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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Abtard 10 mg prolonged- | UK/H/6614/002 PL 42623/0002 ETHYPHARM UK LTD UK

release tablets

Abtard 15 mg prolonged- | UK/H/6614/003 PL 42623/0003 ETHYPHARM UK LTD UK

release tablets

Abtard 20 mg prolonged- | UK/H/6614/002 PL 42623/0004 ETHYPHARM UK LTD UK

release tablets

Abtard 30 mg prolonged- | UK/H/6614/005 PL 42623/0005 ETHYPHARM UK LTD UK

release tablets

Abtard 40 mg prolonged- | UK/H/6614/006 PL 42623/0006 ETHYPHARM UK LTD UK

release tablets

Abtard 5 mg prolonged- UK/H/6614/001 PL 42623/0001 ETHYPHARM UK LTD UK

release tablets

Abtard 60 mg prolonged- | UK/H/6614/007 PL 42623/0007 ETHYPHARM UK LTD UK

release tablets

Abtard 80 mg prolonged- | UK/H/6614/008 PL 42623/0008 ETHYPHARM UK LTD UK

release tablets

Accordeon, 10 mg, NL/H/3192/002 19785 ACCORD HEALTHCARE PL

tabletki o przedtuzonym LIMITED

uwalnianiu

Accordeon, 20 mg, NL/H/3192/003 19786 ACCORD HEALTHCARE PL

tabletki o przedtuzonym LIMITED

uwalnianiu

Accordeon, 40 mg, NL/H/3192/004 19787 ACCORD HEALTHCARE PL

tabletki o przedtuzonym LIMITED

uwalnianiu

Accordeon, 5 mg, NL/H/3192/001 19784 ACCORD HEALTHCARE PL

tabletki o przedtuzonym LIMITED

uwalnianiu

Accordeon, 80 mg, NL/H/3192/005 19788 ACCORD HEALTHCARE PL

tabletki o przedtuzonym LIMITED

uwalnianiu

Alivio 10 mg prolonged- DE/H/4245/002 PL 17907/0559 BRISTOL LABORATORIES UK

release tablets LTD (BERKHAMSTED)

Alivio 20 mg prolonged- DE/H/4245/003 PL 17907/0560 BRISTOL LABORATORIES UK

release tablets LTD (BERKHAMSTED)

Alivio 30 mg prolonged- DE/H/4245/004 PL 17907/0561 BRISTOL LABORATORIES UK
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Retardtabletten

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

release tablets LTD (BERKHAMSTED)

Alivio 40 mg prolonged- DE/H/4245/005 PL 17907/0562 BRISTOL LABORATORIES UK

release tablets LTD (BERKHAMSTED)

Alivio 5 mg prolonged- DE/H/4245/001 PL 17907/0558 BRISTOL LABORATORIES UK

release tablets LTD (BERKHAMSTED)

Alivio 60 mg prolonged- DE/H/4245/006 PL 17907/0563 BRISTOL LABORATORIES UK

release tablets LTD (BERKHAMSTED)

Alivio 80 mg prolonged- DE/H/4245/007 PL 17907/0564 BRISTOL LABORATORIES UK

release tablets LTD (BERKHAMSTED)

Candox 10 mg prolonged | DE/H/1395/002 PL 00289/1710 TEVA UK LIMITED UK

release tablets

Candox 20mg prolonged DE/H/0790/001 PL 00289/1711 TEVA UK LIMITED UK

release tablets

Candox 40mg prolonged DE/H/0790/002 PL 00289/1712 TEVA UK LIMITED UK

release tablets

Candox 5 mg Prolonged- | DE/H/2947/001 PL 00289/1709 TEVA UK LIMITED UK

release Tablets

Candox 80mg Prolonged- | DE/H/0790/003 PL 00289/1713 TEVA UK LIMITED UK

release Tablets

Carenoxal 10 mg DE/H/3638/002 87920.00.00 ZENTIVA PHARMA GMBH DE

Retardtabletten

Carenoxal 15 mg DE/H/3638/003 87921.00.00 ZENTIVA PHARMA GMBH DE

Retardtabletten

Carenoxal 20 mg DE/H/3638/004 87922.00.00 ZENTIVA PHARMA GMBH DE

Retardtabletten

Carenoxal 30 mg DE/H/3638/005 87923.00.00 ZENTIVA PHARMA GMBH DE

Retardtabletten

Carenoxal 40 mg DE/H/3638/006 87924.00.00 ZENTIVA PHARMA GMBH DE

Retardtabletten

Carenoxal 5 mg DE/H/3638/001 87919.00.00 ZENTIVA PHARMA GMBH DE

Retardtabletten

Carenoxal 60 mg DE/H/3638/007 87925.00.00 ZENTIVA PHARMA GMBH DE

Retardtabletten

Carenoxal 80 mg DE/H/3638/008 87926.00.00 ZENTIVA PHARMA GMBH DE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Carexil 20 mg Prolonged- | DE/H/1154/003 PL 04416/0836 SANDOZ LTD UK
release Tablets
Carexil 5 mg Prolonged- DE/H/1154/001 PL 04416/0834 SANDOZ LTD UK
release Tablets
Carexil® 10 mg DE/H/1154/002 PL 04416/0835 SANDOZ LTD UK
Prolonged-release
Tablets
Carexil® 40 mg DE/H/1154/004 PL 04416/1304 SANDOZ LTD UK
Prolonged-release
Tablets
Carexil® 80 mg DE/H/1154/006 PL 04416/1305 SANDOZ LTD UK
Prolonged-release
Tablets
Codilek 10 mg tablete s DE/H/1154/002 5363-1-269/13 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 10 mg tablete s DE/H/1154/002 5363-1-270/13 LEK PHARMACEUTICALS Sl
podaljSanim sprosc¢anjem D.D. LJUBLJANA
Codilek 10 mg tablete s DE/H/1154/002 5363-1-271/13 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 10 mg tablete s DE/H/1154/002 5363-1-272/13 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 10 mg tablete s DE/H/1154/002 5363-1-273/13 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 20 mg tablete s DE/H/1154/003 5363-1-276/13 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 20 mg tablete s DE/H/1154/003 5363-1-274/13 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 20 mg tablete s DE/H/1154/003 5363-1-275/13 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 20 mg tablete s DE/H/1154/003 5363-1-277/13 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 20 mg tablete s DE/H/1154/003 5363-1-278/13 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/068 LEK PHARMACEUTICALS Sl

podalj$anim sproscanjem

D.D. LJUBLJANA
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/069 LEK PHARMACEUTICALS Sl
podaljSanim sprosc¢anjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/070 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/071 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/072 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/073 LEK PHARMACEUTICALS Sl
podaljSanim sprosc¢anjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/074 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/076 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/075 LEK PHARMACEUTICALS Si
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/077 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/078 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/079 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/080 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/081 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/082 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/083 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/084 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 40 mg tablete s DE/H/1154/004 H/09/00405/067 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 5 mg tablete s DE/H/1154/001 5363-1-264/13 LEK PHARMACEUTICALS Sl
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 5 mg tablete s DE/H/1154/001 5363-1-268/13 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 5 mg tablete s DE/H/1154/001 5363-1-265/13 LEK PHARMACEUTICALS Sl
podaljSanim sprosc¢anjem D.D. LJUBLJANA
Codilek 5 mg tablete s DE/H/1154/001 5363-1-266/13 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 5 mg tablete s DE/H/1154/001 5363-1-267/13 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/086 LEK PHARMACEUTICALS Si
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/087 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/088 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/089 LEK PHARMACEUTICALS Sl
podalj$anim sproscanjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/090 LEK PHARMACEUTICALS Si
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/091 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/092 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/093 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/094 LEK PHARMACEUTICALS Sl
podaljSanim sprosc¢anjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/095 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/096 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/097 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/098 LEK PHARMACEUTICALS Sl

podaljSanim spros¢anjem

D.D. LJUBLJANA
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/099 LEK PHARMACEUTICALS Sl
podaljSanim sprosc¢anjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/100 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/101 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/102 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 60 mg tablete s DE/H/1154/005 H/09/00405/085 LEK PHARMACEUTICALS Sl
podaljSanim sprosc¢anjem D.D. LJUBLJANA
Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/105 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/106 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/107 LEK PHARMACEUTICALS Si
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/108 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/109 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/110 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/111 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/112 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/113 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/114 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA
Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/116 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/118 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA
Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/119 LEK PHARMACEUTICALS Sl
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

tabletta

number

podaljSanim spros¢anjem D.D. LJUBLJANA

Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/120 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA

Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/104 LEK PHARMACEUTICALS Sl
podaljSanim sprosc¢anjem D.D. LJUBLJANA

Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/115 LEK PHARMACEUTICALS Sl
podaljSanim spros¢anjem D.D. LJUBLJANA

Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/117 LEK PHARMACEUTICALS Sl
podaljSanim sproscanjem D.D. LJUBLJANA

Codilek 80 mg tablete s DE/H/1154/006 H/09/00405/103 LEK PHARMACEUTICALS Si
podaljSanim sproscanjem D.D. LJUBLJANA

Codoxy 10 mg retard DE/H/2182/002 OGYI-T-21706/05 G.L. PHARMA GMBH HU
tabletta

Codoxy 10 mg retard DE/H/2182/002 OGYI-T-21706/06 G.L. PHARMA GMBH HU
tabletta

Codoxy 10 mg retard DE/H/2182/002 OGYI-T-21706/07 G.L. PHARMA GMBH HU
tabletta

Codoxy 10 mg retard DE/H/2182/002 OGYI-T-21706/08 G.L. PHARMA GMBH HU
tabletta

Codoxy 20 mg retard DE/H/2182/003 OGYI-T-21706/09 G.L. PHARMA GMBH HU
tabletta

Codoxy 20 mg retard DE/H/2182/003 OGYI-T-21706/10 G.L. PHARMA GMBH HU
tabletta

Codoxy 20 mg retard DE/H/2182/003 OGYI-T-21706/11 G.L. PHARMA GMBH HU
tabletta

Codoxy 20 mg retard DE/H/2182/003 OGYI-T-21706/12 G.L. PHARMA GMBH HU
tabletta

Codoxy 40 mg retard DE/H/2182/004 OGYI-T-21706/13 G.L. PHARMA GMBH HU
tabletta

Codoxy 40 mg retard DE/H/2182/004 OGYI-T-21706/14 G.L. PHARMA GMBH HU
tabletta

Codoxy 40 mg retard DE/H/2182/004 OGYI-T-21706/15 G.L. PHARMA GMBH HU
tabletta

Codoxy 40 mg retard DE/H/2182/004 OGYI-T-21706/16 G.L. PHARMA GMBH HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

rigide a rilascio

number
Codoxy 5 mg retard DE/H/2182/001 OGYI-T-21706/01 G.L. PHARMA GMBH HU
tabletta
Codoxy 5 mg retard DE/H/2182/001 OGYI-T-21706/02 G.L. PHARMA GMBH HU
tabletta
Codoxy 5 mg retard DE/H/2182/001 OGYI-T-21706/03 G.L. PHARMA GMBH HU
tabletta
Codoxy 5 mg retard DE/H/2182/001 OGYI-T-21706/04 G.L. PHARMA GMBH HU
tabletta
Codoxy 80 mg retard DE/H/2182/005 OGYI-T-21706/17 G.L. PHARMA GMBH HU
tabletta
Codoxy 80 mg retard DE/H/2182/005 OGYI-T-21706/18 G.L. PHARMA GMBH HU
tabletta
Codoxy 80 mg retard DE/H/2182/005 OGYI-T-21706/19 G.L. PHARMA GMBH HU
tabletta
Codoxy 80 mg retard DE/H/2182/005 OGYI-T-21706/20 G.L. PHARMA GMBH HU
tabletta
Contirgxil 10 mg tablety DE/H/1154/002 65/0272/08-S SANDOZ PHARMACEUTICALS | SK
s predlZzenym D.D.
uvolfiovanim
Contir(?xil 20 mg tablety DE/H/1154/003 65/0273/08-S SANDOZ PHARMACEUTICALS | SK
s predizenym D.D.
uvolfiovanim
Contir(?xil 40 mg tablety DE/H/1154/004 65/0403/12-S SANDOZ PHARMACEUTICALS | SK
s predlzenym D.D.
uvolfiovanim
Contir(?xil 80 mg tablety DE/H/1154/006 65/0404/12-S SANDOZ PHARMACEUTICALS | SK
s predlzenym D.D.
uvolfiovanim
Contiroxin 40 mg DE/H/0789/002 PL 04416/0754 SANDOZ LTD UK
Prolonged-release
Tablets
Contiroxin 80 mg DE/H/0789/003 PL 04416/0755 SANDOZ LTD UK
Prolonged-release
Tablets
Daloxy 10 mg capsule 1S/H/0196/001 042781017 ETHYPHARM IT
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Product Name (in

authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the

member state

Member State where
product is authorised

prolungato

Daloxy 10 mg capsule
rigide a rilascio
prolungato

1S/H/0196/001

042781029

ETHYPHARM

Daloxy 10 mg capsule
rigide a rilascio
prolungato

1IS/H/0196/001

042781031

ETHYPHARM

Daloxy 10 mg capsule
rigide a rilascio
prolungato

1IS/H/0196/001

042781043

ETHYPHARM

Daloxy 10 mg capsule
rigide a rilascio
prolungato

1IS/H/0196/001

042781056

ETHYPHARM

Daloxy 10 mg capsule
rigide a rilascio
prolungato

1IS/H/0196/001

042781070

ETHYPHARM

Daloxy 10 mg capsule
rigide a rilascio
prolungato

1S/H/0196/001

042781068

ETHYPHARM

Daloxy 20 mg capsule
rigide a rilascio
prolungato

1S/H/0196/002

042781082

ETHYPHARM

Daloxy 20 mg capsule
rigide a rilascio
prolungato

1S/H/0196/002

042781094

ETHYPHARM

Daloxy 20 mg capsule
rigide a rilascio
prolungato

1S/H/0196/002

042781106

ETHYPHARM

Daloxy 20 mg capsule
rigide a rilascio
prolungato

1S/H/0196/002

042781118

ETHYPHARM

Daloxy 20 mg capsule
rigide a rilascio
prolungato

1S/H/0196/002

042781120

ETHYPHARM

Daloxy 20 mg capsule
rigide a rilascio

1S/H/0196/002

042781132

ETHYPHARM
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Product Name (in

authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the

member state

Member State where
product is authorised

prolungato

Daloxy 20 mg capsule
rigide a rilascio
prolungato

1S/H/0196/002

042781144

ETHYPHARM

Daloxy 40 mg capsule
rigide a rilascio
prolungato

IS/H/0196/003

042781157

ETHYPHARM

Daloxy 40 mg capsule
rigide a rilascio
prolungato

IS/H/0196/003

042781169

ETHYPHARM

Daloxy 40 mg capsule
rigide a rilascio
prolungato

IS/H/0196/003

042781171

ETHYPHARM

Daloxy 40 mg capsule
rigide a rilascio
prolungato

IS/H/0196/003

042781183

ETHYPHARM

Daloxy 40 mg capsule
rigide a rilascio
prolungato

1S/H/0196/003

042781195

ETHYPHARM

Daloxy 40 mg capsule
rigide a rilascio
prolungato

1S/H/0196/003

042781207

ETHYPHARM

Daloxy 40 mg capsule
rigide a rilascio
prolungato

1S/H/0196/003

042781219

ETHYPHARM

Daloxy 80 mg capsule
rigide a rilascio
prolungato

IS/H/0196/004

042781221

ETHYPHARM

Daloxy 80 mg capsule
rigide a rilascio
prolungato

IS/H/0196/004

042781233

ETHYPHARM

Daloxy 80 mg capsule
rigide a rilascio
prolungato

IS/H/0196/004

042781245

ETHYPHARM

Daloxy 80 mg capsule
rigide a rilascio

1S/H/0196/004

042781258

ETHYPHARM
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolungato

Daloxy 80 mg capsule
rigide a rilascio
prolungato

1IS/H/0196/004

042781260

ETHYPHARM

Daloxy 80 mg capsule
rigide a rilascio
prolungato

IS/H/0196/004

042781272

ETHYPHARM

Daloxy 80 mg capsule
rigide a rilascio
prolungato

IS/H/0196/004

042781284

ETHYPHARM

Dancex SR 10 mg
Prolonged-Release
Tablets

DE/H/1155/002

PA0711/143/002

ROWEX LTD

Dancex SR 20 mg
Prolonged-Release
Tablets

DE/H/1155/003

PA0711/143/003

ROWEX LTD

Dancex SR 40 mg
Prolonged-Release
Tablets

DE/H/1155/004

PA0711/143/004

ROWEX LTD

Dancex SR 5 mg
Prolonged-Release
Tablets

DE/H/1155/001

PA0711/143/001

ROWEX LTD

Dancex SR 60 mg
Prolonged-Release
Tablets

DE/H/1155/005

PAO0711/143/005

ROWEX LTD

Dancex SR 80 mg
Prolonged-Release
Tablets

DE/H/1155/006

PA0711/143/006

ROWEX LTD

Dolanor 10 mg

prolongada

comprimido de libertacao

DE/H/2183/002

5314919

LANNACHER HEILMITTEL
GES.M.B.H.,

PT

Dolanor 10 mg

prolongada

comprimido de libertacdo

DE/H/2183/002

5315015

LANNACHER HEILMITTEL
GES.M.B.H.,

PT

Dolanor 10 mg

comprimido de libertacdo

DE/H/2183/002

5315007

LANNACHER HEILMITTEL
GES.M.B.H.,

PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimido de libertacdo

GES.M.B.H.,

number

prolongada

Dolanor 10 mg DE/H/2183/002 5314976 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 10 mg DE/H/2183/002 5314968 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 10 mg DE/H/2183/002 5314950 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 10 mg DE/H/2183/002 5314943 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 10 mg DE/H/2183/002 5314935 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 10 mg DE/H/2183/002 5314927 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 10 mg DE/H/2183/002 5314901 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 10 mg DE/H/2183/002 5314877 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 10 mg DE/H/2183/002 5314869 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 10 mg DE/H/2183/002 5314851 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 10 mg DE/H/2183/002 5314844 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 10 mg DE/H/2183/002 5314836 LANNACHER HEILMITTEL PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimido de libertacdo

GES.M.B.H.,

number

prolongada

Dolanor 10 mg DE/H/2183/002 5314828 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 10 mg DE/H/2183/002 5314810 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 10 mg DE/H/2183/002 5314802 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 10 mg DE/H/2183/002 5314778 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315122 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315247 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315239 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315221 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315213 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315205 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315171 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315163 LANNACHER HEILMITTEL PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimido de libertacao

GES.M.B.H.,

number

prolongada

Dolanor 20 mg DE/H/2183/003 5315155 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315148 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315130 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315114 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315106 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315072 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315064 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315056 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315049 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315031 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 20 mg DE/H/2183/003 5315023 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315478 LANNACHER HEILMITTEL PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimido de libertacao

GES.M.B.H.,

number

prolongada

Dolanor 40 mg DE/H/2183/004 5315460 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315452 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315445 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315437 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315429 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315411 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315403 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315379 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315361 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315535 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315346 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315338 LANNACHER HEILMITTEL PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimido de libertacdo

GES.M.B.H.,

number

prolongada

Dolanor 40 mg DE/H/2183/004 5315320 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315312 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315304 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315270 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315262 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 40 mg DE/H/2183/004 5315254 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314554 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314562 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314547 LANNACHER HEILMITTEL PT
comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314760 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314752 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314745 LANNACHER HEILMITTEL PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimido de libertacdo

GES.M.B.H.,

number

prolongada

Dolanor 5 mg DE/H/2183/001 5314737 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314729 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314711 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314703 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314679 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314661 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314653 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314646 LANNACHER HEILMITTEL PT
comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314638 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314620 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314612 LANNACHER HEILMITTEL PT
comprimido de libertacdo GES.M.B.H.,

prolongada

Dolanor 5 mg DE/H/2183/001 5314604 LANNACHER HEILMITTEL PT
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s prodlouzenym

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

prolongada

Dolanor 5 mg DE/H/2183/001 5314570 LANNACHER HEILMITTEL PT

comprimido de libertacado GES.M.B.H.,

prolongada

Dolanor 80 mg DE/H/2183/005 DE/H/2183/0005 LANNACHER HEILMITTEL PT

comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 80 mg DE/H/2183/005 5315700 LANNACHER HEILMITTEL PT

comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 80 mg DE/H/2183/005 5315668 LANNACHER HEILMITTEL PT

comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 80 mg DE/H/2183/005 5315650 LANNACHER HEILMITTEL PT

comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 80 mg DE/H/2183/005 5315643 LANNACHER HEILMITTEL PT

comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 80 mg DE/H/2183/005 5315635 LANNACHER HEILMITTEL PT

comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 80 mg DE/H/2183/005 5315569 LANNACHER HEILMITTEL PT

comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 80 mg DE/H/2183/005 5315544 LANNACHER HEILMITTEL PT

comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 80 mg DE/H/2183/005 5315536 LANNACHER HEILMITTEL PT

comprimido de libertacao GES.M.B.H.,

prolongada

Dolanor 80 mg DE/H/2183/005 5315528 LANNACHER HEILMITTEL PT

comprimido de libertacao GES.M.B.H.,

prolongada

Dolocodon 10 mg tablety | CZ/H/0212/002 65/674/10-C ZENTIVA, K.S. cz
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
uvolfiovanim
Dolocodon 10 mg, CZ/H/0212/002 707610 ZENTIVA, K.S. EE
toimeainet
prolongeeritult
vabastavad tabletid
Dolocodon 20 mg tablety | CZ/H/0212/003 65/675/10-C ZENTIVA, K.S. cz
s prodlouzenym
uvolfovanim
Dolocodon 20 mg, CZ/H/0212/003 707810 ZENTIVA, K.S. EE
toimeainet
prolongeeritult
vabastavad tabletid
Dolocodon 40 mg tablety | CZ/H/0212/004 65/676/10-C ZENTIVA, K.S. Ccz
s prodlouzenym
uvolfovanim
Dolocodon 40 mg, CZ/H/0212/004 707710 ZENTIVA, K.S. EE
toimeainet
prolongeeritult
vabastavad tabletid
Dolocodon 5 mg tablety CZ/H/0212/001 65/673/10-C ZENTIVA, K.S. cz
s prodlouzenym
uvolfiovanim
Dyxal 10 mg tvrdé DE/H/4502/002 65/287/17-C SANDOZ S.R.O. Ccz
tobolky
Dyxal 20 mg tvrdé DE/H/4502/003 65/288/17-C SANDOZ S.R.O. cz
tobolky
Dyxal 5 mg tvrdé tobolky | DE/H/4502/001 65/286/17-C SANDOZ S.R.O. CcZ
Ixyldone 10 mg DE/H/3639/002 PL 20117/0306 MORNINGSIDE HEALTHCARE | UK
prolonged-release tablets LTD
Ixyldone 15 mg DE/H/3639/003 PL 20117/307 MORNINGSIDE HEALTHCARE | UK
prolonged-release tablets LTD
Ixyldone 20 mg DE/H/3639/004 PL 20117/0308 MORNINGSIDE HEALTHCARE | UK
prolonged-release tablets LTD
Ixyldone 30 mg DE/H/3639/005 PL 20117/0309 MORNINGSIDE HEALTHCARE | UK
prolonged-release tablets LTD
Ixyldone 40 mg DE/H/3639/006 PL 20117/0310 MORNINGSIDE HEALTHCARE | UK
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
prolonged-release tablets LTD
Ixyldone 5 mg DE/H/3639/001 PL 20117/0305 MORNINGSIDE HEALTHCARE | UK
prolonged-release tablets LTD
Ixyldone 60 mg DE/H/3639/007 PL 20117/0311 MORNINGSIDE HEALTHCARE | UK
prolonged-release tablets LTD
Ixyldone 80 mg DE/H/3639/008 PL 20117/0312 MORNINGSIDE HEALTHCARE | UK
prolonged-release tablets LTD
Lenocod 10 mg DE/H/3738/002 89062.00.00 ETHYPHARM DE
Retardtabletten
Lenocod 20 mg DE/H/3738/003 89063.00.00 ETHYPHARM DE
Retardtabletten
Lenocod 40 mg DE/H/3738/004 89064.00.00 ETHYPHARM DE
Retardtabletten
Lenocod 5 mg DE/H/3738/001 89061.00.00 ETHYPHARM DE
Retardtabletten
Leveraxo 10 mg DE/H/4246/002 PL 04569/1651 GENERICS [UK] LIMITED UK
prolonged-release tablets
Leveraxo 20 mg DE/H/4246/003 PL 04569/1652 GENERICS [UK] LIMITED UK
prolonged-release tablets
Leveraxo 30 mg DE/H/4246/004 PL 04569/1653 GENERICS [UK] LIMITED UK
prolonged-release tablets
Leveraxo 40 mg DE/H/4246/005 PL 04569/1654 GENERICS [UK] LIMITED UK
prolonged-release tablets
Leveraxo 5 mg DE/H/4246/001 PL 04569/1650 GENERICS [UK] LIMITED UK
prolonged-release tablets
Leveraxo 60 mg DE/H/4246/006 PL 04569/1655 GENERICS [UK] LIMITED UK
prolonged-release tablets
Leveraxo 80 mg DE/H/4246/007 PL 04569/1656 GENERICS [UK] LIMITED UK
prolonged-release tablets
Longtec 10 mg not available PL 40431/0002 QDEM PHARMACEUTICALS UK
prolonged release tablets LIMITED
Longtec 120 mg not available PL 40431/0009 QDEM PHARMACEUTICALS UK
prolonged release tablets LIMITED
Longtec 15 mg not available PL 40431/0006 QDEM PHARMACEUTICALS UK

prolonged release tablets

LIMITED
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg filmsko obloZene
tablete

number
Longtec 20 mg not available PL 40431/0003 QDEM PHARMACEUTICALS UK
prolonged release tablets LIMITED
Longtec 30 mg not available PL 40431/0007 QDEM PHARMACEUTICALS UK
prolonged release tablets LIMITED
Longtec 40 mg not available PL 40431/0004 QDEM PHARMACEUTICALS UK
prolonged release tablets LIMITED
Longtec 5 mg prolonged not available PL 40431/0001 QDEM PHARMACEUTICALS UK
release tablets LIMITED
Longtec 60 mg not available PL 40431/0008 QDEM PHARMACEUTICALS UK
prolonged release tablets LIMITED
Longtec 80 mg not available PL 40431/0005 QDEM PHARMACEUTICALS UK
prolonged release tablets LIMITED
Lynlor 10mg Capsules, UK/H/6969/002 PL 30306/0421 ACTAVIS GROUP PTC EHF. UK
hard
Lynlor 20mg Capsules, UK/H/6969/003 PL 30306/0422 ACTAVIS GROUP PTC EHF. UK
hard
Lynlor 5mg Capsules, UK/H/6969/001 PL 30306/0420 ACTAVIS GROUP PTC EHF. UK
hard
Oksikodon Lek 10 mg DE/H/1419/002 5363-1-2289/12 LEK PHARMACEUTICALS S
tablete s podaljSanim D.D. LJUBLJANA
spros¢anjem
Oksikodon Lek 5 mg DE/H/1419/001 5363-1-2288/12 LEK PHARMACEUTICALS S
tablete s podaljSanim D.D. LJUBLJANA
spros¢anjem
Oksikodon Vitabalans 10 | SE/H/1119/002 H/12/01153/003 VITABALANS OY S
mg filmsko obloZzene
tablete
Oksikodon Vitabalans 10 | SE/H/1119/002 H/12/01153/004 VITABALANS OY S
mg filmsko obloZzene
tablete
Oksikodon Vitabalans 5 SE/H/1119/001 H/12/01153/001 VITABALANS OY S
mg filmsko obloZene
tablete
Oksikodon Vitabalans 5 SE/H/1119/001 H/12/01153/002 VITABALANS OY S
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimidos de
libertacdo prolongada

TECNICO-MEDICINAL, SA

number

Olbete 10 mg not available 5600465 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada

Olbete 10 mg not available 5600473 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada

Olbete 10 mg not available 5600457 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada

Olbete 10 mg not available 5600440 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada

Olbete 20 mg not available 5600507 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada

Olbete 20 mg not available 5600515 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada

Olbete 20 mg not available 5600531 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada

Olbete 20 mg not available 5600523 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada

Olbete 40 mg not available 5601307 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada

Olbete 40 mg not available 5601315 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada

Olbete 40 mg not available 5601265 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada

Olbete 40 mg not available 5601273 TECNIMEDE - SOCIEDADE PT
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number
Olbete 5 mg not available 5600150 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada
Olbete 5 mg not available 5600200 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada
Olbete 5 mg not available 5600168 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada
Olbete 5 mg not available 5600176 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada
Olbete 80 mg not available 5601331 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada
Olbete 80 mg not available 5601323 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada
Olbete 80 mg not available 5601356 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada
Olbete 80 mg not available 5601349 TECNIMEDE - SOCIEDADE PT
comprimidos de TECNICO-MEDICINAL, SA
libertacdo prolongada
Onexila XL 10 mg DE/H/4465/001 PL 33155/0042 RIVOPHARM UK LTD UK
prolonged-release tablets
Onexila XL 20 mg DE/H/4465/002 PL 33155/0044 RIVOPHARM UK LTD UK
prolonged-release tablets
Onexila XL 40 mg DE/H/4465/003 PL 33155/0045 RIVOPHARM UK LTD UK
prolonged-release tablets
Onexila XL 80 mg DE/H/4465/004 PL 33155/0046 RIVOPHARM UK LTD UK
prolonged-release tablets
Orionox 10 mg SE/H/1493/02 12-9220 ORION CORPORATION NO
depottabletter
Orionox 15 mg SE/H/1493/03 12-9221 ORION CORPORATION NO
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number
Orionox 20 mg SE/H/1493/04 12-9222 ORION CORPORATION NO
depottabletter
Orionox 30 mg SE/H/1493/05 12-9223 ORION CORPORATION NO
depottabletter
Orionox 40 mg SE/H/1493/06 12-9224 ORION CORPORATION NO
depottabletter
Orionox 5 mg SE/H/1493/01 12-9219 ORION CORPORATION NO
depottabletter
Orionox 60 mg SE/H/1493/07 12-9225 ORION CORPORATION NO
depottabletter
Orionox 80 mg SE/H/1493/08 12-9226 ORION CORPORATION NO
depottabletter
Orionox, depottabletter SE/H/1493/01 51488 ORION CORPORATION DK
Orionox, depottabletter SE/H/1493/02 51489 ORION CORPORATION DK
QOrionox, depottabletter SE/H/1493/03 51490 ORION CORPORATION DK
Orionox, depottabletter SE/H/1493/04 51491 ORION CORPORATION DK
Orionox, depottabletter SE/H/1493/05 51492 ORION CORPORATION DK
Orionox, depottabletter SE/H/1493/06 51493 ORION CORPORATION DK
Orionox, depottabletter SE/H/1493/07 51494 ORION CORPORATION DK
Orionox, depottabletter SE/H/1493/08 51495 ORION CORPORATION DK
Ossicodone Aurobindo 10 | DE/H/5356/001- 042318093 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.
prolungato
Ossicodone Aurobindo 10 | DE/H/5356/001- 042318105 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.
prolungato
Ossicodone Aurobindo 10 | DE/H/5356/001- 042318117 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.
prolungato
Ossicodone Aurobindo 10 | DE/H/5356/001- 042318129 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.
prolungato
Ossicodone Aurobindo 10 | DE/H/5356/001- 042318131 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.
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Ossicodone Aurobindo 10 | DE/H/5356/001- 042318143 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 10 | DE/H/5356/001- 042318156 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 10 | DE/H/5356/001- 042318168 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 10 | DE/H/5356/001- 042318170 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 10 | DE/H/5356/001- 042318396 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 10 | DE/H/5356/001- 042318408 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 10 | DE/H/5356/001- 042318410 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 10 | DE/H/5356/001- 042318422 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 10 | DE/H/5356/001- 042318434 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 10 | DE/H/5356/001- 042318446 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 10 | DE/H/5356/001- 042318459 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 10 | DE/H/5356/001- 042318461 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato
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Ossicodone Aurobindo 10 | DE/H/5356/001- 042318473 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 10 | DE/H/5356/001- 042318485 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 10 | DE/H/5356/001- 042318497 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 10 | DE/H/5356/001- 042318509 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 10 | DE/H/5356/001- 042318511 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318182 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318194 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318206 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318218 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318220 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318232 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318244 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato
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Ossicodone Aurobindo 20 | DE/H/5356/001- 042318257 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318269 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318523 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318535 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318547 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318550 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318562 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318574 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318586 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318598 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318600 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318612 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato
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Ossicodone Aurobindo 20 | DE/H/5356/001- 042318624 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318636 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 20 | DE/H/5356/001- 042318648 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318016 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318028 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318030 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318042 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318055 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318067 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318079 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318081 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318271 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato
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Ossicodone Aurobindo 5 DE/H/5356/001- 042318283 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318295 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318307 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318319 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318321 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318333 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318345 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318358 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318360 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318372 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Aurobindo 5 DE/H/5356/001- 042318384 AUROBINDO PHARMA IT
mg compresse a rilascio 008/DC (ITALIA) S.R.L.

