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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 

Bikalm 10 mg Filmtabletten not available 25938.00.00 SANOFI-AVENTIS 

DEUTSCHLAND GMBH 

DE 

Bikalm 10 mg Filmtabletten not available 25938.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Bikalm 10 mg Filmtabletten not available 25938.00.00 SANOFI-AVENTIS 

DEUTSCHLAND GMBH 

DE 

Bikalm 10 mg Filmtabletten not available 25938.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Dalparan 10 mg comprimidos 
recubiertos con película 

not available 59264 SANOFI-AVENTIS, S.A. ES 

Dalparan 10 mg comprimidos 
recubiertos con película 

not available 59264 SANOFI-AVENTIS, S.A. ES 

Edluar 10 mg comprimate 
sublinguale 

SE/H/1046/002 10616/2018/01 VIATRIS HEALTHCARE LTD RO 

Edluar 10 mg comprimate 

sublinguale 

SE/H/1046/002 10616/2018/02 VIATRIS HEALTHCARE LTD RO 

Edluar 10 mg comprimate 
sublinguale 

SE/H/1046/002 10616/2018/03 VIATRIS HEALTHCARE LTD RO 

Edluar 10 mg comprimate 

sublinguale 

SE/H/1046/002 10616/2018/04 VIATRIS HEALTHCARE LTD RO 

Edluar 10 mg comprimate 
sublinguale 

SE/H/1046/002 10616/2018/05 VIATRIS HEALTHCARE LTD RO 

Edluar 10 mg comprimate 

sublinguale 

SE/H/1046/002 10616/2018/06 VIATRIS HEALTHCARE LTD RO 

Edluar 10 mg comprimate 
sublinguale 

SE/H/1046/002 10616/2018/07 VIATRIS HEALTHCARE LTD RO 

Edluar 10 mg comprimate 
sublinguale 

SE/H/1046/002 10616/2018/08 VIATRIS HEALTHCARE LTD RO 

Edluar 10 mg comprimate 
sublinguale 

SE/H/1046/002 10616/2018/01 VIATRIS HEALTHCARE LTD RO 

Edluar 10 mg comprimate 
sublinguale 

SE/H/1046/002 10616/2018/02 VIATRIS HEALTHCARE LTD RO 

Edluar 10 mg comprimate 
sublinguale 

SE/H/1046/002 10616/2018/03 VIATRIS HEALTHCARE LTD RO 

Edluar 10 mg comprimate SE/H/1046/002 10616/2018/04 VIATRIS HEALTHCARE LTD 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 

sublinguale 

Edluar 10 mg comprimate 
sublinguale 

SE/H/1046/002 10616/2018/05 VIATRIS HEALTHCARE LTD RO 

Edluar 10 mg comprimate 

sublinguale 

SE/H/1046/002 10616/2018/06 VIATRIS HEALTHCARE LTD RO 

Edluar 10 mg comprimate 
sublinguale 

SE/H/1046/002 10616/2018/07 VIATRIS HEALTHCARE LTD RO 

Edluar 10 mg comprimate 

sublinguale 

SE/H/1046/002 10616/2018/08 VIATRIS HEALTHCARE LTD RO 

Edluar 10 mg comprimido 
sublingual 

SE/H/1046/002 5481031 VIATRIS HEALTHCARE, LDA PT 

Edluar 10 mg comprimido 
sublingual 

SE/H/1046/002 5481023 VIATRIS HEALTHCARE, LDA PT 

Edluar 10 mg comprimido 
sublingual 

SE/H/1046/002 5481031 VIATRIS HEALTHCARE, LDA PT 

Edluar 10 mg comprimido 
sublingual 

SE/H/1046/002 5481023 VIATRIS HEALTHCARE, LDA PT 

Edluar 10 mg comprimidos 
sublinguales 

SE/H/1046/002 76723 MYLAN IRE HEALTHCARE 
LIMITED 

ES 

Edluar 10 mg comprimidos 
sublinguales 

SE/H/1046/002 76723 MYLAN IRE HEALTHCARE 
LIMITED 

ES 

EDLUAR 10 mg nyelvalatti 
tabletta 

SE/H/1046/002 OGYI-T-22265/08 VIATRIS HEALTHCARE LTD HU 

EDLUAR 10 mg nyelvalatti 
tabletta 

SE/H/1046/002 OGYI-T-22265/09 VIATRIS HEALTHCARE LTD HU 

EDLUAR 10 mg nyelvalatti 

tabletta 

SE/H/1046/002 OGYI-T-22265/10 VIATRIS HEALTHCARE LTD HU 

EDLUAR 10 mg nyelvalatti 
tabletta 

SE/H/1046/002 OGYI-T-22265/11 VIATRIS HEALTHCARE LTD HU 

EDLUAR 10 mg nyelvalatti 
tabletta 

SE/H/1046/002 OGYI-T-22265/12 VIATRIS HEALTHCARE LTD HU 

EDLUAR 10 mg nyelvalatti 
tabletta 

SE/H/1046/002 OGYI-T-22265/13 VIATRIS HEALTHCARE LTD HU 

EDLUAR 10 mg nyelvalatti 
tabletta 

SE/H/1046/002 OGYI-T-22265/14 VIATRIS HEALTHCARE LTD HU 

EDLUAR 10 mg nyelvalatti SE/H/1046/002 OGYI-T-22265/16 VIATRIS HEALTHCARE LTD 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 

