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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 

Carenoxal 30 mg 
Retardtabletten 

DE/H/3638/005 87923.00.00 ZENTIVA PHARMA GMBH DE 

Carenoxal 60 mg 
Retardtabletten 

DE/H/3638/007 87925.00.00 ZENTIVA PHARMA GMBH DE 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/001 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/002 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/003 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/004 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/005 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/006 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/007 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/008 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/009 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/010 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/011 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/012 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/013 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/014 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/015 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/016 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 
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Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/017 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/018 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/019 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/020 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/021 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Codilek 5 mg tablete s 
podaljšanim sproščanjem 

DE/H/1154/001 H/09/00405/022 LEK PHARMACEUTICALS D.D. 
LJUBLJANA 

SI 

Enoxy Depot 10 mg 
depottabletter 

SE/H/2082/001 60988 TEVA B.V SE 

Enoxy Depot 20 mg 
depottabletter 

SE/H/2082/002 60989 TEVA B.V SE 

Enoxy Depot 40 mg 
depottabletter 

SE/H/2082/003 60990 TEVA B.V SE 

Enoxy Depot 80 mg 
depottabletter 

SE/H/2082/004 60991 TEVA B.V SE 

Ixyldone 15 mg 
prolonged-release tablets 

NA PL 20117/0307 MORNINGSIDE HEALTHCARE 
LTD 

XI 

Ixyldone 30 mg 
prolonged-release tablets 

NA PL 20117/0309 MORNINGSIDE HEALTHCARE 
LTD 

XI 

Ixyldone 60 mg 
prolonged-release tablets 

NA PL 20117/0311 MORNINGSIDE HEALTHCARE 
LTD 

XI 

Onexila XL 10 mg 
prolonged-release tablets 

UK/H/6610/001 PL 33155/0042 RIVOPHARM UK LTD XI 

Onexila XL 20 mg 
prolonged-release tablets 

UK/H/6610/002 PL 33155/0044 RIVOPHARM UK LTD XI 

Onexila XL 40 mg 
prolonged-release tablets 

UK/H/6610/003 PL 33155/0045 RIVOPHARM UK LTD XI 

Onexila XL 80 mg 
prolonged-release tablets 

UK/H/6610/004 PL 33155/0046 RIVOPHARM UK LTD XI 

Oxycan® uno 10 mg 
Retardtabletten 

DE/H/3655/001 88009.00.00 HORMOSAN PHARMA GMBH DE 
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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 HCl retard CF 15 
mg, tabletten met 
verlengde afgifte 

DE/H/3641/003 RVG 112600 CENTRAFARM B.V. NL 

Oxycodon HCl retard CF 30 
mg, tabletten met 
verlengde afgifte 

DE/H/3641/005 RVG 112602 CENTRAFARM B.V. NL 

OXYCODONE BIOGARAN 
LP 15 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/003 34009 277 858 3 2 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 15 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/003 34009 277 867 2 3 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 15 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/003 34009 277 868 9 1 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 15 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/003 34009 277 860 8 2 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 15 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/003 34009 277 872 6 3 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 15 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/003 34009 277 864 3 3 BIOGARAN FR 

OXYCODONE BIOGARAN FR/H/0621/003 34009 277 869 5 2 BIOGARAN FR 
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Member State where 
product is authorised 

LP 15 mg, comprimé 
pelliculé à libération 
prolongée 
OXYCODONE BIOGARAN 
LP 15 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/003 34009 277 862 0 4 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 15 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/003 34009 277 870 3 4 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 15 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/003 34009 277 861 4 3 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 15 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/003 34009 277 863 7 2 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 15 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/003 34009 277 866 6 2 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 30 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/005 34009 277 885 0 5 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 30 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/005 34009 277 895 6 4 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 30 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/005 34009 277 889 6 3 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 30 mg, comprimé 

FR/H/0621/005 34009 277 886 7 3 BIOGARAN FR 
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pelliculé à libération 
prolongée 
OXYCODONE BIOGARAN 
LP 30 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/005 34009 277 890 4 5 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 30 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/005 34009 277 887 3 4 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 30 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/005 34009 277 892 7 4 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 30 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/005 34009 277 896 2 5 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 30 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/005 34009 277 891 0 6 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 30 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/005 34009 277 893 3 5 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 30 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/005/DC 3400927789854 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 30 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/005 34009 277 897 9 3 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 60 mg, comprimé 
pelliculé à libération 

FR/H/0621/007 34009 277 912 8 4 BIOGARAN FR 
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prolongée 
OXYCODONE BIOGARAN 
LP 60 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/007 34009 277 919 2 5 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 60 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/007 34009 277 915 7 4 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 60 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/007 34009 277 924 6 5 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 60 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/007 34009 277 921 7 5 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 60 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/007 34009 277 916 3 5 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 60 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/007 34009 277 920 0 7 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 60 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/007 34009 277 914 0 6 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 60 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/007 34009 277 925 2 6 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 60 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/007 34009 277 913 4 5 BIOGARAN FR 
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OXYCODONE BIOGARAN 
LP 60 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/007 34009 277 918 6 4 BIOGARAN FR 

OXYCODONE BIOGARAN 
LP 60 mg, comprimé 
pelliculé à libération 
prolongée 

FR/H/0621/007 34009 277 922 3 6 BIOGARAN FR 

OXYCODONE EG LP 15 
mg, comprimé pelliculé à 
libération prolongée 

DE/H/3641/003 NL42844 EG LABO LABORATOIRES 
EUROGENERICS - DO NOT 
USE 

FR 

OXYCODONE EG LP 30 
mg, comprimé pelliculé à 
libération prolongée 

DE/H/3641/005 NL42846 EG LABO LABORATOIRES 
EUROGENERICS - DO NOT 
USE 

FR 

OXYCODONE EG LP 60 
mg, comprimé pelliculé à 
libération prolongée 

DE/H/3641/007 NL42848 EG LABO LABORATOIRES 
EUROGENERICS - DO NOT 
USE 

FR 

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

not available PL 21597/0022 G.L. PHARMA GMBH XI 

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

not available PL 21597/0023 G.L. PHARMA GMBH XI 

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

not available PL 21597/0024 G.L. PHARMA GMBH XI 

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

not available PL 21597/0021 G.L. PHARMA GMBH XI 

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

not available PL 21597/0025 G.L. PHARMA GMBH XI 

OXYCODONE RENAUDIN 1 
mg/mL, solution pour 
perfusion 

not available 34009 301 637 9 5 LABORATOIRE RENAUDIN FR 

OXYCODONE RENAUDIN 1 
mg/mL, solution pour 

not available 34009 301 638 0 1 LABORATOIRE RENAUDIN FR 
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perfusion 
OXYCODONE RENAUDIN 1 
mg/mL, solution pour 
perfusion 