prolungato

Ossicodone Bruno IT/H/558/001 044919013 BRUNO FARMACEUTICI IT

Farmaceutici, 10 mg
compresse a rilascio
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prolungato

Ossicodone Bruno
Farmaceutici, 10 mg
compresse a rilascio
prolungato

IT/H/558/001

044919025

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 10 mg
compresse a rilascio
prolungato

IT/H/558/001

044919037

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 10 mg
compresse a rilascio
prolungato

IT/H/558/001

044919049

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 10 mg
compresse a rilascio
prolungato

IT/H/558/001

044919052

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 10 mg
compresse a rilascio
prolungato

IT/H/558/001

044919064

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 10 mg
compresse a rilascio
prolungato

IT/H/558/001

044919076

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 10 mg
compresse a rilascio
prolungato

IT/H/558/001

044919088

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 10 mg
compresse a rilascio
prolungato

IT/H/558/001

044919090

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 10 mg
compresse a rilascio

IT/H/558/001

044919102

BRUNO FARMACEUTICI
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prolungato

Ossicodone Bruno
Farmaceutici, 20 mg
compresse a rilascio
prolungato

IT/H/558/002

044919114

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 20 mg
compresse a rilascio
prolungato

IT/H/558/002

044919126

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 20 mg
compresse a rilascio
prolungato

IT/H/558/002

044919138

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 20 mg
compresse a rilascio
prolungato

IT/H/558/002

044919140

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 20 mg
compresse a rilascio
prolungato

IT/H/558/002

044919153

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 20 mg
compresse a rilascio
prolungato

IT/H/558/002

044919165

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 20 mg
compresse a rilascio
prolungato

IT/H/558/002

044919177

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 20 mg
compresse a rilascio
prolungato

IT/H/558/002

044919189

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 20 mg
compresse a rilascio

IT/H/558/002

044919191

BRUNO FARMACEUTICI
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prolungato

Ossicodone Bruno
Farmaceutici, 20 mg
compresse a rilascio
prolungato

IT/H/558/002

044919203

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 40 mg
compresse a rilascio
prolungato

IT/H/558/003

044919215

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 40 mg
compresse a rilascio
prolungato

IT/H/558/003

044919227

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 40 mg
compresse a rilascio
prolungato

IT/H/558/003

044919239

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 40 mg
compresse a rilascio
prolungato

IT/H/558/003

044919241

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 40 mg
compresse a rilascio
prolungato

IT/H/558/003

044919254

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 40 mg
compresse a rilascio
prolungato

IT/H/558/003

044919266

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 40 mg
compresse a rilascio
prolungato

IT/H/558/003

044919278

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 40 mg
compresse a rilascio

IT/H/558/003

044919280

BRUNO FARMACEUTICI
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prolungato

Ossicodone Bruno
Farmaceutici, 40 mg
compresse a rilascio
prolungato

IT/H/558/003

044919292

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 40 mg
compresse a rilascio
prolungato

IT/H/558/003

044919304

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 80 mg
compresse a rilascio
prolungato

IT/H/558/004

044919316

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 80 mg
compresse a rilascio
prolungato

IT/H/558/004

044919328

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 80 mg
compresse a rilascio
prolungato

IT/H/558/004

044919330

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 80 mg
compresse a rilascio
prolungato

IT/H/558/004

044919342

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 80 mg
compresse a rilascio
prolungato

IT/H/558/004

044919355

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 80 mg
compresse a rilascio
prolungato

IT/H/558/004

044919367

BRUNO FARMACEUTICI

Ossicodone Bruno
Farmaceutici, 80 mg
compresse a rilascio

IT/H/558/004

044919379

BRUNO FARMACEUTICI
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
prolungato
Ossicodone Bruno IT/H/558/004 044919381 BRUNO FARMACEUTICI IT
Farmaceutici, 80 mg
compresse a rilascio
prolungato
Ossicodone Bruno IT/H/558/004 044919393 BRUNO FARMACEUTICI IT
Farmaceutici, 80 mg
compresse a rilascio
prolungato
Ossicodone Bruno IT/H/558/004 044919405 BRUNO FARMACEUTICI IT
Farmaceutici, 80 mg
compresse a rilascio
prolungato
Ossicodone Ethypharm, DE/H/4080/002 043428022 ETHYPHARM IT
10 mg compresse a
rilascio prolungato
Ossicodone Ethypharm, DE/H/4080/003 043428034 ETHYPHARM IT
20 mg compresse a
rilascio prolungato
Ossicodone Ethypharm, DE/H/4080/004 043428046 ETHYPHARM IT
40 mg compresse a
rilascio prolungato
Ossicodone Ethypharm, DE/H/4080/001 043428010 ETHYPHARM IT
5mg compresse a rilascio
prolungato
Ossicodone Molteni 10 UK/H/5881/001 043927019 L. MOLTENI AND C. DEI IT
mg/ml, soluzione F.LLI ALITTI SOCIETA DI
iniettabile o per infusione ESERCIZIO S.P.A.
Ossicodone Molteni 10 UK/H/5881/001 043927021 L. MOLTENI AND C. DEI IT
mg/ml, soluzione F.LLI ALITTI SOCIETA DI
iniettabile o per infusione ESERCIZIO S.P.A.
Ossicodone Molteni 10 UK/H/5881/001 043927033 L. MOLTENI AND C. DEI IT
mg/ml, soluzione F.LLI ALITTI SOCIETA DI
iniettabile o per infusione ESERCIZIO S.P.A.
Ossicodone Molteni 10 UK/H/5881/001 043927045 L. MOLTENI AND C. DEI IT

mg/ml, soluzione

F.LLI ALITTI SOCIETA DI
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
iniettabile o per infusione ESERCIZIO S.P.A.
Ossicodone Molteni 50 UK/H/5881/002 043927058 L. MOLTENI AND C. DEI IT
mg/ml, soluzione F.LLI ALITTI SOCIETA DI
iniettabile o per infusione ESERCIZIO S.P.A.
OXANEST® 10 mg/ml - not available 6646 TAKEDA OY FI
injektioneste, liuos
Oxeltra 10mg Prolonged- | UK/H/6001/02/MR 29831/0631 WOCKHARDT UK LTD UK
Release Tablets
Oxeltra 15mg Prolonged- | UK/H/6001/03/MR 29831/0632 WOCKHARDT UK LTD UK
Release Tablets
Oxeltra 20mg Prolonged- | UK/H/6001/04/MR 29831/0633 WOCKHARDT UK LTD UK
Release Tablets
Oxeltra 30mg Prolonged- | UK/H/6001/05/MR 29831/0634 WOCKHARDT UK LTD UK
Release Tablets
Oxeltra 40mg Prolonged- | UK/H/6001/06/MR 29831/0635 WOCKHARDT UK LTD UK
Release Tablets
Oxeltra 5mg Prolonged- UK/H/6001/01/MR 29831/0630 WOCKHARDT UK LTD UK
Release Tablets
Oxeltra 60mg Prolonged- | UK/H/6001/07/MR 29831/0636 WOCKHARDT UK LTD UK
Release Tablets
Oxeltra 80mg Prolonged- | UK/H/6001/08/MR 29831/0637 WOCKHARDT UK LTD UK
Release Tablets
Oxicodona Ethypharm 10 | DE/H/4081/002 80003 ETHYPHARM ES
mg comprimidos de
liberacién prolongada
Oxicodona Ethypharm 20 | DE/H/4081/003 80004 ETHYPHARM ES
mg comprimidos de
liberacién prolongada
Oxicodona Ethypharm 40 | DE/H/4081/004 80005 ETHYPHARM ES
mg comprimidos de
liberacién prolongada
Oxicodona Ethypharm 5 DE/H/4081/001 80002 ETHYPHARM ES
mg comprimidos de
liberacién prolongada
Oxicodona Mithridatum not available 5617121 MITHRIDATUM LIMITED PT
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

10 mg comprimidos de
libertacdo prolongada

Oxicodona Mithridatum
10 mg comprimidos de
libertacdo prolongada

not available

5617154

MITHRIDATUM LIMITED

PT

Oxicodona Mithridatum
15 mg comprimidos de
libertacdo prolongada

not available

5617329

MITHRIDATUM LIMITED

PT

Oxicodona Mithridatum
15 mg comprimidos de
libertacdo prolongada

not available

5617337

MITHRIDATUM LIMITED

PT

Oxicodona Mithridatum
20 mg comprimidos de
libertacdo prolongada

not available

5617238

MITHRIDATUM LIMITED

PT

Oxicodona Mithridatum
20 mg comprimidos de
libertacdo prolongada

not available

5617261

MITHRIDATUM LIMITED

PT

Oxicodona Mithridatum
30 mg comprimidos de
libertacdo prolongada

not available

5617022

MITHRIDATUM LIMITED

PT

Oxicodona Mithridatum
30 mg comprimidos de
libertacdo prolongada

not available

5617048

MITHRIDATUM LIMITED

PT

Oxicodona Mithridatum
40 mg comprimidos de
libertacdo prolongada

not available

5617600

MITHRIDATUM LIMITED

PT

Oxicodona Mithridatum
40 mg comprimidos de
libertacdo prolongada

not available

5617626

MITHRIDATUM LIMITED

PT

Oxicodona Mithridatum 5
mg comprimidos de
libertacdo prolongada

not available

5616834

MITHRIDATUM LIMITED

PT

Oxicodona Mithridatum 5
mg comprimidos de
libertacdo prolongada

not available

5616867

MITHRIDATUM LIMITED

PT

Oxicodona Mithridatum

not available

5616933

MITHRIDATUM LIMITED

PT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

60 mg comprimidos de
libertacdo prolongada

Oxicodona Mithridatum not available 5616958 MITHRIDATUM LIMITED PT
60 mg comprimidos de

libertacdo prolongada

Oxicodona Mithridatum not available 5617477 MITHRIDATUM LIMITED PT
80 mg comprimidos de

libertacdo prolongada

Oxicodona Mithridatum not available 5617527 MITHRIDATUM LIMITED PT
80 mg comprimidos de

libertacdo prolongada

Oxicodona Sandoz 10 mg | DE/H/1154/002 70687 SANDOZ FARMACEUTICA, ES
comprimidos de S.A.

liberacién prolongada

EFG

Oxicodona Sandoz 20 mg | DE/H/1154/003 70686 SANDOZ FARMACEUTICA, ES
comprimidos de S.A.

liberacién prolongada

EFG

Oxicodona Sandoz 40 mg | DE/H/1154/004 76865 SANDOZ FARMACEUTICA, ES
comprimidos de S.A.

liberacion prolongada

EFG

OXICODONA SANDOZ 40 | DE/H/3293/001 5047/2012/01 S.C. SANDOZ S.R.L. RO
mg, comprimate cu

eliberare prelungita

OXICODONA SANDOZ 40 | DE/H/3293/001 5047/2012/02 S.C. SANDOZ S.R.L. RO
mg, comprimate cu

eliberare prelungita

OXICODONA SANDOZ 40 | DE/H/3293/001 5047/2012/04 S.C. SANDOZ S.R.L. RO
mg, comprimate cu

eliberare prelungita

OXICODONA SANDOZ 40 | DE/H/3293/001 5047/2012/05 S.C. SANDOZ S.R.L. RO
mg, comprimate cu

eliberare prelungita

OXICODONA SANDOZ 40 | DE/H/3293/001 5047/2012/06 S.C. SANDOZ S.R.L. RO

List of nationally authorised medicinal products

EMA/398898/20158

Page 38/171




Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg, comprimate cu
eliberare prelungita

OXICODONA SANDOZ 40
mg, comprimate cu
eliberare prelungita

DE/H/3293/001

5047/2012/07

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 40
mg, comprimate cu
eliberare prelungita

DE/H/3293/001

5047/2012/08

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 40
mg, comprimate cu
eliberare prelungita

DE/H/3293/001

5047/2012/09

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 40
mg, comprimate cu
eliberare prelungita

DE/H/3293/001

5047/2012/10

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 40
mg, comprimate cu
eliberare prelungita

DE/H/3293/001

5047/2012/11

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 40
mg, comprimate cu
eliberare prelungita

DE/H/3293/001

5047/2012/12

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 40
mg, comprimate cu
eliberare prelungita

DE/H/3293/001

5047/2012/13

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 40
mg, comprimate cu
eliberare prelungita

DE/H/3293/001

5047/2012/14

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 40
mg, comprimate cu
eliberare prelungita

DE/H/3293/001

5047/2012/03

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 60
mg, comprimate cu
eliberare prelungita

DE/H/3293/002

5048/2012/01

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 60
mg, comprimate cu
eliberare prelungita

DE/H/3293/002

5048/2012/02

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 60

DE/H/3293/002

5048/2012/03

S.C. SANDOZ S.R.L.

RO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg, comprimate cu
eliberare prelungita

OXICODONA SANDOZ 60
mg, comprimate cu
eliberare prelungita

DE/H/3293/002

5048/2012/04

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 60
mg, comprimate cu
eliberare prelungita

DE/H/3293/002

5048/2012/05

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 60
mg, comprimate cu
eliberare prelungita

DE/H/3293/002

5048/2012/06

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 60
mg, comprimate cu
eliberare prelungita

DE/H/3293/002

5048/2012/07

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 60
mg, comprimate cu
eliberare prelungita

DE/H/3293/002

5048/2012/08

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 60
mg, comprimate cu
eliberare prelungita

DE/H/3293/002

5048/2012/09

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 60
mg, comprimate cu
eliberare prelungita

DE/H/3293/002

5048/2012/10

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 60
mg, comprimate cu
eliberare prelungita

DE/H/3293/002

5048/2012/11

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 60
mg, comprimate cu
eliberare prelungita

DE/H/3293/002

5048/2012/12

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 60
mg, comprimate cu
eliberare prelungita

DE/H/3293/002

5048/2012/13

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 60
mg, comprimate cu
eliberare prelungita

DE/H/3293/002

5048/2012/14

S.C. SANDOZ S.R.L.

RO

Oxicodona Sandoz 80 mg

DE/H/1154/006

76867

SANDOZ FARMACEUTICA,

ES
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimidos de
liberacion prolongada
EFG

S.A.

OXICODONA SANDOZ 80
mg, comprimate cu
eliberare prelungita

DE/H/3293/003

5049/2012/01

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 80
mg, comprimate cu
eliberare prelungita

DE/H/3293/003

5049/2012/02

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 80
mg, comprimate cu
eliberare prelungita

DE/H/3293/003

5049/2012/03

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 80
mg, comprimate cu
eliberare prelungita

DE/H/3293/003

5049/2012/04

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 80
mg, comprimate cu
eliberare prelungita

DE/H/3293/003

5049/2012/05

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 80
mg, comprimate cu
eliberare prelungita

DE/H/3293/003

5049/2012/06

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 80
mg, comprimate cu
eliberare prelungita

DE/H/3293/003

5049/2012/07

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 80
mg, comprimate cu
eliberare prelungita

DE/H/3293/003

5049/2012/08

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 80
mg, comprimate cu
eliberare prelungita

DE/H/3293/003

5049/2012/09

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 80
mg, comprimate cu
eliberare prelungita

DE/H/3293/003

5049/2012/10

S.C. SANDOZ S.R.L.

RO

OXICODONA SANDOZ 80
mg, comprimate cu
eliberare prelungita

DE/H/3293/003

5049/2012/11

S.C. SANDOZ S.R.L.

RO
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

compresse a rilascio
prolungato

LIMITED

number
OXICODONA SANDOZ 80 | DE/H/3293/003 5049/2012/12 S.C. SANDOZ S.R.L. RO
mg, comprimate cu
eliberare prelungita
OXICODONA SANDOZ 80 | DE/H/3293/003 5049/2012/13 S.C. SANDOZ S.R.L. RO
mg, comprimate cu
eliberare prelungita
OXICODONA SANDOZ 80 | DE/H/3293/003 5049/2012/14 S.C. SANDOZ S.R.L. RO
mg, comprimate cu
eliberare prelungita
Oxicodone Accord 10 mg | NL/H/3192/002 042060158 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 10 mg | NL/H/3192/002 042060160 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 10 mg | NL/H/3192/002 042060172 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 10 mg | NL/H/3192/002 042060184 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 10 mg | NL/H/3192/002 042060196 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 10 mg | NL/H/3192/002 042060208 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 10 mg | NL/H/3192/002 042060210 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 10 mg | NL/H/3192/002 042060222 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 10 mg | NL/H/3192/002 042060234 ACCORD HEALTHCARE IT
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compresse a rilascio
prolungato

LIMITED

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Oxicodone Accord 10 mg | NL/H/3192/002 042060259 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 10 mg | NL/H/3192/002 042060261 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 10 mg | NL/H/3192/002 042060273 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 10 mg | NL/H/3192/002 042060285 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 10 mg | NL/H/3192/002 042060246 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 10 mg | NL/H/3192/002 042060727 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 10 mg | NL/H/3192/002 042060778 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 20 mg | NL/H/3192/003 042060297 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 20 mg | NL/H/3192/003 042060309 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 20 mg | NL/H/3192/003 042060311 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 20 mg | NL/H/3192/003 042060323 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 20 mg | NL/H/3192/003 042060335 ACCORD HEALTHCARE IT
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compresse a rilascio
prolungato

LIMITED

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Oxicodone Accord 20 mg | NL/H/3192/003 042060347 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 20 mg | NL/H/3192/003 042060350 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 20 mg | NL/H/3192/003 042060362 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 20 mg | NL/H/3192/003 042060374 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 20 mg | NL/H/3192/003 042060386 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 20 mg | NL/H/3192/003 042060398 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 20 mg | NL/H/3192/003 042060400 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 20 mg | NL/H/3192/003 042060412 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 20 mg | NL/H/3192/003 042060424 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 20 mg | NL/H/3192/003 042060739 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 20 mg | NL/H/3192/003 042060780 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 40 mg | NL/H/3192/004 042060436 ACCORD HEALTHCARE IT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

compresse a rilascio
prolungato

LIMITED

number

Oxicodone Accord 40 mg | NL/H/3192/004 042060448 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 40 mg | NL/H/3192/004 042060451 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 40 mg | NL/H/3192/004 042060475 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 40 mg | NL/H/3192/004 042060487 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 40 mg | NL/H/3192/004 042060499 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 40 mg | NL/H/3192/004 042060501 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 40 mg | NL/H/3192/004 042060513 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 40 mg | NL/H/3192/004 042060525 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 40 mg | NL/H/3192/004 042060537 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 40 mg | NL/H/3192/004 042060549 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 40 mg | NL/H/3192/004 042060552 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 40 mg | NL/H/3192/004 042060564 ACCORD HEALTHCARE IT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

compresse a rilascio
prolungato

LIMITED

number

Oxicodone Accord 40 mg | NL/H/3192/004 042060463 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 40 mg | NL/H/3192/004 042060741 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 40 mg | NL/H/3192/004 042060792 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 5 mg NL/H/3192/001 042060018 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 5 mg NL/H/3192/001 042060020 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 5 mg NL/H/3192/001 042060032 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 5 mg NL/H/3192/001 042060044 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 5 mg NL/H/3192/001 042060057 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 5 mg NL/H/3192/001 042060069 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 5 mg NL/H/3192/001 042060071 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 5 mg NL/H/3192/001 042060083 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED

prolungato

Oxicodone Accord 5 mg NL/H/3192/001 042060095 ACCORD HEALTHCARE IT
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Oxicodone Accord 5 mg NL/H/3192/001 042060107 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 5 mg NL/H/3192/001 042060119 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 5 mg NL/H/3192/001 042060121 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 5 mg NL/H/3192/001 042060133 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 5 mg NL/H/3192/001 042060145 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 5 mg NL/H/3192/001 042060715 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 5 mg NL/H/3192/001 042060766 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 80 mg | NL/H/3192/005 042060588 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 80 mg | NL/H/3192/005 042060590 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 80 mg | NL/H/3192/005 042060602 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 80 mg | NL/H/3192/005 042060626 ACCORD HEALTHCARE IT

compresse a rilascio LIMITED

prolungato

Oxicodone Accord 80 mg | NL/H/3192/005 042060638 ACCORD HEALTHCARE IT
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Oxicodone Accord 80 mg | NL/H/3192/005 042060640 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 80 mg | NL/H/3192/005 042060653 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 80 mg | NL/H/3192/005 042060665 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 80 mg | NL/H/3192/005 042060677 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 80 mg | NL/H/3192/005 042060691 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 80 mg | NL/H/3192/005 042060703 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 80 mg | NL/H/3192/005 042060689 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 80 mg | NL/H/3192/005 042060614 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 80 mg | NL/H/3192/005 042060754 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Accord 80 mg | NL/H/3192/005 042060804 ACCORD HEALTHCARE IT
compresse a rilascio LIMITED
prolungato
Oxicodone Sandoz 40 mg | DE/H/3293/001 041263017/M SANDOZ S.P.A. IT
compresse a rilascio
prolungato
Oxicodone Sandoz 40 mg | DE/H/3293/001 041263029/M SANDOZ S.P.A. IT
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compresse a rilascio
prolungato

Oxicodone Sandoz 40 mg

DE/H/3293/001

041263031/M

SANDOZ S.P.A.

IT

compresse a rilascio
prolungato

Oxicodone Sandoz 40 mg

DE/H/3293/001

041263043/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 40 mg

DE/H/3293/001

041263056/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 40 mg

DE/H/3293/001

041263068/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 40 mg

DE/H/3293/001

041263070/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 40 mg

DE/H/3293/001

041263082/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 40 mg

DE/H/3293/001

041263094/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 40 mg

DE/H/3293/001

041263106/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 40 mg

DE/H/3293/001

041263118/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 40 mg

DE/H/3293/001

041263120/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 60 mg

DE/H/3293/002

041263183/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 60 mg

DE/H/3293/002

041263207/M

SANDOZ S.P.A.
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compresse a rilascio
prolungato

Oxicodone Sandoz 60 mg

DE/H/3293/002

041263219/M

SANDOZ S.P.A.

IT

compresse a rilascio
prolungato

Oxicodone Sandoz 60 mg

DE/H/3293/002

041263144/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 60 mg

DE/H/3293/002

041263132/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 60 mg

DE/H/3293/002

041263169/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 60 mg

DE/H/3293/002

041263157/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 60 mg

DE/H/3293/002

041263171/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 60 mg

DE/H/3293/002

041263195/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 60 mg

DE/H/3293/002

041263233/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 60 mg

DE/H/3293/002

041263221/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 60 mg

DE/H/3293/002

041263245/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 80 mg

DE/H/3293/003

041263258/M

SANDOZ S.P.A.

compresse a rilascio
prolungato

Oxicodone Sandoz 80 mg

DE/H/3293/003

041263260/M

SANDOZ S.P.A.
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member state
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Oxicodone Sandoz 80 mg
compresse a rilascio
prolungato

DE/H/3293/003

041263272/M

SANDOZ S.P.A.

IT

Oxicodone Sandoz 80 mg
compresse a rilascio
prolungato

DE/H/3293/003

041263284/M

SANDOZ S.P.A.

Oxicodone Sandoz 80 mg
compresse a rilascio
prolungato

DE/H/3293/003

041263296/M

SANDOZ S.P.A.

Oxicodone Sandoz 80 mg
compresse a rilascio
prolungato

DE/H/3293/003

041263308/M

SANDOZ S.P.A.

Oxicodone Sandoz 80 mg
compresse a rilascio
prolungato

DE/H/3293/003

041263322/M

SANDOZ S.P.A.

Oxicodone Sandoz 80 mg
compresse a rilascio
prolungato

DE/H/3293/003

041263334/M

SANDOZ S.P.A.

Oxicodone Sandoz 80 mg
compresse a rilascio
prolungato

DE/H/3293/003

041263346/M

SANDOZ S.P.A.

Oxicodone Sandoz 80 mg
compresse a rilascio
prolungato

DE/H/3293/003

041263310/M

SANDOZ S.P.A.

Oxicodone Sandoz 80 mg
compresse a rilascio
prolungato

DE/H/3293/003

041263359/M

SANDOZ S.P.A.

Oxicodone Sandoz 80 mg
compresse a rilascio
prolungato

DE/H/3293/003

041263361/M

SANDOZ S.P.A.

OxicodoneAccord 80 mg
compresse a rilascio
prolungato

NL/H/3192/005

042060576

ACCORD HEALTHCARE
LIMITED

Oxidol 10 mg tablete s

podaljsanim sproscanjem

DE/H/2183/002

H/10/01199/024

LANNACHER HEILMITTEL
GES.M.B.H.,

S

Oxidol 10 mg tablete s

DE/H/2183/002

H/10/01199/020

LANNACHER HEILMITTEL

Sl
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number
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/025 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/026 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/027 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/021 LANNACHER HEILMITTEL Sl
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/028 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/022 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/023 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/029 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/030 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/031 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/032 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/033 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/034 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/035 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/036 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/037 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 10 mg tablete s DE/H/2183/002 H/10/01199/038 LANNACHER HEILMITTEL S

podaljsanim sproscanjem

GES.M.B.H.,
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number
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/043 LANNACHER HEILMITTEL Sl
podaljSanim sprosc¢anjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/039 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/044 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/045 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/046 LANNACHER HEILMITTEL Sl
podaljSanim sprosc¢anjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/040 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/047 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/041 LANNACHER HEILMITTEL Si
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/042 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/048 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/049 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/050 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/051 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/052 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/053 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/054 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/055 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/056 LANNACHER HEILMITTEL Sl
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podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 20 mg tablete s DE/H/2183/003 H/10/01199/057 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/062 LANNACHER HEILMITTEL Sl
podaljSanim sprosc¢anjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/058 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/063 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/064 LANNACHER HEILMITTEL Si
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/065 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/059 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/066 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/060 LANNACHER HEILMITTEL Si
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/061 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/067 LANNACHER HEILMITTEL Sl
podaljdanim spros¢anjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/068 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/069 LANNACHER HEILMITTEL Sl
podaljSanim sprosc¢anjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/070 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/071 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/072 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/073 LANNACHER HEILMITTEL Sl

podaljSanim spros¢anjem

GES.M.B.H.,
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Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/074 LANNACHER HEILMITTEL Sl
podaljSanim sprosc¢anjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/075 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 40 mg tablete s DE/H/2183/004 H/10/01199/076 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/005 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/001 LANNACHER HEILMITTEL Sl
podaljSanim sprosc¢anjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/006 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/007 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/008 LANNACHER HEILMITTEL Si
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/002 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/009 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/003 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/004 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/010 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/011 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/012 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/013 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/014 LANNACHER HEILMITTEL Sl
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/015 LANNACHER HEILMITTEL Sl
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podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/016 LANNACHER HEILMITTEL Sl
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/017 LANNACHER HEILMITTEL Sl
podaljSanim sprosc¢anjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/018 LANNACHER HEILMITTEL SI
podaljSanim spros¢anjem GES.M.B.H.,
Oxidol 5 mg tablete s DE/H/2183/001 H/10/01199/019 LANNACHER HEILMITTEL SI
podaljSanim sproscanjem GES.M.B.H.,
Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/081 LANNACHER HEILMITTEL Sl
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/077 LANNACHER HEILMITTEL Sl
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/082 LANNACHER HEILMITTEL SI
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/083 LANNACHER HEILMITTEL Sl
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/084 LANNACHER HEILMITTEL Sl
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/078 LANNACHER HEILMITTEL Sl
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/085 LANNACHER HEILMITTEL SI
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/079 LANNACHER HEILMITTEL Sl
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/080 LANNACHER HEILMITTEL Sl
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/086 LANNACHER HEILMITTEL SI
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/087 LANNACHER HEILMITTEL SI
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/088 LANNACHER HEILMITTEL Sl
podaljsanim sproscanjem GES.M.B.H.,
Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/089 LANNACHER HEILMITTEL SI

podaljsanim sproscanjem

GES.M.B.H.,
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Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/090 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,

Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/091 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,

Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/092 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,

Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/093 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,

Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/094 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,

Oxidol 80 mg tablete s DE/H/2183/005 H/10/01199/095 LANNACHER HEILMITTEL S
podaljsanim sproscanjem GES.M.B.H.,

Oxidolor 10 mg DE/H/2182/002 6281/2014/01 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/02 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/03 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/04 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/05 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/06 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungitd

Oxidolor 10 mg DE/H/2182/002 6281/2014/07 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/08 LANNACHER HEILMITTEL RO
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Oxidolor 10 mg DE/H/2182/002 6281/2014/09 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/10 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/11 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/12 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/13 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/14 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/15 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/16 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/17 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/18 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 10 mg DE/H/2182/002 6281/2014/19 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/01 LANNACHER HEILMITTEL RO

comprimate cu eliberare
prelungita

GES.M.B.H.,
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Oxidolor 20 mg DE/H/2182/003 6282/2014/02 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/03 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/04 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/05 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/06 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/07 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/08 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/09 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/10 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/11 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/12 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/13 LANNACHER HEILMITTEL RO

comprimate cu eliberare
prelungita

GES.M.B.H.,
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Oxidolor 20 mg DE/H/2182/003 6282/2014/14 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/15 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/16 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/17 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/18 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 20 mg DE/H/2182/003 6282/2014/19 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/01 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/02 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/03 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/04 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/05 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/06 LANNACHER HEILMITTEL RO

comprimate cu eliberare
prelungita

GES.M.B.H.,
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Oxidolor 40 mg DE/H/2182/004 6283/2014/07 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/08 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/09 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/10 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/11 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/12 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/13 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/14 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/15 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/16 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/17 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 40 mg DE/H/2182/004 6283/2014/18 LANNACHER HEILMITTEL RO

comprimate cu eliberare
prelungita

GES.M.B.H.,
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Oxidolor 40 mg DE/H/2182/004 6283/2014/19 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/01 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/02 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/03 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/04 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/05 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/06 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/07 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/08 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/09 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/10 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/11 LANNACHER HEILMITTEL RO
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Oxidolor 5 mg DE/H/2182/001 6280/2014/12 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/13 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/14 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/15 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/16 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/17 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/18 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 5 mg DE/H/2182/001 6280/2014/19 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 80 mg DE/H/2182/005 6284/2014/01 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 80 mg DE/H/2182/005 6284/2014/02 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 80 mg DE/H/2182/005 6284/2014/03 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 80 mg DE/H/2182/005 6284/2014/04 LANNACHER HEILMITTEL RO
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Oxidolor 80 mg DE/H/2182/005 6284/2014/05 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 80 mg DE/H/2182/005 6284/2014/06 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 80 mg DE/H/2182/005 6284/2014/07 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 80 mg DE/H/2182/005 6284/2014/08 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 80 mg DE/H/2182/005 6284/2014/09 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 80 mg DE/H/2182/005 6284/2014/10 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 80 mg DE/H/2182/005 6284/2014/11 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 80 mg DE/H/2182/005 6284/2014/12 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 80 mg DE/H/2182/005 6284/2014/13 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 80 mg DE/H/2182/005 6284/2014/14 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 80 mg DE/H/2182/005 6284/2014/15 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,

prelungita

Oxidolor 80 mg DE/H/2182/005 6284/2014/16 LANNACHER HEILMITTEL RO

comprimate cu eliberare
prelungita

GES.M.B.H.,
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Oxidolor 80 mg DE/H/2182/005 6284/2014/17 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,
prelungita
Oxidolor 80 mg DE/H/2182/005 6284/2014/18 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,
prelungita
Oxidolor 80 mg DE/H/2182/005 6284/2014/19 LANNACHER HEILMITTEL RO
comprimate cu eliberare GES.M.B.H.,
prelungita
Oxikodon Actavis 10 mg SE/H/1226/002 47450 ACTAVIS GROUP PTC EHF. SE
kapslar, harda
Oxikodon Actavis 20 mg SE/H/1226/003 47451 ACTAVIS GROUP PTC EHF. SE
kapslar, harda
Oxikodon Actavis 5 mg SE/H/1226/001 47449 ACTAVIS GROUP PTC EHF. SE
kapslar, harda
Oxikodon Depot Acino 10 | DE/H/1153/002 25804 ACINO AG SE
mg depottabletter
Oxikodon Depot Acino 20 | DE/H/1153/003 25805 ACINO AG SE
mg depottabletter
Oxikodon Depot Acino 40 | DE/H/1153/004 25806 ACINO AG SE
mg depottabletter
Oxikodon Depot Acino 80 | DE/H/1153/005 25807 ACINO AG SE
mg depottabletter
Oxikodon Depot Actavis SE/H/1313/002 48600 ACTAVIS GROUP PTC EHF. SE
10 mg depottabletter
Oxikodon Depot Actavis SE/H/1313/003 48601 ACTAVIS GROUP PTC EHF. SE
15 mg depottabletter
Oxikodon Depot Actavis SE/H/1313/004 48602 ACTAVIS GROUP PTC EHF. SE
20 mg depottabletter
Oxikodon Depot Actavis SE/H/1313/005 48603 ACTAVIS GROUP PTC EHF. SE
30 mg depottabletter
Oxikodon Depot Actavis SE/H/1313/006 48604 ACTAVIS GROUP PTC EHF. SE
40 mg depottabletter
Oxikodon Depot Actavis SE/H/1313/007 48605 ACTAVIS GROUP PTC EHF. SE

60 mg depottabletter
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Oxikodon Depot Actavis
80 mg depottabletter

SE/H/1313/008

48606

ACTAVIS GROUP PTC EHF.