tabletta 

EDLUAR 10 mg nyelvalatti 
tabletta 

SE/H/1046/002 OGYI-T-22265/08 VIATRIS HEALTHCARE LTD HU 

EDLUAR 10 mg nyelvalatti 

tabletta 

SE/H/1046/002 OGYI-T-22265/09 VIATRIS HEALTHCARE LTD HU 

EDLUAR 10 mg nyelvalatti 
tabletta 

SE/H/1046/002 OGYI-T-22265/10 VIATRIS HEALTHCARE LTD HU 

EDLUAR 10 mg nyelvalatti 

tabletta 

SE/H/1046/002 OGYI-T-22265/11 VIATRIS HEALTHCARE LTD HU 

EDLUAR 10 mg nyelvalatti 
tabletta 

SE/H/1046/002 OGYI-T-22265/12 VIATRIS HEALTHCARE LTD HU 

EDLUAR 10 mg nyelvalatti 
tabletta 

SE/H/1046/002 OGYI-T-22265/13 VIATRIS HEALTHCARE LTD HU 

EDLUAR 10 mg nyelvalatti 
tabletta 

SE/H/1046/002 OGYI-T-22265/14 VIATRIS HEALTHCARE LTD HU 

EDLUAR 10 mg nyelvalatti 
tabletta 

SE/H/1046/002 OGYI-T-22265/16 VIATRIS HEALTHCARE LTD HU 

Edluar 10 mg podjezične 
tablete 

SE/H/1046/002 H/13/00526/010 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 10 mg podjezične 
tablete 

SE/H/1046/002 H/13/00526/011 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 10 mg podjezične 
tablete 

SE/H/1046/002 H/13/00526/012 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 10 mg podjezične 
tablete 

SE/H/1046/002 H/13/00526/013 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 10 mg podjezične 

tablete 

SE/H/1046/002 H/13/00526/014 MEDA PHARMA GMBH & CO. 

KG 

SI 

Edluar 10 mg podjezične 
tablete 

SE/H/1046/002 H/13/00526/015 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 10 mg podjezične 
tablete 

SE/H/1046/002 H/13/00526/009 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 10 mg podjezične 
tablete 

SE/H/1046/002 H/13/00526/016 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 10 mg podjezične 
tablete 

SE/H/1046/002 H/13/00526/010 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 10 mg podjezične SE/H/1046/002 H/13/00526/011 MEDA PHARMA GMBH & CO. SI 
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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 

tablete KG 

Edluar 10 mg podjezične 
tablete 

SE/H/1046/002 H/13/00526/012 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 10 mg podjezične 

tablete 

SE/H/1046/002 H/13/00526/013 MEDA PHARMA GMBH & CO. 

KG 

SI 

Edluar 10 mg podjezične 
tablete 

SE/H/1046/002 H/13/00526/014 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 10 mg podjezične 

tablete 

SE/H/1046/002 H/13/00526/015 MEDA PHARMA GMBH & CO. 

KG 

SI 

Edluar 10 mg podjezične 
tablete 

SE/H/1046/002 H/13/00526/009 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 10 mg podjezične 
tablete 

SE/H/1046/002 H/13/00526/016 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 10 mg resoriblett, 
sublingual 

SE/H/1046/002 45050 MEDA AB SE 

Edluar 10 mg resoriblett, 
sublingual 

SE/H/1046/001 29165 VIATRIS OY FI 

Edluar 10 mg resoriblett, 
sublingual 

SE/H/1046/002 45050 MEDA AB SE 

Edluar 10 mg resoriblett, 
sublingual 

SE/H/1046/001 29165 VIATRIS OY FI 

Edluar 10 mg resoribletti SE/H/1046/002 29165 VIATRIS OY FI 

Edluar 10 mg resoribletti SE/H/1046/002 29165 VIATRIS OY FI 

Edluar 10 mg sublingual 
tablets 

SE/H/1046/002 PL 46302/0204 MYLAN PRODUCTS LIMITED XI 

Edluar 10 mg sublingual 

tablets 

SE/H/1046/002 PA2010/050/002 MYLAN IRE HEALTHCARE 

LIMITED 

IE 

Edluar 10 mg sublingual 
tablets 

SE/H/1046/002 PL 46302/0204 MYLAN PRODUCTS LIMITED XI 

Edluar 10 mg sublingual 
tablets 

SE/H/1046/002 PA2010/050/002 MYLAN IRE HEALTHCARE 
LIMITED 

IE 

Edluar 10 mg 
Sublingualtabletten 

SE/H/1046/002 1-31494 MYLAN ÖSTERREICH GMBH AT 

Edluar 10 mg 
Sublingualtabletten 

SE/H/1046/002 1-31494 MYLAN ÖSTERREICH GMBH AT 

Edluar 10 mg tungurótartöflur SE/H/1046/002 IS/1/12/076/02 VIATRIS APS IS 
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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 