not available 34009 550 601 1 6 LABORATOIRE RENAUDIN FR 

OXYCODONE RENAUDIN 1 
mg/mL, solution pour 
perfusion 

not available 34009 550 601 2 3 LABORATOIRE RENAUDIN FR 

OXYCODONE RENAUDIN 1 
mg/mL, solution pour 
perfusion 

not available 34009 301 905 1 7 LABORATOIRE RENAUDIN FR 

OXYCODONE RENAUDIN 1 
mg/mL, solution pour 
perfusion 

not available 34009 550 601 4 7 LABORATOIRE RENAUDIN FR 

OXYCODONE RENAUDIN 1 
mg/mL, solution pour 
perfusion 

not available 34009 301 905 3 1 LABORATOIRE RENAUDIN FR 

OXYCODONE RENAUDIN 1 
mg/mL, solution pour 
perfusion 

not available 34009 550 601 6 1 LABORATOIRE RENAUDIN FR 

OXYCODONE RENAUDIN 
10 mg/mL, solution pour 
perfusion 

not available 34009 301 905 4 8 LABORATOIRE RENAUDIN FR 

OXYCODONE RENAUDIN 
10 mg/mL, solution pour 
perfusion 

not available 34009 550 600 4 8 LABORATOIRE RENAUDIN FR 

OXYCODONE RENAUDIN 
10 mg/mL, solution pour 
perfusion 

not available 34009 301 905 5 5 LABORATOIRE RENAUDIN FR 

OXYCODONE RENAUDIN 
10 mg/mL, solution pour 
perfusion 

not available 34009 550 600 6 2 LABORATOIRE RENAUDIN FR 

Oxycodon-HCl AbZ 30 mg 
Retardtabletten 

DE/H/3495/001 86471.00.00 ABZ-PHARMA GMBH DE 

Oxycodon-HCl AbZ 60 mg 
Retardtabletten 

DE/H/3495/002 86472.00.00 ABZ-PHARMA GMBH DE 

Oxycodon-HCl AL 15 mg DE/H/3860/003 89918.00.00 ALIUD PHARMA GMBH DE 
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authorisation country) 
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Authorisation number 

National Authorisation Number MAH of product in the 
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Retardtabletten 
Oxycodon-HCl AL 30 mg 
Retardtabletten 

DE/H/3860/005 89920.00.00 ALIUD PHARMA GMBH DE 

Oxycodon-HCl AL 60 mg 
Retardtabletten 

DE/H/3860/007 89922.00.00 ALIUD PHARMA GMBH DE 

Oxycodon-HCl beta 1 × 
täglich 10 mg 
Retardtabletten 

DE/H/3654/001 88005.00.00 BETAPHARM ARZNEIMITTEL 
GMBH 

DE 

Oxycodon-HCl beta 1 x 
täglich 20 mg 
Retardtabletten 

DE/H/3654/002 88006.00.00 BETAPHARM ARZNEIMITTEL 
GMBH 

DE 

Oxycodon-HCl beta 1 x 
täglich 40 mg 
Retardtabletten 

DE/H/3654/003 88007.00.00 BETAPHARM ARZNEIMITTEL 
GMBH 

DE 

Oxycodon-HCl beta 1 x 
täglich 80 mg 
Retardtabletten 

DE/H/3654/004 88008.00.00 BETAPHARM ARZNEIMITTEL 
GMBH 

DE 

Oxycodon-HCl beta 30 mg 
Retardtabletten 

DE/H/0667/004 69806.00.00 BETAPHARM ARZNEIMITTEL 
GMBH 

DE 

Oxycodon-HCl beta 60 mg 
Retardtabletten 

DE/H/0667/005 69807.00.00 BETAPHARM ARZNEIMITTEL 
GMBH 

DE 

Oxycodon-HCl Krugmann 
10 mg Retardtabletten 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

53004.00.00 KRUGMANN GMBH 
(GERMANY) 

DE 

Oxycodon-HCl Krugmann 
20 mg Retardtabletten 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

53004.01.00 KRUGMANN GMBH 
(GERMANY) 

DE 

Oxycodon-HCl Krugmann 
40 mg Retardtabletten 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

53004.02.00 KRUGMANN GMBH 
(GERMANY) 

DE 

Oxycodon-HCl Krugmann 5 
mg Retardtabletten 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

53004.04.00 KRUGMANN GMBH 
(GERMANY) 

DE 

Oxycodon-HCl Krugmann 
80 mg Retardtabletten 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

53004.03.00 KRUGMANN GMBH 
(GERMANY) 

DE 
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product is authorised 

Oxycodon-HCl Krugmann 
akut 10 mg Hartkapseln 

not available 58373.00.00 KRUGMANN GMBH 
(GERMANY) 

DE 

Oxycodon-HCl Krugmann 
akut 20 mg Hartkapseln 

not available 58374.00.00 KRUGMANN GMBH 
(GERMANY) 

DE 

Oxycodon-HCl Krugmann 
akut 5 mg Hartkapseln 

not available 58372.00.00 KRUGMANN GMBH 
(GERMANY) 

DE 

Oxycodon-HCl 
ratiopharm® Uno 10 mg 
Retardtabletten 

SE/H/2082/001 140880 TEVA B.V AT 

Oxycodon-HCl 
ratiopharm® Uno 20 mg 
Retardtabletten 

SE/H/2082/002 140881 TEVA B.V AT 

Oxycodon-HCl 
ratiopharm® Uno 40 mg 
Retardtabletten 

SE/H/2082/003 140882 TEVA B.V AT 

Oxycodon-HCl 
ratiopharm® Uno 80 mg 
Retardtabletten 

SE/H/2082/004 140883 TEVA B.V AT 

Oxycodon-HCL Sandoz 5 
mg Retardtabletten 

DE/H/1154/001 69179.00.00 HEXAL AG DE 

Oxycodon-HCl Zentiva 30 
mg Retardtabletten 

DE/H/3476/001 86290.00.00 ZENTIVA PHARMA GMBH DE 

Oxycodon-HCl Zentiva 60 
mg Retardtabletten 

DE/H/3476/002 86291.00.00 ZENTIVA PHARMA GMBH DE 

Oxycodon-HCl-
ratiopharm® 30 mg 
Retardtabletten 

DE/H/3475/001 86288.00.00 RATIOPHARM GMBH DE 

Oxycodon-HCl-
ratiopharm® 60 mg 
Retardtabletten 

DE/H/3475/002 86289.00.00 RATIOPHARM GMBH DE 

Oxycodonhydrochlorid 
STADA® 15 mg 
Retardtabletten 

DE/H/3641/003 87945.00.00 STADAPHARM GMBH DE 

Oxycodonhydrochlorid 
STADA® 30 mg 
Retardtabletten 

DE/H/3641/005 87947.00.00 STADAPHARM GMBH DE 
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Oxycodonhydrochlorid 
STADA® 60 mg 
Retardtabletten 