SE

Oxpian 10 mg
Prolonged-release
Tablets

SE/H/1549/002

PL 00289/2028

TEVA UK LIMITED

UK

Oxpian 15 mg
Prolonged-release
Tablets

SE/H/1549/003

PL 00289/2029

TEVA UK LIMITED

UK

Oxpian 20 mg
Prolonged-release
Tablets

SE/H/1549/004

PL 00289/2030

TEVA UK LIMITED

UK

Oxpian 30 mg
Prolonged-release
Tablets

SE/H/1549/005

PL 00289/2031

TEVA UK LIMITED

UK

Oxpian 40 mg
Prolonged-release
Tablets

SE/H/1549/006

PL 00289/2032

TEVA UK LIMITED

UK

Oxpian 5 mg Prolonged-
release Tablets

SE/H/1549/001

PL 00289/2027

TEVA UK LIMITED

UK

Oxpian 60 mg
Prolonged-release
Tablets

SE/H/1549/007

PL 00289/2033

TEVA UK LIMITED

UK

Oxpian 80 mg
Prolonged-release
Tablets

SE/H/1549/008

PL 00289/2034

TEVA UK LIMITED

UK

Oxycan® uno 10 mg
Retardtabletten

DE/H/3655/001

88009.00.00

HORMOSAN PHARMA GMBH

DE

Oxycan® uno 20 mg
Retardtabletten

DE/H/3655/002

88010.00.00

HORMOSAN PHARMA GMBH

DE

Oxycan® uno 40 mg
Retardtabletten

DE/H/3655/003

88011.00.00

HORMOSAN PHARMA GMBH

DE

Oxycan® uno 80 mg
Retardtabletten

DE/H/3655/004

88012.00.00

HORMOSAN PHARMA GMBH

DE

Oxycodon AL 10 mg
Hartkapseln

DE/H/4774/002

98061.00.00

ALIUD PHARMA GMBH

DE

Oxycodon AL 20 mg

DE/H/4774/003

98062.00.00

ALIUD PHARMA GMBH

DE
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authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Hartkapseln
Oxycodon AL 5 mg DE/H/4774/001 98060.00.00 ALIUD PHARMA GMBH DE
Hartkapseln
Oxycodon Aristo 1 mg/ml | DE/H/4654/001 96749.00.00 ARISTO PHARMA GMBH DE
Lésung zum Einnehmen (ART 57)
Oxycodon Aristo 10 DE/H/4654/002 96750.00.00 ARISTO PHARMA GMBH DE
mg/ml Lésung zum (ART 57)
Einnehmen
Oxycodon dura 10 mg DE/H/2439/002 1-30540 MYLAN DURA GMBH AT
Retardtabletten
Oxycodon dura 20 mg DE/H/2439/003 1-30541 MYLAN DURA GMBH AT
Retardtabletten
Oxycodon dura 40 mg DE/H/2439/004 1-30542 MYLAN DURA GMBH AT
Retardtabletten
Oxycodon dura 5 mg DE/H/2439/001 1-30539 MYLAN DURA GMBH AT
Retardtabletten
Oxycodon dura 80 mg DE/H/2439/005 1-30543 MYLAN DURA GMBH AT
Retardtabletten
Oxycodon G.L. 10 mg- DE/H/2183/002 1-29628 G.L. PHARMA GMBH AT
Retardtabletten
Oxycodon G.L. 20 mg- DE/H/2183/003 1-29629 G.L. PHARMA GMBH AT
Retardtabletten
Oxycodon G.L. 40 mg- DE/H/2183/004 1-29630 G.L. PHARMA GMBH AT
Retardtabletten
Oxycodon G.L. 5 mg- DE/H/2183/001 1-29627 G.L. PHARMA GMBH AT
Retardtabletten
Oxycodon G.L. 80 mg- DE/H/2183/005 1-29631 G.L. PHARMA GMBH AT
Retardtabletten
Oxycodon HCI 10 mg DE/H/1395/002 RVG 101359 TEVA NEDERLAND B.V. NL
Teva, tabletten met
verlengde afgifte
Oxycodon HCI 20 mg DE/H/0790/001 RVG 34224 TEVA NEDERLAND B.V. NL
Teva, tabletten met
verlengde afgifte
Oxycodon HCI 2x téglich not available 97768.00.00 HORMOSAN PHARMA GMBH DE
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MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
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Hormosan 10 mg
Retardtabletten

afgifte

mg, tablet met verlengde

Oxycodon HCI 2x taglich not available 97769.00.00 HORMOSAN PHARMA GMBH DE
Hormosan 20 mg

Retardtabletten

Oxycodon HCI 2x taglich not available 97771.00.00 HORMOSAN PHARMA GMBH DE
Hormosan 40 mg

Retardtabletten

Oxycodon HCI 2x taglich not available 97767.00.00 HORMOSAN PHARMA GMBH DE
Hormosan 5 mg

Retardtabletten

Oxycodon HCI 2x taglich not available 97773.00.00 HORMOSAN PHARMA GMBH DE
Hormosan 80 mg

Retardtabletten

Oxycodon HCI 40 mg DE/H/0790/002 RVG 34225 TEVA NEDERLAND B.V. NL
Teva, tabletten met

verlengde afgifte

Oxycodon HCI 5 mg DE/H/2947/001 RVG 108257 TEVA NEDERLAND B.V. NL
Teva, tabletten met

verlengde afgifte

Oxycodon HCI 80 mg DE/H/0790/003 RVG 34226 TEVA NEDERLAND B.V. NL
Teva, tabletten met

verlengde afgifte

Oxycodon HCI Accord 10 | NL/H/3192/002 29744 ACCORD HEALTHCARE Fl

mg depottabletit LIMITED

Oxycodon HCI Accord 20 | NL/H/3192/003 29745 ACCORD HEALTHCARE Fl

mg depottabletit LIMITED

Oxycodon HCI Accord 40 | NL/H/3192/004 29746 ACCORD HEALTHCARE Fl

mg depottabletit LIMITED

Oxycodon HCI Accord 5 NL/H/3192/001 29743 ACCORD HEALTHCARE Fl

mg depottabletit LIMITED

Oxycodon HCI Accord 80 | DE/H/2440/005 29747 ACCORD HEALTHCARE Fl

mg depottabletit LIMITED

Oxycodon HCI Apotex 10 | NL/H/2521/002 RVG 104272 APOTEX EUROPE B.V. NL
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MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Oxycodon HCI Apotex 20
mg, tablet met verlengde
afgifte

NL/H/2521/003

RVG 104273

APOTEX EUROPE B.V.

NL

Oxycodon HCI Apotex 40
mg, tablet met verlengde
afgifte

NL/H/2521/004

RVG 104274

APOTEX EUROPE B.V.

NL

Oxycodon HCI Apotex 5
mg, tablet met verlengde
afgifte

NL/H/2521/001

RVG 104271

APOTEX EUROPE B.V.

NL

Oxycodon HCI Apotex 80
mg, tablet met verlengde
afgifte

NL/H/2521/005

RVG 104275

APOTEX EUROPE B.V.

NL

Oxycodon HCI Aristo®
akut 10 mg Filmtabletten
Wirkstoff:
Oxycodonhydrochlorid

not available

88371.00.00

ARISTO PHARMA GMBH
(ART 57)

DE

Oxycodon HCI Aristo®
akut 5 mg Filmtabletten
Wirkstoff:
Oxycodonhydrochlorid

not available

88370.00.00

ARISTO PHARMA GMBH
(ART 57)

DE

Oxycodon HCI Aurobindo
10 mg, capsules hard

NL/H/4429/001-003

RVG 111251

AUROBINDO PHARMA B.V.

NL

Oxycodon HCI Aurobindo
20 mg, capsules hard

NL/H/4429/001-003

RVG 111252

AUROBINDO PHARMA B.V.

NL

Oxycodon HCI Aurobindo
5 mg, capsules hard

NL/H/4429/001-003

RVG 111250

AUROBINDO PHARMA B.V.

NL

Oxycodon HCI Aurobindo
Retard 10 mg, tabletten
met gereguleerde afgifte

DE/H/5356/002

RVG 112717

AUROBINDO PHARMA B.V.

NL

Oxycodon HCI Aurobindo
Retard 15 mg, tabletten
met gereguleerde afgifte

DE/H/5356/003

RVG 112718

AUROBINDO PHARMA B.V.

NL

Oxycodon HCI Aurobindo
Retard 20 mg, tabletten
met gereguleerde afgifte

DE/H/5356/004

RVG 112719

AUROBINDO PHARMA B.V.

NL

Oxycodon HCI Aurobindo

DE/H/5356/005

RVG 112720

AUROBINDO PHARMA B.V.

NL
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Retard 30 mg, tabletten

met gereguleerde afgifte

Oxycodon HCI Aurobindo | DE/H/5356/006 RVG 112721 AUROBINDO PHARMA B.V. NL

Retard 40 mg, tabletten

met gereguleerde afgifte

Oxycodon HCI Aurobindo | DE/H/5356/001 RVG 112716 AUROBINDO PHARMA B.V. NL

Retard 5 mg, tabletten

met gereguleerde afgifte

Oxycodon HCI Aurobindo | DE/H/5356/007 RVG 112723 AUROBINDO PHARMA B.V. NL

Retard 60 mg, tabletten

met gereguleerde afgifte

Oxycodon HCI Aurobindo | DE/H/5356/008 RVG 112724 AUROBINDO PHARMA B.V. NL

Retard 80 mg, tabletten

met gereguleerde afgifte

Oxycodon HCI CF 10 mg, | DE/H/4774/002 RVG 119738 CENTRAFARM B.V. NL

harde capsules

Oxycodon HCI CF 20 mg, | DE/H/4774/003 RVG 119739 CENTRAFARM B.V. NL

harde capsules

Oxycodon HCI CF 5 mg, DE/H/4774/001 RVG 119737 CENTRAFARM B.V. NL

harde capsules

Oxycodon HCI G.L. 10 DE/H/2669/002 106669 G.L. PHARMA GMBH NL

mg filmomhulde

tabletten

Oxycodon HCI G.L. 20 DE/H/2669/004 RVG 118173 G.L. PHARMA GMBH NL

mg filmomhulde

tabletten

Oxycodon HCI G.L. 5 mg | DE/H/2669/001 106668 G.L. PHARMA GMBH NL

filmomhulde tabletten

Oxycodon HCI Lannacher | DE/H/2182/002 1S/1/09/045/02 LANNACHER HEILMITTEL IS

10 mg fordatoflur GES.M.B.H.,

Oxycodon HCI Lannacher | DE/H/2182/002 76277.00.00 LANNACHER HEILMITTEL DE

10 mg Retardtabletten GES.M.B.H.,

Oxycodon HCI Lannacher | DE/H/2183/002 RVG 104139 LANNACHER HEILMITTEL NL

10 mg tabletten met GES.M.B.H.,

verlengde afgifte

Oxycodon HCI Lannacher | DE/H/2182/003 1S/1/09/045/03 LANNACHER HEILMITTEL IS
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authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

20 mg, tabletten met
verlengde afgifte

number
20 mg fordatoflur GES.M.B.H.,
Oxycodon HCI Lannacher | DE/H/2182/003 76278.00.00 LANNACHER HEILMITTEL DE
20 mg Retardtabletten GES.M.B.H.,
Oxycodon HCI Lannacher | DE/H/2183/003 RVG 104140 LANNACHER HEILMITTEL NL
20 mg tabletten met GES.M.B.H.,
verlengde afgifte
Oxycodon HCI Lannacher | DE/H/2182/004 1S/1/09/045/04 LANNACHER HEILMITTEL IS
40 mg fordatoflur GES.M.B.H.,
Oxycodon HCI Lannacher | DE/H/2182/004 76279.00.00 LANNACHER HEILMITTEL DE
40 mg Retardtabletten GES.M.B.H.,
Oxycodon HCI Lannacher | DE/H/2183/004 RVG 104141 LANNACHER HEILMITTEL NL
40 mg tabletten met GES.M.B.H.,
verlengde afgifte
Oxycodon HCI Lannacher | DE/H/2182/001 1S/1/09/045/01 LANNACHER HEILMITTEL IS
5 mg fordatoflur GES.M.B.H.,
Oxycodon HCI Lannacher | DE/H/2182/001 76276.00.00 LANNACHER HEILMITTEL DE
5 mg Retardtabletten GES.M.B.H.,
Oxycodon HCI Lannacher | DE/H/2183/001 RVG 104137 LANNACHER HEILMITTEL NL
5 mg tabletten met GES.M.B.H.,
verlengde afgifte
Oxycodon HCI Lannacher | DE/H/2182/005 1S/1/09/045/05 LANNACHER HEILMITTEL IS
80 mg fordatoflur GES.M.B.H.,
Oxycodon HCI Lannacher | DE/H/2182/005 76280.00.00 LANNACHER HEILMITTEL DE
80 mg Retardtabletten GES.M.B.H.,
Oxycodon HCI Lannacher | DE/H/2183/005 RVG 104142 LANNACHER HEILMITTEL NL
80 mg tabletten met GES.M.B.H.,
verlengde afgifte
Oxycodon HCI retard CF DE/H/3641/002 RVG 112599 CENTRAFARM B.V. NL
10 mg, tabletten met
verlengde afgifte
Oxycodon HCI retard CF DE/H/3641/003 RVG 112600 CENTRAFARM B.V. NL
15 mg, tabletten met
verlengde afgifte
Oxycodon HCI retard CF DE/H/3641/004 RVG 112601 CENTRAFARM B.V. NL
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MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

30 mg, tabletten met
verlengde afgifte

Oxycodon HCI retard CF

DE/H/3641/005

RVG 112602

CENTRAFARM B.V.

NL

40 mg, tabletten met
verlengde afgifte

Oxycodon HCI retard CF

DE/H/3641/006

RVG 112603

CENTRAFARM B.V.

NL

5 mg, tabletten met
verlengde afgifte

Oxycodon HCI retard CF

DE/H/3641/001

RVG 112598

CENTRAFARM B.V.

NL

60 mg, tabletten met
verlengde afgifte

Oxycodon HCI retard CF

DE/H/3641/007

RVG 112604

CENTRAFARM B.V.

NL

80 mg, tabletten met
verlengde afgifte

Oxycodon HCI retard CF

DE/H/3641/008

RVG 112605

CENTRAFARM B.V.

NL

Oxycodon HCI Retard

met verlengde afgifte

Teva 10 mg, tabletten

SE/H/1549/002

RVG 117834

TEVA NEDERLAND B.V.

NL

Oxycodon HCI Retard

met verlengde afgifte

Teva 15 mg, tabletten

SE/H/1549/003

RVG 117835

TEVA NEDERLAND B.V.

NL

Oxycodon HCI Retard

met verlengde afgifte

Teva 20 mg, tabletten

SE/H/1549/004

RVG 117836

TEVA NEDERLAND B.V.

NL

Oxycodon HCI Retard

met verlengde afgifte

Teva 30 mg, tabletten

SE/H/1549/005

RVG 117837

TEVA NEDERLAND B.V.

NL

Oxycodon HCI Retard

met verlengde afgifte

Teva 40 mg, tabletten

SE/H/1549/006

RVG 117838

TEVA NEDERLAND B.V.

NL

Oxycodon HCI Retard
Teva 5 mg, tabletten
met verlengde afgifte

SE/H/1549/001

RVG 117833

TEVA NEDERLAND B.V.

NL

Oxycodon HCI Retard

met verlengde afgifte

Teva 60 mg, tabletten

SE/H/1549/007

RVG 117839

TEVA NEDERLAND B.V.

NL
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National Authorisation Number
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product is authorised

Oxycodon HCI Retard
Teva 80 mg, tabletten
met verlengde afgifte

SE/H/1549/008

RVG 117840

TEVA NEDERLAND B.V.

NL

Oxycodon HCI Sandoz 10
mg, harde capsules

DE/H/4502/002

RVG 121589

SANDOZ B.V.

NL

Oxycodon HCI Sandoz 20
mg, harde capsules

DE/H/4502/003

RVG 121586

SANDOZ B.V.

NL

Oxycodon HCI Sandoz 5
mg, harde capsules

DE/H/4502/001

RVG 121571

SANDOZ B.V.

NL

OXYCODON HCI SANDOZ
RETARD 10 MG,
TABLETTEN MET
VERLENGDE AFGIFTE

DE/H/1154/002

RVG 100649

SANDOZ B.V.

NL

OXYCODON HCI SANDOZ
RETARD 20 MG,
TABLETTEN MET
VERLENGDE AFGIFTE

DE/H/1154/003

RVG 100654

SANDOZ B.V.

NL

Oxycodon HCI Sandoz
retard 40 mg, tabletten
met verlengde afgifte

DE/H/1154/004

RVG 109612

SANDOZ B.V.

NL

OXYCODON HCI SANDOZ
RETARD 5 MG,
TABLETTEN MET
VERLENGDE AFGIFTE

DE/H/1154/001

RVG 100644

SANDOZ B.V.

NL

Oxycodon HCI Sandoz
retard 60 mg, tabletten
met verlengde afgifte

DE/H/1154/005

RVG 109613

SANDOZ B.V.

NL

Oxycodon HCI Sandoz
retard 80 mg, tabletten
met verlengde afgifte

DE/H/1154/006

RVG 109614

SANDOZ B.V.

NL

Oxycodon HCI Teva 10
mg, capsules, hard

SE/H/1423/002

RVG 115195

TEVA NEDERLAND B.V.

NL

Oxycodon HCI Teva 20
mg, capsules, hard

SE/H/1423/003

RVG 115196

TEVA NEDERLAND B.V.

NL

Oxycodon HCI Teva 5
mg, capsules, hard

SE/H/1423/001

RVG 115194

TEVA NEDERLAND B.V.

NL
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authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

verlengde afgifte

number
OXYCODON LANNACHER DE/H/2182/002 65/934/10-C G.L. PHARMA GMBH cZz
10 MG TABLETY S
PRODLOUZENYM
UVOLNOVANIM
OXYCODON LANNACHER DE/H/2182/003 65/935/10-C G.L. PHARMA GMBH cz
20 MG TABLETY S
PRODLOUZENYM
UVOLNOVANIM
OXYCODON LANNACHER DE/H/2182/004 65/936/10-C G.L. PHARMA GMBH cZz
40 MG TABLETY S
PRODLOUZENYM
UVOLNOVANIM
OXYCODON LANNACHER DE/H/2182/005 65/937/10-C G.L. PHARMA GMBH cz
80 MG TABLETY S
PRODLOUZENYM
UVOLNOVANIM
Oxycodon PAINBREAK 10 | not available 98655.00.00 PB PHARMA GMBH DE
mg Retardtabletten
Oxycodon PAINBREAK 20 | not available 98656.00.00 PB PHARMA GMBH DE
mg Retardtabletten
Oxycodon PAINBREAK 30 | not available 98657.00.00 PB PHARMA GMBH DE
mg Retardtabletten
Oxycodon PAINBREAK 40 | not available 98658.00.00 PB PHARMA GMBH DE
mg Retardtabletten
Oxycodon PAINBREAK 5 not available 98654.00.00 PB PHARMA GMBH DE
mg Retardtabletten
Oxycodon PAINBREAK 60 | not available 98659.00.00 PB PHARMA GMBH DE
mg Retardtabletten
Oxycodon PAINBREAK 80 | not available 98660.00.00 PB PHARMA GMBH DE
mg Retardtabletten
Oxycodon Retard AB 10 DE/H/5356/001- BE457404 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
verlengde afgifte
Oxycodon Retard AB 10 DE/H/5356/001- BE457413 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Oxycodon Retard AB 10 DE/H/5356/001- BE457422 AUROBINDO PHARMA B.V. BE

mg, tabletten met 008/DC

verlengde afgifte

Oxycodon Retard AB 10 DE/H/5356/001- BE457431 AUROBINDO PHARMA B.V. BE

mg, tabletten met 008/DC

verlengde afgifte

Oxycodon Retard AB 15 DE/H/5356/001- BE457457 AUROBINDO PHARMA B.V. BE

mg, tabletten met 008/DC

verlengde afgifte

Oxycodon Retard AB 15 DE/H/5356/001- BE457440 AUROBINDO PHARMA B.V. BE

mg, tabletten met 008/DC

verlengde afgifte

Oxycodon Retard AB 15 DE/H/5356/001- BE457475 AUROBINDO PHARMA B.V. BE

mg, tabletten met 008/DC

verlengde afgifte

Oxycodon Retard AB 15 DE/H/5356/001- BE457466 AUROBINDO PHARMA B.V. BE

mg, tabletten met 008/DC

verlengde afgifte

Oxycodon Retard AB 20 SE/H/1313/004 BE457511 AUROBINDO PHARMA B.V. BE

mg, tabletten met

verlengde afgifte

Oxycodon Retard AB 20 SE/H/1313/004 BE457484 AUROBINDO PHARMA B.V. BE

mg, tabletten met

verlengde afgifte

Oxycodon Retard AB 20 DE/H/5356/001- BE457493 AUROBINDO PHARMA B.V. BE

mg, tabletten met 008/DC

verlengde afgifte

Oxycodon Retard AB 20 DE/H/5356/001- BE457502 AUROBINDO PHARMA B.V. BE

mg, tabletten met 008/DC

verlengde afgifte

Oxycodon Retard AB 30 SE/H/1313/005 BE457546 AUROBINDO PHARMA B.V. BE

mg, tabletten met

verlengde afgifte

Oxycodon Retard AB 30 DE/H/5356/001- BE457555 AUROBINDO PHARMA B.V. BE

mg, tabletten met 008/DC

verlengde afgifte
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mg, tabletten met
verlengde afgifte

number
Oxycodon Retard AB 30 DE/H/5356/001- BE457537 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
verlengde afgifte
Oxycodon Retard AB 30 DE/H/5356/001- BE457520 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
verlengde afgifte
Oxycodon Retard AB 40 DE/H/5356/001- BE457591 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
verlengde afgifte
Oxycodon Retard AB 40 DE/H/5356/001- BE457564 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
verlengde afgifte
Oxycodon Retard AB 40 DE/H/5356/001- BE457582 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
verlengde afgifte
Oxycodon Retard AB 40 DE/H/5356/001- BE457573 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
verlengde afgifte
Oxycodon Retard AB 5 DE/H/5356/001- BE457360 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
verlengde afgifte
Oxycodon Retard AB 5 DE/H/5356/001- BE457395 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
verlengde afgifte
Oxycodon Retard AB 5 DE/H/5356/001- BE457386 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
verlengde afgifte
Oxycodon Retard AB 5 DE/H/5356/001- BE457377 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
verlengde afgifte
Oxycodon Retard AB 60 SE/H/1313/007 BE457635 AUROBINDO PHARMA B.V. BE
mg, tabletten met
verlengde afgifte
Oxycodon Retard AB 60 SE/H/1313/007 BE457626 AUROBINDO PHARMA B.V. BE
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tabletten met verlengde
afgifte

number
Oxycodon Retard AB 60 SE/H/1313/007 BE457617 AUROBINDO PHARMA B.V. BE
mg, tabletten met
verlengde afgifte
Oxycodon Retard AB 60 SE/H/1313/007 BE457600 AUROBINDO PHARMA B.V. BE
mg, tabletten met
verlengde afgifte
Oxycodon Retard AB 80 DE/H/5356/001- BE457671 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
verlengde afgifte
Oxycodon Retard AB 80 DE/H/5356/001- BE457662 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
verlengde afgifte
Oxycodon Retard AB 80 DE/H/5356/001- BE457653 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
verlengde afgifte
Oxycodon Retard AB 80 DE/H/5356/001- BE457644 AUROBINDO PHARMA B.V. BE
mg, tabletten met 008/DC
verlengde afgifte
Oxycodon Sandoz 10 mg | DE/H/1154/002 BE 335307 SANDOZ N.V. BE
tabletten met verlengde
afgifte
Oxycodon Sandoz 10 mg | DE/H/1154/002 BE 335316 SANDOZ N.V. BE
tabletten met verlengde
afgifte
Oxycodon Sandoz 20 mg | DE/H/1154/003 BE 335334 SANDOZ N.V. BE
tabletten met verlengde
afgifte
Oxycodon Sandoz 20 mg | DE/H/1154/003 BE 335325 SANDOZ N.V. BE
tabletten met verlengde
afgifte
Oxycodon Sandoz 40 mg | DE/H/1154/004 BE427104 SANDOZ N.V. BE
tabletten met verlengde
afgifte
Oxycodon Sandoz 40 mg | DE/H/1154/004 BE427113 SANDOZ N.V. BE
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Retardtabletten

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Oxycodon Sandoz 5 mg DE/H/1154/001 BE 335282 SANDOZ N.V. BE

tabletten met verlengde

afgifte

Oxycodon Sandoz 5 mg DE/H/1154/001 BE 335291 SANDOZ N.V. BE

tabletten met verlengde

afgifte

Oxycodon Sandoz 80 mg DE/H/1154/006 BE427156 SANDOZ N.V. BE

tabletten met verlengde

afgifte

Oxycodon Sandoz 80 mg | DE/H/1154/006 BE427147 SANDOZ N.V. BE

tabletten met verlengde

afgifte

Oxycodon Sandoz Retard | DE/H/1419/002 65/244/09-C SANDOZ S.R.O. Ccz

10 mg tablety s

prodlouzenym

uvolfovanim

Oxycodon Sandoz Retard | DE/H/0789/002 65/620/07-C SANDOZ S.R.O. cz

40 mg tablety s

prodlouzenym

uvolfovanim

Oxycodon Sandoz Retard | DE/H/0789/003 65/621/07-C SANDOZ S.R.O. cz

80 mg tablety s

prodlouzenym

uvoliovanim

Oxycodon Stada, 10 mg, DE/H/4774/002 24321 STADA ARZNEIMITTEL AG PL

kapsuitki, twarde

Oxycodon Stada, 20 mg, DE/H/4774/003 24322 STADA ARZNEIMITTEL AG PL

kapsuitki, twarde

Oxycodon Stada, 5 mg, DE/H/4774/001 24320 STADA ARZNEIMITTEL AG PL

kapsutki, twarde

Oxycodon Teva 10 mg SE/H/1549/001 137130 TEVA B.V AT

Retardtabletten

Oxycodon Teva 20 mg SE/H/1549/002 137132 TEVA B.V AT

Retardtabletten

Oxycodon Teva 30 mg SE/H/1549/003 137133 TEVA B.V AT
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