Edluar 10 mg tungurótartöflur SE/H/1046/002 IS/1/12/076/02 VIATRIS APS IS 

EDLUAR 10 mg, comprimé 
sublingual 

SE/H/1046/002 34009 583 283 4 3 MEDA PHARMA SAS FR 

EDLUAR 10 mg, comprimé 

sublingual 

SE/H/1046/002 34009 583 282 8 2 MEDA PHARMA SAS FR 

EDLUAR 10 mg, comprimé 
sublingual 

SE/H/1046/002 34009 269 404 7 8 MEDA PHARMA SAS FR 

EDLUAR 10 mg, comprimé 

sublingual 

SE/H/1046/002 34009 266 127 2 6 MEDA PHARMA SAS FR 

EDLUAR 10 mg, comprimé 
sublingual 

SE/H/1046/002 34009 266 126 6 5 MEDA PHARMA SAS FR 

EDLUAR 10 mg, comprimé 
sublingual 

SE/H/1046/002 34009 266 124 3 6 MEDA PHARMA SAS FR 

EDLUAR 10 mg, comprimé 
sublingual 

SE/H/1046/002 34009 266 123 7 5 MEDA PHARMA SAS FR 

EDLUAR 10 mg, comprimé 
sublingual 

SE/H/1046/002 34009 266 122 0 7 MEDA PHARMA SAS FR 

EDLUAR 10 mg, comprimé 
sublingual 

SE/H/1046/002 34009 583 283 4 3 MEDA PHARMA SAS FR 

EDLUAR 10 mg, comprimé 
sublingual 

SE/H/1046/002 34009 583 282 8 2 MEDA PHARMA SAS FR 

EDLUAR 10 mg, comprimé 
sublingual 

SE/H/1046/002 34009 269 404 7 8 MEDA PHARMA SAS FR 

EDLUAR 10 mg, comprimé 
sublingual 

SE/H/1046/002 34009 266 127 2 6 MEDA PHARMA SAS FR 

EDLUAR 10 mg, comprimé 

sublingual 

SE/H/1046/002 34009 266 126 6 5 MEDA PHARMA SAS FR 

EDLUAR 10 mg, comprimé 
sublingual 

SE/H/1046/002 34009 266 124 3 6 MEDA PHARMA SAS FR 

EDLUAR 10 mg, comprimé 
sublingual 

SE/H/1046/002 34009 266 123 7 5 MEDA PHARMA SAS FR 

EDLUAR 10 mg, comprimé 
sublingual 

SE/H/1046/002 34009 266 122 0 7 MEDA PHARMA SAS FR 

Edluar 10 mg, tablet voor 
sublinguaal gebruik 

SE/H/1046/002 RVG 108439 MYLAN HEALTHCARE B.V. NL 

Edluar 10 mg, tablet voor SE/H/1046/002 RVG 108439 MYLAN HEALTHCARE B.V. 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 

sublinguaal gebruik 

Edluar 5 mg comprimate 
sublinguale 

SE/H/1046/001 10615/2018/01 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimate 

sublinguale 

SE/H/1046/001 10615/2018/02 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimate 
sublinguale 

SE/H/1046/001 10615/2018/03 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimate 

sublinguale 

SE/H/1046/001 10615/2018/04 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimate 
sublinguale 

SE/H/1046/001 10615/2018/05 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimate 
sublinguale 

SE/H/1046/001 10615/2018/06 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimate 
sublinguale 

SE/H/1046/001 10615/2018/07 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimate 
sublinguale 

SE/H/1046/001 10615/2018/08 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimate 
sublinguale 

SE/H/1046/001 10615/2018/01 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimate 
sublinguale 

SE/H/1046/001 10615/2018/02 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimate 
sublinguale 

SE/H/1046/001 10615/2018/03 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimate 
sublinguale 

SE/H/1046/001 10615/2018/04 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimate 

sublinguale 

SE/H/1046/001 10615/2018/05 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimate 
sublinguale 

SE/H/1046/001 10615/2018/06 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimate 
sublinguale 

SE/H/1046/001 10615/2018/07 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimate 
sublinguale 

SE/H/1046/001 10615/2018/08 VIATRIS HEALTHCARE LTD RO 

Edluar 5 mg comprimido 
sublingual 

SE/H/1046/001 5481015 VIATRIS HEALTHCARE, LDA PT 

Edluar 5 mg comprimido SE/H/1046/001 5481007 VIATRIS HEALTHCARE, LDA 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 