DE/H/3641/007 87949.00.00 STADAPHARM GMBH DE 

Oxyconica 15 mg 
Retardtabletten 

DE/H/3644/003 87969.00.00 ACINO AG DE 

Oxyconica 30 mg 
Retardtabletten 

DE/H/3644/005 87971.00.00 ACINO AG DE 

Oxyconica 60 mg 
Retardtabletten 

DE/H/3644/007 87973.00.00 ACINO AG DE 

Oxyconoica 15 mg 
Retardtabletten 

DE/H/3645/003 87977.00.00 GLENMARK ARZNEIMITTEL 
GMBH 

DE 

Oxyconoica 30 mg 
Retardtabletten 

DE/H/3645/005 87979.00.00 GLENMARK ARZNEIMITTEL 
GMBH 

DE 

Oxyconoica 60 mg 
Retardtabletten 

DE/H/3645/007 87981.00.00 GLENMARK ARZNEIMITTEL 
GMBH 

DE 

OxyContin 10 mg 
comprimidos de liberación 
prolongada 

IE/H/0112/001 63446 MUNDIPHARMA 
PHARMACEUTICALS SL 

ES 

OxyContin 10 mg 
depottabletter 

not available 94-2768 MUNDIPHARMA AS NO 

OxyContin 10 mg 
prolonged release tablets 

not available 18608 MUNDIPHARMA 
PHARMACEUTICALS LTD 

CY 

OxyContin 10 mg 
prolonged release tablets 

IE/H/0112/001-004/MR PA 1688/005/002 MUNDIPHARMA 
PHARMACEUTICALS LIMITED 

IE 

OxyContin 10 mg retard 
filmtabletta 

not available OGYI-T-7166/03 MUNDIPHARMA GES.M.B.H HU 

OxyContin 10 mg tablete s 
podaljšanim sproščanjem 

not available H/01/01201/001 MUNDIPHARMA GES.M.B.H SI 

OxyContin 10 mg tablete s 
podaljšanim sproščanjem 

not available H/01/01201/002 MUNDIPHARMA GES.M.B.H SI 

OxyContin 10 mg tablete s 
podaljšanim sproščanjem 

not available H/01/01201/003 MUNDIPHARMA GES.M.B.H SI 

OxyContin 10 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-118192252-01 MUNDIPHARMA GES.M.B.H HR 

OxyContin 10 mg tablete s DE/H/1026/002; HR-H-118192252-02 MUNDIPHARMA GES.M.B.H HR 
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authorisation country) 
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Authorisation number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

produljenim oslobađanjem DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

OxyContin 10 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-118192252-03 MUNDIPHARMA GES.M.B.H HR 

OxyContin 10 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-118192252-04 MUNDIPHARMA GES.M.B.H HR 

OxyContin 10 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-118192252-05 MUNDIPHARMA GES.M.B.H HR 

OxyContin 10 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-118192252-06 MUNDIPHARMA GES.M.B.H HR 

OXYCONTIN 10 mg, 
comprimés à libération 
prolongée 

DE/H/0366/001-003/MR BE253197 MUNDIPHARMA COMM VA BE 

OXYCONTIN 10 mg, 
comprimés à libération 
prolongée 

DE/H/0366/001 2009010136 MUNDIPHARMA COMM VA LU 

OxyContin 10 mg, 
tabletten met verlengde 
afgifte 

DE/H/0366/001-003/MR BE253197 MUNDIPHARMA COMM VA BE 

OxyContin 10 mg, 
tabletten met verlengde 
afgifte 

not available RVG 22107 MUNDIPHARMA 
PHARMACEUTICALS BV 

NL 

OxyContin 10 mg, 
toimeainet prolongeeritult 
vabastavad tabletid 

not available 300500 MUNDIPHARMA GES.M.B.H EE 

OxyContin 10mg not available 65/257/00-C MUNDIPHARMA GES.M.B.H CZ 
OxyContin 120 mg 
depottabletter 

not available 07-5181 MUNDIPHARMA AS NO 

OxyContin 120 mg, 
tabletten met verlengde 
afgifte 

not available RVG 100824 MUNDIPHARMA 
PHARMACEUTICALS BV 

NL 

OxyContin 15 mg not available 07-4847 MUNDIPHARMA AS NO 



 
 
List of nationally authorised medicinal products   
EMA/577152/2023  Page 14/32 
 
 

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 
OxyContin 160 mg, 
tabletten met verlengde 
afgifte 

not available RVG 100825 MUNDIPHARMA 
PHARMACEUTICALS BV 

NL 

OxyContin 20 mg 
comprimidos de liberación 
prolongada 

IE/H/0112/002 63447 MUNDIPHARMA 
PHARMACEUTICALS SL 

ES 

OxyContin 20 mg 
depottabletter 

not available 94-2769 MUNDIPHARMA AS NO 

OxyContin 20 mg 
depottabletter 

not available 13831 MUNDIPHARMA AB SE 

OxyContin 20 mg 
prolonged release tablets 

not available 18609 MUNDIPHARMA 
PHARMACEUTICALS LTD 

CY 

OxyContin 20 mg 
prolonged release tablets 

IE/H/0112/001-004/MR PA 1688/005/003 MUNDIPHARMA 
PHARMACEUTICALS LIMITED 

IE 

OxyContin 20 mg retard 
filmtabletta 

not available OGYI-T-7166/04 MUNDIPHARMA GES.M.B.H HU 

OxyContin 20 mg tablete s 
podaljšanim sproščanjem 

not available H/01/01201/004 MUNDIPHARMA GES.M.B.H SI 

OxyContin 20 mg tablete s 
podaljšanim sproščanjem 

not available H/01/01201/005 MUNDIPHARMA GES.M.B.H SI 

OxyContin 20 mg tablete s 
podaljšanim sproščanjem 

not available H/01/01201/006 MUNDIPHARMA GES.M.B.H SI 

OxyContin 20 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-188823708-01 MUNDIPHARMA GES.M.B.H HR 

OxyContin 20 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-188823708-02 MUNDIPHARMA GES.M.B.H HR 

OxyContin 20 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-188823708-03 MUNDIPHARMA GES.M.B.H HR 

OxyContin 20 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-188823708-04 MUNDIPHARMA GES.M.B.H HR 

OxyContin 20 mg tablete s DE/H/1026/002; HR-H-188823708-05 MUNDIPHARMA GES.M.B.H HR 
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authorisation country) 
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Authorisation number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

produljenim oslobađanjem DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

OxyContin 20 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-188823708-06 MUNDIPHARMA GES.M.B.H HR 

OxyContin 20 mg tablety s 
prodlouženým 
uvolňováním 

not available 65/258/00-C MUNDIPHARMA 
GESELLSCHAFT M.B.H. 

