem
nnm Mmaca
YHrapusa sanofi-aventis Zrt. Tavanic 500 mg dunmmpanm lMepopanHo
To u. 1-5. Tabnetkn npunoxeHue
1045 Budapest,
YHrapus
YHrapus sanofi-aventis Zrt. Tavanic 5 mg/ml MHdYy3mMoHeH MHTpaBeHO3HO
To u. 1-5. pasTBop npunoxeHue
1045 Budapest,
YHrapus
WpnaHausa sanofi-aventis Ireland Ltd., |Tavanic 250mg 250mg dunmmnpaHum MepopanHo
Citywest Business Campus, |film-coated tablets Tabnetkn NMpuIoXeHune
Dublin 24, WpnaHaus
Npnavauns sanofi-aventis Ireland Ltd., |Tavanic 500mg 500mg dunnMmnpanm MepopanHo
Citywest Business Campus, |film-coated tablets Tabnetkn NpuioXxXeHue
Dublin 24, VipnaHausa
Npnanamsa sanofi-aventis Ireland Ltd., |Tavanic 5mg/ml 5mg/ml MHdYy3mMoHeH MHTpaBeHO3HO
Citywest Business Campus, |solution for infusion pa3TeBop npunoxeHue
Dublin 24, WpnaHaus
Utanusa sanofi-aventis S.p.A. TAVANIC 250mg dunMmpanHmn MepopanHo
Viale Luigi Bodio 37/B Tabnetku npunoxeHue
20158 Milan
Utanunga
Utanusa sanofi-aventis S.p.A. TAVANIC 500mg dunMmpanHmn MepopanHo
Viale Luigi Bodio 37/B Tabnetkn NpuIoxXeHue
20158 Milan
Utanus
Utannsa sanofi-aventis S.p.A. TAVANIC 5 mg/ml MHdYy3mMoHeH MHTpaBeHO3HO
Viale Luigi Bodio 37/B pasTBop NpuUIoXeHune
20158 Milan
Utanung
Nutea UAB “SANOFI-AVENTIS Tavanic 250 mg dunMmnpanm MepopanHo
LIETUVA”, TabneTtkn npuioxeHune

A.Juozapaviciaus g. 6/2,
LT-09310 Vilnius, JlnutBa




Obp)kaBa uneHka |[MpuTexxarten Ha THbproBcko nme KonuuectBo JlekapcTBeHa MbT Ha
EC/ENN pa3speLieHMeTo 3a Ha aKTMBHOTO |(popma BbBeXaaHe
ynoTtpeba BeLlecTBo B
Ao30Ba
eanHuua, 8%,
3a AaaeH obem
nnm Mmaca
NnTtea UAB “SANOFI-AVENTIS Tavanic 500 mg dunmmpanm lMepopanHo
LIETUVA”, Tabnetkn NpUIoXeHne
A.Juozapaviciaus g. 6/2,
LT-09310 Vilnius, Jlutea
Nutea UAB “SANOFI-AVENTIS Tavanic 5 mg/ml MHYy3mMoHeH MHTpaBeHO3HO
LIETUVA”, pa3TBop npuioxeHune
A.Juozapaviciaus g. 6/2,
LT-09310 Vilnius, Jlutea
Jliokcembypr Sanofi-aventis Belgium Tavanic 250 mg 250 mg dunmmnpaHum lMepopanHo
Culliganlaan, 1C comprimés TabneTkn NpuaoxXeHue
1831 Diegem - benrus pelliculés
Mokcembypr Sanofi-aventis Belgium Tavanic 500 mg 500 mg dunMmpanHm MepopanHo
Culliganlaan, 1C comprimés Tabnetkn NpuaoxXeHue
1831 Diegem - benrus pelliculés
Mokcembypr Sanofi-aventis Belgium Tavanic 5 mg/ml 5 mg/ml MHYy3mMoHeH MHTpaBeHO3HO
Culliganlaan, 1C solution pour pa3Tsop npunoxeHue
1831 Diegem - benrus perfusion
ManTa Sanofi-Aventis Malta Ltd, |Tavanic 250mg film|250 mg dunnMmnpanm MepopanHo
Trig Kan. K. Pirotta, coated tablets TabneTku npuaoxeHune
Birkirkara. BKR 1114,
ManTta
ManTa Sanofi-Aventis Malta Ltd, |Tavanic 500mg film|{500 mg dunnMmnpanm MepopanHo
Trig Kan. K. Pirotta, coated tablets Tabnetkn NpuIoXeHue
Birkirkara. BKR 1114,
ManTta
ManTa Sanofi-Aventis Malta Ltd, |Tavanic 5mg/ml 5mg/ml NHdYy3moHeH MHTpaBeHO3HO
Trig Kan. K. Pirotta, solution for infusion pa3TBop NpUIoXeHne
Birkirkara. BKR 1114,
ManTta
XonaHauns sanofi-aventis Netherlands |Tavanic 250 250 mg dunnMmnpanm MepopanHo
B.V., Kampenringweg 45 TabneTtkn npunoxeHue