sublingual 

Edluar 5 mg comprimido 
sublingual 

SE/H/1046/001 5481015 VIATRIS HEALTHCARE, LDA PT 

Edluar 5 mg comprimido 

sublingual 

SE/H/1046/001 5481007 VIATRIS HEALTHCARE, LDA PT 

Edluar 5 mg comprimidos 
sublinguales 

SE/H/1046/001 76724 MYLAN IRE HEALTHCARE 
LIMITED 

ES 

Edluar 5 mg comprimidos 

sublinguales 

SE/H/1046/001 76724 MYLAN IRE HEALTHCARE 

LIMITED 

ES 

EDLUAR 5 mg nyelvalatti 
tabletta 

SE/H/1046/001 OGYI-T-22265/01 VIATRIS HEALTHCARE LTD HU 

EDLUAR 5 mg nyelvalatti 
tabletta 

SE/H/1046/001 OGYI-T-22265/02 VIATRIS HEALTHCARE LTD HU 

EDLUAR 5 mg nyelvalatti 
tabletta 

SE/H/1046/001 OGYI-T-22265/03 VIATRIS HEALTHCARE LTD HU 

EDLUAR 5 mg nyelvalatti 
tabletta 

SE/H/1046/001 OGYI-T-22265/04 VIATRIS HEALTHCARE LTD HU 

EDLUAR 5 mg nyelvalatti 
tabletta 

SE/H/1046/001 OGYI-T-22265/05 VIATRIS HEALTHCARE LTD HU 

EDLUAR 5 mg nyelvalatti 
tabletta 

SE/H/1046/001 OGYI-T-22265/06 VIATRIS HEALTHCARE LTD HU 

EDLUAR 5 mg nyelvalatti 
tabletta 

SE/H/1046/001 OGYI-T-22265/07 VIATRIS HEALTHCARE LTD HU 

EDLUAR 5 mg nyelvalatti 
tabletta 

SE/H/1046/001 OGYI-T-22265/15 VIATRIS HEALTHCARE LTD HU 

EDLUAR 5 mg nyelvalatti 

tabletta 

SE/H/1046/001 OGYI-T-22265/01 VIATRIS HEALTHCARE LTD HU 

EDLUAR 5 mg nyelvalatti 
tabletta 

SE/H/1046/001 OGYI-T-22265/02 VIATRIS HEALTHCARE LTD HU 

EDLUAR 5 mg nyelvalatti 
tabletta 

SE/H/1046/001 OGYI-T-22265/03 VIATRIS HEALTHCARE LTD HU 

EDLUAR 5 mg nyelvalatti 
tabletta 

SE/H/1046/001 OGYI-T-22265/04 VIATRIS HEALTHCARE LTD HU 

EDLUAR 5 mg nyelvalatti 
tabletta 

SE/H/1046/001 OGYI-T-22265/05 VIATRIS HEALTHCARE LTD HU 

EDLUAR 5 mg nyelvalatti SE/H/1046/001 OGYI-T-22265/06 VIATRIS HEALTHCARE LTD 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 

tabletta 

EDLUAR 5 mg nyelvalatti 
tabletta 

SE/H/1046/001 OGYI-T-22265/07 VIATRIS HEALTHCARE LTD HU 

EDLUAR 5 mg nyelvalatti 

tabletta 

SE/H/1046/001 OGYI-T-22265/15 VIATRIS HEALTHCARE LTD HU 

Edluar 5 mg podjezične 
tablete 

SE/H/1046/001 H/13/00526/001 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 5 mg podjezične 

tablete 

SE/H/1046/001 H/13/00526/006 MEDA PHARMA GMBH & CO. 

KG 

SI 

Edluar 5 mg podjezične 
tablete 

SE/H/1046/001 H/13/00526/005 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 5 mg podjezične 
tablete 

SE/H/1046/001 H/13/00526/004 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 5 mg podjezične 
tablete 

SE/H/1046/001 H/13/00526/003 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 5 mg podjezične 
tablete 

SE/H/1046/001 H/13/00526/002 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 5 mg podjezične 
tablete 

SE/H/1046/001 H/13/00526/007 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 5 mg podjezične 
tablete 

SE/H/1046/001 H/13/00526/008 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 5 mg podjezične 
tablete 

SE/H/1046/001 H/13/00526/001 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 5 mg podjezične 
tablete 

SE/H/1046/001 H/13/00526/006 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 5 mg podjezične 

tablete 

SE/H/1046/001 H/13/00526/005 MEDA PHARMA GMBH & CO. 

KG 

SI 

Edluar 5 mg podjezične 
tablete 

SE/H/1046/001 H/13/00526/004 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 5 mg podjezične 
tablete 

SE/H/1046/001 H/13/00526/003 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 5 mg podjezične 
tablete 

SE/H/1046/001 H/13/00526/002 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 5 mg podjezične 
tablete 

SE/H/1046/001 H/13/00526/007 MEDA PHARMA GMBH & CO. 
KG 

SI 

Edluar 5 mg podjezične SE/H/1046/001 H/13/00526/008 MEDA PHARMA GMBH & CO. SI 
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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 

