Priloha 1

Zoznam nazvov, farmaceutickych foriem, mnozstva acinnych latok
v lieku(liekoch), sposob(y) podavania, drzitel'(drzitelia) rozhodnutia
o registracii v ¢lenskych statoch



Peroralny roztok metadénu obsahujici povidén s vysokou molekulovou hmotnostou (K90)

Clensky stat

Drzitel’ rozhodnutia

s el rozh Vymysleny nazov INN MnoZstvo Farmaceuticka Spoésob
( ) © registracii Nazov aktivnej forma podavania
latky

Dansko Martindale Pharmaceuticals Ltd. | Methadon "Martindale | methadone 2 mg/ml Peroralny roztok Peroralne pouzitie
Bampton Road Pharma"
Harold Hill
Romford
Essex RM3 8UG
United Kingdom

Finsko Martindale Pharmaceuticals Ltd. | Methadone methadone 2 mg/ml Peroralny roztok Peroralne pouzitie
Bampton Road . .
Harold Hill Martindale Pharma hydrochloride
Romford
Essex RM3 8UG
United Kingdom

Malta Martindale Pharmaceuticals Ltd. | Methadone methadone 2 mg/mi Peroralny roztok Peroralne pouzitie
Bampton Road Martindale Pharma hydrochloride
Harold Hill . Y
Romford Oral Solution 2mg/ml
Essex RM3 8UG
United Kingdom

Norsko Martindale Pharmaceuticals Ltd. | Methadon Martindale | methadone 2 mg/ml Peroralny roztok Peroralne pouzitie

Bampton Road
Harold Hill
Romford

Essex RM3 8UG
United Kingdom

Pharma

hydrochloride




Clensky stat

Drzitel’ rozhodnutia

s g Vymysleny nazov INN MnoZstvo Farmaceuticka Spbésob
o registrac - o o
( ) gt . Nazov aktivnej forma podavania
latky
Svédsko Martindale Pharmaceuticals Ltd. | Methadone methadone 2 mg/mi Peroralny roztok Peroralne pouzitie
Bampton Road . .
Harold Hill Martindale Pharma hydrochloride
Romford
Essex RM3 8UG
United Kingdom
Velkd Britania | Martindale Pharmaceuticals Ltd. | Mmethadone methadone 2 mg/ml Peroralny roztok Peroralne pouzitie

Bampton Road
Harold Hill
Romford

Essex RM3 8UG
United Kingdom

Martindale Pharma
2mg/ml Oral Solution

hydrochloride




Tablety obsahujiice metadén a povidén s nizkou molekulovou hmotnostou (K25 alebo K30)

Clensky stat
(EHP)

Drzitel’ rozhodnutia
O registracii

Vymysleny nazov
Nazov

INN

Mnozstvo
aktivnej
latky

Farmaceuticka
forma

Spbsob
podavania

Dansko

Alternova A/S
Lodshusvej 11
4230 Skeelskar
Denmark

Methadon "Alternova"

methadone

20 mg

Tableta

Peroralne pouzitie

Dansko

Alternova A/S
Lodshusvej 11
4230 Skeelskar
Denmark

Methadon "Alternova"

methadone

Tableta

Peroralne pouzitie

Finsko

Abcur AB

BOX 1452

25114 Helsingborg
Sweden

Metadon Abcur

methadone
hydrochloride

Tableta

Peroralne pouzitie

Finsko

Abcur AB

BOX 1452

25114 Helsingborg
Sweden

Metadon Abcur

methadone
hydrochloride

20 mg

Tableta

Peroralne pouzitie

Madarsko

ExtractumPharma zrt.
Megyeri Ut 64
Budapest

1044

Hungary

Depridol tabletta

methadone

Tableta

Peroralne pouzitie




Clensky stat
(EHP)

Drzitel’ rozhodnutia
O registracii

Vymysleny nazov
Nazov

INN

Mnozstvo
aktivnej
latky

Farmaceuticka
forma

Spbsob
podavania

Madarsko

ExtractumPharma zrt.
Megyeri Ut 64
Budapest

1044

Hungary

Metadon-EP 5 mg
tabletta

methadone

5 mg

Tableta

Peroralne pouzitie

Madarsko

ExtractumPharma zrt.
Megyeri Ut 64
Budapest

1044

Hungary

Metadon-EP 20 mg
tabletta

methadone

20 mg

Tableta

Peroralne pouzitie

Island

Abcur AB

P.O. Box 1452

S-251 14 Helsingborg
Sweden

Metadon Abcur

methadone
hydrochloride

5mg

Tableta

Peroralne pouzitie

Island

Abcur AB

P.O. Box 1452

S-251 14 Helsingborg
Sweden

Metadon Abcur

methadone
hydrochloride

20 mg

Tableta

Peroralne pouzitie

Noérsko

Abcur AB

P.O. Box 1452
25114 Helsingborg
Sweden

Metadon Abcur

methadone
hydrochloride

Tableta

Peroralne pouzitie

Nérsko

Abcur AB

P.O. Box 1452
25114 Helsingborg
Sweden

Metadon Abcur

methadone
hydrochloride

20 mg

Tableta

Peroralne pouzitie




Clensky stat

Drzitel' rozhodnutia

el rozh Vymysleny nazov INN Mnozstvo Farmaceuticka Spbésob
(EHP) o registracii Nazov aktivnej forma podavania
latky
Rumunsko S.C. BIO EEL S.R.L. METADON BIOEEL methadone 5 mg Tableta Peroralne pouzitie
Str. Bega Nr. 4
Targu-Mures
540390 Roméania
Rumunsko S.C. BIO EEL S.R.L. METADON BIOEEL methadone 20 mg Tableta Peroralne pouzitie
Str. Bega Nr. 4
Targu-Mures
540390 Roméania
Spanielsko LABORATORIO Dr. ESTEVE, S.A. | METASEDIN 5 mg methadone 5 mg Tableta Peroralne pouzitie
Avda. Mare de Déu de comprimidos hydrochloride
Montserrat, 221
08041 Barcelona
Spain
Svédsko Abcur AB Metadon Abcur methadone 5 mg Tableta Peroralne pouzitie
Box 1452 hydrochloride
251 14 Helsingborg
Sweden
Svédsko Abcur AB Metadon Abcur methadone 20 mg Tableta Peroralne pouzitie
Box 1452 hydrochloride

251 14 Helsingborg
Sweden