CZ 

OXYCONTIN 20 mg, 
comprimés à libération 
prolongée 

DE/H/0366/001-003/MR BE253242 MUNDIPHARMA COMM VA BE 

OXYCONTIN 20 mg, 
comprimés à libération 
prolongée 

DE/H/0366/002 2009010137 MUNDIPHARMA COMM VA LU 

OxyContin 20 mg, 
tabletten met verlengde 
afgifte 

DE/H/0366/001-003/MR 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 30 mg 
depottabletter 

not available 07-4848 MUNDIPHARMA AS NO 

OxyContin 30 mg, 
tabletten met verlengde 
afgifte 

not available RVG 100820 MUNDIPHARMA 
PHARMACEUTICALS BV 

NL 

OxyContin 40 mg 
comprimidos de liberación 
prolongada 

IE/H/0112/003 63448 MUNDIPHARMA 
PHARMACEUTICALS SL 

ES 

OxyContin 40 mg 
depottabletter 

not available 94-2770 MUNDIPHARMA AS NO 

OxyContin 40 mg 
depottabletter 

not available 13832 MUNDIPHARMA AB SE 

OxyContin 40 mg not available 18610 MUNDIPHARMA CY 
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authorisation country) 
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Authorisation number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
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prolonged release tablets PHARMACEUTICALS LTD 
OxyContin 40 mg 
prolonged release tablets 

IE/H/0112/001-004/MR PA 1688/005/004 MUNDIPHARMA 
PHARMACEUTICALS LIMITED 

IE 

OxyContin 40 mg retard 
filmtabletta 

not available OGYI-T-7166/05 MUNDIPHARMA GES.M.B.H HU 

OxyContin 40 mg tablete s 
podaljšanim sproščanjem 

not available H/01/01201/007 MUNDIPHARMA GES.M.B.H SI 

OxyContin 40 mg tablete s 
podaljšanim sproščanjem 

not available H/01/01201/008 MUNDIPHARMA GES.M.B.H SI 

OxyContin 40 mg tablete s 
podaljšanim sproščanjem 

not available H/01/01201/009 MUNDIPHARMA GES.M.B.H SI 

OxyContin 40 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-849997645-01 MUNDIPHARMA GES.M.B.H HR 

OxyContin 40 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-849997645-02 MUNDIPHARMA GES.M.B.H HR 

OxyContin 40 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-849997645-03 MUNDIPHARMA GES.M.B.H HR 

OxyContin 40 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-849997645-04 MUNDIPHARMA GES.M.B.H HR 

OxyContin 40 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-849997645-05 MUNDIPHARMA GES.M.B.H HR 

OxyContin 40 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-849997645-06 MUNDIPHARMA GES.M.B.H HR 

OXYCONTIN 40 mg, 
comprimés à libération 
prolongée 

DE/H/0366/001-003/MR BE253276 MUNDIPHARMA COMM VA BE 

OXYCONTIN 40 mg, 
comprimés à libération 
prolongée 

DE/H/0366/003 2009010138 MUNDIPHARMA COMM VA LU 

OxyContin 40 mg, DE/H/0366/001-003/MR BE253276 MUNDIPHARMA COMM VA BE 
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tabletten met verlengde 
afgifte 
OxyContin 40 mg, 
tabletten met verlengde 
afgifte 

not available RVG 22109 MUNDIPHARMA 
PHARMACEUTICALS BV 

NL 

OxyContin 40 mg, 
toimeainet prolongeeritult 
vabastavad tabletid 

not available 300700 MUNDIPHARMA GES.M.B.H EE 

OxyContin 40mg not available 65/259/00-C MUNDIPHARMA GES.M.B.H CZ 
OxyContin 5 mg 
comprimidos de liberación 
prolongada 

IE/H/0112/005 68605 MUNDIPHARMA 
PHARMACEUTICALS SL 

ES 

OxyContin 5 mg 
depottabletter 

not available 02-1153 MUNDIPHARMA AS NO 

OxyContin 5 mg 
depottabletter 

not available 18349 MUNDIPHARMA AB SE 

OxyContin 5 mg prolonged 
release tablets 

not available 20346 MUNDIPHARMA 
PHARMACEUTICALS LTD 

CY 

OxyContin 5 mg prolonged 
release tablets 

IE/H/0112/005 PA 1688/005/001 MUNDIPHARMA 
PHARMACEUTICALS LIMITED 

IE 

OXYCONTIN 5 mg, 
comprimés à libération 
prolongée 

DE/H/0366/005 BE274942 MUNDIPHARMA COMM VA BE 

OXYCONTIN 5 mg, 
comprimés à libération 
prolongée 

DE/H/0366/005 1495/05100109 MUNDIPHARMA COMM VA LU 

OxyContin 5 mg, tabletten 
met verlengde afgifte 

DE/H/0366/005 BE274942 MUNDIPHARMA COMM VA BE 

OxyContin 5 mg, tabletten 
met verlengde afgifte 

not available RVG 27536 MUNDIPHARMA 
PHARMACEUTICALS BV 

NL 

OxyContin 60 mg 
depottabletter 

not available 07-5180 MUNDIPHARMA AS NO 

OxyContin 80 mg 
comprimidos de liberación 
prolongada 

IE/H/0112/004 63449 MUNDIPHARMA 
PHARMACEUTICALS SL 

ES 

OxyContin 80 mg not available 01-2425 MUNDIPHARMA AS NO 
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National Authorisation Number MAH of product in the 
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depottabletter 
OxyContin 80 mg 
depottabletter 

not available 15982 MUNDIPHARMA AB SE 

OxyContin 80 mg 
prolonged release tablets 

not available 18611 MUNDIPHARMA 
PHARMACEUTICALS LTD 

CY 

OxyContin 80 mg 
prolonged release tablets 

IE/H/0112/001-004/MR PA 1688/005/005 MUNDIPHARMA 
PHARMACEUTICALS LIMITED 

IE 

OxyContin 80 mg retard 
filmtabletta 

not available OGYI-T-7166/06 MUNDIPHARMA GES.M.B.H HU 

OxyContin 80 mg tablete s 
podaljšanim sproščanjem 

not available H/01/01201/010 MUNDIPHARMA GES.M.B.H SI 

OxyContin 80 mg tablete s 
podaljšanim sproščanjem 

not available H/01/01201/011 MUNDIPHARMA GES.M.B.H SI 

OxyContin 80 mg tablete s 
podaljšanim sproščanjem 

not available H/01/01201/012 MUNDIPHARMA GES.M.B.H SI 

OxyContin 80 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-763441426-01 MUNDIPHARMA GES.M.B.H HR 

OxyContin 80 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-763441426-02 MUNDIPHARMA GES.M.B.H HR 

OxyContin 80 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-763441426-03 MUNDIPHARMA GES.M.B.H HR 

OxyContin 80 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-763441426-04 MUNDIPHARMA GES.M.B.H HR 

OxyContin 80 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-763441426-05 MUNDIPHARMA GES.M.B.H HR 

OxyContin 80 mg tablete s 
produljenim oslobađanjem 

DE/H/1026/002; 
DE/H/1026/003; 
DE/H/1026/004; DE/H/ 

HR-H-763441426-06 MUNDIPHARMA GES.M.B.H HR 

OxyContin 80 mg tablety s 
prodlouženým 
uvolňováním 

not available 65/260/00-C MUNDIPHARMA 
GESELLSCHAFT M.B.H. 