10 mg, comprimé
pelliculé a libération
prolongée

FRANCE SAS

number
Oxycodon Teva 40 mg SE/H/1549/004 137134 TEVA B.V AT
Retardtabletten
Oxycodon Teva 60 mg SE/H/1549/005 137135 TEVA B.V AT
Retardtabletten
Oxycodon Teva 80 mg SE/H/1549/008 137136 TEVA B.V AT
Retardtabletten
OXYCODONE MEDAC 10 | UK/H/5881/001 34009 301 0336 4 L. MOLTENI AND C. DEI FR
mg/ml, solution F.LLI ALITTI SOCIETA DI
injectable/pour ESERCIZIO S.P.A.
perfusion
OXYCODONE MEDAC 10 | UK/H/5881/001 34009 300922 7 9 L. MOLTENI AND C. DEI FR
mg/ml, solution F.LLI ALITTI SOCIETA DI
injectable/pour ESERCIZIO S.P.A.
perfusion
OXYCODONE MEDAC 10 | UK/H/5881/001 34009 300 922 8 6 L. MOLTENI AND C. DEI FR
mg/ml, solution F.LLI ALITTI SOCIETA DI
injectable/pour ESERCIZIO S.P.A.
perfusion
OXYCODONE MEDAC 10 | UK/H/5881/001 34009 3009229 3 L. MOLTENI AND C. DEI FR
mg/ml, solution F.LLI ALITTI SOCIETA DI
injectable/pour ESERCIZIO S.P.A.
perfusion
Oxycodone "Teva”, harde | SE/H/1423/001 54001 TEVA DENMARK A/S DK
kapsler
Oxycodone "Teva”, harde | SE/H/1423/002 54002 TEVA DENMARK A/S DK
kapsler
Oxycodone "Teva”, harde | SE/H/1423/003 54003 TEVA DENMARK A/S DK
kapsler
Oxycodone "Vitabalans”, | SE/H/1119/001 48874 VITABALANS OY DK
filmovertrukne tabletter
Oxycodone "Vitabalans”, | SE/H/1119/002 48875 VITABALANS OY DK
filmovertrukne tabletter
OXYCODONE ACCORD LP | not available 34009 300 7559 3 ACCORD HEALTHCARE FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

10 mg, comprimé
pelliculé a libération
prolongée

FRANCE SAS

number
OXYCODONE ACCORD LP | not available 34009 300 756 0 9 ACCORD HEALTHCARE FR
10 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 756 1 6 ACCORD HEALTHCARE FR
10 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 756 2 3 ACCORD HEALTHCARE FR
10 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 756 4 7 ACCORD HEALTHCARE FR
10 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 756 5 4 ACCORD HEALTHCARE FR
10 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 756 6 1 ACCORD HEALTHCARE FR
10 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 756 7 8 ACCORD HEALTHCARE FR
10 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 756 8 5 ACCORD HEALTHCARE FR
10 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 7553 1 ACCORD HEALTHCARE FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

20 mg, comprimé
pelliculé a libération
prolongée

FRANCE SAS

number
OXYCODONE ACCORD LP | not available 34009 300 755 4 8 ACCORD HEALTHCARE FR
10 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 7555 5 ACCORD HEALTHCARE FR
10 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 755 6 2 ACCORD HEALTHCARE FR
10 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 755 8 6 ACCORD HEALTHCARE FR
10 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 756 9 2 ACCORD HEALTHCARE FR
20 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 757 0 8 ACCORD HEALTHCARE FR
20 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 757 1 5 ACCORD HEALTHCARE FR
20 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 757 2 2 ACCORD HEALTHCARE FR
20 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 757 3 9 ACCORD HEALTHCARE FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

20 mg, comprimé
pelliculé a libération
prolongée

FRANCE SAS

number
OXYCODONE ACCORD LP | not available 34009 300 757 4 6 ACCORD HEALTHCARE FR
20 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 757 5 3 ACCORD HEALTHCARE FR
20 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 7576 0 ACCORD HEALTHCARE FR
20 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 757 77 ACCORD HEALTHCARE FR
20 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 757 8 4 ACCORD HEALTHCARE FR
20 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 7579 1 ACCORD HEALTHCARE FR
20 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 758 0 7 ACCORD HEALTHCARE FR
20 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 758 1 4 ACCORD HEALTHCARE FR
20 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 758 2 1 ACCORD HEALTHCARE FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

40 mg, comprimé
pelliculé a libération
prolongée

FRANCE SAS

number
OXYCODONE ACCORD LP | not available 34009 300 758 9 O ACCORD HEALTHCARE FR
40 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 759 0 6 ACCORD HEALTHCARE FR
40 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 7591 3 ACCORD HEALTHCARE FR
40 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 759 37 ACCORD HEALTHCARE FR
40 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 759 4 4 ACCORD HEALTHCARE FR
40 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 7595 1 ACCORD HEALTHCARE FR
40 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 759 6 8 ACCORD HEALTHCARE FR
40 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 30075975 ACCORD HEALTHCARE FR
40 mg, comprimé FRANCE SAS
pelliculé a libération
prolongée
OXYCODONE ACCORD LP | not available 34009 300 759 8 2 ACCORD HEALTHCARE FR
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

OXYCODONE ACCORD LP | not available 34009 300 758 3 8 ACCORD HEALTHCARE FR

40 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 758 4 5 ACCORD HEALTHCARE FR

40 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 758 5 2 ACCORD HEALTHCARE FR

40 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 758 7 6 ACCORD HEALTHCARE FR

40 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 758 8 3 ACCORD HEALTHCARE FR

40 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 753 8 8 ACCORD HEALTHCARE FR

5 mg, comprimé pelliculé FRANCE SAS

a libération prolongée

OXYCODONE ACCORD LP | not available 34009 300 75395 ACCORD HEALTHCARE FR

5 mg, comprimé pelliculé FRANCE SAS

a libération prolongée

OXYCODONE ACCORD LP | not available 34009 300 754 1 8 ACCORD HEALTHCARE FR

5 mg, comprimé pelliculé FRANCE SAS

a libération prolongée

OXYCODONE ACCORD LP | not available 34009 300754 2 5 ACCORD HEALTHCARE FR

5 mg, comprimé pelliculé FRANCE SAS

a libération prolongée

OXYCODONE ACCORD LP | not available 34009 300 754 3 2 ACCORD HEALTHCARE FR

5 mg, comprimé pelliculé FRANCE SAS

a libération prolongée

OXYCODONE ACCORD LP | not available 34009 300 754 4 9 ACCORD HEALTHCARE FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

5 mg, comprimé pelliculé
a libération prolongée

FRANCE SAS

80 mg, comprimé

FRANCE SAS

OXYCODONE ACCORD LP | not available 34009 300 754 5 6 ACCORD HEALTHCARE FR
5 mg, comprimé pelliculé FRANCE SAS

a libération prolongée

OXYCODONE ACCORD LP | not available 34009 300 754 6 3 ACCORD HEALTHCARE FR
5 mg, comprimé pelliculé FRANCE SAS

a libération prolongée

OXYCODONE ACCORD LP | not available 34009 300 754 7 O ACCORD HEALTHCARE FR
5 mg, comprimé pelliculé FRANCE SAS

a libération prolongée

OXYCODONE ACCORD LP | not available 34009 300 754 8 7 ACCORD HEALTHCARE FR
5 mg, comprimé pelliculé FRANCE SAS

a libération prolongée

OXYCODONE ACCORD LP | not available 34009 300 754 9 4 ACCORD HEALTHCARE FR
5 mg, comprimé pelliculé FRANCE SAS

a libération prolongée

OXYCODONE ACCORD LP | not available 34009 300 75500 ACCORD HEALTHCARE FR
5 mg, comprimé pelliculé FRANCE SAS

a libération prolongée

OXYCODONE ACCORD LP | not available 34009 300 75517 ACCORD HEALTHCARE FR
5 mg, comprimé pelliculé FRANCE SAS

a libération prolongée

OXYCODONE ACCORD LP | not available 34009 300 755 2 4 ACCORD HEALTHCARE FR
5 mg, comprimé pelliculé FRANCE SAS

a libération prolongée

OXYCODONE ACCORD LP | not available 34009 300 7599 9 ACCORD HEALTHCARE FR
80 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 760 1 9 ACCORD HEALTHCARE FR
80 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 760 2 6 ACCORD HEALTHCARE FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

pelliculé a libération
prolongée

80 mg, comprimé

FRANCE SAS

OXYCODONE ACCORD LP | not available 34009 300 760 3 3 ACCORD HEALTHCARE FR
80 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 760 4 O ACCORD HEALTHCARE FR
80 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 760 5 7 ACCORD HEALTHCARE FR
80 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 760 6 4 ACCORD HEALTHCARE FR
80 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 760 7 1 ACCORD HEALTHCARE FR
80 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 760 8 8 ACCORD HEALTHCARE FR
80 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 760 9 5 ACCORD HEALTHCARE FR
80 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 761 0 1 ACCORD HEALTHCARE FR
80 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 761 1 8 ACCORD HEALTHCARE FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

pelliculé a libération
prolongée

OXYCODONE ACCORD LP | not available 34009 300 7612 5 ACCORD HEALTHCARE FR
80 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

OXYCODONE ACCORD LP | not available 34009 300 761 3 2 ACCORD HEALTHCARE FR
80 mg, comprimé FRANCE SAS

pelliculé a libération

prolongée

Oxycodone Actavis 10 FI/H/0965/002 31118 ACTAVIS GROUP PTC EHF. Fl
mg depottabletit

Oxycodone Actavis 10 SE/H/1226/002 11-8801 ACTAVIS GROUP PTC EHF. NO
mg harde kapsler

Oxycodone Actavis 15 FI/H/0965/003 31119 ACTAVIS GROUP PTC EHF. Fl
mg depottabletit

Oxycodone Actavis 20 FI/H/0965/004 31120 ACTAVIS GROUP PTC EHF. Fl
mg depottabletit

Oxycodone Actavis 20 SE/H/1226/003 11-8802 ACTAVIS GROUP PTC EHF. NO
mg harde kapsler

OXYCODONE ACTAVIS FI/H/0965/005 31121 ACTAVIS GROUP PTC EHF. Fl
30 MG DEPOTTABLETIT

OXYCODONE ACTAVIS FI/H/0965/006 31122 ACTAVIS GROUP PTC EHF. Fl
40 MG DEPOTTABLETIT

Oxycodone Actavis 5 mg | SE/H/1226/001 20130044 ACTAVIS GROUP PTC EHF. BG
capsules, hard

Oxycodone Actavis 5 mg | FI/H/0965/001 31117 ACTAVIS GROUP PTC EHF. Fl
depottabletit

Oxycodone Actavis 5 mg | SE/H/1226/001 11-8800 ACTAVIS GROUP PTC EHF. NO
harde kapsler

Oxycodone Actavis 60 FI/H/0965/007 31123 ACTAVIS GROUP PTC EHF. Fl
mg depottabletit

Oxycodone Actavis 80 FI/H/0965/008 31124 ACTAVIS GROUP PTC EHF. Fl
mg depottabletit

OXYCODONE ARROW 10 not available NL 42519 ARROW GENERIQUES FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg, gélule

OXYCODONE ARROW 20
mg, gélule

not available

NL 42520

ARROW GENERIQUES

FR

OXYCODONE ARROW 5
mg, gélule

not available

NL 42518

ARROW GENERIQUES

FR

OXYCODONE BIOGARAN
LP 10 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/002/DC

3400927784651

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 10 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/002/DC

3400927785542

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 10 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/002/DC

3400927785252

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 10 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/002/DC

3400927784712

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 10 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/002/DC

3400927784880

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 10 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/002/DC

3400927785481

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 10 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/002/DC

3400927784941

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 10 mg, comprimé
pelliculé a libération

FR/H/0621/002/DC

3400927785191

BIOGARAN

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolongée

OXYCODONE BIOGARAN
LP 10 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/002/DC

3400927785023

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 10 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/002/DC

3400927785771

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 10 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/002/DC

3400927785313

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 10 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/002/DC

3400927785603

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 15 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/003/DC

3400927785832

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 15 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/003/DC

3400927786723

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 15 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/003/DC

3400927786891

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 15 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/003/DC

3400927786082

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 15 mg, comprimé
pelliculé a libération

FR/H/0621/003/DC

3400927787263

BIOGARAN

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolongée

OXYCODONE BIOGARAN
LP 15 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/003/DC

3400927786433

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 15 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/003/DC

3400927786952

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 15 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/003/DC

3400927786204

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 15 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/003/DC

3400927787034

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 15 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/003/DC

3400927786143

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 15 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/003/DC

3400927786372

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 15 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/003/DC

3400927786662

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 20 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/004/DC

3400927787324

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 20 mg, comprimé
pelliculé a libération

FR/H/0621/004/DC

3400927787843

BIOGARAN

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolongée

OXYCODONE BIOGARAN
LP 20 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/004/DC

3400927788093

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 20 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/004/DC

3400927788154

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 20 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/004/DC

3400927787492

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 20 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/004/DC

3400927787782

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 20 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/004/DC

3400927787553

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 20 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/004/DC

3400927788383

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 20 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/004/DC

3400927787904

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 20 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/004/DC

3400927788215

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 20 mg, comprimé
pelliculé a libération

FR/H/0621/004/DC

3400927787614

BIOGARAN

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolongée

OXYCODONE BIOGARAN
LP 20 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/004/DC

3400927788444

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 30 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/005/DC

3400927788505

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 30 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/005/DC

3400927789564

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 30 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/005/DC

3400927788963

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 30 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/005/DC

3400927788673

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 30 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/005/DC

3400927789045

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 30 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/005/DC

3400927788734

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 30 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/005/DC

3400927789274

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 30 mg, comprimé
pelliculé a libération

FR/H/0621/005/DC

3400927789625

BIOGARAN

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolongée

OXYCODONE BIOGARAN
LP 30 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/005/DC

3400927789106

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 30 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/005/DC

3400927789335

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 30 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/005/DC

3400927789854

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 30 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/005/DC

3400927789793

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 40 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/006/DC

3400927789915

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 40 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/006/DC

3400927790164

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 40 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/006/DC

3400927790225

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 40 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/006/DC

3400927790515

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 40 mg, comprimé
pelliculé a libération

FR/H/0621/006/DC

3400927791116

BIOGARAN

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolongée

OXYCODONE BIOGARAN
LP 40 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/006/DC

3400927790393

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 40 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/006/DC

3400927790744

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 40 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/006/DC

3400927791055

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 40 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/006/DC

3400927790973

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 40 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/006/DC

3400927790454

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 40 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/006/DC

3400927790805

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 40 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/006/DC

3400927790683

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 5 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/001/DC

3400927783241

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 5 mg, comprimé
pelliculé a libération

FR/H/0621/001/DC

3400927783821

BIOGARAN

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolongée

OXYCODONE BIOGARAN
LP 5 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/001/DC

3400927784132

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 5 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/001/DC

3400927783999

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 5 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/001/DC

3400927783302

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 5 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/001/DC

3400927784422

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 5 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/001/DC

3400927783760

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 5 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/001/DC

3400927784361

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 5 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/001/DC

3400927784590

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 5 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/001/DC

3400927783470

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 5 mg, comprimé
pelliculé a libération

FR/H/0621/001/DC

3400927783531

BIOGARAN

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolongée

OXYCODONE BIOGARAN
LP 5 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/001/DC

3400927784071

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 60 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/007/DC

3400927791284

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 60 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/007/DC

3400927791925

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 60 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/007/DC

3400927791574

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 60 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/007/DC

3400927792465

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 60 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/007/DC

3400927792175

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 60 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/007/DC

3400927791635

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 60 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/007/DC

3400927792007

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 60 mg, comprimé
pelliculé a libération

FR/H/0621/007/DC

3400927791406

BIOGARAN

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolongée

OXYCODONE BIOGARAN
LP 60 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/007/DC

3400927792526

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 60 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/007/DC

3400927791345

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 60 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/007/DC

3400927791864

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 60 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/007/DC

3400927792236

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 80 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/008/DC

3400927792694

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 80 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/008/DC

3400927793127

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 80 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/008/DC

3400927793417

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 80 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/008/DC

3400927792755

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 80 mg, comprimé
pelliculé a libération

FR/H/0621/008/DC

3400927793356

BIOGARAN

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolongée

OXYCODONE BIOGARAN
LP 80 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/008/DC

3400927793646

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 80 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/008/DC

3400927793295

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 80 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/008/DC

3400927793585

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 80 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/008/DC

3400927793707

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 80 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/008/DC

3400927793066

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 80 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/008/DC

3400927792816

BIOGARAN

FR

OXYCODONE BIOGARAN
LP 80 mg, comprimé
pelliculé a libération
prolongée

FR/H/0621/008/DC

3400927792984

BIOGARAN

FR

Oxycodone Depot
”Sandoz”, depottabletter
10 mg

DE/H/1154/002

41836

SANDOZ A/S

DK

Oxycodone Depot
”Sandoz”, depottabletter
20 mg

DE/H/1154/003

41837

SANDOZ A/S

DK

Oxycodone Depot

DE/H/1154/004

48908

SANDOZ A/S

DK

List of nationally authorised medicinal products

EMA/398898/20158

Page 98/171




Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

”"Sandoz”, depottabletter
40 mg

Oxycodone Depot
”Sandoz”, depottabletter
5 mg

DE/H/1154/001

41835

SANDOZ A/S

DK

Oxycodone Depot
”Sandoz”, depottabletter
60mg

DE/H/1154/005

48909

SANDOZ A/S

DK

Oxycodone Depot
”Sandoz”, depottabletter
80 mg

DE/H/1154/006

48910

SANDOZ A/S

DK

Oxycodone Depot 1A
Farma 10 mg
depottablett

DE/H/1154/002

25823

1A FARMA A/S

SE

Oxycodone Depot 1A
Farma 20 mg
depottablett

DE/H/1154/003

25824

1A FARMA A/S

SE

Oxycodone Depot 1A
Farma 40 mg
depottabletter

DE/H/1154/004

46151

1A FARMA A/S

SE

Oxycodone Depot 1A
Farma 5 mg depottablett

DE/H/1154/001

25822

1A FARMA A/S

SE

Oxycodone Depot 1A
Farma 80 mg
depottabletter

DE/H/1154/006

46152

1A FARMA A/S

SE

Oxycodone Depot Orion
10 mg depottabletter

SE/H/1493/02

48494

ORION CORPORATION

SE

Oxycodone Depot Orion
15 mg depottabletter

SE/H/1493/03

48495

ORION CORPORATION

SE

Oxycodone Depot Orion
20 mg depottabletter

SE/H/1493/04

48496

ORION CORPORATION

SE

Oxycodone Depot Orion
30 mg depottabletter

SE/H/1493/05

48497

ORION CORPORATION

SE

Oxycodone Depot Orion
40 mg depottabletter

SE/H/1493/06

48498

ORION CORPORATION

SE

Oxycodone Depot Orion

SE/H/1493/01

48493

ORION CORPORATION

SE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
5 mg depottabletter
Oxycodone Depot Orion SE/H/1493/07 48499 ORION CORPORATION SE
60 mg depottabletter
Oxycodone Depot Orion SE/H/1493/08 48500 ORION CORPORATION SE
80 mg depottabletter
Oxycodone Depot Teva SE/H/1549/002 53283 TEVA SWEDEN AB SE
Sweden 10 mg
prolonged-release tablets
Oxycodone Depot Teva SE-H-1549-001-008- 53284 TEVA SWEDEN AB SE
Sweden 15 mg DC
prolonged-release tablets
Oxycodone Depot Teva SE-H-1549-001-008- 53285 TEVA SWEDEN AB SE
Sweden 20 mg DC
prolonged-release tablets
Oxycodone Depot Teva SE-H-1549-001-008- 53286 TEVA SWEDEN AB SE
Sweden 30 mg DC
prolonged-release tablets
Oxycodone Depot Teva SE-H-1549-001-008- 53287 TEVA SWEDEN AB SE
Sweden 40 mg DC
prolonged-release tablets
Oxycodone Depot Teva SE/H/1549/001 53282 TEVA SWEDEN AB SE
Sweden 5 mg
depottablett
Oxycodone Depot Teva SE/H/1549/007 53288 TEVA SWEDEN AB SE
Sweden 60 mg
depottablett
Oxycodone Depot Teva SE/H/1549/008 53289 TEVA SWEDEN AB SE
Sweden 80 mg
prolonged-release tablets
OXYCODONE EG LP 10 DE/H/3641/002 NL42843 EG LABO LABORATOIRES FR
mg, comprimé pelliculé a EUROGENERICS
libération prolongée
OXYCODONE EG LP 15 DE/H/3641/003 NL42844 EG LABO LABORATOIRES FR
mg, comprimé pelliculé a EUROGENERICS
libération prolongée
OXYCODONE EG LP 20 DE/H/3641/004 NL42845 EG LABO LABORATOIRES FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
mg, comprimé pelliculé a EUROGENERICS
libération prolongée
OXYCODONE EG LP 30 DE/H/3641/005 NL42846 EG LABO LABORATOIRES FR
mg, comprimé pelliculé a EUROGENERICS
libération prolongée
OXYCODONE EG LP 40 DE/H/3641/006 NL42847 EG LABO LABORATOIRES FR
mg, comprimé pelliculé a EUROGENERICS
libération prolongée
OXYCODONE EG LP 5 DE/H/3641/001 NL42842 EG LABO LABORATOIRES FR
mg, comprimé pelliculé a EUROGENERICS
libération prolongée
OXYCODONE EG LP 60 DE/H/3641/007 NL42848 EG LABO LABORATOIRES FR
mg, comprimé pelliculé a EUROGENERICS
libération prolongée
OXYCODONE EG LP 80 DE/H/3641/008 NL42849 EG LABO LABORATOIRES FR
mg, comprimé pelliculé a EUROGENERICS
libération prolongée
Oxycodone Ethypharm not available 1S/1/09/157/01 ETHYPHARM IS
10 mg fordahylki, hérd
Oxycodone Ethypharm not available 1S/1/09/157/02 ETHYPHARM IS
20 mg fordahylki, hérd
Oxycodone Ethypharm not available 1S/1/09/157/03 ETHYPHARM IS
40 mg fordahylki, hérd
Oxycodone Ethypharm not available 1S/1/09/157/04 ETHYPHARM IS
80 mg fordahylki, hérd
OXYCODONE DE/H/4081/003 34009 30037270 ETHYPHARM FR
ETHYPHARM LP 20 mg,
comprimé a libération
prolongée
OXYCODONE DE/H/4081/003 34009 300 37287 ETHYPHARM FR
ETHYPHARM LP 20 mg,
comprimé a libération
prolongée
OXYCODONE DE/H/4081/003 34009 300 372914 ETHYPHARM FR

ETHYPHARM LP 20 mg,
comprimé a libération
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolongée

OXYCODONE
ETHYPHARM LP 20 mg,
comprimé a libération
prolongée

DE/H/4081/003

34009 300 37300

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP 20 mg,
comprimé a libération
prolongée

DE/H/4081/003

34009 30037317

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP 20 mg,
comprimé a libération
prolongée

DE/H/4081/003

34009 300 373 2 4

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP 20 mg,
comprimé a libération
prolongée

DE/H/4081/003

34009 30037331

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP 20 mg,
comprimé a libération
prolongée

DE/H/4081/003

34009 300 373 4 8

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP 20 mg,
comprimé a libération
prolongée

DE/H/4081/003

34009 300 37355

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 10 mg,
comprimé a libération
prolongée

DE/H/4081/002

34009 30037157

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 10 mg,
comprimé a libération
prolongée

DE/H/4081/002

34009 300 371 6 4

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 10 mg,
comprimé a libération

DE/H/4081/002

3400930037171

ETHYPHARM

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolongée

OXYCODONE
ETHYPHARM LP, 10 mg,
comprimé a libération
prolongée

DE/H/4081/002

34009 300 371 8 8

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 10 mg,
comprimé a libération
prolongée

DE/H/4081/002

34009 300 37195

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 10 mg,
comprimé a libération
prolongée

DE/H/4081/002

34009 300 37218

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 10 mg,
comprimé a libération
prolongée

DE/H/4081/002

34009 300 3722 5

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 10 mg,
comprimé a libération
prolongée

DE/H/4081/002

34009 300 3724 9

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 10 mg,
comprimé a libération
prolongée

DE/H/4081/002

34009 300 3725 6

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 20 mg,
comprimé a libération
prolongée

DE/H/4081/003

34009 300 3726 3

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 40 mg,
comprimé a libération
prolongée

DE/H/4081/004

34009 300 373 6 2

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 40 mg,
comprimé a libération

DE/H/4081/004

34009 300 373 8 6

ETHYPHARM

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolongée

OXYCODONE
ETHYPHARM LP, 40 mg,
comprimé a libération
prolongée

DE/H/4081/004

34009 300 3739 3

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 40 mg,
comprimé a libération
prolongée

DE/H/4081/004

34009 300 37409

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 40 mg,
comprimé a libération
prolongée

DE/H/4081/004

34009 300 374 1 6

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 40 mg,
comprimé a libération
prolongée

DE/H/4081/004

34009 300 374 2 3

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 40 mg,
comprimé a libération
prolongée

DE/H/4081/004

34009 300 3744 7

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 40 mg,
comprimé a libération
prolongée

DE/H/4081/004

34009 300 3745 4

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 40 mg,
comprimé a libération
prolongée

DE/H/4081/004

34009 3003746 1

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 40 mg,
comprimé a libération
prolongée

DE/H/4081/004

34009 300 3747 8

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 5 mg,
comprimé a libération

DE/H/4081/001

34009 300 370 3 4

ETHYPHARM

FR
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Product Name (in

authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolongée

OXYCODONE
ETHYPHARM LP, 5 mg,
comprimé a libération
prolongée

DE/H/4081/001

34009 3003704 1

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 5 mg,
comprimé a libération
prolongée

DE/H/4081/001

34009 300 3705 8

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 5 mg,
comprimé a libération
prolongée

DE/H/4081/001

34009 300 3706 5

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 5 mg,
comprimé a libération
prolongée

DE/H/4081/001

34009 300 370 7 2

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 5 mg,
comprimé a libération
prolongée

DE/H/4081/001

34009 300 370 9 6

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 5 mg,
comprimé a libération
prolongée

DE/H/4081/001

34009 300 371 0 2

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 5 mg,
comprimé a libération
prolongée

DE/H/4081/001

34009 30037119

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 5 mg,
comprimé a libération
prolongée

DE/H/4081/001

34009 300 371 2 6

ETHYPHARM

FR

OXYCODONE
ETHYPHARM LP, 5 mg,
comprimé a libération

DE/H/4081/001

34009 300 371 3 3

ETHYPHARM

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

prolongée

Oxycodone Ethypharm,
10 mg, tabletki o
przedtuzonym uwalnianiu

DE/H/3738/002

22158

ETHYPHARM

PL

Oxycodone Ethypharm,
20 mg, tabletki o
przedluzonym uwalnianiu

DE/H/3738/003

22159

ETHYPHARM

PL

Oxycodone Ethypharm,
40 mg, tabletki o
przedluzonym uwalnianiu

DE/H/3738/004

22160

ETHYPHARM

PL

Oxycodone Ethypharm, 5
mg, tabletki o
przedluzonym uwalnianiu

DE/H/3738/001

22157

ETHYPHARM

PL

Oxycodone G.L. 10 mg
filmdragerade tabletter

DE/H/2669/002

43552

G.L. PHARMA GMBH

SE

Oxycodone G.L. 20 mg
filmdragerade tabletter

DE/H/2669/004

53510

G.L. PHARMA GMBH

SE

Oxycodone G.L. 5 mg
filmdragerade tabletter

DE/H/2669/001

43551

G.L. PHARMA GMBH

SE

Oxycodone G.L. Pharma
10 mg prolonged-release
tablets

not available

PL 21597/0022

G.L. PHARMA GMBH

UK

Oxycodone G.L. Pharma
20 mg prolonged-release
tablets

not available

PL 21597/0023

G.L. PHARMA GMBH

UK

Oxycodone G.L. Pharma
40 mg prolonged-release
tablets

not available

PL 21597/0024

G.L. PHARMA GMBH

UK

Oxycodone G.L. Pharma
5 mg prolonged-release
tablets

not available

PL 21597/0021

G.L. PHARMA GMBH

UK

Oxycodone G.L. Pharma
80 mg prolonged-release
tablets

not available

PL 21597/0025

G.L. PHARMA GMBH

UK

Oxycodone Glenmark 10

DE/H/3645/002

PL 25258/0218

GLENMARK

UK

mg prolonged-release PHARMACEUTICALS EUROPE
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Lannacher 5 mg ilgstosas

