Priloha I

ZOZNAM NAZVOV, FARMACEUTICKYCH FORIEM, MNOZSTVA UCINNYCH
LATOK V LIEKOCH, SPOSOBY PODAVANIA, UCHADZACI / DRZITELIA
ROZHODNUTIA O REGISTRACII V CLENSKYCH STATOCH



Clensky stat Drzitel’ rozhodnutia Uchadzac (Vymysleny) Mnozstvo Farmaceuticka Sposob
, o registracii , . . nazov aktivnej forma podavania
EU/EHP nazov spolocnosti, latk
nazov spolocnosti, adresa y
adresa
Dansko Hexal A/S Methylphenidate | 18 mg Tablet s Peroralne
Edvard Thomsens Vej 14 "Hexal" predlzenym pouzitie
DK-2300 Kgbenhavn S uvolfiovanim
Denmark
Dansko Hexal A/S Methylphenidate | 36 mg Tablet s Peroralne
Edvard Thomsens Vej 14 "Hexal" predizenym pouzitie
DK-2300 Kgbenhavn S uvolfiovanim
Denmark
Dansko Hexal A/S Methylphenidate | 54 mg Tablet s Peroralne
Edvard Thomsens Vej 14 "Hexal" predlzenym pouzitie
DK-2300 Kgbenhavn S uvolfiovanim
Denmark
Nemecko Hexal A/S Methylphenidath | 18 mg Tablet s Peroralne
Edvard Thomsens Vej 14 | ydrochlorid predlzenym pouzitie
DK-2300 Kgbenhavn S HEXAL 18 mg uvolfiovanim
Denmark Retardtabletten
Nemecko Hexal A/S Methylphenidath | 36 mg Tablet s Peroralne
Edvard Thomsens Vej 14 | ydrochlorid predlzenym pouzitie
DK-2300 Kgbenhavn S HEXAL 36 mg uvolfiovanim
Denmark Retardtabletten
Nemecko Hexal A/S Methylphenidath | 54 mg Tablet s Peroralne
Edvard Thomsens Vej 14 | ydrochlorid predlzenym pouZitie
DK-2300 Kgbenhavn S HEXAL 54 mg uvolfiovanim
Denmark Retardtabletten
Irsko Rowex Ltd Metidate XL 54 mg Tablet s Peroralne
Bantry 54mg predlzenym pouzitie
Co. Cork Prolonged- uvolfiovanim
Ireland Release Tablets
Irsko Rowex Ltd Metidate XL 18 18 mg Tablet s Peroralne
Bantry mg Prolonged- predlzenym pouzitie
Co. Cork Release Tablets uvolfiovanim

Ireland




Clensky stat Drzitel’ rozhodnutia Uchadzac (Vymysleny) Mnozstvo Farmaceuticka Sposob
, o registracii , . nazov aktivnej forma odavania

EU/EHP 9 nazov spolocnosti, latk ) P
nazov spolocnosti, adresa y
adresa

Irsko Rowex Ltd Metidate XL 36 36 mg Tablet s Peroralne
Bantry mg Prolonged- predlzenym pouzitie
Co. Cork Release Tablets uvolfiovanim

Ireland