CZ 
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OXYCONTIN 80 mg, 
comprimés à libération 
prolongée 

DE/H/0366/004 BE253303 MUNDIPHARMA COMM VA BE 

OXYCONTIN 80 mg, 
comprimés à libération 
prolongée 

DE/H/0366/004 2009010139 MUNDIPHARMA COMM VA LU 

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 Depot 10 mg 
depottabletit 

not available 11969 MUNDIPHARMA OY FI 

OxyContin Depot 10 mg, 
forðatöflur 

DE/H/0366/001-003/MR IS/1/02/047/01 MUNDIPHARMA A/S IS 

OxyContin Depot 20 mg 
depottabletit 

not available 11970 MUNDIPHARMA OY FI 

OxyContin Depot 20 mg, 
forðatöflur 

DE/H/0366/002 IS/1/02/047/02 MUNDIPHARMA A/S IS 

OxyContin Depot 40 mg 
depottabletit 

not available 11971 MUNDIPHARMA OY FI 

OxyContin Depot 40 mg, 
forðatöflur 

DE/H/0366/003 IS/1/02/047/03 MUNDIPHARMA A/S IS 

OxyContin Depot 5 mg 
depottabletit 

not available 16771 MUNDIPHARMA OY FI 

OxyContin Depot 5 mg, 
forðatöflur 

DE/H/0366/005 IS/1/05/021/01 MUNDIPHARMA A/S IS 

OxyContin Depot 80 mg 
depottabletit 

not available 13673 MUNDIPHARMA OY FI 

OxyContin Depot 80 mg, 
forðatöflur 

DE/H/0366/004 IS/1/02/047/04 MUNDIPHARMA A/S IS 

OxyContin Depot, not available 16892 MUNDIPHARMA A/S DK 
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depottabletter 10 mg 
OxyContin Depot, 
depottabletter 120 mg 

not available 42030 MUNDIPHARMA A/S DK 

OxyContin Depot, 
depottabletter 15 mg 

not available 41088 MUNDIPHARMA A/S DK 

OxyContin Depot, 
depottabletter 20 mg 

not available 16893 MUNDIPHARMA A/S DK 

OxyContin Depot, 
depottabletter 30 mg 

not available 41089 MUNDIPHARMA A/S DK 

OxyContin Depot, 
depottabletter 40 mg 

not available 16894 MUNDIPHARMA A/S DK 

OxyContin Depot, 
depottabletter 5 mg 

not available 33548 MUNDIPHARMA A/S DK 

OxyContin Depot, 
depottabletter 60 mg 

not available 42029 MUNDIPHARMA A/S DK 

OxyContin Depot, 
depottabletter 80 mg 

not available 30177 MUNDIPHARMA A/S DK 

OXYCONTIN LP 10 mg, 
comprimé pelliculé à 
libération prolongée 

not available 34009 354 209 0 9 MUNDIPHARMA SAS FR 

OXYCONTIN LP 120 mg, 
comprimé pelliculé à 
libération prolongée 

not available 34009 384 602 2 3 MUNDIPHARMA SAS FR 

OXYCONTIN LP 15 mg, 
comprimé pelliculé à 
libération prolongée 

not available 34009 384 584 4 2 MUNDIPHARMA SAS FR 

OXYCONTIN LP 20 mg, 
comprimé pelliculé à 
libération prolongée 

not available 34009 354 215 0 0 MUNDIPHARMA SAS FR 

OXYCONTIN LP 30 mg, 
comprimé pelliculé à 
libération prolongée 

not available 34009 384 587 3 2 MUNDIPHARMA SAS FR 

OXYCONTIN LP 40 mg, 
comprimé pelliculé à 
libération prolongée 

not available 34009 354 222 7 9 MUNDIPHARMA SAS FR 

OXYCONTIN LP 5 mg, not available 34009 366 903 4 9 MUNDIPHARMA SAS FR 



 
 
List of nationally authorised medicinal products   
EMA/577152/2023  Page 21/32 
 
 

Product Name (in 
authorisation country) 

MRP/DCP 
Authorisation number 

National Authorisation Number MAH of product in the 
member state 
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comprimé pelliculé à 
libération prolongée 
OXYCONTIN LP 60 mg, 
comprimé pelliculé à 
libération prolongée 

not available 34009 384 598 5 2 MUNDIPHARMA SAS FR 

OXYCONTIN LP 80 mg, 
comprimé pelliculé à 
libération prolongée 

not available 34009 354 294 8 3 MUNDIPHARMA SAS FR 

OxyContin retard 10 mg 
Filmtabletten 

IE/H/0112/001 1-23358 MUNDIPHARMA 
GESELLSCHAFT M.B.H. 

AT 

OxyContin retard 20 mg 
Filmtabletten 

IE/H/0112/002 1-23359 MUNDIPHARMA 
GESELLSCHAFT M.B.H. 

AT 

OxyContin retard 40 mg 
Filmtabletten 

IE/H/0112/003 1-23360 MUNDIPHARMA 
GESELLSCHAFT M.B.H. 

AT 

OxyContin retard 5 mg 
Filmtabletten 

IE/H/0112/005 1-26041 MUNDIPHARMA 
GESELLSCHAFT M.B.H. 

AT 

OxyContin retard 80 mg 
Filmtabletten 

IE/H/0112/004 1-23361 MUNDIPHARMA 
GESELLSCHAFT M.B.H. 