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

tablets LIMITED

Oxycodone Glenmark 15 | DE/H/3645/003 PL 25258/0219 GLENMARK UK

mg prolonged-release PHARMACEUTICALS EUROPE

tablets LIMITED

Oxycodone Glenmark 20 | DE/H/3645/004 PL 25258/0220 GLENMARK UK

mg prolonged-release PHARMACEUTICALS EUROPE

tablets LIMITED

Oxycodone Glenmark 30 | DE/H/3645/005 PL 25258/0221 GLENMARK UK

mg prolonged-release PHARMACEUTICALS EUROPE

tablets LIMITED

Oxycodone Glenmark 40 | DE/H/3645/006 PL 25258/0222 GLENMARK UK

mg prolonged-release PHARMACEUTICALS EUROPE

tablets LIMITED

Oxycodone Glenmark 5 DE/H/3645/001 PL 25258/0217 GLENMARK UK

mg prolonged-release PHARMACEUTICALS EUROPE

tablets LIMITED

Oxycodone Glenmark 60 | DE/H/3645/007 PL 25258/0223 GLENMARK UK

mg prolonged-release PHARMACEUTICALS EUROPE

tablets LIMITED

Oxycodone Glenmark 80 | DE/H/3645/008 PL 25258/0224 GLENMARK UK

mg prolonged-release PHARMACEUTICALS EUROPE

tablets LIMITED

Oxycodone HCI DE/H/2182/002 10-0258 G.L. PHARMA GMBH LV

Lannacher 10 mg

ilgstosas darbibas

tabletes

Oxycodone HCI DE/H/2182/003 10-0259 G.L. PHARMA GMBH LV

Lannacher 20 mg

ilgstosas darbibas

tabletes

Oxycodone HCI DE/H/2182/004 10-0260 G.L. PHARMA GMBH LV

Lannacher 40 mg

ilgstosas darbibas

tabletes

Oxycodone HCI DE/H/2182/001 10-0257 G.L. PHARMA GMBH LV
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

darbibas tabletes

Oxycodone HCI
Lannacher 80 mg
ilgstosas darbibas
tabletes

DE/H/2182/005

10-0261

G.L. PHARMA GMBH

LV

Oxycodone
Hydrochloride 10 mg/mi
Solution for Injection or
Infusion

UK/H/2915/001

PA 1339/025/001

WOCKHARDT UK LTD

Oxycodone
Hydrochloride 10 mg/ml
Solution for Injection or
Infusion

UK/H/2915/001

MA154/05101

WOCKHARDT UK LTD

MT

Oxycodone
Hydrochloride 10mg/ml
Oral Solution

UK/H/2780/002

MA154/06902

WOCKHARDT UK LTD

MT

Oxycodone
Hydrochloride 10mg/ml
Oral Solution

UK/H/2780/02/DC

29831/0459

WOCKHARDT UK LTD

UK

Oxycodone
Hydrochloride 10mg/ml
Solution for Injection or
Infusion

UK/H/2915/01/DC

29831/0359

WOCKHARDT UK LTD

UK

Oxycodone
Hydrochloride 50mg/ml
Solution for Injection or
Infusion

UK/H/5246/01/DC

PA 1339/025/002

WOCKHARDT UK LTD

Oxycodone
Hydrochloride 50mg/ml
Solution for Injection or
Infusion

UK/H/5246/01/DC

29831/0367

WOCKHARDT UK LTD

UK

Oxycodone
Hydrochloride 5mg/5ml
Oral Solution

UK/H/2780/001

MA 154/06901

WOCKHARDT UK LTD

MT

Oxycodone
Hydrochloride 5mg/5ml

UK/H/2780/01/DC

29831/0458

WOCKHARDT UK LTD

UK
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Oral Solution

Rowex 10 mg Hard
capsules

Oxycodone hydrochloride

DE/H/4502/002

PA0711/286/002

ROWEX LTD

Rowex 20 mg Hard
capsules

Oxycodone hydrochloride

DE/H/4502/003

PA0711/286/003

ROWEX LTD

Rowex 5 mg Hard
capsules

Oxycodone hydrochloride

DE/H/4502/001

PA0711/286/001

ROWEX LTD

Oxycodone
Hydrochloride
Wockhardt, 10 mg/ml,
roztwor do wstrzykiwan
lub infuzji

UK/H/2915/001

22711

WOCKHARDT UK LTD

PL

mg depottabletter

Oxycodone Lannacher 10

DE/H/2182/002

41899

LANNACHER HEILMITTEL
GES.M.B.H.,

SE

mg toimeainet
prolongeeritult
vabastavad tabletid

Oxycodone Lannacher 10

DE/H/2182/002

699510

G.L. PHARMA GMBH

EE

mg depottabletter

Oxycodone Lannacher 20

DE/H/2182/003

41900

LANNACHER HEILMITTEL
GES.M.B.H.,

SE

mg toimeainet
prolongeeritult
vabastavad tabletid

Oxycodone Lannacher 20

DE/H/2182/003

699610

G.L. PHARMA GMBH

EE

mg depottabletter

Oxycodone Lannacher 40

DE/H/2182/004

41901

LANNACHER HEILMITTEL
GES.M.B.H.,

SE

mg toimeainet
prolongeeritult
vabastavad tabletid

Oxycodone Lannacher 40

DE/H/2182/004

699710

G.L. PHARMA GMBH

EE

Oxycodone Lannacher 5
mg depottabletter

DE/H/2182/001

41898

LANNACHER HEILMITTEL
GES.M.B.H.,

SE

Oxycodone Lannacher 5

DE/H/2182/001

699810

G.L. PHARMA GMBH

EE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
mg toimeainet
prolongeeritult
vabastavad tabletid
Oxycodone Lannacher 80 | DE/H/2182/005 41902 LANNACHER HEILMITTEL SE
mg depottabletter GES.M.B.H.,
Oxycodone Lannacher 80 | DE/H/2182/005 699910 G.L. PHARMA GMBH EE
mg toimeainet
prolongeeritult
vabastavad tabletid
Oxycodone Lannacher SR | DE/H/2183/002 PA0947/003/002 LANNACHER HEILMITTEL IE
10 mg prolonged-release GES.M.B.H.,
tablet
Oxycodone Lannacher SR | DE/H/2183/003 PA0947/003/003 LANNACHER HEILMITTEL IE
20 mg prolonged-release GES.M.B.H.,
tablet
Oxycodone Lannacher SR | DE/H/2183/004 PA0947/003/004 LANNACHER HEILMITTEL IE
40 mg prolonged-release GES.M.B.H.,
tablet
Oxycodone Lannacher SR | DE/H/2183/001 PA0947/003/001 LANNACHER HEILMITTEL IE
5 mg prolonged-release GES.M.B.H.,
tablet
Oxycodone Lannacher SR | DE/H/2183/005 PA0947/003/005 LANNACHER HEILMITTEL IE
80 mg prolonged-release GES.M.B.H.,
tablet
OXYCODONE MEDAC 50 UK/H/5881/002 34009 300923 09 L. MOLTENI AND C. DEI FR
mg/ml, solution F.LLI ALITTI SOCIETA DI
Injectable/pour perfusion ESERCIZIO S.P.A.
Oxycodone Molteni, 10 UK/H/5881/001/DC PL 46373/0001 L. MOLTENI AND C. DEI UK
mg/ml, rozt solution for F.LLI ALITTI SOCIETA DI
injection or infusion ESERCIZIO S.P.A.
Oxycodone Molteni, 10 UK/H/5881/001/DC PL 46373/0002 L. MOLTENI AND C. DEI UK
mg/ml, rozt solution for F.LLI ALITTI SOCIETA DI
injection or infusion ESERCIZIO S.P.A.
Oxycodone Molteni, 10 UK/H/5881/001 23408 L. MOLTENI AND C. DEI PL

mg/ml, roztwér do
wstrzykiwan / do infuzji

F.LLI ALITTI SOCIETA DI
ESERCIZIO S.P.A.
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Oxycodone Molteni, 50
mg/ml, roztwér do
wstrzykiwan / do infuzji

UK/H/5881/002

23409

L. MOLTENI AND C. DEI
F.LLI ALITTI SOCIETA DI
ESERCIZIO S.P.A.

PL

OXYCODONE MYLAN LP
10 mg, comprimé
pelliculé a libération
prolongée

DE/H/2827/002

NL 39918

MYLAN S.A.S

FR

OXYCODONE MYLAN LP
20 mg, comprimé
pelliculé a libération
prolongée

DE/H/2827/003

NL 39919

MYLAN S.A.S

FR

OXYCODONE MYLAN LP
40 mg, comprimé
pelliculé a libération
prolongée

DE/H/2827/004

NL 39920

MYLAN S.A.S

FR

libération prolongée

OXYCODONE MYLAN LP 5
mg, comprimé pelliculé a

DE/H/2827/001

NL 39917

MYLAN S.A.S

FR

OXYCODONE MYLAN LP
80 mg, comprimé
pelliculé a libération
prolongée

DE/H/2827/005

NL 39921

MYLAN S.A.S

FR

Oxycodone Orion 10 mg
depottabletter

SE/H/1493/002

31050

ORION CORPORATION

Fl

Oxycodone Orion 10 mg
depottabletti

SE/H/1493/02

31050

ORION CORPORATION

FI

Oxycodone Orion 10
mg/ml injektio-
/infuusioneste, liuos

SE/H/1097/001

29117

ORION CORPORATION

FI

Oxycodone Orion 10
mg/ml injektions-
/infusionsvatska, 16sning

SE/H/1097/001

29117

ORION CORPORATION

FI

Oxycodone Orion 10
mg/ml injektions-
/infusionsvatska, 16sning

SE/H/1097/001

44897

ORION CORPORATION

SE

Oxycodone Orion 15 mg

SE/H/1493/003

31051

ORION CORPORATION

Fl
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
depottabletter
Oxycodone Orion 15 mg SE/H/1493/03 31051 ORION CORPORATION Fl
depottabletti
Oxycodone Orion 20 mg SE/H/1493/004 31052 ORION CORPORATION Fl
depottabletter
Oxycodone Orion 20 mg SE/H/1493/04 31052 ORION CORPORATION FI
depottabletti
Oxycodone Orion 30 mg SE/H/1493/005 31053 ORION CORPORATION FI
depottabletter
Oxycodone Orion 30 mg SE/H/1493/05 31053 ORION CORPORATION Fl
depottabletti
Oxycodone Orion 40 mg SE/H/1493/006 31054 ORION CORPORATION Fl
depottabletter
Oxycodone Orion 40 mg SE/H/1493/06 31054 ORION CORPORATION FI
depottabletti
Oxycodone Orion 5 mg SE/H/1493/001 31049 ORION CORPORATION Fl
depottabletter
Oxycodone Orion 5 mg SE/H/1493/01 31049 ORION CORPORATION Fl
depottabletti
Oxycodone Orion 60 mg SE/H/1493/007 31055 ORION CORPORATION FI
depottabletter
Oxycodone Orion 60 mg SE/H/1493/07 31055 ORION CORPORATION FI
depottabletti
Oxycodone Orion 80 mg SE/H/1493/008 31056 ORION CORPORATION Fl
depottabletter
Oxycodone Orion 80 mg SE/H/1493/08 31056 ORION CORPORATION Fl
depottabletti
Oxycodone ratiopharm DE/H/1395/001 24289 RATIOPHARM GMBH FI
10 mg depottabletti
Oxycodone ratiopharm DE/H/1395/002 1S/1/13/014/01 RATIOPHARM GMBH IS
10 mg fordatoflur
Oxycodone ratiopharm DE/H/0790/001 22390 RATIOPHARM GMBH Fl
20 mg depottabletti
Oxycodone ratiopharm DE/H/0790/001 1S/1/12/114/01 RATIOPHARM GMBH IS

20 mg fordatoflur
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Oxycodone ratiopharm DE/H/0790/002 22391 RATIOPHARM GMBH Fl
40 mg depottabletti
Oxycodone ratiopharm DE/H/0790/002 1S/1/12/114/02 RATIOPHARM GMBH IS
40 mg fordatoflur
Oxycodone ratiopharm 5 | DE/H/2947/001 29116 RATIOPHARM GMBH FI
mg depottabletti
Oxycodone ratiopharm 5 | DE/H/2947/001 1S/1/13/015/01 RATIOPHARM GMBH IS
mg fordatoflur.
Oxycodone ratiopharm DE/H/0790/003 22392 RATIOPHARM GMBH FI
80 mg depottabletti
Oxycodone ratiopharm DE/H/0790/003 1S/1/12/114/03 RATIOPHARM GMBH IS
80 mg fordatoflur
OXYCODONE SANDOZ 10 | DE/H/4502/002 35354 SANDOZ A/S Fl
mg kapseli, kova
Oxycodone Sandoz 10 DE/H/4502/002 OGYI-T-23294/04 SANDOZ HUNGARIA KFT HU
mg kemény kapszula
Oxycodone Sandoz 10 DE/H/4502/002 OGYI-T-23294/05 SANDOZ HUNGARIA KFT HU
mg kemény kapszula
Oxycodone Sandoz 10 DE/H/4502/002 OGYI-T-23294/06 SANDOZ HUNGARIA KFT HU
mg kemény kapszula
OXYCODONE SANDOZ 10 | not available 34009 300 688 9 2 SANDOZ FR
mg, gélule
OXYCODONE SANDOZ 10 | not available 34009 300 689 0 8 SANDOZ FR
mg, gélule
OXYCODONE SANDOZ 10 | not available 34009 300689 15 SANDOZ FR
mg, gélule
OXYCODONE SANDOZ 10 | not available 34009 300 689 2 2 SANDOZ FR
mg, gélule
OXYCODONE SANDOZ 10 | not available 34009 300 689 3 9 SANDOZ FR
mg, gélule
OXYCODONE SANDOZ 10 | not available 34009 3006895 3 SANDOZ FR
mg, gélule
Oxycodone Sandoz 20 DE/H/1154/003 23943 SANDOZ A/S FI
mg depottabletti
OXYCODONE SANDOZ 20 | DE/H/4502/003 35355 SANDOZ A/S Fl
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg, gélule

number
mg kapseli, kova
Oxycodone Sandoz 20 DE/H/4502/003 OGYI-T-23294/07 SANDOZ HUNGARIA KFT HU
mg kemény kapszula
Oxycodone Sandoz 20 DE/H/4502/003 OGYI-T-23294/08 SANDOZ HUNGARIA KFT HU
mg kemény kapszula
Oxycodone Sandoz 20 DE/H/4502/003 OGYI-T-23294/09 SANDOZ HUNGARIA KFT HU
mg kemény kapszula
OXYCODONE SANDOZ 20 | not available 34009 300 689 6 0 SANDOZ FR
mg, gélule
OXYCODONE SANDOZ 20 | not available 34009 300 689 7 7 SANDOZ FR
mg, gélule
OXYCODONE SANDOZ 20 | not available 34009 300 689 8 4 SANDOZ FR
mg, gélule
OXYCODONE SANDOZ 20 | not available 34009 300 689 9 1 SANDOZ FR
mg, gélule
OXYCODONE SANDOZ 20 | not available 34009 300 690 0 4 SANDOZ FR
mg, gélule
OXYCODONE SANDOZ 20 | not available 34009 3006901 1 SANDOZ FR
mg, gélule
Oxycodone Sandoz 40 DE/H/1154/004 29779 SANDOZ A/S FI
mg depottabletti
OXYCODONE SANDOZ 5 DE/H/4502/001 35353 SANDOZ A/S Fl
mg kapseli, kova
Oxycodone Sandoz 5 mg | DE/H/4502/001 OGYI-T-23294/01 SANDOZ HUNGARIA KFT HU
kemény kapszula
Oxycodone Sandoz 5 mg | DE/H/4502/001 OGYI-T-23294/02 SANDOZ HUNGARIA KFT HU
kemény kapszula
Oxycodone Sandoz 5 mg | DE/H/4502/001 OGYI-T-23294/03 SANDOZ HUNGARIA KFT HU
kemény kapszula
OXYCODONE SANDOZ 5 not available 34009 300 688 3 0 SANDOZ FR
mg, gélule
OXYCODONE SANDOZ 5 not available 34009 300 688 4 7 SANDOZ FR
mg, gélule
OXYCODONE SANDOZ 5 not available 34009 300 688 7 8 SANDOZ FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

tabletten met verlengde
afgifte

N.V./S.A

number
OXYCODONE SANDOZ 5 not available 34009 300 688 6 1 SANDOZ FR
mg, gélule
OXYCODONE SANDOZ 5 not available 34009 300 688 5 4 SANDOZ FR
mg, gélule
OXYCODONE SANDOZ 5 not available 34009 300 688 2 3 SANDOZ FR
mg, gélule
Oxycodone Sandoz 80 DE/H/1154/006 29781 SANDOZ A/S Fl
mg depottabletti
Oxycodone STADA 10 DE/H/4774/002 34403 STADA ARZNEIMITTEL AG Fl
mg kapseli, kova
Oxycodone STADA 20 DE/H/4774/003 34404 STADA ARZNEIMITTEL AG Fl
mg kapseli, kova
Oxycodone STADA 5 mg DE/H/4774/001 34402 STADA ARZNEIMITTEL AG Fl
kapseli, kova
Oxycodone Teva 10 mg SE/H/1423/002 50981 TEVA SWEDEN AB SE
harda kapslar
Oxycodone Teva 10 mg, SE/H/1549/002 BE499031 TEVA PHARMA BELGIUM BE
tabletten met verlengde N.V./S.A
afgifte
Oxycodone Teva 10 mg, SE/H/1549/002 BE499022 TEVA PHARMA BELGIUM BE
tabletten met verlengde N.V./S.A
afgifte
Oxycodone Teva 20 mg SE/H/1423/003 50982 TEVA SWEDEN AB SE
harda kapslar
Oxycodone Teva 20 mg, SE/H/1549/004 BE499057 TEVA PHARMA BELGIUM BE
tabletten met verlengde N.V./S.A
afgifte
Oxycodone Teva 20 mg, SE/H/1549/004 BE499040 TEVA PHARMA BELGIUM BE
tabletten met verlengde N.V./S.A
afgifte
Oxycodone Teva 40 mg, SE/H/1549/006 BE499075 TEVA PHARMA BELGIUM BE
tabletten met verlengde N.V./S.A
afgifte
Oxycodone Teva 40 mg, SE/H/1549/006 BE499066 TEVA PHARMA BELGIUM DK
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MAH of product in the
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Member State where
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number
Oxycodone Teva 5 mg SE/H/1423/001 50980 TEVA SWEDEN AB SE
harda kapslar
Oxycodone Teva 5 mg, SE/H/1549/001 BE499013 TEVA PHARMA BELGIUM BE
tabletten met verlengde N.V./S.A
afgifte
Oxycodone Teva 5 mg, SE/H/1549/001 BE499004 TEVA PHARMA BELGIUM BE
tabletten met verlengde N.V./S.A
afgifte
Oxycodone Teva 80 mg SE/H/1549/008 BE499093 TEVA PHARMA BELGIUM BE
tabletten met verlengde N.V./S.A
afgifte
Oxycodone Teva 80 mg, SE/H/1549/008 BE499084 TEVA PHARMA BELGIUM BE
tabletten met verlengde N.V./S.A
afgifte
Oxycodone Torrent 10 not available 34009300683-684 TORRENT PHARMA GMBH FR
mg gélule
OXYCODONE TORRENT not available 34009 300 683 9 7 TORRENT PHARMA GMBH FR
10 mg, gélule
OXYCODONE TORRENT not available 34009 300 684 0 3 TORRENT PHARMA GMBH FR
10 mg, gélule
OXYCODONE TORRENT not available 34009 300 6841 0 TORRENT PHARMA GMBH FR
10 mg, gélule
OXYCODONE TORRENT not available 34009 300 684 3 4 TORRENT PHARMA GMBH FR
10 mg, gélule
OXYCODONE TORRENT not available 34009 300 684 41 TORRENT PHARMA GMBH FR
10 mg, gélule
Oxycodone Torrent 20 not available 3400930068458-502 TORRENT PHARMA GMBH FR
mg gélule
OXYCODONE TORRENT not available 34009 300 684 6 5 TORRENT PHARMA GMBH FR
20 mg, gélule
OXYCODONE TORRENT not available 34009 300 684 7 2 TORRENT PHARMA GMBH FR
20 mg, gélule
OXYCODONE TORRENT not available 34009 300 684 8 9 TORRENT PHARMA GMBH FR
20 mg, gélule
OXYCODONE TORRENT not available 34009 300 684 9 6 TORRENT PHARMA GMBH FR
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mg potahované tablety

number
20 mg, gélule
OXYCODONE TORRENT not available 34009 300 685 0 2 TORRENT PHARMA GMBH FR
20 mg, gélule
Oxycodone Torrent 5 mg | not available 3400930068311-7 TORRENT PHARMA GMBH FR
gélule
OXYCODONE TORRENT 5 | not available 34009 300 6832 8 TORRENT PHARMA GMBH FR
mg, gélule
OXYCODONE TORRENT 5 | not available 34009 300 683 35 TORRENT PHARMA GMBH FR
mg, gélule
OXYCODONE TORRENT 5 | not available 34009 300 683 4 2 TORRENT PHARMA GMBH FR
mg, gélule
OXYCODONE TORRENT 5 | not available 34009 300 683 59 TORRENT PHARMA GMBH FR
mg, gélule
OXYCODONE TORRENT 5 | not available 34009 300 683 7 3 TORRENT PHARMA GMBH FR
mg, gélule
Oxycodone Vitabalans 10 | SE/H/1119/002 12-0183 VITABALANS OY LV
mg apvalkotas tabletes
Oxycodone Vitabalans 10 | SE/H/1119/002 46198 VITABALANS OY SE
mg filmdragerade
tabletter
Oxycodone Vitabalans 10 | SE/H/1119/002 OGYI-T-22287/03 VITABALANS OY HU
mg filmtabletta
Oxycodone Vitabalans 10 | SE/H/1119/002 OGYI-T-22287/04 VITABALANS OY HU
mg filmtabletta
Oxycodone Vitabalans 10 | SE/H/1119/002 29839 VITABALANS OY FI
mg kalvopéaallysteiset
tabletit
Oxycodone Vitabalans 10 | SE/H/1119/002 LT/1/13/3201/003 VITABALANS OY LT
mg plévele dengtos
tabletes
Oxycodone Vitabalans 10 | SE/H/1119/002 LT/1/13/3201/004 VITABALANS OY LT
mg plévele dengtos
tabletes
Oxycodone Vitabalans 10 | SE/H/1119/002 65/566/12-C VITABALANS OY cz
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Oxycodone Vitabalans 10
mg tabletter,
filmdrasjerte

SE/H/1119/002

11-8362

VITABALANS OY

NO

Oxycodone Vitabalans 5
mg apvalkotas tabletes

SE/H/1119/001

12-0182

VITABALANS OY

LV

Oxycodone Vitabalans 5
mg filmdragerade
tabletter

SE/H/1119/001

46197

VITABALANS OY

SE

Oxycodone Vitabalans 5
mg filmtabletta

SE/H/1119/001

OGYI-T-22287/01

VITABALANS OY

HU

Oxycodone Vitabalans 5
mg filmtabletta

SE/H/1119/001

OGYI-T-22287/02

VITABALANS OY

HU

Oxycodone Vitabalans 5
mg kalvopaéllysteiset
tabletit

SE/H/1119/001

29838

VITABALANS OY

Fl

Oxycodone Vitabalans 5
mg plévele dengtos
tabletés

SE/H/1119/001

LT/1/13/3201/001

VITABALANS OY

LT

Oxycodone Vitabalans 5
mg plévele dengtos
tabletes

SE/H/1119/001

LT/1/13/3201/002

VITABALANS OY

LT

Oxycodone Vitabalans 5
mg potahované tablety

SE/H/1119/001

65/565/12-C

VITABALANS OY

cz

Oxycodone Vitabalans 5
mg tabletter,
filmdrasjerte

SE/H/1119/001

11-8361

VITABALANS OY

NO

Oxycodone Vitabalans,
10 mg dhukese
polumeerikattega
tabletid

SE/H/1119/002

788412

VITABALANS OY

EE

Oxycodone Vitabalans,
10 mg, tabletki
powlekane

SE/H/1119/002

20450

VITABALANS OY

PL

Oxycodone Vitabalans, 5
mg 6hukese
polimeerikattega

SE/H/1119/001

788512

VITABALANS OY

EE
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

tabletid

Oxycodone Vitabalans, 5
mg, tabletki powlekane

SE/H/1119/001

20449

VITABALANS OY

PL

Oxycodone Wockhardt
10 mg/ml evéaipo
diaAupa n didAupa yia
£yxuon

UK/H/2915/001

ML 21405

WOCKHARDT UK LTD

CcY

Oxycodon-HCI HEXAL 10
mg Retardtabletten

DE/H/1084/002

67704.00.00

HEXAL AG

DE

Oxycodon-HCI - 1 A
Pharma 10 mg
Hartkapseln

not available

99688.00.00

1 A PHARMA GMBH

DE

Oxycodon-HCI - 1 A
Pharma 20 mg
Hartkapseln

not available

99689.00.00

1 A PHARMA GMBH

DE

Oxycodon-HCI - 1 A
Pharma 5 mg
Hartkapseln

not available

99687.00.00

1 A PHARMA GMBH

DE

Oxycodon-HCI AbZ 10
mg Retardtabletten

not available

71327.00.00

ABZ-PHARMA GMBH

DE

Oxycodon-HCI AbZ 20
mg Retardtabletten

not available

66596.00.00

ABZ-PHARMA GMBH

DE

Oxycodon-HCI Abz 30
mg Retardtabletten

DE/H/3495/001

86471.00.00

ABZ-PHARMA GMBH

DE

Oxycodon-HCI AbZ 40
mg Retardtabletten

not available

66597.00.00

ABZ-PHARMA GMBH

DE

Oxycodon-HCI AbZ 5 mg
Retardtabletten

DE/H/2947/001

82776.00.00

ABZ-PHARMA GMBH

DE

Oxycodon-HCI Abz 60
mg Retardtabletten

DE/H/3495/002

86472.00.00

ABZ-PHARMA GMBH

DE

Oxycodon-HCI Accord 10
mg tabletten met
verlengde afgifte

NL/H/3192/002/E/001

RVG 109542

ACCORD HEALTHCARE
LIMITED

NL

Oxycodon-HCI Accord 20
mg tabletten met
verlengde afgifte

NL/H/3192/003/E/001

RVG 109543

ACCORD HEALTHCARE
LIMITED

NL
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authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Retardtabletten

number
Oxycodon-HCI Accord 40 | NL/H/3192/004/E/001 RVG 109544 ACCORD HEALTHCARE NL
mg tabletten met LIMITED
verlengde afgifte
Oxycodon-HCI Accord 5 NL/H/3192/001/E/001 RVG 109541 ACCORD HEALTHCARE NL
mg tabletten met LIMITED
verlengde afgifte
Oxycodon-HCI Accord 80 | NL/H/3192/005/E/001 RVG 109545 ACCORD HEALTHCARE NL
mg tabletten met LIMITED
verlengde afgifte
Oxycodon-HCI AL 10 mg DE/H/3860/002 89917.00.00 ALIUD PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI AL 10 mg DE/H/1091/002 69173.00.00 ALIUD PHARMA GMBH DE
Retardtabletten
Wirkstoff:
Oxycodonhydrochlorid
Oxycodon-HCI AL 15 mg DE/H/3860/003 89918.00.00 ALIUD PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI AL 20 mg DE/H/3860/004 89919.00.00 ALIUD PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI AL 20 mg DE/H/0669/001 65363.00.00 ALIUD PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI AL 30 mg DE/H/3860/005 89920.00.00 ALIUD PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI AL 40 mg DE/H/3860/006 89921.00.00 ALIUD PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI AL 40 mg DE/H/0669/002 65364.00.00 ALIUD PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI AL 5 mg DE/H/3860/001 89916.00.00 ALIUD PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI AL 60 mg DE/H/3860/007 89922.00.00 ALIUD PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI AL 80 mg DE/H/3860/008 89923.00.00 ALIUD PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI AL 80 mg DE/H/0669/003 65365.00.00 ALIUD PHARMA GMBH DE
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authorisation country)

MRP/DCP
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

80 mg Retardtabletten

(ART 57)

number
Oxycodon-HCL Amneal DE/H/3639/002 87928.00.00 MORNINGSIDE HEALTHCARE | DE
10 mg Retardtabletten LTD
Oxycodon-HCL Amneal DE/H/3639/003 87929.00.00 MORNINGSIDE HEALTHCARE | DE
15 mg Retardtabletten LTD
Oxycodon-HCL Amneal DE/H/3639/004 87930.00.00 MORNINGSIDE HEALTHCARE | DE
20 mg Retardtabletten LTD
Oxycodon-HCL Amneal DE/H/3639/005 87931.00.00 MORNINGSIDE HEALTHCARE | DE
30 mg Retardtabletten LTD
Oxycodon-HCL Amneal DE/H/3639/006 87932.00.00 MORNINGSIDE HEALTHCARE | DE
40 mg Retardtabletten LTD
Oxycodon-HCL Amneal 5 | DE/H/3639/001 87927.00.00 MORNINGSIDE HEALTHCARE | DE
mg Retardtabletten LTD
Oxycodon-HCL Amneal DE/H/3639/007 87933.00.00 MORNINGSIDE HEALTHCARE | DE
60 mg Retardtabletten LTD
Oxycodon-HCL Amneal DE/H/3639/008 87934.00.00 MORNINGSIDE HEALTHCARE | DE
80 mg Retardtabletten LTD
Oxycodon-HCI Aristo DE/H/4047/001 91325.00.00 ARISTO PHARMA GMBH DE
akut 20 mg Filmtabletten (ART 57)
Oxycodon-HCI Aristo® not available 83015.00.00 ARISTO PHARMA GMBH DE
10 mg Retardtabletten (ART 57)
Wirkstoff:
Oxycodonhydrochlorid
Oxycodon-HCI Aristo® not available 83016.00.00 ARISTO PHARMA GMBH DE
20 mg Retardtabletten (ART 57)
Wirkstoff:
Oxycodonhydrochlorid
Oxycodon-HCI Aristo® not available 83017.00.00 ARISTO PHARMA GMBH DE
40 mg Retardtabletten (ART 57)
Wirkstoff:
Oxycodonhydrochlorid
Oxycodon-HCI Aristo® 5 not available 83014.00.00 ARISTO PHARMA GMBH DE
mg Retardtabletten (ART 57)
Wirkstoff:
Oxycodonhydrochlorid
Oxycodon-HCI Aristo® not available 83018.00.00 ARISTO PHARMA GMBH DE
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authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Wirkstoff:
Oxycodonhydrochlorid
Oxycodon-HCI beta 1 x DE/H/3654/001 88005.00.00 BETAPHARM ARZNEIMITTEL DE
taglich 10 mg GMBH
Retardtabletten
Oxycodon-HCI beta 1 x DE/H/3654/002 88006.00.00 BETAPHARM ARZNEIMITTEL DE
taglich 20 mg GMBH
Retardtabletten
Oxycodon-HCI beta 1 x DE/H/3654/003 88007.00.00 BETAPHARM ARZNEIMITTEL DE
taglich 40 mg GMBH
Retardtabletten
Oxycodon-HCI beta 1 x DE/H/3654/004 88008.00.00 BETAPHARM ARZNEIMITTEL DE
taglich 80 mg GMBH
Retardtabletten
Oxycodon-HCI beta 10 DE/H/1085/002 67705.00.00 BETAPHARM ARZNEIMITTEL DE
mg Retardtabletten GMBH
Oxycodon-HCI beta 20 DE/H/0667/001 65357.00.00 BETAPHARM ARZNEIMITTEL DE
mg Retardtabletten GMBH
Oxycodon-HCI beta 30 DE/H/0667/004 69806.00.00 BETAPHARM ARZNEIMITTEL DE
mg Retardtabletten GMBH
Oxycodon-HCI beta 40 DE/H/0667/002 65358.00.00 BETAPHARM ARZNEIMITTEL DE
mg Retardtabletten GMBH
Oxycodon-HCI beta 5 mg | not available 83009.00.00 BETAPHARM ARZNEIMITTEL DE
Retardtabletten GMBH
Oxycodon-HCI beta 60 DE/H/0667/005 69807.00.00 BETAPHARM ARZNEIMITTEL DE
mg Retardtabletten GMBH
Oxycodon-HCI beta 80 DE/H/0667/003 65359.00.00 BETAPHARM ARZNEIMITTEL DE
mg Retardtabletten GMBH
Oxycodon-HCI beta akut not available 99658.00.00 BETAPHARM ARZNEIMITTEL DE
10 mg Hartkapseln GMBH
Oxycodon-HCI beta akut not available 99659.00.00 BETAPHARM ARZNEIMITTEL DE
20 mg Hartkapseln GMBH
Oxycodon-HCI beta akut not available 99657.00.00 BETAPHARM ARZNEIMITTEL DE
5 mg Hartkapseln GMBH
Oxycodon-HCI dura 10 DE/H/2439/0012 78322.00.00 MYLAN DURA GMBH DE
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MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
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Member State where
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number
mg Retardtabletten
Oxycodon-HCI dura 20 DE/H/2439/003 78323.00.00 MYLAN DURA GMBH DE
mg Retardtabletten
Oxycodon-HCI dura 40 DE/H/2439/004 78324.00.00 MYLAN DURA GMBH DE
mg Retardtabletten
Oxycodon-HCI dura 5 mg | DE/H/2439/001 78321.00.00 MYLAN DURA GMBH DE
Retardtabletten
Oxycodon-HCI dura 80 DE/H/2439/005 78325.00.00 MYLAN DURA GMBH DE
mg Retardtabletten
Oxycodon-HCI HEXAL 10 | DE/H/1155/002 69184.00.00 HEXAL AG DE
mg Retardtabletten
Oxycodon-HCI HEXAL 20 | DE/H/1155/003 69185.00.00 HEXAL AG DE
mg Retardtabletten
Oxycodon-HCI HEXAL 5 DE/H/1155/001 69183.00.00 HEXAL AG DE
mg Retardtabletten
Oxycodon-HCI HEXAL DE/H/4502/002 92111.00.00 HEXAL AG DE
akut 10 mg Hartkapseln
Oxycodon-HCI HEXAL DE/H/4502/003 92112.00.00 HEXAL AG DE
akut 20 mg Hartkapseln
Oxycodon-HCI HEXAL DE/H/4502/001 92110.00.00 HEXAL AG DE
akut 5 mg Hartkapseln
Oxycodon-HCI HEXAL® DE/H/1155/004 84874.00.00 HEXAL AG DE
40 mg Retardtabletten
Oxycodon-HCI HEXAL® DE/H/1155/005 84875.00.00 HEXAL AG DE
60 mg Retardtabletten
Oxycodon-HCI HEXAL® DE/H/1155/006 84876.00.00 HEXAL AG DE
80 mg Retardtabletten
Oxycodon-HCI Krugmann | DE/H/1026/007 83866.00.00 KRUGMAN GMBH DE
1 mg/ml Lésung zum
Einnehmen
Oxycodon-HCI Krugmann | DE/H/0366/002 53004.00.00 KRUGMAN GMBH DE
10 mg Retardtabletten
Oxycodon-HCI Krugmann | DE/H/1026/003 53004.01.00 KRUGMAN GMBH DE
20 mg Retardtabletten
Oxycodon-HCI Krugmann | DE/H/1026/004 53004.02.00 MUNDIPHARMA GMBH DE
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National Authorisation Number
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Member State where
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mg Retardtabletten

