PRILOHA 1

SEZNAM NAZVU LECIVEHO(LECIVYCH)PRIPRAVKU(U), LEKOVA(E) FORMA(Y),
KONCENTRACE , ZPUSOB(Y) PODANI, ZADATEL(E), DRZITEL(E) ROZHODNUTI O
REGISTRACI V CLENSKYCH STATECH



Clensky

Drzitel rozhodnuti o registraci Zadatel

stat

Ceska
republika

Dansko

Finsko

Recko

Recko

Recko

Mad’arsko

EGIS Pharmaceuticals PLC
Keresztari ut 30-38
H-1106 Budapest
Hungary

EGIS Pharmaceuticals PLC
Kereszturi Gt 30-38 H-1106
Budapest Hungary

Actavis Group hf
Reykjavikurvegur 76-78

IS-220 Hafnafjordur

Iceland

Actavis Group hf
Reykjavikurvegi 76-78

220 Hafnafjordur

Iceland

Uni Pharma Kleon Tsetis
Pharmaceutical Laboratories
ABEE

14km National Highway Athens-
Lamia, 14564 K. Kifissia

Uni Pharma Kleon Tsetis
Pharmaceutical Laboratories
ABEE

14km National Highway Athens-
Lamia, 14564 K. Kifissia

Uni Pharma Kleon Tsetis
Pharmaceutical Laboratories
ABEE

14km National Highway Athens-
Lamia, 14564 K. Kifissia

EGIS Pharmaceuticals PLC
Keresztari at 30-38

H -1106 Budapest

Hungary

SmySleny  niazev Koncentrace Lékova forma Zpusob podani Obsah

Nazev

Scutamil C

Somadril

Somadril Comp

Artifar

Relacton -C

Relacton -C

Scutamil-C

obalené tablety peroralni

potahované L,
tablety peroralni
potahované L
tablety peroralni
potahované L
tablety peroralni
tablety peroralni
¢ipky rektalni
tablety peroralni

(koncentrace)

150 mg carisoprodol/
100 mg paracetamol

350 mg

200mg carisoprodol/
160mg paracetamol/
32 mg kofein

350 mg

200mg carisoprodol/
300mg paracetamol

400mg carisoprodol/
600mg paracetamol

150mg carisoprodol
100mg paracetamol



Island

Island

Italie

Italie

Norsko

Slovenska
republika

Spanélsko

Spanélsko

Actavis Group hf
Reykjavikurvegi 76-78

220 Hafnafjordur

Iceland

Actavis Group hf
Reykjavikurvegi 76-78

220 Hafnafjordur

Iceland

TEOFARMA Srl

Sede legale: via F.1li Cervi, 8
27010 Valle Salimbene (PV)
Italy

TEOFARMA Srl

Sede legale: via F.1li Cervi, 8
27010 Valle Salimbene (PV)
Italy

Actavis Group hf
Reykjavikurvegi 76-78

220 Hafnafjordur

Iceland

EGIS Pharmaceuticals PLC
Kereszturi ut 30-38

H -1106 Budapest

Hungary

Laboratorios BELMAC SA
Teide,4-planta baja-Poligono
empresarial

La Marina (28700 San Sebastian

de los Reyes)

Madrid

Spain

Laboratorios Rimafar
Poligono industrial Malpica
c n® 4 50057 Zaragoza
Spain

Somadril

Somadril Comp

Soma complex

Soma complex

Somadril

Scutamil C

Mio Relax

Relaxibys

potahované
tablety

potahované
tablety

potahované
tablety

¢ipky

potahované
tablety

potahované
tablety

tablety

tablety

peroralni

peroralni

peroralni

rektalni

peroralni

peroralni

peroralni

peroralni

350mg

200 mg carisoprodol/
160mg paracetamol

140mg carisoprodol
/500mg metamizole
sodium

600mg carisoprodol
/1000mg metamizole

sodium

350mg

150mg carisoprodol/
100mg paracetamol

350mg

200mg carisoprodol/
500mg paracetamol



Svédsko

Svédsko

Spojené
Kralovstvi
Velké
Britanie a
Severniho
Irska
Spojené
Kralovstvi
Velké
Britanie a
Severniho
Irska

Actavis Group hf
Reykjavikurvegur 76-78
IS-220 Hafnafjordur
Iceland

Actavis Group hf
Reykjavikurvegur 76-78
IS-220 Hafnafjordur
Iceland

Forest Laboratories UK Limited
Bourne Road

Bexley

Kent DA 5 INX

United Kingdom

Forest Laboratories UK Limited
Bourne Road

Bexley

Kent DA 5 INX

United Kingdom

Somadril

Somadril comp.

Carisoma

Carisoma

tablety

tablety

tablety

tablety

peroralni

peroralni

peroralni

peroralni

350mg

200mg carisoprodol/
160mg paracetamol/
32 mg kofein

125mg

350mg