D-E, 2803 PE Gouda,
XonaHaus




Obp)kaBa uneHka |[MpuTexxarten Ha THbproBcko nme KonuuectBo JlekapcTBeHa MbT Ha
EC/ENN pa3speLieHMeTo 3a Ha aKTMBHOTO |(popma BbBeXaaHe
ynoTtpeba BeLlecTBo B
Ao30Ba
eanHuua, 8%,
3a AaaeH obem
nnm Mmaca
XonaHauns sanofi-aventis Netherlands |Tavanic 500 500 mg dunnmmnpanm MepopanHo
B.V., Kampenringweg 45 Tabnetkn npunoxeHue
D-E, 2803 PE Gouda,
XonaHaus
XonaHaus sanofi-aventis Netherlands |Tavanic IV 5 mg/ml MHdYy3mMoHeH MHTpaBeHO3HO
B.V., Kampenringweg 45 pa3Teop npunoxeHue
D-E, 2803 PE Gouda,
XonaHaus
Monwa Sanofi-Aventis Tavanic 250 250 mg dunMupaHu lMepopanHo
Deutschland GmbH Tabnetkn NpuIoXeHue
Briningstrasse 50
D-65 926 Frankfurt am
Main, NepMaHus
Monwa Sanofi-Aventis Tavanic 500 500 mg dunMupaHu lMepopanHo
Deutschland GmbH Tabnetkn NpuIoXeHue
Briningstrasse 50
D-65 926 Frankfurt am
Main, NepMaHus
Monwa Sanofi-Aventis Tavanic 5 mg/ml NHdY3nOHEH NHTpaBeHO3HO
Deutschland GmbH pasTBop NpuioxXeHune
Briningstrasse 50
D-65 926 Frankfurt am
Main, NepMaHus
MopTtyranunsa SANOFI-AVENTIS - TAVANIC 250 mg dunmmnpanu lMepopanHo
Produtos Farmacéuticos, Tabnetku npunoxeHue

Lda.

Empreendimento Lagoas
Park

Edificio 7 - 3° Piso
2740-244 Porto Salvo




Obp)kaBa uneHka |[MpuTexxarten Ha THbproBcko nme KonuuectBo JlekapcTBeHa MbT Ha
EC/ENN pa3speLieHMeTo 3a Ha aKTMBHOTO |(popma BbBeXaaHe
ynoTtpeba BeLlecTBo B
Ao30Ba
eanHuua, 8%,
3a AaaeH obem
nnm Mmaca
MopTyranusa SANOFI-AVENTIS - TAVANIC 500 mg dunMmnpanm MepopanHo
Produtos Farmacéuticos, TabneTku npuaoxexHune
Lda.
Empreendimento Lagoas
Park
Edificio 7 — 3° Piso
2740-244 Porto Salvo
MopTyranus SANOFI-AVENTIS - TAVANIC 5 mg/ml MHdy3moHeH MHTpaBeHO3HO
Produtos Farmacéuticos, pa3TBop npunoxeHue
Lda.
Empreendimento Lagoas
Park
Edificio 7 — 3° Piso
2740-244 Porto Salvo
CnoBakus sanofi-aventis Slovakia Tavanic 500mg 500 mg dunnMmnpanm MepopanHo
s.r.o., Einsteinova 24, Tabnetkn npunoxeHue
85101 Bratislava,
CnoBakus
CnoBakus sanofi-aventis Slovakia Tavanic i.v. 500mg |5 mg/ml MHdYy3mMoHeH MHTpaBeHO3HO
s.r.o., Einsteinova 24, pasTBop npunoXeHue
85101 Bratislava,
Cnosakus
CnoBeHus sanofi-aventis d.o.o, Tavanic 250 mg 250 mg dunMmnpanum MepopanHo
Dunajska 151, 1000 filmsko oblozene TabneTkn NpUIoXeHne
Ljubljana, CnoBeHus tablete
CnoBeHus sanofi-aventis d.o.o, Tavanic 500 mg 500 mg dunMupaHu lMepopanHo
Dunajska 151, 1000 filmsko oblozene Tabnetkn NMpUIoXeHne
Ljubljana, CnoseHus tablete
CnoseHus sanofi-aventis d.o.o, Tavanic 5mg/ml 5mg/ml MHdYy3mMoHeH MHTpaBeHO3HO
Dunajska 151, 1000 raztopina za pasTeop npunoxeHue