tablete KG 

Edluar 5 mg resoriblett, 
sublingual 

SE/H/1046/001 45049 MEDA AB SE 

Edluar 5 mg resoriblett, 

sublingual 

SE/H/1046/002 29164 VIATRIS OY FI 

Edluar 5 mg resoriblett, 
sublingual 

SE/H/1046/001 45049 MEDA AB SE 

Edluar 5 mg resoriblett, 

sublingual 

SE/H/1046/002 29164 VIATRIS OY FI 

Edluar 5 mg resoribletti SE/H/1046/001 29164 VIATRIS OY FI 

Edluar 5 mg resoribletti SE/H/1046/001 29164 VIATRIS OY FI 

Edluar 5 mg sublingual 
tablets 

SE/H/1046/001 PL 46302/0203 MYLAN PRODUCTS LIMITED XI 

Edluar 5 mg sublingual 

tablets 

SE/H/1046/001 PA2010/050/001 MYLAN IRE HEALTHCARE 

LIMITED 

IE 

Edluar 5 mg sublingual 
tablets 

SE/H/1046/001 PL 46302/0203 MYLAN PRODUCTS LIMITED XI 

Edluar 5 mg sublingual 

tablets 

SE/H/1046/001 PA2010/050/001 MYLAN IRE HEALTHCARE 

LIMITED 

IE 

Edluar 5 mg 
Sublingualtabletten 

SE/H/1046/001 83439.00.00 MEDA PHARMA GMBH & CO. 
KG 

DE 

Edluar 5 mg 
Sublingualtabletten 

SE/H/1046/001 1-31493 MYLAN ÖSTERREICH GMBH AT 

Edluar 5 mg 
Sublingualtabletten 

SE/H/1046/001 83439.00.00 MEDA PHARMA GMBH & CO. 
KG 

DE 

Edluar 5 mg 

Sublingualtabletten 

SE/H/1046/001 1-31493 MYLAN ÖSTERREICH GMBH AT 

Edluar 5 mg tungurótartöflur SE/H/1046/001 IS/1/12/076/01 VIATRIS APS IS 

Edluar 5 mg tungurótartöflur SE/H/1046/001 IS/1/12/076/01 VIATRIS APS IS 

EDLUAR 5 mg, comprimé 
sublingual 

SE/H/1046/001 34009 266 072 3 4 MEDA PHARMA SAS FR 

EDLUAR 5 mg, comprimé 
sublingual 

SE/H/1046/001 34009 266 074 6 3 MEDA PHARMA SAS FR 

EDLUAR 5 mg, comprimé 
sublingual 

SE/H/1046/001 34009 266 076 9 2 MEDA PHARMA SAS FR 

EDLUAR 5 mg, comprimé SE/H/1046/001 34009 266 077 5 3 MEDA PHARMA SAS FR 
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sublingual 

EDLUAR 5 mg, comprimé 
sublingual 

SE/H/1046/001 34009 269 403 0 0 MEDA PHARMA SAS FR 

EDLUAR 5 mg, comprimé 

sublingual 

SE/H/1046/001 34009 583 236 6 9 MEDA PHARMA SAS FR 

EDLUAR 5 mg, comprimé 
sublingual 

SE/H/1046/001 34009 583 237 2 0 MEDA PHARMA SAS FR 

EDLUAR 5 mg, comprimé 

sublingual 

SE/H/1046/001 34009 266 075 2 4 MEDA PHARMA SAS FR 

EDLUAR 5 mg, comprimé 
sublingual 

SE/H/1046/001 34009 266 072 3 4 MEDA PHARMA SAS FR 

EDLUAR 5 mg, comprimé 
sublingual 

SE/H/1046/001 34009 266 074 6 3 MEDA PHARMA SAS FR 

EDLUAR 5 mg, comprimé 
sublingual 

SE/H/1046/001 34009 266 076 9 2 MEDA PHARMA SAS FR 

EDLUAR 5 mg, comprimé 
sublingual 

SE/H/1046/001 34009 266 077 5 3 MEDA PHARMA SAS FR 

EDLUAR 5 mg, comprimé 
sublingual 

SE/H/1046/001 34009 269 403 0 0 MEDA PHARMA SAS FR 

EDLUAR 5 mg, comprimé 
sublingual 

SE/H/1046/001 34009 583 236 6 9 MEDA PHARMA SAS FR 

EDLUAR 5 mg, comprimé 
sublingual 

SE/H/1046/001 34009 583 237 2 0 MEDA PHARMA SAS FR 

EDLUAR 5 mg, comprimé 
sublingual 

SE/H/1046/001 34009 266 075 2 4 MEDA PHARMA SAS FR 

Edluar 5 mg, tablet voor 

sublinguaal gebruik 

SE/H/1046/001 RVG 108438 MYLAN HEALTHCARE B.V. NL 

Edluar 5 mg, tablet voor 
sublinguaal gebruik 

SE/H/1046/001 RVG 108438 MYLAN HEALTHCARE B.V. NL 

Edluar, sublinguale 
resoribletter 

SE/H/1046/001 47607 VIATRIS APS DK 

Edluar, sublinguale 
resoribletter 

SE/H/1046/002 47608 VIATRIS APS DK 

Edluar, sublinguale 
resoribletter 

SE/H/1046/001 47607 VIATRIS APS DK 

Edluar, sublinguale SE/H/1046/002 47608 VIATRIS APS DK 



 