AT 

OxyContin, 10 mg 
depottablett 

not available 13830 MUNDIPHARMA AB SE 

OxyContin, 10 mg, tabletki 
o przedłu�onym 
uwalnianiu 

DE/H/1026/002 14525 MUNDIPHARMA A/S PL 

OxyContin, 20 mg, tabletki 
o przedłu�onym 
uwalnianiu 

DE/H/1026/003 14526 MUNDIPHARMA A/S PL 

OxyContin, 40 mg, tabletki 
o przedłu�onym 
uwalnianiu 

DE/H/1026/004 14527 MUNDIPHARMA A/S PL 

OxyContin, 5 mg, tabletki 
o przedłu�onym 
uwalnianiu 

DE/H/1026/001 14524 MUNDIPHARMA A/S PL 

OxyContin, 80 mg, tabletki 
o przedłu�onym 
uwalnianiu 

DE/H/1026/005 14528 MUNDIPHARMA A/S PL 

OxyContin® 10 mg IE/H/0112/001-004/MR 34435038 MUNDIPHARMA 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 

compresse a rilascio 
prolungato 

PHARMACEUTICALS SRL 

OxyContin® 10 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435053 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 10 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435040 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 10 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435026 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 10 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435014 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 10 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435065 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 20 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435077 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 20 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435089 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 20 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435091 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 20 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435115 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 20 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435127 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 20 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435103 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 40 mg IE/H/0112/001-004/MR 34435141 MUNDIPHARMA 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 

compresse a rilascio 
prolungato 

PHARMACEUTICALS SRL 

OxyContin® 40 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435178 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 40 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435180 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 40 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435154 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 40 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435139 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 40 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435166 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 5 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435255 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 5 mg 
compresse a rilascio 
prolungato 

IE/H/0112/005 34435279 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 5 mg 
compresse a rilascio 
prolungato 

IE/H/0112/005 34435267 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 5 mg 
compresse a rilascio 
prolungato 

IE/H/0112/005 34435293 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 5 mg 
compresse a rilascio 
prolungato 

IE/H/0112/005 34435281 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 80 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435192 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 80 mg IE/H/0112/001-004/MR 34435230 MUNDIPHARMA 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 

compresse a rilascio 
prolungato 

PHARMACEUTICALS SRL 

OxyContin® 80 mg 
compresse a rilascio 
prolungato 

MAA-OXYCODONE 
HYDROCHLORIDE 
PROLONGED-RELEASE 
TABL 

034435242 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 80 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435216 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 80 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435228 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

OxyContin® 80 mg 
compresse a rilascio 
prolungato 

IE/H/0112/001-004/MR 34435204 MUNDIPHARMA 
PHARMACEUTICALS SRL 

IT 

Oxygesic 10 mg 
Retardtabletten 

DE/H/0366/001-003/MR 41153.00.00 MUNDIPHARMA GMBH DE 

Oxygesic 20 mg 
Retardtabletten 

DE/H/0366/001-003/MR 41153.01.00 MUNDIPHARMA GMBH DE 

Oxygesic 40 mg 
Retardtabletten 

DE/H/0366/001-003/MR 41153.02.00 MUNDIPHARMA GMBH DE 

Oxygesic 5 mg 
Retardtabletten 

DE/H/0366/005 56594.00.00 MUNDIPHARMA GMBH DE 

Oxygesic 80 mg 
Retardtabletten 

DE/H/0366/004 41153.03.00 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/0366/007-008 68388.00.00 MUNDIPHARMA GMBH DE 

Oxygesic Dispersa 20 mg 
Schmelztabletten 

DE/H/0366/007-008 68389.00.00 MUNDIPHARMA GMBH DE 

Oxygesic Dispersa 5 mg DE/H/0366/007-008 68387.00.00 MUNDIPHARMA 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 

Schmelztabletten 
Oxygesic infusio 50 mg/ml 
Konzentrat zur Herstellung 
einer Infusionslösung 

DE/H/0366/014/DC 72147.00.00 MUNDIPHARMA GMBH DE 

Oxygesic injekt 10 mg/ml 
Injektionslösung/Konzentr
at zur Herstellung einer 
Injektions-
/Infusionslösung 

DE/H/0366/015 57886.00.00 MUNDIPHARMA GMBH DE 

OxyNorm 1 mg/ml 
mikstur, oppløsning 

not available 01-9979 MUNDIPHARMA AS NO 

OxyNorm 1 mg/ml 
oraaliliuos 

not available 14807 MUNDIPHARMA OY FI 

OxyNorm 1 mg/ml oral 
lösning 

not available 15792 MUNDIPHARMA AB SE 

OxyNorm 10 mg not available 20306 MUNDIPHARMA 
PHARMACEUTICALS LTD 

CY 

OxyNorm 10 mg cápsulas IE/H/0139/004 66575 MUNDIPHARMA 
PHARMACEUTICALS SL 

ES 

OxyNorm 10 mg capsules IE/H/0139/003-005/MR PA 1688/006/005 MUNDIPHARMA 
PHARMACEUTICALS LIMITED 

IE 

OxyNorm 10 mg hårda 
kapslar 

not available 16083 MUNDIPHARMA AB SE 

OxyNorm 10 mg harde 
kapsler 

not available 01-7402 MUNDIPHARMA AS NO 

OxyNorm 10 mg kapseli, 
kova 

not available 15321 MUNDIPHARMA OY FI 

OXYNORM 10 mg, gélule not available 34009 361 898 2 9 MUNDIPHARMA SAS FR 
OXYNORM 10 mg, gélule not available 34009 361 897 6 8 MUNDIPHARMA SAS FR 
OXYNORM 10 mg, gélule not available 34009 361 900 7 8 MUNDIPHARMA SAS FR 
OXYNORM 10 mg, gélule not available 34009 362 421 5 9 MUNDIPHARMA SAS FR 
OXYNORM 10 mg, gélule not available 34009 362 420 9 8 MUNDIPHARMA SAS FR 
OxyNorm 10 mg, harde 
capsules 

not available RVG 27510 MUNDIPHARMA 
PHARMACEUTICALS BV 

NL 

OxyNorm 10 mg/ml 
injeksjons-

not available 02-216 MUNDIPHARMA AS NO 
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Product Name (in 
authorisation country) 
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Authorisation number 

National Authorisation Number MAH of product in the 
member state 

Member State where 
product is authorised 

/infusjonsvæske, 
oppløsning 
OxyNorm 10 mg/ml 
injektionsvätska, lösning 

not available 18256 MUNDIPHARMA AB SE 

OxyNorm 10 mg/ml 
mikstur, oppløsning 

not available 01-9980 MUNDIPHARMA AS NO 

OxyNorm 10 mg/ml 
oraaliliuos 

not available 14808 MUNDIPHARMA OY FI 

OxyNorm 10 mg/ml oral 
lösning 

not available 15793 MUNDIPHARMA AB SE 

OxyNorm 10 mg/ml 
solución inyectable y para 
perfusión. 

IE/H/0139/006 71243 MUNDIPHARMA 
PHARMACEUTICALS SL 

ES 

OxyNorm 10 mg/ml 
solution for injection or 
infusion. 