number
40 mg Retardtabletten
Oxycodon-HCI Krugmann | DE/H/1026/001 53004.04.00 MUNDIPHARMA GMBH DE
5 mg Retardtabletten
Oxycodon-HCI Krugmann | DE/H/1026/005 53004.03.00 MUNDIPHARMA GMBH DE
80 mg Retardtabletten
Oxycodon-HCI Mylan 10 DE/H/4246/002 93682.00.00 MYLAN DURA GMBH DE
mg Retardtabletten
Oxycodon-HCI Mylan 20 DE/H/4246/003 93683.00.00 MYLAN DURA GMBH DE
mg Retardtabletten
Oxycodon-HCI Mylan 30 DE/H/4246/004 93684.00.00 MYLAN DURA GMBH DE
mg Retardtabletten
Oxycodon-HCI Mylan 40 DE/H/4246/005 93685.00.00 MYLAN DURA GMBH DE
mg Retardtabletten
Oxycodon-HCI Mylan 5 DE/H/4246/001 93681.00.00 MYLAN DURA GMBH DE
mg Retardtabletten
Oxycodon-HCI Mylan 60 DE/H/4246/006 93686.00.00 MYLAN DURA GMBH DE
mg Retardtabletten
Oxycodon-HCI Mylan 80 DE/H/4246/007 93687.00.00 MYLAN DURA GMBH DE
mg Retardtabletten
Oxycodon-HCI DE/H/0668/001 1-27779 TEVA B.V AT
ratiopharm 20 mg
Retardtabletten
Oxycodon-HCI DE/H/0668/002 1-27780 TEVA B.V AT
ratiopharm 40 mg
Retardtabletten
Oxycodon-HCI DE/H/0668/003 1-27781 TEVA B.V AT
ratiopharm 80 mg
Retardtabletten
Oxycodon-HCL Sandoz DE/H/1154/002 69180.00.00 HEXAL AG DE
10 mg Retardtabletten
OXYCODON-HCL DE/H/1154/003 69181.00.00 HEXAL AG DE
SANDOZ 20 MG
RETARDTABLETTEN
Oxycodon-HCL Sandoz 5 | DE/H/1154/001 69179.00.00 HEXAL AG DE
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number
Oxycodon-HCL Sandoz® | DE/H/1419/002 71451.00.00 HEXAL AG DE
10 mg, Retardtabletten
Oxycodon-HCL Sandoz® | DE/H/0789/002 66539.00.00 HEXAL AG DE
40 mg Retardtabletten
Oxycodon-HCL Sandoz® | DE/H/0789/003 66540.00.00 HEXAL AG DE
80 mg Retardtabletten
Oxycodon-HCI STADA® DE/H/1083/002 67703.00.00 STADAPHARM GMBH DE
10 mg Retardtabletten
Wirkstoff:
Oxycodonhydrochlorid
Oxycodon-HCI STADA® DE/H/0665/001 65351.00.00 STADAPHARM GMBH DE
20 mg Retardtabletten
Oxycodon-HCI STADA® DE/H/0665/002 65352.00.00 STADAPHARM GMBH DE
40 mg Retardtabletten
Wirkstoff:
Oxycodonhydrochlorid
Oxycodon-HCI STADA® DE/H/0665/003 65353.00.00 STADAPHARM GMBH DE
80 mg Retardtabletten
Oxycodon-HCI Winthrop DE/H/2438/002 78317.00.00 WINTHROP ARZNEIMITTEL DE
10 mg Retardtabletten GMBH
Oxycodon-HCI Winthrop DE/H/2438/003 78318.00.00 WINTHROP ARZNEIMITTEL DE
20 mg Retardtabletten GMBH
Oxycodon-HCI Winthrop DE/H/2438/004 78319.00.00 WINTHROP ARZNEIMITTEL DE
40 mg Retardtabletten GMBH
Oxycodon-HCI Winthrop DE/H/2438/001 78316.00.00 WINTHROP ARZNEIMITTEL DE
5 mg Retardtabletten GMBH
Oxycodon-HCI Winthrop DE/H/2438/005 78320.00.00 WINTHROP ARZNEIMITTEL DE
80 mg Retardtabletten GMBH
Oxycodon-HCI Zentiva not available 92114.00.00 ZENTIVA PHARMA GMBH DE
10 mg Hartkapseln
Oxycodon-HCI Zentiva not available 92115.00.00 ZENTIVA PHARMA GMBH DE
20 mg Hartkapseln
Oxycodon-HCI Zentiva DE/H/3476/001 86290.00.00 ZENTIVA PHARMA GMBH DE
30 mg Retardtabletten
Oxycodon-HCI Zentiva 5 not available 92113.00.00 ZENTIVA PHARMA GMBH DE
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ratiopharm® 40 mg
Retardtabletten

number
mg Hartkapseln
Oxycodon-HCI Zentiva DE/H/3476/002 86291.00.00 ZENTIVA PHARMA GMBH DE
60 mg Retardtabletten
Oxycodon-HCI-Acino 10 DE/H/1153/002 69200.00.00 ACINO AG DE
mg Retardtabletten
Oxycodon-HCI-Acino 20 DE/H/1153/003 69201.00.00 ACINO AG DE
mg Retardtabletten
Oxycodon-HCI-Acino 40 DE/H/1153/004 69202.00.00 ACINO AG DE
mg Retardtabletten
Oxycodon-HCI-Acino 80 DE/H/1153/005 69203.00.00 ACINO AG DE
mg Retardtabletten
Oxycodon-HCI-CT 10 mg | not available 71325.00.00 ABZ-PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI-CT 20 mg | not available 66593.00.00 ABZ-PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI-CT 30 mg | DE/H/3494/001 86469.00.00 ABZ-PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI-CT 40 mg | not available 66594.00.00 ABZ-PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI-CT 60 mg | DE/H/3494/002 86470.00.00 ABZ-PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI-CT 80 mg | not available 66595.00.00 ABZ-PHARMA GMBH DE
Retardtabletten
Oxycodon-HCI- DE/H/1086/002 67706.00.00 RATIOPHARM GMBH DE
ratiopharm® 10 mg
Retardtabletten
Oxycodon-HCI- DE/H/0668/001 65360.00.00 RATIOPHARM GMBH DE
ratiopharm® 20 mg
Retardtabletten
Oxycodon-HCI- DE/H/3475/001 86288.00.00 RATIOPHARM GMBH DE
ratiopharm® 30 mg
Retardtabletten
Oxycodon-HCI- DE/H/0668/002 65361.00.00 RATIOPHARM GMBH DE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where

product is authorised

Oxycodon-HCI-
ratiopharm® 5 mg
Retardtabletten

not available

70022.00.00

RATIOPHARM GMBH

DE

Oxycodon-HCI-
ratiopharm® 60 mg
Retardtabletten

DE/H/3475/002

86289.00.00

RATIOPHARM GMBH

DE

Oxycodon-HCI-
ratiopharm® 80 mg
Retardtabletten

DE/H/0668/003

65362.00.00

RATIOPHARM GMBH

DE

Oxycodon-HCI-
ratiopharm® akut 10 mg
Hartkapseln

SE/H/1423/002

92061.00.00

RATIOPHARM GMBH

DE

Oxycodon-HCI-
ratiopharm® akut 20 mg
Hartkapseln

SE/H/1423/003

92062.00.00

RATIOPHARM GMBH

DE

Oxycodon-HCI-
ratiopharm® akut 5 mg
Hartkapseln

SE/H/1423/001

92060.00.00

RATIOPHARM GMBH

DE

Oxycodonhydrochlorid -
1 A Pharma® 10 mg
Retardtabletten

DE/H/1156/002

69141.00.00

1 A PHARMA GMBH

DE

Oxycodonhydrochlorid -
1 A Pharma® 20 mg
Retardtabletten

DE/H/1156/003

69142.00.00

1 A PHARMA GMBH

DE

Oxycodonhydrochlorid -
1 A Pharma® 40 mg
Retardtabletten

DE/H/1154/004

84845.00.00

1 A PHARMA GMBH

DE

Oxycodonhydrochlorid -
1 A Pharma® 5 mg
Retardtabletten

DE/H/1156/001

69140.00.00

1 A PHARMA GMBH

DE

Oxycodonhydrochlorid -
1 A Pharma® 60 mg
Retardtabletten

DE/H/1154/005

84846.00.00

1 A PHARMA GMBH

DE

Oxycodonhydrochlorid -
1 A Pharma® 80 mg
Retardtabletten

DE/H/1154/006

84847.00.00

1 A PHARMA GMBH

DE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

”Lannacher”,

GES.M.B.H.,

number
Oxycodonhydrochlorid SE/H/1226/001 50043 ACTAVIS GROUP PTC EHF. DK
"Actavis", harde kapsler
Oxycodonhydrochlorid SE/H/1226/002 50044 ACTAVIS GROUP PTC EHF. DK
"Actavis", harde kapsler
Oxycodonhydrochlorid SE/H/1226/003 50045 ACTAVIS GROUP PTC EHF. DK
"Actavis", harde kapsler
Oxycodonhydrochlorid DE/H/2669/004 56759 G.L. PHARMA GMBH DK
"G.L."
Oxycodonhydrochlorid DE/H/1153/005 41757 ACINO AG DK
”Acino”, depottabletter
Oxycodonhydrochlorid DE/H/1153/003 41755 ACINO AG DK
”Acino”, depottabletter
Oxycodonhydrochlorid DE/H/1153/004 41756 ACINO AG DK
"Acino”, depottabletter
Oxycodonhydrochlorid DE/H/1153/002 41754 ACINO AG DK
”Acino”, depottabletter
Oxycodonhydrochlorid DE/H/2669/001 46271 G.L. PHARMA GMBH DK
”G.L.”, filmovertrukne
tabletter
Oxycodonhydrochlorid DE/H/2669/002 46272 G.L. PHARMA GMBH DK
”G.L.”, filmovertrukne
tabletter
Oxycodonhydrochlorid DE/H/2182/001 44426 LANNACHER HEILMITTEL DK
“Lannacher”, GES.M.B.H.,
depottabletter
Oxycodonhydrochlorid DE/H/2182/002 44427 LANNACHER HEILMITTEL DK
“Lannacher”, GES.M.B.H.,
depottabletter
Oxycodonhydrochlorid DE/H/2182/003 44428 LANNACHER HEILMITTEL DK
“Lannacher”, GES.M.B.H.,
depottabletter
Oxycodonhydrochlorid DE/H/2182/004 44429 LANNACHER HEILMITTEL DK
”Lannacher”, GES.M.B.H.,
depottabletter
Oxycodonhydrochlorid DE/H/2182/005 44430 LANNACHER HEILMITTEL DK
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Product Name (in

authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the

member state

Member State where

product is authorised

depottabletter

Oxycodonhydrochlorid
”Orion”, injektions- og
infusionsveeske,
oplgsning

SE/H/1097/001

47477

ORION CORPORATION

DK

Oxycodonhydrochlorid
axcount 10 mg
Retardtabletten

DE/H/4245/002

93675.00.00

AXCOUNT GENERIKA GMBH

DE

Oxycodonhydrochlorid
axcount 20 mg
Retardtabletten

DE/H/4245/003

93676.00.00

AXCOUNT GENERIKA GMBH

DE

Oxycodonhydrochlorid
axcount 30 mg
Retardtabletten

DE/H/4245/004

93677.00.00

AXCOUNT GENERIKA GMBH

DE

Oxycodonhydrochlorid
axcount 40 mg
Retardtabletten

DE/H/4245/005

93678.00.00

AXCOUNT GENERIKA GMBH

DE

Oxycodonhydrochlorid
axcount 5 mg
Retardtabletten

DE/H/4245/001

93674.00.00

AXCOUNT GENERIKA GMBH

DE

Oxycodonhydrochlorid
axcount 60 mg
Retardtabletten

DE/H/4245/006

93679.00.00

AXCOUNT GENERIKA GMBH

DE

Oxycodonhydrochlorid
axcount 80 mg
Retardtabletten

DE/H/4245/007

93680.00.00

AXCOUNT GENERIKA GMBH

DE

Oxycodonhydrochlorid
Ethypharm 10 mg
Retardtabletten

DE/H/4081/002

91780.00.00

ETHYPHARM

DE

Oxycodonhydrochlorid
Ethypharm 10 mg
Retardtabletten

DE/H/4080/002

91750.00.00

ETHYPHARM

DE

Oxycodonhydrochlorid
Ethypharm 20 mg
Retardtabletten

DE/H/4081/003

91781.00.00

ETHYPHARM

DE

Oxycodonhydrochlorid

DE/H/4080/003

91751.00.00

ETHYPHARM

DE
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where

product is authorised

Ethypharm 20 mg
Retardtabletten

Oxycodonhydrochlorid
Ethypharm 40 mg
Retardtabletten

DE/H/4081/004

91782.00.00

ETHYPHARM

DE

Oxycodonhydrochlorid
Ethypharm 40 mg
Retardtabletten

DE/H/4080/004

91752.00.00

ETHYPHARM

DE

Oxycodonhydrochlorid
Ethypharm 5 mg
Retardtabletten

DE/H/4081/001

91779.00.00

ETHYPHARM

DE

Oxycodonhydrochlorid
Ethypharm 5 mg
Retardtabletten

DE/H/4080/001

91749.00.00

ETHYPHARM

DE

Oxycodonhydrochlorid
G.L. 10 mg Filmtabletten

DE/H/2669/002

80364.00.00

G.L. PHARMA GMBH

DE

Oxycodonhydrochlorid
G.L. 10 mg
Retardtabletten

DE/H/2827/002

81682.00.00

G.L. PHARMA GMBH

DE

Oxycodonhydrochlorid
G.L. 20 mg Filmtabletten

DE/H/2669/004

96062.00.00

G.L. PHARMA GMBH

DE

Oxycodonhydrochlorid
G.L. 20 mg
Retardtabletten

DE/H/2827/003

81683.00.00

G.L. PHARMA GMBH

DE

Oxycodonhydrochlorid
G.L. 40 mg
Retardtabletten

DE/H/2827/004

81684.00.00

G.L. PHARMA GMBH

DE

Oxycodonhydrochlorid
G.L. 5 mg Filmtabletten

DE/H/2669/001

80363.00.00

G.L. PHARMA GMBH

DE

Oxycodonhydrochlorid
G.L. 5mg
Retardtabletten

DE/H/2827/001

81681.00.00

G.L. PHARMA GMBH

DE

Oxycodonhydrochlorid
G.L. 80 mg
Retardtabletten

DE/H/2827/005

81685.00.00

G.L. PHARMA GMBH

DE

Oxycodonhydrochlorid

not available

78001.00.00

HENNIG ARZNEIMITTEL

DE
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Hennig 10 mg GMBH & CO. KG

Retardtabletten

Oxycodonhydrochlorid not available 78002.00.00 HENNIG ARZNEIMITTEL DE
Hennig 20 mg GMBH & CO. KG

Retardtabletten

Oxycodonhydrochlorid not available 78003.00.00 HENNIG ARZNEIMITTEL DE
Hennig 40 mg GMBH & CO. KG

Retardtabletten

Oxycodonhydrochlorid not available 78000.00.00 HENNIG ARZNEIMITTEL DE
Hennig 5 mg GMBH & CO. KG

Retardtabletten

Oxycodonhydrochlorid not available 92108.00.00 HEUMANN PHARMA GMBH & DE
Heumann 10 mg CO. GENERICA KG

Hartkapseln

Oxycodonhydrochlorid SE/H/1381/002/DC 91465.00.00 HEUMANN PHARMA GMBH & | DE
Heumann 10 mg CO. GENERICA KG
Retardtabletten

Oxycodonhydrochlorid SE/H/1381/003/DC 91466.00.00 HEUMANN PHARMA GMBH & | DE
Heumann 15 mg CO. GENERICA KG
Retardtabletten

Oxycodonhydrochlorid not available 92109.00.00 HEUMANN PHARMA GMBH & | DE
Heumann 20 mg CO. GENERICA KG

Hartkapseln

Oxycodonhydrochlorid SE/H/1381/004/DC 91467.00.00 HEUMANN PHARMA GMBH & | DE
Heumann 20 mg CO. GENERICA KG
Retardtabletten

Oxycodonhydrochlorid SE/H/1381/005/DC 91468.00.00 HEUMANN PHARMA GMBH & | DE
Heumann 30 mg CO. GENERICA KG
Retardtabletten

Oxycodonhydrochlorid SE/H/1381/006/DC 91469.00.00 HEUMANN PHARMA GMBH & | DE
Heumann 40 mg CO. GENERICA KG
Retardtabletten

Oxycodonhydrochlorid not available 92107.00.00 HEUMANN PHARMA GMBH & DE
Heumann 5 mg CO. GENERICA KG

Hartkapseln

Oxycodonhydrochlorid SE/H/1381/001/DC 91464.00.00 HEUMANN PHARMA GMBH & | DE
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Product Name (in
authorisation country)

MRP/DCP

Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Puren 5 mg

CO. KG

number
Heumann 5 mg CO. GENERICA KG
Retardtabletten
Oxycodonhydrochlorid SE/H/1381/007/DC 91470.00.00 HEUMANN PHARMA GMBH & | DE
Heumann 60 mg CO. GENERICA KG
Retardtabletten
Oxycodonhydrochlorid SE/H/1381/008/DC 91471.00.00 HEUMANN PHARMA GMBH & | DE
Heumann 80 mg CO. GENERICA KG
Retardtabletten
Oxycodonhydrochlorid DE/H/1419/001 71450.00.00 HEXAL AG DE
HEXAL 5 mg
Retardtabletten
Oxycodonhydrochlorid NL/H/4429/002 86977.00.00 PUREN PHARMA GMBH & DE
PUREN 10 mg CO. KG
Hartkapseln
Oxycodonhydrochlorid DE/H/5356/002 89095.00.00 PUREN PHARMA GMBH & DE
Puren 10 mg CO. KG
Retardtabletten
Oxycodonhydrochlorid DE/H/5356/004 89096.00.00 PUREN PHARMA GMBH & DE
Puren 15 mg CO. KG
Retardtabletten
Oxycodonhydrochlorid NL/H/4429/003 86978.00.00 PUREN PHARMA GMBH & DE
PUREN 20 mg CO. KG
Hartkapseln
Oxycodonhydrochlorid DE/H/5356/003 89097.00.00 PUREN PHARMA GMBH & DE
Puren 20 mg CO. KG
Retardtabletten
Oxycodonhydrochlorid DE/H/5356/005 89098.00.00 PUREN PHARMA GMBH & DE
Puren 30 mg CO. KG
Retardtabletten
Oxycodonhydrochlorid DE/H/5356/006 89099.00.00 PUREN PHARMA GMBH & DE
Puren 40 mg CO. KG
Retardtabletten
Oxycodonhydrochlorid NL/H/4429/001 86976.00.00 PUREN PHARMA GMBH & DE
PUREN 5 mg Hartkapseln CO. KG
Oxycodonhydrochlorid DE/H/5356/001 89094.00.00 PUREN PHARMA GMBH & DE
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Retardtabletten

Oxycodonhydrochlorid
Puren 60 mg
Retardtabletten

DE/H/5356/007

89100.00.00

PUREN PHARMA GMBH &
CO. KG

DE

Oxycodonhydrochlorid
Puren 80 mg
Retardtabletten

DE/H/5356/008

89101.00.00

PUREN PHARMA GMBH &
CO. KG

DE

Oxycodonhydrochlorid
STADA® 10 mg
Retardtabletten

DE/H/3641/002

87944.00.00

STADAPHARM GMBH

DE

Oxycodonhydrochlorid
STADA® 15 mg
Retardtabletten

DE/H/3641/003

87945.00.00

STADAPHARM GMBH

DE

Oxycodonhydrochlorid
STADA® 20 mg
Retardtabletten

DE/H/3641/004

87946.00.00

STADAPHARM GMBH

DE

Oxycodonhydrochlorid
STADA® 30 mg
Retardtabletten

DE/H/3641/005

87947.00.00

STADAPHARM GMBH

DE

Oxycodonhydrochlorid
STADA® 40 mg
Retardtabletten

DE/H/3641/006

87948.00.00

STADAPHARM GMBH

DE

Oxycodonhydrochlorid
STADA® 5 mg
Retardtabletten

DE/H/3641/001

87943.00.00

STADAPHARM GMBH

DE

Oxycodonhydrochlorid
STADA® 60 mg
Retardtabletten

DE/H/3641/007

87949.00.00

STADAPHARM GMBH

DE

Oxycodonhydrochlorid
STADA® 80 mg
Retardtabletten

DE/H/3641/008

87950.00.00

STADAPHARM GMBH

DE

Oxycodonhydrochlorid-
CT 5 mg Retardtabletten

not available

82794.00.00

ABZ-PHARMA GMBH

DE

Oxycodonhydrochlorid-
ratiopharm® 10 mg
Retardtabletten

DE/H/1395/002

71323.00.00

RATIOPHARM GMBH

DE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where

product is authorised

Retardtabletten

number

Oxycodonhydrochlorid- DE/H/0790/001 66590.00.00 RATIOPHARM GMBH DE
ratiopharm® 20 mg

Retardtabletten

Oxycodonhydrochlorid- DE/H/0790/002 66591.00.00 RATIOPHARM GMBH DE
ratiopharm® 40 mg

Retardtabletten

Oxycodonhydrochlorid- DE/H/0790/003 66592.00.00 RATIOPHARM GMBH DE
ratiopharm® 80 mg

Retardtabletten

Oxycon 40 mg DE/H/3293/001 84871.00.00 HEXAL AG DE
Retardtabletten

Oxycon 60 mg DE/H/3293/002 84872.00.00 HEXAL AG DE
Retardtabletten

Oxycon 80 mg DE/H/3293/003 84873.00.00 HEXAL AG DE
Retardtabletten

Oxyconica 10 mg DE/H/3644/002 87968.00.00 ACINO AG DE
Retardtabletten

Oxyconica 15 mg DE/H/3644/003 87969.00.00 ACINO AG DE
Retardtabletten

Oxyconica 20 mg DE/H/3644/004 87970.00.00 ACINO AG DE
Retardtabletten

Oxyconica 30 mg DE/H/3644/005 87971.00.00 ACINO AG DE
Retardtabletten

Oxyconica 40 mg DE/H/3644/006 87972.00.00 ACINO AG DE
Retardtabletten

Oxyconica 5 mg DE/H/3644/001 87967.00.00 ACINO AG DE
Retardtabletten

Oxyconica 60 mg DE/H/3644/007 87973.00.00 ACINO AG DE
Retardtabletten

Oxyconica 80 mg DE/H/3644/008 87974.00.00 ACINO AG DE
Retardtabletten

Oxyconicur 10 mg DE/H/3643/002 87960.00.00 ACINO AG DE
Retardtabletten

Oxyconicur 15 mg DE/H/3643/003 87961.00.00 ACINO AG DE
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MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

Oxyconicur 20 mg DE/H/3643/004 87962.00.00 ACINO AG DE

Retardtabletten

Oxyconicur 30 mg DE/H/3643/005 87963.00.00 ACINO AG DE

Retardtabletten

Oxyconicur 40 mg DE/H/3643/006 87964.00.00 ACINO AG DE

Retardtabletten

Oxyconicur 5 mg DE/H/3643/001 87959.00.00 ACINO AG DE

Retardtabletten

Oxyconicur 60 mg DE/H/3643/007 87965.00.00 ACINO AG DE

Retardtabletten

Oxyconicur 80 mg DE/H/3643/008 87966.00.00 ACINO AG DE

Retardtabletten

Oxyconoica 10 mg DE/H/3645/002 87976.00.00 GLENMARK DE

Retardtabletten PHARMACEUTICALS EUROPE
LIMITED

Oxyconoica 15 mg DE/H/3645/003 87977.00.00 GLENMARK DE

Retardtabletten PHARMACEUTICALS EUROPE
LIMITED

Oxyconoica 20 mg DE/H/3645/004 87978.00.00 GLENMARK DE

Retardtabletten PHARMACEUTICALS EUROPE
LIMITED

Oxyconoica 30 mg DE/H/3645/005 87979.00.00 GLENMARK DE

Retardtabletten PHARMACEUTICALS EUROPE
LIMITED

Oxyconoica 40 mg DE/H/3645/006 87980.00.00 GLENMARK DE

Retardtabletten PHARMACEUTICALS EUROPE
LIMITED

Oxyconoica 5 mg DE/H/3645/001 87975.00.00 GLENMARK DE

Retardtabletten PHARMACEUTICALS EUROPE
LIMITED

Oxyconoica 60 mg DE/H/3645/007 87981.00.00 GLENMARK DE

Retardtabletten PHARMACEUTICALS EUROPE
LIMITED

Oxyconoica 80 mg DE/H/3645/008 87982.00.00 GLENMARK ARZNEIMITTEL DE

Retardtabletten GMBH

OxyContin ®160 mg not available PA 1688/5/10 MUNDIPHARMA IE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

tabletten met verlengde
afgifte

number
prolonged release tablets PHARMACEUTICALS LIMITED
OxyContin 1 mg/ml UK/H/2780/001 83866.00.00 MUNDIPHARMA GMBH DE
Lésung zum Einnehmen
OxyContin 10 mg IE/H/0112/001 63.446 MUNDIPHARMA ES
comprimidos de PHARMACEUTICALS SL
liberacién prolongada
OxyContin 10 mg not available 94-2768 MUNDIPHARMA AS. NO
depottabletter
OxyContin 10 mg not available 13830 MUNDIPHARMA AB SE
depottabletter
OxyContin 10 mg not available 18608 MUNDIPHARMA CY
prolonged release tablets PHARMACEUTICALS LTD
OxyContin 10 mg not available PL 16950/0097 NAPP PHARMACEUTICALS UK
prolonged release tablets LTD
OxyContin 10 mg retard not available OGYI-T-7166/03 MUNDIPHARMA GES.M.B.H HU
filmtabletta
OxyContin 10 mg tablete | not available H/01/01201/002 MEDIS, D.O.O. Sl
s podaljSanim
spros¢anjem
OxyContin 10 mg tablete | not available H/01/01201/001 MEDIS, D.O.O. Sl
s podaljSanim
spros¢anjem
OxyContin 10 mg tablete | not available H/01/01201/003 MEDIS, D.O.O. Si
s podaljSanim
sproscanjem
OXYCONTIN 10 mg, DE/H/0366/001 BE253197 MUNDIPHARMA COMM VA BE
comprimés a libération
prolongée
OXYCONTIN 10 mg, DE/H/0366/001 1495/03/10/0017 MUNDIPHARMA COMM VA LU
comprimés a libération
prolongée
OXYCONTIN 10 mg, DE/H/0366/001 1S/1/02/047/01 NORPHARMA A/S IS
fordatoflur
OxyContin 10 mg, DE/H/0366/001 BE253197 MUNDIPHARMA COMM VA BE

List of nationally authorised medicinal products

EMA/398898/20158

Page 136/171




Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
OxyContin 10 mg, not available RVG 22107 MUNDIPHARMA NL
tabletten met verlengde PHARMACEUTICALS BV
afgifte
OxyContin 10 mg, not available 300500 MUNDIPHARMA GES.M.B.H EE
toimeainet
prolongeeritult
vabastavad tabletid
OxyContin 10mg tablety not available 65/257/00-C MUNDIPHARMA GES.M.B.H cz
s prodlouzenym
uvolfovanim
OxyContin 120 mg not available 07-5181 MUNDIPHARMA AS. NO
depottabletter
OxyContin 120 mg not available PL 16950/0150 NAPP PHARMACEUTICALS UK
prolonged release tablets LTD
OXYCONTIN 120 mg, DE/H/0366/012 BE348993 MUNDIPHARMA COMM VA BE
comprimés a libération
prolongée
OXYCONTIN 120 mg, DE/H/0366/012 1495/10030087 MUNDIPHARMA COMM VA LU
comprimés a libération
prolongée
OxyContin 120 mg, DE/H/0366/012 BE348993 MUNDIPHARMA COMM VA BE
tabletten met verlengde
afgifte
OxyContin 120 mg, not available RVG 100824 MUNDIPHARMA NL
tabletten met verlengde PHARMACEUTICALS BV
afgifte
OxyContin 15 mg not available 07-4847 MUNDIPHARMA AS. NO
depottabletter
OxyContin 15 mg not available PL 16950/ 0139 NAPP PHARMACEUTICALS UK
prolonged release tablets LTD
OXYCONTIN 15 mg, DE/H/0366/009 BE348966 MUNDIPHARMA COMM VA BE
comprimés a libération
prolongée
OXYCONTIN 15 mg, DE/H/0366/009 1495/10030084 MUNDIPHARMA COMM VA LU

comprimés a libération
prolongée
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

OxyContin 15 mg, DE/H/0366/009 BE348966 MUNDIPHARMA COMM VA BE

tabletten met verlengde

afgifte

OxyContin 15 mg, not available RVG 100819 MUNDIPHARMA NL

tabletten met verlengde PHARMACEUTICALS BV

afgifte

OXYCONTIN 160 mg, DE/H/0366/013 BE349002 MUNDIPHARMA COMM VA BE

comprimés a libération

prolongée

OXYCONTIN 160 mg, DE/H/0366/013 1495/10030088 MUNDIPHARMA COMM VA LU

comprimés a libération

prolongée

OxyContin 160 mg, DE/H/0366/013 BE349002 MUNDIPHARMA COMM VA BE

tabletten met verlengde

afgifte

OxyContin 160 mg, not available RVG 100825 MUNDIPHARMA NL

tabletten met verlengde PHARMACEUTICALS BV

afgifte

OxyContin 20 mg IE/H/0112/002 63.447 MUNDIPHARMA ES

comprimidos de PHARMACEUTICALS SL

liberacién prolongada

OxyContin 20 mg not available 94-2769 MUNDIPHARMA AS. NO

depottabletter

OxyContin 20 mg not available 13831 MUNDIPHARMA AB SE

depottabletter

OxyContin 20 mg not available 18609 MUNDIPHARMA CY

prolonged release tablets PHARMACEUTICALS LTD

OxyContin 20 mg not available PL 16950/0098 NAPP PHARMACEUTICALS UK

prolonged release tablets LTD

OxyContin 20 mg retard not available OGYI-T-7166/04 MUNDIPHARMA GES.M.B.H HU

filmtabletta

OxyContin 20 mg tablete | not available H/01/01201/005 MEDIS, D.O.O. Sl

s podaljSanim

spros¢anjem

OxyContin 20 mg tablete | not available H/01/01201/004 MEDIS, D.O.O. Sl

s podaljSanim
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

spros¢anjem

OxyContin 20 mg tablete
s podaljSanim
spros¢anjem

not available

H/01/01201/006

MEDIS, D.O.O.