  
List of nationally authorised medicinal products  

EMA/160401/2024 Page 12/24 

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 

resoribletter 

Ivadal Filmtabletten not available 1-20472 SANOFI-AVENTIS GMBH 
OSTERREICH 

AT 

Ivadal Filmtabletten not available 1-20472 SANOFI-AVENTIS GMBH 

OSTERREICH 

AT 

Ivadal Filmtabletten not available 1-20472 SANOFI-AVENTIS GMBH 
OSTERREICH 

AT 

Ivadal Filmtabletten not available 1-20472 SANOFI-AVENTIS GMBH 

OSTERREICH 

AT 

NOTTEM 10 mg compresse 
rivestite con film 

not available 028445017 SANOFI S.R.L. IT 

NOTTEM 10 mg compresse 
rivestite con film 

not available 028445031 SANOFI S.R.L. IT 

Oniria 5 mg δισκία 
διασπειρόμενα στο στόμα 

IT/H/0187/003 80459/26-07-2022 ITF HELLAS S.A. GR 

Oniria 5 mg δισκία 
διασπειρόμενα στο στόμα 

IT/H/0187/003 80459/26-07-2022 ITF HELLAS S.A. GR 

Oniria 5 mg δισκία 
διασπειρόμενα στο στόμα 

IT/H/0187/003 80459/26-07-2022 ITF HELLAS S.A. GR 

Oniria 5 mg δισκία 
διασπειρόμενα στο στόμα 

IT/H/0187/003 80459/26-07-2022 ITF HELLAS S.A. GR 

Oniria 5 mg δισκία 
διασπειρόμενα στο στόμα 

IT/H/0187/003 80459/26-07-2022 ITF HELLAS S.A. GR 

Oniria 5 mg δισκία 
διασπειρόμενα στο στόμα 

IT/H/0187/003 80459/26-07-2022 ITF HELLAS S.A. GR 

Oniria 5 mg δισκία 

διασπειρόμενα στο στόμα 

IT/H/0187/003 80459/26-07-2022 ITF HELLAS S.A. GR 

Oniria 5 mg δισκία 
διασπειρόμενα στο στόμα 

IT/H/0187/003 80459/26-07-2022 ITF HELLAS S.A. GR 

Stilnoct 10 mg comprimés 
pelliculés 

not available BE146492 SANOFI BELGIUM BE 

Stilnoct 10 mg comprimés 
pelliculés 

not available BE146492 SANOFI BELGIUM BE 

Stilnoct 10 mg comprimés 
pelliculés 

not available BE146492 SANOFI BELGIUM BE 

Stilnoct 10 mg comprimés not available BE146492 SANOFI BELGIUM BE 
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pelliculés 

Stilnoct 10 mg comprimés 
pelliculés 

not available BE146492 SANOFI BELGIUM BE 

Stilnoct 10 mg comprimés 

pelliculés 

not available BE146492 SANOFI BELGIUM BE 

Stilnoct 10 mg comprimés 
pelliculés 

not available BE146492 SANOFI BELGIUM BE 

Stilnoct 10 mg comprimés 

pelliculés 

not available 0323502 SANOFI BELGIUM LU 

Stilnoct 10 mg comprimés 
pelliculés 

not available 0149217 SANOFI BELGIUM LU 

Stilnoct 10 mg comprimés 
pelliculés 

not available 0149203 SANOFI BELGIUM LU 

Stilnoct 10 mg comprimés 
pelliculés 

not available 0883864 SANOFI BELGIUM LU 

Stilnoct 10 mg comprimés 
pelliculés 

not available 0883851 SANOFI BELGIUM LU 

Stilnoct 10 mg comprimés 
pelliculés 

not available 0897941 SANOFI BELGIUM LU 

Stilnoct 10 mg comprimés 
pelliculés 

not available 0897923 SANOFI BELGIUM LU 

Stilnoct 10 mg filmdragerad 
tablett 

not available 11697 SANOFI OY FI 

Stilnoct 10 mg filmdragerad 
tablett 

not available 11697 SANOFI OY FI 

Stilnoct 10 mg filmdragerad 

tablett 

not available 11697 SANOFI OY FI 

Stilnoct 10 mg filmdragerad 
tablett 

not available 11697 SANOFI OY FI 

Stilnoct 10 mg filmdragerad 
tablett 

not available 11697 SANOFI OY FI 

Stilnoct 10 mg filmdragerad 
tablett 

not available 11697 SANOFI OY FI 

Stilnoct 10 mg filmdragerade 
tabletter 

not available 12020 SANOFI AB SE 

Stilnoct 10 mg filmdragerade not available 12020 SANOFI AB SE 
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Stilnoct 10 mg filmdragerade 
tabletter 

not available 12020 SANOFI AB SE 

Stilnoct 10 mg filmdragerade 

tabletter 

not available 12020 SANOFI AB SE 

Stilnoct 10 mg filmdragerade 
tabletter 

not available 12020 SANOFI AB SE 

Stilnoct 10 mg filmomhulde 

tabletten 

not available BE146492 SANOFI BELGIUM BE 

Stilnoct 10 mg filmomhulde 
tabletten 

not available BE146492 SANOFI BELGIUM BE 

Stilnoct 10 mg filmomhulde 
tabletten 

not available BE146492 SANOFI BELGIUM BE 

Stilnoct 10 mg filmomhulde 
tabletten 

not available BE146492 SANOFI BELGIUM BE 

Stilnoct 10 mg filmomhulde 
tabletten 

not available BE146492 SANOFI BELGIUM BE 

Stilnoct 10 mg filmomhulde 
tabletten 

not available BE146492 SANOFI BELGIUM BE 

Stilnoct 10 mg filmomhulde 
tabletten 

not available BE146492 SANOFI BELGIUM BE 

STILNOCT 10 mg 
Filmtabletten 

not available BE146492 SANOFI BELGIUM BE 

STILNOCT 10 mg 
Filmtabletten 

not available BE146492 SANOFI BELGIUM BE 

STILNOCT 10 mg 

Filmtabletten 

not available BE146492 SANOFI BELGIUM BE 

STILNOCT 10 mg 
Filmtabletten 

not available BE146492 SANOFI BELGIUM BE 

STILNOCT 10 mg 
Filmtabletten 

not available BE146492 SANOFI BELGIUM BE 

STILNOCT 10 mg 
Filmtabletten 

not available BE146492 SANOFI BELGIUM BE 

STILNOCT 10 mg 
Filmtabletten 

not available BE146492 SANOFI BELGIUM BE 

Stilnoct 10 mg filmuhúðaðar not available 880059 SANOFI-AVENTIS NORGE AS IS 
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töflur. 