IE/H/0139/006 PA1688/006/001 MUNDIPHARMA 
PHARMACEUTICALS LIMITED 

IE 

Oxynorm 10 mg/ml 
stungulyf, lausn, 
stungulyfs-
/innrennslispykkni, lausn 

DE/H/0366/015 IS/1/09/016/01 MUNDIPHARMA A/S IS 

OXYNORM 10 mg/ml,  
solution injectable/solution 
à diluer injectable ou 
perfusion 

DE/H/0366/015 2009080027 MUNDIPHARMA COMM VA LU 

OxyNorm 10 mg/ml, 
injektio-/infuusioneste, 
liuos 

not available 17150 MUNDIPHARMA OY FI 

OxyNorm 10 mg/ml, 
oplossing voor injectie 

DE/H/0366/015 BE339814 MUNDIPHARMA COMM VA BE 

OxyNorm 10 mg/ml, 
oplossing voor injectie 

DE/H/0366/015 BE339823 MUNDIPHARMA COMM VA BE 

OXYNORM 10 mg/ml, 
solution buvable 

not available 34009 301 318 1 7 MUNDIPHARMA SAS FR 

OXYNORM 10 mg/ml, 
solution buvable 

not available 34009 301 318 2 4 MUNDIPHARMA SAS FR 

OxyNorm 10 mg/ml, not available 20303 MUNDIPHARMA CY 
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solution for injection or 
infusion 

PHARMACEUTICALS LTD 

OxyNorm 10 mg/ml, 
solution for injection or 
infusion 

not available 20303 MUNDIPHARMA 
PHARMACEUTICALS LTD 

CY 

OXYNORM 10 mg/ml, 
solution injectable 

not available 34009 392 317 1 6 MUNDIPHARMA SAS FR 

OXYNORM 10 mg/ml, 
solution injectable 

not available 34009 366 915 2 0 MUNDIPHARMA SAS FR 

OXYNORM 10 mg/ml, 
solution injectable 

not available 34009 366 914 6 9 MUNDIPHARMA SAS FR 

OXYNORM 10 mg/ml, 
solution injectable/solution 
à diluer injectable ou 
perfusion 

DE/H/0366/015 BE339814 MUNDIPHARMA COMM VA BE 

OXYNORM 10 mg/ml, 
solution injectable/solution 
à diluer injectable ou 
perfusion 

DE/H/0366/015 BE339823 MUNDIPHARMA COMM VA BE 

OxyNorm 20 mg not available 20305 MUNDIPHARMA 
PHARMACEUTICALS LTD 

CY 

OxyNorm 20 mg cápsulas IE/H/0139/005 66576 MUNDIPHARMA 
PHARMACEUTICALS SL 

ES 

OxyNorm 20 mg capsules IE/H/0139/003-005/MR PA 1688/006/006 MUNDIPHARMA 
PHARMACEUTICALS LIMITED 

IE 

OxyNorm 20 mg hårda 
kapslar 

not available 16084 MUNDIPHARMA AB SE 

OxyNorm 20 mg harde 
kapsler 

not available 01-7403 MUNDIPHARMA AS NO 

OxyNorm 20 mg kapseli, 
kova 

not available 15322 MUNDIPHARMA OY FI 

OXYNORM 20 mg, gélule not available 34009 362 423 8 8 MUNDIPHARMA SAS FR 
OXYNORM 20 mg, gélule not available 34009 361 904 2 9 MUNDIPHARMA SAS FR 
OXYNORM 20 mg, gélule not available 34009 361 903 6 8 MUNDIPHARMA SAS FR 
OXYNORM 20 mg, gélule not available 34009 361 901 3 9 MUNDIPHARMA SAS FR 
OXYNORM 20 mg, gélule not available 34009 362 422 1 0 MUNDIPHARMA SAS FR 
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OxyNorm 20 mg, harde 
capsules 

not available RVG 27511 MUNDIPHARMA 
PHARMACEUTICALS BV 

NL 

OxyNorm 5 mg not available 20304 MUNDIPHARMA 
PHARMACEUTICALS LTD 

CY 

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

ES 

OxyNorm 5 mg capsules IE/H/0139/003-005/MR PA 1688/006/004 MUNDIPHARMA 
PHARMACEUTICALS LIMITED 

IE 

OxyNorm 5 mg hårda 
kapslar 

not available 16454 MUNDIPHARMA AB SE 

OxyNorm 5 mg harde 
kapsler 

not available 01-7401 MUNDIPHARMA AS NO 

OxyNorm 5 mg kapseli, 
kova 

not available 15609 MUNDIPHARMA OY FI 

OXYNORM 5 mg, gélule not available 34009 361 892 4 9 MUNDIPHARMA SAS FR 
OxyNorm 5 mg, harde 
capsules 

not available RVG 27509 MUNDIPHARMA 
PHARMACEUTICALS BV 

NL 

OxyNorm 50 mg/ml 
injeksjonsvæske/infusjons
væske, oppløsning 

not available 07-5504 MUNDIPHARMA AS NO 

OXYNORM 50 mg/ml, 
solution à diluer pour 
perfusion 

DE/H/0366/014 2009120027 MUNDIPHARMA COMM VA LU 

OXYNORM 50 mg/ml, 
solution injectable 

not available 34009 387 625 3 2 MUNDIPHARMA SAS FR 

OxyNorm concentrado 10 
mg/ml solución oral. 

IE/H/0139/002 66.614 MUNDIPHARMA 
PHARMACEUTICALS SL 

ES 

OxyNorm concentrate 10 
mg/ml 

not available 20973 MUNDIPHARMA 
PHARMACEUTICALS LTD 

CY 

OxyNorm concentrate 10 
mg/ml oral solution 

IE/H/0139/001 PA1688/006/003 MUNDIPHARMA 
PHARMACEUTICALS LIMITED 

IE 

OxyNorm Dispersa 10 mg 
Orodispersible Tablets 

not available PA 1688/006/008 MUNDIPHARMA 
PHARMACEUTICALS LIMITED 

IE 

OxyNorm Dispersa 10 mg 
orodispersible tablets 

not available PL06934/0220 ETHYPHARM XI 

OxyNorm Dispersa 10 mg, DE/H/0366/007 IS/1/07/015/02 MUNDIPHARMA A/S IS 
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munndreifitöflur 
OxyNorm Dispersa 20 mg 
Orodispersible Tablets 