Sl

OxyContin 20 mg tablete
s produljenim
oslobadanjem

DE/H/3862/003

HR-H-188823708

MUNDIPHARMA
GESELLSCHAFT M.B.H.

HR

OXYCONTIN 20 mg,
comprimés a libération
prolongée

DE/H/0366/002

BE253242

MUNDIPHARMA COMM VA

BE

OXYCONTIN 20 mg,
comprimés a libération
prolongée

DE/H/0366/002

1495/03/10/0018

MUNDIPHARMA COMM VA

LU

OXYCONTIN 20 mg,
fordatoflur

DE/H/0366/002

1S/1/02/047/02

NORPHARMA A/S

OxyContin 20 mg,
tabletten met verlengde
afgifte

DE/H/0366/002

BE253242

MUNDIPHARMA COMM VA

BE

OxyContin 20 mg,
tabletten met verlengde
afgifte

not available

RVG 22108

MUNDIPHARMA
PHARMACEUTICALS BV

NL

OxyContin 20 mg,
toimeainet
prolongeeritult
vabastavad tabletid

not available

300600

MUNDIPHARMA GES.M.B.H

EE

OxyContin 20mg tablety
s prodlouzenym
uvoliovanim

not available

65/258/00-C

MUNDIPHARMA GES.M.B.H

Ccz

OxyContin 30 mg
depottabletter

not available

07-4848

MUNDIPHARMA AS.

NO

OxyContin 30 mg
prolonged release tablets

not available

PL 16950/0140

NAPP PHARMACEUTICALS
LTD

UK

OXYCONTIN 30 mg,
comprimés a libération
prolongée

DE/H/0366/010

BE348975

MUNDIPHARMA COMM VA

BE

OXYCONTIN 30 mg,

DE/H/0366/010

1495/10030085

MUNDIPHARMA COMM VA

LU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimés a libération
prolongée

number
comprimés a libération
prolongée
OxyContin 30 mg, DE/H/0366/010 BE348975 MUNDIPHARMA COMM VA BE
tabletten met verlengde
afgifte
OxyContin 30 mg, not available RVG 100820 MUNDIPHARMA NL
tabletten met verlengde PHARMACEUTICALS BV
afgifte
OxyContin 40 mg IE/H/0112/003 63.448 MUNDIPHARMA ES
comprimidos de PHARMACEUTICALS SL
liberacién prolongada
OxyContin 40 mg not available 94-2770 MUNDIPHARMA AS. NO
depottabletter
OxyContin 40 mg not available 13832 MUNDIPHARMA AB SE
depottabletter
OxyContin 40 mg not available 18610 MUNDIPHARMA CY
prolonged release tablets PHARMACEUTICALS LTD
OxyContin 40 mg not available PL 16950/0099 NAPP PHARMACEUTICALS UK
prolonged release tablets LTD
OxyContin 40 mg retard not available OGYI-T-7166/05 MUNDIPHARMA GES.M.B.H HU
filmtabletta
OxyContin 40 mg tablete | not available H/01/01201/008 MEDIS, D.O.O. Sl
s podaljSanim
spros¢anjem
OxyContin 40 mg tablete | not available H/01/01201/007 MEDIS, D.O.O. Sl
s podaljSanim
spros¢anjem
OxyContin 40 mg tablete | not available H/01/01201/009 MEDIS, D.O.O. Si
s podaljSanim
sproscanjem
OxyContin 40 mg tablete | DE/H/1026/004 HR-H-849997645 MUNDIPHARMA HR
s produljenim GESELLSCHAFT M.B.H.
oslobadanjem
OXYCONTIN 40 mg, DE/H/0366/003 BE253276 MUNDIPHARMA COMM VA BE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

comprimés a libération
prolongée

number
OXYCONTIN 40 mg, DE/H/0366/003 1495/03/10/0019 MUNDIPHARMA COMM VA LU
comprimés a libération
prolongée
OXYCONTIN 40 mg, DE/H/0366/003 1S/1/02/047/03 NORPHARMA A/S IS
fordatoflur
OxyContin 40 mg, DE/H/0366/003 BE253276 MUNDIPHARMA COMM VA BE
tabletten met verlengde
afgifte
OxyContin 40 mg, not available RVG 22109 MUNDIPHARMA NL
tabletten met verlengde PHARMACEUTICALS BV
afgifte
OxyContin 40 mg, not available 300700 MUNDIPHARMA GES.M.B.H EE
toimeainet
prolongeeritult
vabastavad tabletid
OxyContin 40mg tablety not available 65/259/00-C MUNDIPHARMA GES.M.B.H cz
s prodlouzenym
uvolfovanim
OxyContin 5 mg IE/H/0112/005 68.605 MUNDIPHARMA ES
comprimidos de PHARMACEUTICALS SL
liberacién prolongada
OxyContin 5 mg not available 02-1153 MUNDIPHARMA AS. NO
depottabletter
OxyContin 5 mg not available 18349 MUNDIPHARMA AB SE
depottabletter
OxyContin 5 mg film- not available 20346 MUNDIPHARMA CY
coated, prolonged PHARMACEUTICALS LTD
release tablets
OxyContin 5 mg not available PL 16950/0123 NAPP PHARMACEUTICALS UK
prolonged release tablets LTD
OXYCONTIN 5 mg, DE/H/0366/005 BE274942 MUNDIPHARMA COMM VA BE
comprimés a libération
prolongée
OXYCONTIN 5 mg, DE/H/0366/005 1495/05100109 MUNDIPHARMA COMM VA LU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
OXYCONTIN 5 mg, DE/H/0366/005 1S/1/05/021/01 NORPHARMA A/S IS
fordatoflur
OxyContin 5 mg, DE/H/0366/005 BE274942 MUNDIPHARMA COMM VA BE
tabletten met verlengde
afgifte
OxyContin 5 mg, not available RVG 27536 MUNDIPHARMA NL
tabletten met verlengde PHARMACEUTICALS BV
afgifte
OxyContin 60 mg not available 07-5180 MUNDIPHARMA AS. NO
depottabletter
OxyContin 60 mg not available PL 16950/0141 NAPP PHARMACEUTICALS UK
prolonged release tablets LTD
OXYCONTIN 60 mg, DE/H/0366/011 BE348984 MUNDIPHARMA COMM VA BE
comprimés a libération
prolongée
OXYCONTIN 60 mg, DE/H/0366/011 1495/10030086 MUNDIPHARMA COMM VA LU
comprimés a libération
prolongée
OxyContin 60 mg, DE/H/0366/011 BE348984 MUNDIPHARMA COMM VA BE
tabletten met verlengde
afgifte
OxyContin 60 mg, not available RVG 100821 MUNDIPHARMA NL
tabletten met verlengde PHARMACEUTICALS BV
afgifte
OxyContin 80 mg IE/H/0112/004 63.449 MUNDIPHARMA ES
comprimidos de PHARMACEUTICALS SL
liberacién prolongada
OxyContin 80 mg not available 01-2425 MUNDIPHARMA AS. NO
depottabletter
OxyContin 80 mg not available 15982 MUNDIPHARMA AB SE
depottabletter
OxyContin 80 mg not available 18611 MUNDIPHARMA CY
prolonged release tablets PHARMACEUTICALS LTD
OxyContin 80 mg not available PL 16950/0100 NAPP PHARMACEUTICALS UK
prolonged release tablets LTD
OxyContin 80 mg retard not available OGYI-T-7166/06 MUNDIPHARMA GES.M.B.H HU
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

filmtabletta

OxyContin 80 mg tablete
s podaljSanim
spros¢anjem

not available

H/01/01201/011

MEDIS, D.O.O.

Sl

OxyContin 80 mg tablete
s podaljSanim
spros¢anjem

not available

H/01/01201/010

MEDIS, D.O.O.

S

OxyContin 80 mg tablete
s podaljSanim
spros¢anjem

not available

H/01/01201/012

MEDIS, D.O.O.

S

OxyContin 80 mg tablete
s produljenim
oslobadanjem

DE/H/1026/005

HR-H-76344 1426

MUNDIPHARMA
GESELLSCHAFT M.B.H.

HR

OXYCONTIN 80 mg,
comprimés a libération
prolongée

DE/H/0366/004

BE253303

MUNDIPHARMA COMM VA

BE

OXYCONTIN 80 mg,
comprimés a libération
prolongée

DE/H/0366/004

1495/03/10/0020

MUNDIPHARMA COMM VA

LU

OXYCONTIN 80 mg,
fordatoflur

DE/H/0366/004

1S/1/02/047/04

NORPHARMA A/S

OxyContin 80 mg,
tabletten met verlengde
afgifte

DE/H/0366/004

BE253303

MUNDIPHARMA COMM VA

BE

OxyContin 80 mg,
tabletten met verlengde
afgifte

not available

RVG 22110

MUNDIPHARMA
PHARMACEUTICALS BV

NL

OxyContin 80 mg,
toimeainet
prolongeeritult
vabastavad tabletid

not available

300800

MUNDIPHARMA GES.M.B.H

EE

OxyContin 80mg tablety
s prodlouzenym
uvolfovanim

not available

65/260/00-C

MUNDIPHARMA GES.M.B.H

Ccz

OxyContin | 0 mg tablete
s produljenim

DE/H/1026/002

HR-H- 11 8192252

MUNDIPHARMA
GESELLSCHAFT M.B.H.

HR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

oslobadanjem

OXYCONTIN LP 10 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 2109 8

MUNDIPHARMA

FR

OXYCONTIN LP 10 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 2090 9

MUNDIPHARMA

FR

OXYCONTIN LP 10 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 208 4 8

MUNDIPHARMA

FR

OXYCONTIN LP 10 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 207 8 7

MUNDIPHARMA

FR

OXYCONTIN LP 10 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 21159

MUNDIPHARMA

FR

OXYCONTIN LP 10 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 206 1 9

MUNDIPHARMA

FR

OXYCONTIN LP 120 mg,
comprimé pelliculé a
libération prolongée

not available

34009 384 604 5 2

MUNDIPHARMA

FR

OXYCONTIN LP 120 mg,
comprimé pelliculé a
libération prolongée

not available

34009 384 6039 1

MUNDIPHARMA

FR

OXYCONTIN LP 120 mg,
comprimé pelliculé a
libération prolongée

not available

34009 384 602 2 3

MUNDIPHARMA

FR

OXYCONTIN LP 15 mg,
comprimé pelliculé a
libération prolongée

not available

34009 384586 7 1

MUNDIPHARMA

FR

OXYCONTIN LP 15 mg,
comprimé pelliculé a
libération prolongée

not available

34009 384 585 0 3

MUNDIPHARMA

FR

OXYCONTIN LP 15 mg,
comprimé pelliculé a

not available

34009 384 584 4 2

MUNDIPHARMA

FR
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Product Name (in

authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

libération prolongée

OXYCONTIN LP 20 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 21500

MUNDIPHARMA

FR

OXYCONTIN LP 20 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 216 7 8

MUNDIPHARMA

FR

OXYCONTIN LP 20 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 2144 9

MUNDIPHARMA

FR

OXYCONTIN LP 20 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 213 8 8

MUNDIPHARMA

FR

OXYCONTIN LP 20 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 217 3 9

MUNDIPHARMA

FR

OXYCONTIN LP 20 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 21210

MUNDIPHARMA

FR

OXYCONTIN LP 30 mg,
comprimé pelliculé a
libération prolongée

not available

34009 384 587 3 2

MUNDIPHARMA

FR

OXYCONTIN LP 30 mg,
comprimé pelliculé a
libération prolongée

not available

34009 384 5896 1

MUNDIPHARMA

FR

OXYCONTIN LP 40 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 223 3 3

MUNDIPHARMA

FR

OXYCONTIN LP 40 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 2204 0

MUNDIPHARMA

FR

OXYCONTIN LP 40 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 22101

MUNDIPHARMA

FR

OXYCONTIN LP 40 mg,
comprimé pelliculé a

not available

34009 354 222-7 0

MUNDIPHARMA

FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

libération prolongée

OXYCONTIN LP 40 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 2256 9

MUNDIPHARMA

FR

OXYCONTIN LP 40 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 2196 8

MUNDIPHARMA

FR

OXYCONTIN LP 5 mg,
comprimé pelliculé a
libération prolongée

not available

34009 366 905 7 8

MUNDIPHARMA

FR

OXYCONTIN LP 5 mg,
comprimé pelliculé a
libération prolongée

not available

34009 366 904 0 9

MUNDIPHARMA

FR

OXYCONTIN LP 5 mg,
comprimé pelliculé a
libération prolongée

not available

34009 366 903 4 9

MUNDIPHARMA

FR

OXYCONTIN LP 60 mg,
comprimé pelliculé a
libération prolongée

not available

34009 384 599 1 3

MUNDIPHARMA

FR

OXYCONTIN LP 60 mg,
comprimé pelliculé a
libération prolongée

not available

34009 384 601 6 2

MUNDIPHARMA

FR

OXYCONTIN LP 60 mg,
comprimé pelliculé a
libération prolongée

not available

34009 384 598 5 2

MUNDIPHARMA

FR

OXYCONTIN LP 80 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 296 0 5

MUNDIPHARMA

FR

OXYCONTIN LP 80 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 295 4 4

MUNDIPHARMA

FR

OXYCONTIN LP 80 mg,
comprimé pelliculé a
libération prolongée

not available

34009 354 228 59

MUNDIPHARMA

FR

OXYCONTIN LP 80 mg,
comprimé pelliculé a

not available

34009 354 227 9 8

MUNDIPHARMA

FR

List of nationally authorised medicinal products

EMA/398898/20158

Page 146/171




Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

libération prolongée

depottabletter

OXYCONTIN LP 80 mg, not available 34009 354 294 8 3 MUNDIPHARMA FR
comprimé pelliculé a

libération prolongée

OXYCONTIN LP 80 mg, not available 34009 354 226 2 0 MUNDIPHARMA FR
comprimé pelliculé a

libération prolongée

OxyContin retard 10 mg IE/H/0112/001 1-23358 MUNDIPHARMA AT
Filmtabletten GESELLSCHAFT M.B.H.

OxyContin retard 20 mg IE/H/0112/002 1-23359 MUNDIPHARMA AT
Filmtabletten GESELLSCHAFT M.B.H.

OxyContin retard 40 mg IE/H/0112/003 1-23360 MUNDIPHARMA AT
Filmtabletten GESELLSCHAFT M.B.H.

OxyContin retard 5 mg IE/H/0112/005 1-26041 MUNDIPHARMA AT
Filmtabletten GESELLSCHAFT M.B.H.

OxyContin retard 80 mg IE/H/0112/004 1-23361 MUNDIPHARMA AT
Filmtabletten GESELLSCHAFT M.B.H.
OxyContin, 10 mg, DE/H/1026/002 14525 NORPHARMA A/S PL
tabletki o przediu??onym

uwalnianiu

OxyContin, 20 mg, DE/H/1026/003 14526 NORPHARMA A/S PL
tabletki o przediu??onym

uwalnianiu

OxyContin, 40 mg, DE/H/1026/004 14527 NORPHARMA A/S PL
tabletki o przedtu??onym

uwalnianiu

OxyContin, 5 mg, DE/H/1026/001 14524 NORPHARMA A/S PL
tabletki o przedtu??onym

uwalnianiu

OxyContin, 80 mg, DE/H/1026/005 14528 NORPHARMA A/S PL
tabletki o przedluzonym

uwalnianiu

OxyContin, not available 16893 MUNDIPHARMA A/S DK
depottabletter

OxyContin, not available 41088 MUNDIPHARMA A/S DK
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
OxyContin, not available 41089 MUNDIPHARMA A/S DK
depottabletter
OxyContin, not available 42029 MUNDIPHARMA A/S DK
depottabletter
OxyContin, not available 16894 MUNDIPHARMA A/S DK
depottabletter
OxyContin, not available 30177 MUNDIPHARMA A/S DK
depottabletter
OxyContin® 10 mg IE/H/0112/001 034435038 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 10 mg IE/H/0112/001 034435053 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 10 mg IE/H/0112/001 034435040 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 10 mg IE/H/0112/001 034435026/M MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 10 mg IE/H/0112/001 034435014 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 10 mg IE/H/0112/001 034435065 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 10 mg not available 11969 MUNDIPHARMA OY FI
depottabletit
OxyContin® 10 mg IE/H/0112/001 PA 1688/5/2 MUNDIPHARMA IE
prolonged release tablets PHARMACEUTICALS LIMITED
OxyContin® 120 mg not available PA 1688/5/9 MUNDIPHARMA IE
prolonged release tablets PHARMACEUTICALS LIMITED
OxyContin® 15 mg not available PA 1688/5/6 MUNDIPHARMA IE
prolonged release tablets PHARMACEUTICALS LIMITED
OxyContin® 20 mg IE/H/0112/002 034435077 MUNDIPHARMA IT

compresse a rilascio

PHARMACEUTICALS SRL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
prolungato
OxyContin® 20 mg IE/H/0112/002 034435089 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 20 mg IE/H/0112/002 034435091 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 20 mg IE/H/0112/002 034435115 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 20 mg IE/H/0112/002 034435127 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 20 mg IE/H/0112/002 034435103 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 20 mg IE/H/0112/002 PA 1688/5/3 MUNDIPHARMA IE
prolonged release tablets PHARMACEUTICALS LIMITED
OxyContin® 20 mg not available 11970 MUNDIPHARMA OY FI
depottabletit
OxyContin® 30 mg not available PA 1688/5/7 MUNDIPHARMA IE
prolonged release tablets PHARMACEUTICALS LIMITED
OxyContin® 40 mg IE/H/0112/003 034435141 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 40 mg IE/H/0112/003 034435178 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 40 mg IE/H/0112/003 034435180 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 40 mg IE/H/0112/003 034435154 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 40 mg IE/H/0112/003 034435139 MUNDIPHARMA IT

compresse a rilascio

PHARMACEUTICALS SRL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
prolungato
OxyContin® 40 mg IE/H/0112/003 034435166 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 40 mg IE/H/0112/003 PA 1688/5/4 MUNDIPHARMA IE
prolonged release tablets PHARMACEUTICALS LIMITED
OxyContin® 40 mg not available 11971 MUNDIPHARMA OY Fl
depottabletit
OxyContin® 5 mg IE/H/0112/005 034435255 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 5 mg IE/H/0112/005 034435279 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 5 mg IE/H/0112/005 034435267 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 5 mg IE/H/0112/005 034435293/M MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 5 mg IE/H/0112/005 034435281 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 5 mg not available 16771 MUNDIPHARMA OY FI
depottabletit
OxyContin® 5 mg IE/H/0112/005 PA 1688/5/1 MUNDIPHARMA IE
prolonged release tablets PHARMACEUTICALS LIMITED
OxyContin® 60 mg not available PA 1688/5/8 MUNDIPHARMA IE
prolonged release tablets PHARMACEUTICALS LIMITED
OxyContin® 80 mg IE/H/0112/004 034435192 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 80 mg IE/H/0112/004 034435230 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 80 mg IE/H/0112/004 034435242 MUNDIPHARMA IT
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authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 80 mg IE/H/0112/004 034435216 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 80 mg IE/H/0112/004 034435228 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 80 mg IE/H/0112/004 034435204 MUNDIPHARMA IT
compresse a rilascio PHARMACEUTICALS SRL
prolungato
OxyContin® 80 mg not available 13673 MUNDIPHARMA OY Fl
depottabletit
OxyContin® 80 mg IE/H/0112/004 PA 1688/5/5 MUNDIPHARMA IE
prolonged release tablets PHARMACEUTICALS LIMITED
Oxydol 10 mg hérd 1S/H/0196/001 1S/1/13/034/01 ETHYPHARM IS
fordahylki
Oxydol 20 mg hoérd 1S/H/0196/002 1S/1/13/034/02 ETHYPHARM IS
fordahylki
Oxydol 40 mg hoérd 1S/H/0196/003 1S/1/13/034/03 ETHYPHARM IS
fordahylki
Oxydol 80 mg hoérd 1S/H/0196/004 1S/1/13/034/04 ETHYPHARM IS
fordahylki
Oxydol, harde 1S/H/0196/001 49886 ETHYPHARM DK
depotkapsler
Oxydol, harde 1S/H/0196/002 49887 ETHYPHARM DK
depotkapsler
Oxydol, harde 1S/H/0196/003 49888 ETHYPHARM DK
depotkapsler
Oxydol, harde 1S/H/0196/004 49889 ETHYPHARM DK
depotkapsler
Oxydolor, 10 mg, DE/H/2182/002 17818 G.L. PHARMA GMBH PL
tabletki o przedtuzonym
uwalnianiu
Oxydolor, 20 mg, DE/H/2182/003 17817 G.L. PHARMA GMBH PL
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authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
tabletki o przedtuzonym
uwalnianiu
Oxydolor, 40 mg, DE/H/2182/004 17816 G.L. PHARMA GMBH PL
tabletki o przedtuzonym
uwalnianiu
Oxydolor, 5 mg, tabletki DE/H/2182/001 17819 G.L. PHARMA GMBH PL
0 przedtuzonym
uwalnianiu
Oxydolor, 80 mg, DE/H/2182/005 17815 G.L. PHARMA GMBH PL
tabletki o przedtuzonym
uwalnianiu
Oxydon 10 mg DE/H/1419/002 PA 711/115/5 ROWEX LTD IE
Prolonged-Release
Tablets
Oxydon 10mg Prolonged- | DE/H/1419/002 PA 0711/115/005 ROWEX LTD IE
Release Tablets
Oxydon 40mg Prolonged- | DE/H/0789/002 PA0711/115/002 ROWEX LTD IE
Release Tablets
Oxydon 40mg Prolonged- | DE/H/0789/002 PA 711/115/2 ROWEX LTD IE
Release Tablets
Oxydon 5 mg Prolonged- DE/H/1419/001 PA 0711/115/004 ROWEX LTD 1E
release tablets
Oxydon 80mg Prolonged- | DE/H/0789/003 PA0711/115/003 ROWEX LTD IE
Release Tablets
Oxygerolan 10 mg- DE/H/2669/002 1-30178 G.L. PHARMA GMBH AT
Filmtabletten
Oxygerolan 10 mg- DE/H/2182/002 1-29620 G.L. PHARMA GMBH AT
Retardtabletten
Oxygerolan 20 mg- DE/H/2669/004 137551 G.L. PHARMA GMBH AT
Filmtabletten
Oxygerolan 20 mg- DE/H/2182/003 1-29621 G.L. PHARMA GMBH AT
Retardtabletten
Oxygerolan 40 mg- DE/H/2182/004 1-29622 G.L. PHARMA GMBH AT
Retardtabletten
Oxygerolan 5 mg- DE/H/2669/001 1-30177 G.L. PHARMA GMBH AT
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MRP/DCP
Authorisation
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National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Filmtabletten

Oxygerolan 5 mg-
Retardtabletten

DE/H/2182/001

1-29619

G.L. PHARMA GMBH

AT

Oxygerolan 80 mg-
Retardtabletten

DE/H/2182/005

1-29624

G.L. PHARMA GMBH

AT

Oxygesic 10 mg
Retardtabletten
Wirkstoff:
Oxycodonhydrochlorid

DE/H/0366/001

41153.00.00

MUNDIPHARMA GMBH

DE

Oxygesic 10 mg/ml
Lésung zum Einnehmen

UK/H/2780/002

83865.00.00

MUNDIPHARMA GMBH

DE

Oxygesic 120 mg
Retardtabletten

DE/H/0366/012

67600.00.00

MUNDIPHARMA GMBH

DE

Oxygesic 15 mg
Retardtabletten

DE/H/0366/009

67597.00.00

MUNDIPHARMA GMBH

DE

Oxygesic 160 mg
Retardtabletten

DE/H/0366/013

67601.00.00

MUNDIPHARMA GMBH

DE

Oxygesic 20 mg
Retardtabletten
Wirkstoff:
Oxycodonhydrochlorid

DE/H/0366/002

41153.01.00

MUNDIPHARMA GMBH

DE

Oxygesic 30 mg
Retardtabletten

DE/H/0366/010

67598.00.00

MUNDIPHARMA GMBH

DE

Oxygesic 40 mg
Retardtabletten
Wirkstoff:
Oxycodonhydrochlorid

DE/H/0366/003

41153.02.00

MUNDIPHARMA GMBH

DE

Oxygesic 5 mg
Retardtabletten
Wirkstoff:
Oxycodonhydrochlorid

DE/H/0366/005

56594.00.00

MUNDIPHARMA GMBH

DE

Oxygesic 60 mg
Retardtabletten

DE/H/0366/011

67599.00.00

MUNDIPHARMA GMBH

DE

Oxygesic 80 mg
Retardtabletten
Wirkstoff:

DE/H/0366/004

41153.03.00

MUNDIPHARMA GMBH

DE
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MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Oxycodonhydrochlorid

Oxygesic infusio 50
mg/ml Konzentrat zur
Herstellung einer
Infusionslésung

DE/H/1026/014

72147.00.00

MUNDIPHARMA GMBH

DE

Oxygesic® akut 10 mg
Hartkapseln

not available

58368.00.00

MUNDIPHARMA GMBH

DE

Oxygesic® akut 20 mg
Hartkapseln

not available

58369.00.00

MUNDIPHARMA GMBH

DE

Oxygesic® akut 5 mg
Hartkapseln

not available

58367.00.00

MUNDIPHARMA GMBH

DE

Oxygesic® Dispersa 10
mg Schmelztabletten

DE/H/0366/003

68388.00.00

MUNDIPHARMA GMBH

DE

Oxygesic® Dispersa 20
mg Schmelztabletten

DE/H/0366/002

68389.00.00

MUNDIPHARMA GMBH

DE

Oxygesic® Dispersa 5
mg Schmelztabletten

DE/H/0366/001

68387.00.00

MUNDIPHARMA GMBH

DE

Oxygesic® injekt 10
mg/1 mli
Injektionslésung

DE/H/0366/015

57886.00.00

MUNDIPHARMA GMBH

DE

Oxygesic® injekt
20 mg/2 ml
Injektionslésung

not available

57887.00.00

MUNDIPHARMA GMBH

DE

Oxykodon Mylan 10 mg
tablety s prodlouzenym
uvoliovanim

DE/H/4246/002

65/541/15-C

GENERICS [UK] LIMITED

Ccz

Oxykodon Mylan 20 mg
tablety s prodlouzenym
uvolfovanim

DE/H/4246/003

65/542/15-C

GENERICS [UK] LIMITED

Ccz

Oxykodon Mylan 40 mg
tablety s prodlouzenym
uvolfovanim

DE/H/4246/005

65/544/15-C

GENERICS [UK] LIMITED

Ccz

Oxykodon Mylan 80 mg
tablety s prodlouzenym
uvolfovanim

DE/H/4246/007

65/546/15-C

GENERICS [UK] LIMITED

cz

Oxykoddén Sandoz 10 mg

DE/H/4502/002

65/0337/17-S

SANDOZ PHARMACEUTICALS

SK
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authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

depotkapslar, harda

number
tvrdé kapsuly D.D.
Oxykodén Sandoz 20 mg | DE/H/4502/003 65/0338/17-S SANDOZ PHARMACEUTICALS | SK
tvrdé kapsuly D.D.
Oxykodén Sandoz 5 mg DE/H/4502/001 65/0336/17-S SANDOZ PHARMACEUTICALS | SK
tvrdé kapsuly D.D.
Oxykodon Stada 10 mg DE/H/4774/002 65/776/16-C STADA ARZNEIMITTEL AG Ccz
tvrdé tobolky
Oxykodon Stada 20 mg DE/H/4774/003 65/777/16-C STADA ARZNEIMITTEL AG Ccz
tvrdé tobolky
Oxykodon Stada 5 mg DE/H/4774/001 65/775/16-C STADA ARZNEIMITTEL AG cz
tvrdé tobolky
Oxykodon Teva 10 mg SE/H/1313/002 65/196/14-C TEVA PHARMACEUTICALS cz
tablety s prodlouzenym CR, S.R.O.
uvolfovanim
Oxykodon Teva 20 mg SE/H/1313/004 65/198/14-C TEVA PHARMACEUTICALS cz
tablety s prodlouzenym CR, S.R.O.
uvolfiovanim
Oxykodon Teva 40 mg SE/H/1313/006 65/200/14-C TEVA PHARMACEUTICALS cz
tablety s prodlouzenym CR, S.R.O.
uvolfiovanim
Oxykodon Teva 5 mg SE/H/1313/001 65/195/14-C TEVA PHARMACEUTICALS cz
tablety s prodlouzenym CR, S.R.O.
uvoliovanim
Oxylan 10 mg DE/H/2183/002 PL 17049/00010 - 0001 LANNACHER HEILMITTEL UK
prolonged-release tablets GES.M.B.H.,
Oxylan 20 mg DE/H/2183/002 PL 17049/00011 - 0001 LANNACHER HEILMITTEL UK
prolonged-release tablets GES.M.B.H.,
Oxylan 40 mg DE/H/2183/004 PL 17049/00012 - 0001 LANNACHER HEILMITTEL UK
prolonged-release tablets GES.M.B.H.,
Oxylan 5 mg prolonged- DE/H/2183/001 PL 17049/0009 - 0001 UK
release tablets
Oxylan 80 mg DE/H/2183/005 PL 17049/00013 - 0001 LANNACHER HEILMITTEL UK
prolonged-release tablets GES.M.B.H.,
Oxylor Depot 10 mg 1S/H/0196/001 47193 ETHYPHARM SE
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authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

Oxylor Depot 20 mg 1S/H/0196/002 47194 ETHYPHARM SE

depotkapslar, harda

Oxylor Depot 40 mg 1S/H/0196/003 47195 ETHYPHARM SE

depotkapslar, harda

Oxylor Depot 80 mg 1S/H/0196/004 47196 ETHYPHARM SE

depotkapslar, harda

OxyNorm 1 mg/ml drank | DE/H/0366/016 BE422037 MUNDIPHARMA COMM VA BE

OxyNorm 1 mg/ml not available 01-9979 MUNDIPHARMA AS. NO

mikstur, opplgsning

OxyNorm 1 mg/ml oral not available 15792 MUNDIPHARMA AB SE

I6sning

OxyNorm 10 mg not available 20306 MUNDIPHARMA CcY
PHARMACEUTICALS LTD

OxyNorm 10 mg not available PL 16950/0107 NAPP PHARMACEUTICALS UK
LTD

OxyNorm 10 mg IE/H/0139/004 66575 MUNDIPHARMA ES

cépsulas PHARMACEUTICALS SL

OxyNorm 10 mg IE/H/0139/004 PA 1688/6/5 MUNDIPHARMA IE

capsules PHARMACEUTICALS LIMITED

OxyNorm 10 mg héarda not available 16083 MUNDIPHARMA AB SE

kapslar

OxyNorm 10 mg harde not available 01-7402 MUNDIPHARMA AS. NO

kapsler

OxyNorm 10 mg not available 58373.00.00 MUNDIPHARMA GMBH DE

Hartkapseln

OxyNorm 10 mg Kapseln | IE/H/0139/004 1-25660 MUNDIPHARMA AT
GESELLSCHAFT M.B.H.