Stilnoct 10 mg filmuhúðaðar 
töflur. 

not available 880059 SANOFI-AVENTIS NORGE AS IS 

Stilnoct 10 mg filmuhúðaðar 

töflur. 

not available 880059 SANOFI-AVENTIS NORGE AS IS 

Stilnoct 10 mg tablett, 
filmdrasjert 

not available 8202 SANOFI-AVENTIS NORGE AS NO 

Stilnoct 10 mg tablett, 

filmdrasjert 

not available 8202 SANOFI-AVENTIS NORGE AS NO 

Stilnoct 10 mg tablett, 
filmdrasjert 

not available 8202 SANOFI-AVENTIS NORGE AS NO 

Stilnoct 10 mg tabletti, 
kalvopäällysteinen 

not available 11697 SANOFI OY FI 

Stilnoct 10 mg tabletti, 
kalvopäällysteinen 

not available 11697 SANOFI OY FI 

Stilnoct 10 mg tabletti, 
kalvopäällysteinen 

not available 11697 SANOFI OY FI 

Stilnoct 10 mg tabletti, 
kalvopäällysteinen 

not available 11697 SANOFI OY FI 

Stilnoct 10 mg tabletti, 
kalvopäällysteinen 

not available 11697 SANOFI OY FI 

Stilnoct 10 mg tabletti, 
kalvopäällysteinen 

not available 11697 SANOFI OY FI 

Stilnoct 10mg Film-coated 
Tablets 

not available PA 540/160/2 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Stilnoct 5 mg filmdragerade 

tabletter 

not available 12019 SANOFI AB SE 

Stilnoct 5 mg filmdragerade 
tabletter 

not available 12019 SANOFI AB SE 

Stilnoct 5 mg filmdragerade 
tabletter 

not available 12019 SANOFI AB SE 

Stilnoct 5 mg filmdragerade 
tabletter 

not available 12019 SANOFI AB SE 

Stilnoct 5 mg filmdragerade 
tabletter 

not available 12019 SANOFI AB SE 

Stilnoct 5 mg filmdragerade not available 12019 SANOFI AB SE 
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Stilnoct 5 mg filmdragerade 
tabletter 

not available 12019 SANOFI AB SE 

Stilnoct 5 mg tablett, 

filmdrasjert 

not available 8201 SANOFI-AVENTIS NORGE AS NO 

Stilnoct 5 mg 
tablett,filmdrasjert 

not available 8201 SANOFI-AVENTIS NORGE AS NO 

Stilnoct 5 mg 

tablett,filmdrasjert 

not available 8201 SANOFI-AVENTIS NORGE AS NO 

Stilnoct 5 mg tabletter, 
filmdrasjert 

not available 8201 SANOFI-AVENTIS NORGE AS NO 

Stilnoct 5mg Film Coated 
Tablets 

not available PA 540/160/1 SANOFI-AVENTIS IRELAND 
LTD. T/A SANOFI 

IE 

Stilnoct, filmovertrukne 
tabletter 

not available 13198 SANOFI A/S DK 

Stilnoct, filmovertrukne 
tabletter 

not available 13198 SANOFI A/S DK 

Stilnoct, filmovertrukne 
tabletter 

not available 13198 SANOFI A/S DK 

Stilnoct, filmovertrukne 
tabletter 

not available 13198 SANOFI A/S DK 

Stilnox 10 mg apvalkotās 
tabletes 

not available 99-1021 SANOFI WINTHROP 
INDUSTRIE 

LV 

Stilnox 10 mg apvalkotās 
tabletes 

not available 99-1021 SANOFI WINTHROP 
INDUSTRIE 

LV 

STILNOX 10 mg compresse 

rivestite con film 

not available 026695054 SANOFI S.R.L. IT 

STILNOX 10 mg compresse 
rivestite con film 

not available 026695015 SANOFI S.R.L. IT 

STILNOX 10 mg compresse 
rivestite con film 

not available 026695027 SANOFI S.R.L. IT 

STILNOX 10 mg compresse 
rivestite con film 

not available 026695041 SANOFI S.R.L. IT 

Stilnox 10 mg comprimate 
filmate 

not available 1344/2009/03 SANOFI ROMANIA SRL RO 

Stilnox 10 mg comprimate not available 1344/2009/02 SANOFI ROMANIA SRL RO 
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filmate 

Stilnox 10 mg comprimate 
filmate 

not available 1344/2009/01 SANOFI ROMANIA SRL RO 

Stilnox 10 mg comprimate 

filmate 

not available 1344/2009/04 SANOFI ROMANIA SRL RO 

STILNOX 10 mg comprimidos 
recubiertos con película 

not available 58470 SANOFI-AVENTIS, S.A. ES 

STILNOX 10 mg comprimidos 

recubiertos con película 

not available 58470 SANOFI-AVENTIS, S.A. ES 

Stilnox 10 mg comprimidos 
revestidos por película 

not available 4508495 SANOFI - PRODUTOS 
FARMACEUTICOS LDA 

PT 

Stilnox 10 mg film-coated 
tablet 

not available MA1359/03401 SANOFI S.R.L. MT 

Stilnox 10 mg filmom obalené 
tablety 

not available 57/0887/92-CS SANOFI WINTHROP 
INDUSTRIE 

SK 

Stilnox 10 mg filmom obalené 
tablety 

not available 57/0887/92-CS SANOFI WINTHROP 
INDUSTRIE 

SK 

Stilnox 10 mg filmom obalené 
tablety 

not available 57/0887/92-CS SANOFI WINTHROP 
INDUSTRIE 

SK 

Stilnox 10 mg filmom obalené 
tablety 

not available 57/0887/92-CS SANOFI WINTHROP 
INDUSTRIE 

SK 

Stilnox 10 mg filmom obalené 
tablety 

not available 57/0887/92-CS SANOFI WINTHROP 
INDUSTRIE 

SK 

Stilnox 10 mg filmtabletta not available OGYI-T-2244/03 SANOFI-AVENTIS ZRT HU 

Stilnox 10 mg Filmtabletten not available 16345.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Stilnox 10 mg Filmtabletten not available 16345.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Stilnox 10 mg Filmtabletten not available 16345.00.00 SANOFI-AVENTIS 