Ljubljana, CnoseHus

infundiranje




Obp)kaBa uneHka |[MpuTexxarten Ha THbproBcko nme KonuuectBo JlekapcTBeHa MbT Ha
EC/ENN pa3speLieHMeTo 3a Ha aKTMBHOTO |(popma BbBeXaaHe
ynoTtpeba BeLlecTBo B
Ao30Ba
eanHuua, 8%,
3a AaaeH obem
nnm Mmaca
UcnaHua Sanofi-aventis, S.A. Tavanic 500 mg 500 mg dunmmpanm lMepopanHo
Josep Pla, 2 comprimidos Tabnetkn NpUIoXeHne
08019 - Barcelona recubiertos con
UcnaHusa pelicula
NcnaHus Sanofi-aventis, S.A. Tavanic 5 mg/ml 5 mg/ml MHYy3mMoHeH MHTpaBeHO3HO
Josep Pla, 2 solucion para pasTBop NpUNoXeHue
08019 - Barcelona perfusion
UcnaHus
LLBeunsa sanofi-aventis AB Tavanic 250 mg dunmmnpaHum [MepopanHo
Box 141 42 TabneTkn NpuaoxXeHune
167 14 Bromma
Lseuuns
Lseunsa sanofi-aventis AB Tavanic 500 mg dunmMmpanm MepopanHo
Box 141 42 Tabnetku npunoxeHue
167 14 Bromma
seynsa
Lseumns sanofi-aventis AB Tavanic 5 mg/ml MHdYy3mMoHeH MHTpaBeHO3HO
Box 141 42 pasTeop npunoxeHue

167 14 Bromma
LLBeuns

10




Obp)kaBa uneHka |[MpuTexxarten Ha THbproBcko nme KonuuectBo JlekapcTBeHa MbT Ha
EC/ENN pa3speLieHMeTo 3a Ha aKTMBHOTO |(popma BbBeXaaHe
ynoTtpeba BeLlecTBo B
Ao30Ba
eanHuua, 8%,
3a AaaeH obem
nnm Mmaca
Ob6eanHeHoTO Aventis Pharma Limited, Tavanic 250mg 250mg dunmMmnpanm MepopanHo
KpasicTBO 50 Kings Hill Avenue film-coated tablets Tabnetkn NpuUIoXeHne
Kings Hill
West Malling
Kent
ME19 4AH
Ob6eamHeHOTO KpancTBo
(Trading as:
Sanofi-aventis
One Onslow Street,
Guildford, Surrey,
GU1 4YS, ObeanHeHoTO
Kpancreo)
O6ennHeHoTOo Aventis Pharma Limited, Tavanic 500mg 500mg dunmmnpanu lMepopanHo
KpancTeo 50 Kings Hill Avenue film-coated tablets Tabnetkn NpuIoXeHune

Kings Hill

West Malling

Kent

ME19 4AH
O6eanHEeHOTO KpancTeo

(Trading as:
Sanofi-aventis

One Onslow Street,
Guildford, Surrey,

GU1 4YS, ObeanHeHoTO
KpasCcTBO)

11




Obp)kaBa uneHka |[MpuTexxarten Ha THbproBcko nme KonuuectBo JlekapcTBeHa MbT Ha
EC/ENN pa3speLieHMeTo 3a Ha aKTMBHOTO |(popma BbBeXaaHe
ynoTtpeba BeLlecTBo B

Ao30Ba

eanHuua, 8%,

3a AaaeH obem

nnm Mmaca
Ob6eanHeHoTO Aventis Pharma Limited, Tavanic 5mg/ml 5mg/ml NHdy3noHeH MHTpaBeHO3HO
KpasicTBO 50 Kings Hill Avenue solution for infusion pasTBop npunoxeune

Kings Hill

West Malling

Kent

ME19 4AH
O6eanHEHOTO KpasicTBO

(Trading as:
Sanofi-aventis

One Onslow Street,
Guildford, Surrey,

GU1 4YS, O6beanHeHoTO
KpaJCTBO)
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