OxyNorm 10 mg not available 07-4737 MUNDIPHARMA AS. NO

smeltetabletter

OXYNORM 10 mg, gélule | not available 34009 3628999 7 MUNDIPHARMA FR

OXYNORM 10 mg, gélule | not available 34009 3618982 9 MUNDIPHARMA FR

OXYNORM 10 mg, gélule | not available 34009 361 8976 8 MUNDIPHARMA FR

OXYNORM 10 mg, gélule | not available 34009 362 900 7 8 MUNDIPHARMA FR

OXYNORM 10 mg, gélule | not available 34009 362 42159 MUNDIPHARMA FR

OXYNORM 10 mg, gélule | not available 34009 362 4209 8 MUNDIPHARMA FR
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

solution buvable

number
OxyNorm 10 mg, harde not available RVG 27510 MUNDIPHARMA NL
capsules PHARMACEUTICALS BV
OxyNorm 10 mg/ml not available 02-216 MUNDIPHARMA AS. NO
injeksjonsvaeske/infusjon
svaeske, opplgsning
OxyNorm 10 mg/ml IE/H/0139/006 1-28001 MUNDIPHARMA AT
Injektions- GESELLSCHAFT M.B.H.
/Infusionslésung
OxyNorm 10 mg/ml not available 18256 MUNDIPHARMA AB SE
injektionsvatska, 16sning
OxyNorm 10 mg/ml not available 01-9980 MUNDIPHARMA AS. NO
mikstur, opplgsning
OxyNorm 10 mg/ml oral not available 15793 MUNDIPHARMA AB SE
I6sning
OxyNorm 10 mg/ml IE/H/0139/006 71.243 MUNDIPHARMA ES
solucién inyectable y PHARMACEUTICALS SL
para perfusiéon
OxyNorm 10 mg/ml IE/H/0139/006 PA 1688/006/001 MUNDIPHARMA IE
solution for injection or PHARMACEUTICALS LIMITED
infusion
Oxynorm 10 mg/ml DE/H/0366/015 1S/1/09/016/01 NORPHARMA A/S IS
stungulyf, lausn,
stungulyfs-
/innrennslispykkni, lausn
OxyNorm 10 mg/ml, DE/H/0366/015 BE339814 MUNDIPHARMA COMM VA BE
oplessing voer
injectie/concentraat veer
eplossing veor injectie of
infusie
OxyNorm 10 mg/ml, DE/H/0366/015 BE339823 MUNDIPHARMA COMM VA BE
oplossing voor
injectie/concentraat voor
oplossing voor injectie of
infusie
OXYNORM 10 mg/ml, not available 34009 368 458 8 6 MUNDIPHARMA FR
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authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

OXYNORM 10 mg/ml, not available 34009 366 912 3 0 MUNDIPHARMA FR

solution buvable

OxyNorm 10 mg/ml, not available 20303 MUNDIPHARMA CY

solution for injection or PHARMACEUTICALS LTD

infusion

OxyNorm 10 mg/ml, not available PL 16950/0128 NAPP PHARMACEUTICALS UK

solution for injection or LTD

infusion

OXYNORM 10 mg/ml, not available 34009 392 31716 MUNDIPHARMA FR

solution injectable

OXYNORM 10 mg/ml, not available 34009 366 9152 0 MUNDIPHARMA FR

solution injectable

OXYNORM 10 mg/ml, not available 34009 366 914 6 9 MUNDIPHARMA FR

solution injectable

OXYNORM 10 mg/ml, DE/H/0366/015 BE339814 MUNDIPHARMA COMM VA BE

solution

injectable/solution a

diluer injectable ou

perfusion

OXYNORM 10 mg/ml, DE/H/0366/015 BE339823 MUNDIPHARMA COMM VA BE

solution

injectable/solution a

diluer injectable ou

perfusion

OXYNORM 10 mg/ml, DE/H/0366/015 2009080027 MUNDIPHARMA COMM VA LU

solution

injectable/solution a

diluer injectable ou

perfusion

OxyNorm 20 mg not available 20305 MUNDIPHARMA CcY
PHARMACEUTICALS LTD

OxyNorm 20 mg not available PL 16950/0108 NAPP PHARMACEUTICALS UK
LTD

OxyNorm 20 mg IE/H/0139/005 66576 MUNDIPHARMA ES

capsulas PHARMACEUTICALS SL

OxyNorm 20 mg IE/H/0139/005 PA 1688/6/6 MUNDIPHARMA IE
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

capsules

PHARMACEUTICALS LIMITED

GESELLSCHAFT M.B.H.

OxyNorm 20 mg harda not available 16084 MUNDIPHARMA AB SE

kapslar

OxyNorm 20 mg harde not available 01-7403 MUNDIPHARMA AS. NO

kapsler

OxyNorm 20 mg not available 58374.00.00 MUNDIPHARMA GMBH DE

Hartkapseln

OxyNorm 20 mg Kapseln | IE/H/0139/005 1-25661 MUNDIPHARMA AT
GESELLSCHAFT M.B.H.

OxyNorm 20 mg not available 07-4738 MUNDIPHARMA AS. NO

smeltetabletter

OXYNORM 20 mg, gélule | not available 34009 362 42388 MUNDIPHARMA FR

OXYNORM 20 mg, gélule | not available 34009 361 9059 7 MUNDIPHARMA FR

OXYNORM 20 mg, gélule | not available 34009 361904 2 9 MUNDIPHARMA FR

OXYNORM 20 mg, gélule | not available 34009 361 903 6 8 MUNDIPHARMA FR

OXYNORM 20 mg, gélule | not available 34009 361 901 3 9 MUNDIPHARMA FR

OXYNORM 20 mg, gélule | not available 34009 362 422 10 MUNDIPHARMA FR

OxyNorm 20 mg, harde not available RVG 27511 MUNDIPHARMA NL

capsules PHARMACEUTICALS BV

OxyNorm 5 mg not available 20304 MUNDIPHARMA CY
PHARMACEUTICALS LTD

OxyNorm 5 mg not available PL 16950/0106 NAPP PHARMACEUTICALS UK
LTD

OxyNorm 5 mg cépsulas IE/H/0139/003 66574 MUNDIPHARMA ES
PHARMACEUTICALS SL

OxyNorm 5 mg capsules IE/H/0139/003 PA 1688/6/4 MUNDIPHARMA IE
PHARMACEUTICALS LIMITED

OxyNorm 5 mg harda not available 16454 MUNDIPHARMA AB SE

kapslar

OxyNorm 5 mg harde not available 01-7401 MUNDIPHARMA AS. NO

kapsler

OxyNorm 5 mg not available 58372.00.00 MUNDIPHARMA GMBH DE

Hartkapseln

OxyNorm 5 mg Kapseln IE/H/0139/003 1-25659 MUNDIPHARMA AT
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Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
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number
OxyNorm 5 mg not available 07-4736 MUNDIPHARMA AS. NO
smeltetabletter
OXYNORM 5 mg, gélule not available 34009 36189240 MUNDIPHARMA FR
OXYNORM 5 mg, gélule not available 34009 361 895 3 9 MUNDIPHARMA FR
OXYNORM 5 mg, gélule not available 34009 361 89300 MUNDIPHARMA FR
OXYNORM 5 mg, gélule not available 34009 36241909 MUNDIPHARMA FR
OXYNORM 5 mg, gélule not available 34009 36189478 MUNDIPHARMA FR
OXYNORM 5 mg, gélule not available 34009 362 418 4 8 MUNDIPHARMA FR
OxyNorm 5 mg, harde not available RVG 27509 MUNDIPHARMA NL
capsules PHARMACEUTICALS BV
OxyNorm 50 mg/ml not available 07-5504 MUNDIPHARMA AS. NO
injeksjonsvaeske/infusjon
svaeske, opplgsning
OxyNorm 50 mg/ml not available 26691 MUNDIPHARMA AB SE
injektionsvatska, 16sning
OxyNorm 50 mg/ml, DE/H/0366/014 BE346701 MUNDIPHARMA COMM VA BE
concentraat voor
oplossing voor infusie
OXYNORM 50 mg/ml, DE/H/0366/014 BE346701 MUNDIPHARMA GMBH BE
solution a diluer pour
perfusion
OXYNORM 50 mg/ml, DE/H/0366/014 1495/09120027 MUNDIPHARMA COMM VA LU
solution a diluer pour
perfusion
OXYNORM 50 mg/ml, not available 34009 387 625 3 2 MUNDIPHARMA FR
solution injectable
OxyNorm concentrado IE/H/0139/002 66.614 MUNDIPHARMA ES
10 mg/ml solucién oral PHARMACEUTICALS SL
OxyNorm concentrate 10 | not available 20973 MUNDIPHARMA CY
mg/ml PHARMACEUTICALS LTD
OxyNorm concentrate 10 | not available PL 16950/0004 NAPP PHARMACEUTICALS UK
mg/ml oral solution LTD
OxyNorm concentrate IE/H/0139/002 PA 1688/6/3 MUNDIPHARMA IE
10mg/ml oral solution PHARMACEUTICALS LIMITED
OxyNorm Dispersa 10 not available PA 1688/6/8 MUNDIPHARMA IE
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

mg orodispersible tablets

PHARMACEUTICALS LIMITED

mg/ml, oplossing voor

PHARMACEUTICALS BV

OxyNorm Dispersa 10 not available PL06934/0220 ETHYPHARM UK
mg orodispersible tablets

OxyNorm Dispersa 10 DE/H/0366/007 1S/1/07/015/02 NORPHARMA A/S IS
mg, munndreifitdflur

OxyNorm Dispersa 20 not available PA 1688/6/9 MUNDIPHARMA IE
mg orodispersible tablets PHARMACEUTICALS LIMITED
OxyNorm Dispersa 20 not available PL06934/0219 ETHYPHARM UK
mg orodispersible tablets

OxyNorm Dispersa 20 DE/H/0366/008 1S/1/07/015/03 NORPHARMA A/S IS
mg, munndreifitéflur

OxyNorm Dispersa 5 mg not available PA 1688/6/7 MUNDIPHARMA IE
orodispersible tablets PHARMACEUTICALS LIMITED
OxyNorm Dispersa 5 mg not available PL06934/0219 ETHYPHARM UK
orodispersible tablets

OxyNorm Dispersa 5 mg, | DE/H/0366/006 1S/1/07/015/01 NORPHARMA A/S IS
munndreifitdflur

OxyNorm Dispersa, not available 40537 NORPHARMA A/S DK
smeltetabletter

OxyNorm Dispersa, not available 40538 NORPHARMA A/S DK
smeltetabletter

OxyNorm Dispersa, not available 40539 NORPHARMA A/S DK
smeltetabletter

OxyNorm drank 10 DE/H/0366/017 BE422046 MUNDIPHARMA COMM VA BE
mg/ml

OxyNorm drank 10 not available RVG 27940 MUNDIPHARMA NL
mg/ml PHARMACEUTICALS BV

OxyNorm drank 5 mg I 5 | not available RVG 27939 MUNDIPHARMA NL
ml PHARMACEUTICALS BV

Oxynorm héarde kapsler not available 31296 NORPHARMA A/S DK
OxyNorm injectie 10 not available RVG 29031 MUNDIPHARMA NL
mg/ml, oplossing voor PHARMACEUTICALS BV

injectie of infusie

OxyNorm injectie 50 not available RVG 101605 MUNDIPHARMA NL
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

injectie of infusie

OxyNorm Instant 10 mg,
comprimés
orodispersibles

DE/H/0366/007

1495/08110045

MUNDIPHARMA COMM VA

LU

OxyNorm Instant 10 mg,
orodispergeerbare
tabletten

DE/H/0366/007

BE319076

MUNDIPHARMA COMM VA

BE

OxyNorm Instant 10 mg,
orodispergeerbare
tabletten

not available

RVG 34776

MUNDIPHARMA
PHARMACEUTICALS BV

NL

OxyNorm Instant 10 mg,
comprimés
orodispersibles

DE/H/0366/007

BE 319076

MUNDIPHARMA COMM VA

BE

OxyNorm Instant 20 mg,
comprimés
orodispersibles

DE/H/0366/008

1495/08110043

MUNDIPHARMA COMM VA

LU

OxyNorm Instant 20 mg,
orodispergeerbare
tabletten

DE/H/0366/008

BE319085

MUNDIPHARMA COMM VA

BE

OxyNorm Instant 20 mg,
orodispergeerbare
tabletten

not available

RVG 34777

MUNDIPHARMA
PHARMACEUTICALS BV

NL

OxyNorm Instant 20 mg,
comprimés
orodispersibles

DE/H/0366/008

BE 319085

MUNDIPHARMA COMM VA

BE

OxyNorm Instant 5 mg,
comprimés
orodispersibles

DE/H/0366/006

1495/08110044

MUNDIPHARMA COMM VA

LU

OxyNorm Instant 5 mg,
orodispergeerbare
tabletten

DE/H/0366/006

BE319067

MUNDIPHARMA COMM VA

BE

OxyNorm Instant 5 mg,
orodispergeerbare
tabletten

not available

RVG 34775

MUNDIPHARMA
PHARMACEUTICALS BV

NL

OxyNorm Instant 5 mg,
comprimés

DE/H/0366/006

BE 319067

MUNDIPHARMA COMM VA

BE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where

product is authorised

number
orodispersibles
OxyNorm liquid 1mg/ml IE/H/0139/001 PA 1688/6/2 MUNDIPHARMA IE
oral solution PHARMACEUTICALS LIMITED
OxyNorm liquid 5mg/5ml | not available 20972 MUNDIPHARMA CcY

PHARMACEUTICALS LTD

OxyNorm liquid 5mg/5ml | not available PL 16950/0003 NAPP PHARMACEUTICALS UK
oral solution LTD
OxyNorm, 1 mg/ml, DE/H/1026/007 20461 NORPHARMA A/S PL
roztwdr doustny
OxyNorm, 10 mg/ml, PL/H/0355/006 15220 NORPHARMA A/S PL
roztwor do
wstrzykiwan/koncentral
do sporz—dzan.ia
roztworu do infuzji
Oxynorm, harde kapsler not available 31294 NORPHARMA A/S DK
Oxynorm, harde kapsler not available 31295 NORPHARMA A/S DK
Oxynorm, injektions- og not available 33361 MUNDIPHARMA A/S DK
infusionsveeske,
oplgsning
Oxynorm, oral oplgsning not available 31158 NORPHARMA A/S DK
Oxynorm, oral oplgsning not available 31157 NORPHARMA A/S DK
OxyNorm® 1 mg/mi not available 14807 MUNDIPHARMA OY FI
oraaliliuos
OxyNorm® 10 mg not available 15321 MUNDIPHARMA OY Fl
kapseli, kova
OxyNorm® 10 mg/ml not available 14808 MUNDIPHARMA OY Fl
oraaliliuos
OxyNorm® 10 mg/ml, not available 17150 MUNDIPHARMA OY FI
injektio-/infuusioneste,
liuos
OxyNorm® 20 mg not available 15322 MUNDIPHARMA OY FI
kapseli, kova
OxyNorm® 5 mg, not available 15609 MUNDIPHARMA OY FI
kapseli, kova
OxyNorm® 50 mg/ml, not available 24824 MUNDIPHARMA OY Fl
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

injektio-/infuusioneste,
liuos

Retardtabletten

OxyNorm® 50 mg/ml, not available 20595 MUNDIPHARMA CY
solution for injection or PHARMACEUTICALS LTD

infusion

OxyNorm® 50 mg/ml, not available PA 1688/6/10 MUNDIPHARMA IE
solution for injection or PHARMACEUTICALS LIMITED
infusion

OxyNorm® 50 mg/ml, not available PL 16950/0155 NAPP PHARMACEUTICALS UK
solution for injection or LTD

infusion

OxyNorm1 mg/ml DE/H/0366/016 BE422037 MUNDIPHARMA COMM VA BE
solution buvable

OxyNorm10 mg/ml DE/H/0366/017 BE422046 MUNDIPHARMA COMM VA BE
solution buvable

OXYNORMORO 10 mg, not available 34009 380 426 5 8 MUNDIPHARMA FR
comprimé orodispersible

OXYNORMORO 10 mg, not available 34009 380 427 19 MUNDIPHARMA FR
comprimé orodispersible

OXYNORMORO 10 mg, not available 34009 380 4259 7 MUNDIPHARMA FR
comprimé orodispersible

OXYNORMORO 20 mg, not available 34009 380 429 4 8 MUNDIPHARMA FR
comprimé orodispersible

OXYNORMORO 20 mg, not available 34009 38043020 MUNDIPHARMA FR
comprimé orodispersible

OXYNORMORO 20 mg, not available 34009 380 428 8 7 MUNDIPHARMA FR
comprimé orodispersible

OXYNORMORO 5 mg, not available 34009 380 424 2 9 MUNDIPHARMA FR
comprimé orodispersible

OXYNORMORO 5 mg, not available 34009 380 423 6 8 MUNDIPHARMA FR
comprimé orodispersible

OXYNORMORO 5 mg, not available 34009 380 421 39 MUNDIPHARMA FR
comprimé orodispersible

Oxypro 10 mg DE/H/2183/002 76282.00.00 G.L. PHARMA GMBH DE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Oxypro 10 mg tablety s DE/H/2182/002 65/0321/10-S G.L. PHARMA GMBH SK
predizenym uvolfiovanim
Oxypro 20 mg DE/H/2183/003 76283.00.00 G.L. PHARMA GMBH DE
Retardtabletten
Oxypro 20 mg tablety s DE/H/2182/003 65/0322/10-S G.L. PHARMA GMBH SK
predizenym uvolfiovanim
Oxypro 40 mg DE/H/2183/004 76284.00.00 G.L. PHARMA GMBH DE
Retardtabletten
Oxypro 40 mg tablety s DE/H/2182/004 65/0323/10-S G.L. PHARMA GMBH SK
prediZenym uvolfiovanim
Oxypro 5 mg DE/H/2183/001 76281.00.00 G.L. PHARMA GMBH DE
Retardtabletten
Oxypro 5 mg tablety s DE/H/2182/001 65/0320/10-S G.L. PHARMA GMBH SK
predizenym uvolfiovanim
Oxypro 80 mg DE/H/2183/005 76285.00.00 G.L. PHARMA GMBH DE
Retardtabletten
Oxypro 80 mg tablety s DE/H/2182/005 65/0324/10-S G.L. PHARMA GMBH SK
prediZenym uvolfiovanim
Oxyratio 10 mg kapseli, SE/H/1423/002 32188 TEVA GMBH; ULM, GERMANY | FI
kova
Oxyratio 20 mg kapseli, SE/H/1423/003 32189 RATIOPHARM GMBH Fl
kova
Oxyratio 5 mg kapseli, SE/H/1423/001 32187 RATIOPHARM GMBH Fl
kova
Oxytina 10 mg not available 93431.00.00 ALCHEMIA LIMITED DE
Retardtabletten
Oxytina 15 mg not available 93432.00.00 ALCHEMIA LIMITED DE
Retardtabletten
Oxytina 20 mg not available 93433.00.00 ALCHEMIA LIMITED DE
Retardtabletten
Oxytina 30 mg not available 93434.00.00 ALCHEMIA LIMITED DE
Retardtabletten
Oxytina 40 mg not available 93435.00.00 ALCHEMIA LIMITED DE
Retardtabletten
Oxytina 5 mg not available 93430.00.00 ALCHEMIA LIMITED DE
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Product Name (in
authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Retardtabletten

prolonged-release tablets

PHARMACEUTICALS EUROPE

LIMITED

Oxytina 60 mg not available 93436.00.00 ALCHEMIA LIMITED DE

Retardtabletten

Oxytina 80 mg not available 93437.00.00 ALCHEMIA LIMITED DE

Retardtabletten

Reltebon 10mg UK/H/6837/002 PL 30306/0465 ACTAVIS GROUP PTC EHF. UK

Prolongedrelease|Tablets

Reltebon 15 mg UK/H/6837/003 PL 30306/0466 ACTAVIS GROUP PTC EHF. UK

Prolongedrelease Tablets

Reltebon 20 mg UK/H/6837/004 PL 30306/0467 ACTAVIS GROUP PTC EHF. UK

Prolongedrelease Tablets

Reltebon 30mg UK/H/6837/005 PL 30306/0468 ACTAVIS GROUP PTC EHF. UK

Prolongedrelease Tablets

Reltebon 40mg UK/H/6837/006 PL 30306/0469 ACTAVIS GROUP PTC EHF. UK

Prolongedrelease Tablets

Reltebon 5mg UK/H/6837/001 PL 30306/0464 ACTAVIS GROUP PTC EHF. UK

Prolongedrelease Tablets

Reltebon 60mg UK/H/6837/007 PL 30306/0470 ACTAVIS GROUP PTC EHF. UK

Prolongedrelease Tablets

Reltebon 80 mg UK/H/6837/008 PL 30306/0471 ACTAVIS GROUP PTC EHF. UK

prolongedrelease tablets

Reltebon Depot, SE/H/1313/006 51828 ACTAVIS GROUP PTC EHF. DK

depottabletter

Reltebon Depot, SE/H/1313/001 51823 ACTAVIS GROUP PTC EHF. DK

depottabletter

Reltebon Depot, SE/H/1313/002 51824 ACTAVIS GROUP PTC EHF. DK

depottabletter

Reltebon Depot, SE/H/1313/004 51826 ACTAVIS GROUP PTC EHF. DK

depottabletter

Renocontin 10 mg DE/H/3645/002 PL 25258/0218 GLENMARK UK

prolonged-release tablets PHARMACEUTICALS EUROPE
LIMITED

Renocontin 15 mg DE/H/3645/003 PL 25258/0219 GLENMARK UK
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number

Renocontin 20 mg DE/H/3645/004 PL 25258/0220 GLENMARK UK

prolonged-release tablets PHARMACEUTICALS EUROPE
LIMITED

Renocontin 30 mg DE/H/3645/005 PL 25258/0221 GLENMARK UK

prolonged-release tablets PHARMACEUTICALS EUROPE
LIMITED

Renocontin 40 mg DE/H/3645/006 PL 25258/0222 GLENMARK UK

prolonged-release tablets PHARMACEUTICALS EUROPE
LIMITED

Renocontin 5 mg DE/H/3645/001 PL 25258/0217 GLENMARK UK

prolonged-release tablets PHARMACEUTICALS EUROPE
LIMITED

Renocontin 60 mg DE/H/3645/007 PL 25258/0223 GLENMARK UK

prolonged-release tablets PHARMACEUTICALS EUROPE
LIMITED

Renocontin 80 mg DE/H/3645/008 PL 25258/0224 GLENMARK UK

prolonged-release tablets PHARMACEUTICALS EUROPE
LIMITED

Shortec 10 mg capsules, | not available PL 40431/0011 QDEM PHARMACEUTICALS UK

hard LIMITED

Shortec 10 mg/ml, not available PL 40431/0015 QDEM PHARMACEUTICALS UK

solution for injection or LIMITED

infusion

Shortec 20 mg capsules, | not available PL 40431/0012 QDEM PHARMACEUTICALS UK

hard LIMITED

Shortec 5 mg capsules, not available PL 40431/0010 QDEM PHARMACEUTICALS UK

hard LIMITED

Shortec 50 mg/ml, not available PL 40431/0016 QDEM PHARMACEUTICALS UK

solution for injection or LIMITED

infusion

Shortec concentrate 10 not available PL 40431/0014 QDEM PHARMACEUTICALS UK

mg/ml oral solution LIMITED

Shortec liquid 5mg/5ml not available PL 40431/0013 QDEM PHARMACEUTICALS UK

oral solution LIMITED

Taioma 10 mg DE/H/2827/002 77030 ARISTO PHARMA IBERIA, ES
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authorisation country)

MRP/DCP
Authorisation
number

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

liberacién prolongada
EFG

Taioma 20 mg
comprimidos de
liberacién prolongada
EFG

DE/H/2827/003

77031

ARISTO PHARMA IBERIA,
S.L.

ES

Taioma 40 mg
comprimidos de
liberacién prolongada
EFG

DE/H/2827/004

77032

ARISTO PHARMA IBERIA,
S.L.

ES

Taioma 80 mg
comprimidos de
liberacién prolongada
EFG

DE/H/2827/005

77033

ARISTO PHARMA IBERIA,
S.L.

ES

Taioma 5 mg
comprimidos de
liberaciéon prolongada
EFG

DE/H/2827/001

77029

ARISTO PHARMA IBERIA,
S.L.

ES

Xancodal , 20 mg,
kapsulki, twarde

DE/H/4502/003

24546

SANDOZ GMBH

PL

Xancodal , 5 mg,
kapsulki, twarde

DE/H/4502/001

24544

SANDOZ GMBH

PL

Xancodal, 10 mg,
kapsulki, twarde

DE/H/4502/002

24545

SANDOZ GMBH

PL

XANCODAL, 40 MG,
TABLETKI O
PRZEDLUZONYM
UWALNIANIU

DE/H/3293/001

20885

SANDOZ GMBH

PL

XANCODAL, 60 MG,
TABLETKI O
PRZEDLUZONYM
UWALNIANIU

DE/H/3293/002

20886

SANDOZ GMBH

PL

XANCODAL, 80 MG,
TABLETKI O
PRZEDLUZONYM
UWALNIANIU

DE/H/3293/003

20887

SANDOZ GMBH

PL
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Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Zarenoxin 10 mg DE/H/3642/002 87952.00.00 ACINO AG DE
Retardtabletten
Zarenoxin 15 mg DE/H/3642/003 87953.00.00 ACINO AG DE
Retardtabletten
Zarenoxin 20 mg DE/H/3642/004 87954.00.00 ACINO AG DE
Retardtabletten
Zarenoxin 30 mg DE/H/3642/005 87955.00.00 ACINO AG DE
Retardtabletten
Zarenoxin 40 mg DE/H/3642/006 87956.00.00 ACINO AG DE
Retardtabletten
Zarenoxin 5 mg DE/H/3642/001 87951.00.00 ACINO AG DE
Retardtabletten
Zarenoxin 60 mg DE/H/3642/007 87957.00.00 ACINO AG DE
Retardtabletten
Zarenoxin 80 mg DE/H/3642/008 87958.00.00 ACINO AG DE
Retardtabletten
Zomestine 10 mg NL/H/3192/002 PA1390/40/002 ACCORD HEALTHCARE IE
Prolonged-release LIMITED
Tablets
Zomestine 10 mg NL/H/3192/002 PL 20075/0327 ACCORD HEALTHCARE UK
prolonged-release tablets LIMITED
Zomestine 20 mg NL/H/3192/003 PA1390/40/003 ACCORD HEALTHCARE IE
Prolonged-release LIMITED
Tablets
Zomestine 20 mg NL/H/3192/003 PL 20075/0328 ACCORD HEALTHCARE UK
prolonged-release tablets LIMITED
Zomestine 40 mg NL/H/3192/004 PA1390/40/004 ACCORD HEALTHCARE IE
Prolonged-release LIMITED
Tablets
Zomestine 40 mg NL/H/3192/004 PL 20075/0329 ACCORD HEALTHCARE UK
prolonged-release tablets LIMITED
Zomestine 5 mg NL/H/3192/001 PA1390/40/001 ACCORD HEALTHCARE IE
Prolonged-release LIMITED
Tablets
Zomestine 5 mg NL/H/3192/001 PL 20075/0326 ACCORD HEALTHCARE UK
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member state

Member State where
product is authorised

prolonged-release tablets

LIMITED

Zomestine 80 mg
Prolonged-release
Tablets

NL/H/3192/005

PA1390/40/005

ACCORD HEALTHCARE
LIMITED

Zomestine 80 mg
prolonged-release tablets

NL/H/3192/005

PL 20075/0330

ACCORD HEALTHCARE
LIMITED

UK

OkcukoaoH Aktasuc 10
mg TabneTku c
YABIIXEHO
0CBObOOXAaBaHe

SE/H/1313/002

20140166

ACTAVIS GROUP PTC EHF.

BG

OkcukoaoH Aktasuc 10
mg TBbPAN Kancynm

SE/H/1226/002

20130045

ACTAVIS GROUP PTC EHF.

BG

OkcukoaoH Aktasuc 20
mg TabneTku c
YABIIXEHO
0CBObOOXAaBaHe

SE/H/1313/004

20140168

ACTAVIS GROUP PTC EHF.

BG

OkcukoaoH Aktasuc 20
mg TBbpAM Kancyam

SE/H/1226/003

20130046

ACTAVIS GROUP PTC EHF.

BG

OkcukoaoH Aktasuc 40
mg TabneTkun ¢
YABNXKEHO
ocBoboxaaBaHe

SE/H/1313/006

20140170

ACTAVIS GROUP PTC EHF.

BG

OKCUKOHTWH 10 mg
TabneTku ¢ NU3MeHeHo
ocBoboxaaBaHe

not available

20010056

MUNDIPHARMA GES.M.B.H

BG

OKCUKOHTWH 20 mg
TabeTKn C U3MEHEHO
ocBoboxaaBaHe

not available

20010057

MUNDIPHARMA GES.M.B.H

BG

OKCUKOHTUH 40 mg
TabneTku ¢ NUSMEHEHO
0CBObOOXAaBaHe

not available

20010058

MUNDIPHARMA GES.M.B.H

BG

OKCUKOHTUH 80 mg
TabneTku ¢ NUSMEHEHO
0CBObOOXAaBaHe

not available

20010059

MUNDIPHARMA GES.M.B.H

BG

OkcunaHd 10 mg
TabneTkun € yaAbIKEHO

DE/H/2182/002

20100387

G.L. PHARMA GMBH

BG
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authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

TabneTkn c yabnxKeHo
0CBObOXaAaBaHe

number
ocBoboxaaBaHe
Okcunan 20 mg DE/H/2182/003 20100388 G.L. PHARMA GMBH BG
TabneTkn C yabxkKeHo
ocBoboxaaBaHe
Okcunan 40 mg DE/H/2182/004 20100389 G.L. PHARMA GMBH BG
TabneTkn C yabxkKeHo
ocBoboxaaBaHe
OkcunaH 5 mg Tabnetkn DE/H/2182/001 20100386 G.L. PHARMA GMBH BG
C YABIIXEHO
0CBObOOXAaBaHe
Okcunan 80 mg DE/H/2182/005 20100390 G.L. PHARMA GMBH BG
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