not available PA 1688/006/009 MUNDIPHARMA 
PHARMACEUTICALS LIMITED 

IE 

OxyNorm Dispersa 20 mg 
orodispersible tablets 

not available PL06934/0221 ETHYPHARM XI 

OxyNorm Dispersa 20 mg, 
munndreifitöflur 

DE/H/0366/008 IS/1/07/015/03 MUNDIPHARMA A/S IS 

OxyNorm Dispersa 5 mg 
orodispersible tablets 

not available PA 1688/006/007 MUNDIPHARMA 
PHARMACEUTICALS LIMITED 

IE 

OxyNorm Dispersa 5 mg 
orodispersible tablets 

not available PL06934/0219 ETHYPHARM XI 

OxyNorm Dispersa 5 mg, 
munndreifitöflur 

DE/H/0366/007-008 IS/1/07/015/01 MUNDIPHARMA A/S IS 

OxyNorm Dispersa, 
smeltetabletter 

not available 40539 MUNDIPHARMA A/S DK 

OxyNorm Dispersa, 
smeltetabletter 10 mg 

not available 40538 MUNDIPHARMA A/S DK 

OxyNorm Dispersa, 
smeltetabletter 5 mg 

not available 40537 MUNDIPHARMA A/S DK 

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

NL 

OxyNorm drank 5 mg / 5 
ml 

not available RVG 27939 MUNDIPHARMA 
PHARMACEUTICALS BV 

NL 

Oxynorm hårde kapsler 20 
mg 

not available 31296 MUNDIPHARMA A/S DK 

OxyNorm injectie 10 
mg/ml, oplossing voor 
injectie of infusie 

not available RVG 29031 MUNDIPHARMA 
PHARMACEUTICALS BV 

NL 

OxyNorm injectie 50 
mg/ml, oplossing voor 
injectie of infusie 

not available RVG 101605 MUNDIPHARMA 
PHARMACEUTICALS BV 

NL 

OxyNorm Instant 10 mg, 
comprimés orodispersibles 

DE/H/0366/007 2008110045 MUNDIPHARMA COMM VA LU 

OxyNorm Instant 10 mg, 
orodispergeerbare 
tabletten 

DE/H/0366/007-008 BE319076 MUNDIPHARMA COMM VA BE 
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OxyNorm Instant 10 mg, 
orodispergeerbare 
tabletten 

not available RVG 34776 MUNDIPHARMA 
PHARMACEUTICALS BV 

NL 

OxyNorm Instant 10 mg, 
comprimés orodispersibles 

DE/H/0366/007-008 BE319076 MUNDIPHARMA COMM VA BE 

OxyNorm Instant 20 mg, 
comprimés orodispersibles 

DE/H/0366/008 2008110043 MUNDIPHARMA COMM VA LU 

OxyNorm Instant 20 mg, 
orodispergeerbare 
tabletten 

DE/H/0366/007-008 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/0366/007-008 BE319085 MUNDIPHARMA COMM VA BE 

OxyNorm Instant 5 mg, 
comprimés orodispersibles 

DE/H/0366/006 2008110044 MUNDIPHARMA COMM VA LU 

OxyNorm Instant 5 mg, 
orodispergeerbare 
tabletten 

DE/H/0366/007-008 BE319067 MUNDIPHARMA COMM VA BE 

OxyNorm Instant 5 mg, 
orodispergeerbare 
tabletten 

not available RVG 34775 MUNDIPHARMA 
PHARMACEUTICALS BV 

NL 

OxyNorm Instant 5 mg, 
comprimés orodispersibles 

DE/H/0366/007-008 BE319067 MUNDIPHARMA COMM VA BE 

OxyNorm liquid 1 mg/ml 
oral solution 

IE/H/0139/002 PA1688/006/002 MUNDIPHARMA 
PHARMACEUTICALS LIMITED 

IE 

OxyNorm liquid 5mg/5ml not available 20972 MUNDIPHARMA 
PHARMACEUTICALS LTD 

CY 

OxyNorm, 10 mg/ml, 
roztwór do wstrzykiwań / 
koncentrat do 
sporządzania roztworu do 
wstrzykiwań / do infuzji 

PL/H/0355/006 15220 MUNDIPHARMA A/S PL 

OxyNorm, hårde kapsler not available 31294 MUNDIPHARMA A/S DK 
OxyNorm, hårde kapsler not available 31295 MUNDIPHARMA A/S DK 
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Oxynorm, injektions- og 
infusionsvæske, opløsning 
10 mg/ml 

not available 33361 MUNDIPHARMA A/S DK 

Oxynorm, oral opløsning 1 
mg/ml 

not available 31157 MUNDIPHARMA A/S DK 

Oxynorm, oral opløsning 
10 mg/ml 

not available 31158 MUNDIPHARMA A/S DK 

OxyNorm® 50 mg/ml, 
solution for injection or 
infusion 

not available 20595 MUNDIPHARMA 
PHARMACEUTICALS LTD 

CY 

OxyNorm® 50 mg/ml, 
solution for injection or 
infusion 

not available 20595 MUNDIPHARMA 
PHARMACEUTICALS LTD 

CY 

OxyNorm® 50 mg/ml, 
solution for injection or 
infusion 

not available PA 1688/006/010 MUNDIPHARMA 
PHARMACEUTICALS LIMITED 

IE 

OXYNORMORO 10 mg, 
comprimé orodispersible 

not available 34009 380 426 5 8 MUNDIPHARMA SAS FR 

OXYNORMORO 10 mg, 
comprimé orodispersible 

not available 34009 380 427 1 9 MUNDIPHARMA SAS FR 

OXYNORMORO 10 mg, 
comprimé orodispersible 

not available 34009 380 425 9 7 MUNDIPHARMA SAS FR 

OXYNORMORO 20 mg, 
comprimé orodispersible 

not available 34009 380 429 4 8 MUNDIPHARMA SAS FR 

OXYNORMORO 20 mg, 
comprimé orodispersible 

not available 34009 380 430 2 0 MUNDIPHARMA SAS FR 

OXYNORMORO 20 mg, 
comprimé orodispersible 

not available 34009 380 428 8 7 MUNDIPHARMA SAS FR 

OXYNORMORO 5 mg, 
comprimé orodispersible 

not available 34009 380 424 2 9 MUNDIPHARMA SAS FR 

OXYNORMORO 5 mg, 
comprimé orodispersible 

not available 34009 380 423 6 8 MUNDIPHARMA SAS FR 

OXYNORMORO 5 mg, 
comprimé orodispersible 

not available 34009 380 421 3 9 MUNDIPHARMA SAS FR 

Oxypro 15 mg prolonged-
release tablets 

not available PL 48804/0003 RIDGE PHARMA LIMITED XI 
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Oxypro 30 mg prolonged-
release tablets 

not available PL 48804/0005 RIDGE PHARMA LIMITED XI 

Oxypro 60 mg prolonged-
release tablets 

not available PL 48804/0007 RIDGE PHARMA LIMITED XI 

Zarenoxin 15 mg 
Retardtabletten 

DE/H/3642/003 87953.00.00 ACINO AG DE 

Zarenoxin 30 mg 
Retardtabletten 

DE/H/3642/005 87955.00.00 ACINO AG DE 

Zarenoxin 60 mg 
Retardtabletten 

DE/H/3642/007 87957.00.00 ACINO AG DE 

 

 