DEUTSCHLAND GMBH 

DE 

Stilnox 10 mg Filmtabletten not available 16345.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 

Stilnox 10 mg Filmtabletten not available 16345.00.00 SANOFI-AVENTIS 

DEUTSCHLAND GMBH 

DE 

Stilnox 10 mg Filmtabletten not available 16345.00.00 SANOFI-AVENTIS 
DEUTSCHLAND GMBH 

DE 
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Stilnox 10 mg plėvele 

dengtos tabletės 

not available LT/1/95/2002/001 SANOFI WINTHROP 

INDUSTRIE 

LT 

Stilnox 10 mg plėvele 
dengtos tabletės 

not available LT/1/95/2002/002 SANOFI WINTHROP 
INDUSTRIE 

LT 

Stilnox 10 mg plėvele 

dengtos tabletės 

not available LT/1/95/2002/003 SANOFI WINTHROP 

INDUSTRIE 

LT 

Stilnox 10 mg potahované 
tablety 

not available 57/887/92-C SANOFI S.R.O. CZ 

Stilnox 10 mg potahované 
tablety 

not available 57/887/92-C SANOFI S.R.O. CZ 

Stilnox 10 mg potahované 
tablety 

not available 57/887/92-C SANOFI S.R.O. CZ 

Stilnox 10 mg potahované 
tablety 

not available 57/887/92-C SANOFI S.R.O. CZ 

Stilnox 10 mg επικαλυμμένα 

με λεπτό υμένιο δισκία 

not available 45258/21-10-2009 SANOFI-AVENTIS 

MONOPROSOPI A.E.B.E 

GR 

Stilnox 10 mg επικαλυμμένα 
με λεπτό υμένιο δισκία 

not available 45258/21-10-2009 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Stilnox 10 mg επικαλυμμένα 

με λεπτό υμένιο δισκία 

not available 45258/21-10-2009 SANOFI-AVENTIS 

MONOPROSOPI A.E.B.E 

GR 

Stilnox 10 mg επικαλυμμένα 
με λεπτό υμένιο δισκία 

not available 45258/21-10-2009 SANOFI-AVENTIS 
MONOPROSOPI A.E.B.E 

GR 

Stilnox 10 mg επικαλυμμένα 

με λεπτό υμένιο δισκία 

not available 45258/21-10-2009 SANOFI-AVENTIS 

MONOPROSOPI A.E.B.E 

GR 

Stilnox 10 mg επικαλυμμένα 
με λεπτό υμένιο δισκία 

not available 19612 SANOFI WINTHROP 
INDUSTRIE 

CY 

STILNOX 10 mg, comprimé 
pelliculé sécable 

not available 34009 555 845 1 3 SANOFI WINTHROP 
INDUSTRIE 

FR 

STILNOX 10 mg, comprimé 
pelliculé sécable 

not available 34009 339 036 1 9 SANOFI WINTHROP 
INDUSTRIE 

FR 

STILNOX 10 mg, comprimé 
pelliculé sécable 

not available 34009 329 611 3 9 SANOFI WINTHROP 
INDUSTRIE 

FR 

STILNOX 10 mg, comprimé 
pelliculé sécable 

not available 34009 346 586 3 1 SANOFI WINTHROP 
INDUSTRIE 

FR 

STILNOX 10 mg, comprimé 
pelliculé sécable 

not available 34009 346 588 6 0 SANOFI WINTHROP 
INDUSTRIE 

FR 
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STILNOX 10 mg, comprimé 

pelliculé sécable 

not available 34009 563 132 0 4 SANOFI WINTHROP 

INDUSTRIE 

FR 

STILNOX 10 mg, comprimé 
pelliculé sécable 

not available 34009 557 763 2 1 SANOFI WINTHROP 
INDUSTRIE 

FR 

STILNOX 10 mg, comprimé 

pelliculé sécable 

not available 34009 329 610 7 8 SANOFI WINTHROP 

INDUSTRIE 

FR 

STILNOX 10 mg, comprimé 
pelliculé sécable 

not available 34009 555 846 8 1 SANOFI WINTHROP 
INDUSTRIE 

FR 

STILNOX 10 mg, comprimé 
pelliculé sécable 

not available 34009 346 585 7 0 SANOFI WINTHROP 
INDUSTRIE 

FR 

Stilnox, 10 mg õhukese 
polümeerikattega tabletid 

not available 327500 SANOFI WINTHROP 
INDUSTRIE 

EE 

Stilnox, 10 mg õhukese 
polümeerikattega tabletid 

not available 327500 SANOFI WINTHROP 
INDUSTRIE 

EE 

Stilnox, 10 mg õhukese 

polümeerikattega tabletid 

not available 327500 SANOFI WINTHROP 

INDUSTRIE 

EE 

STILNOX, 10 mg, tabletki 
powlekane 

not available R/0375 SANOFI WINTHROP 
INDUSTRIE 

PL 

STILNOX, 10 mg, tabletki 

powlekane 

not available R/0375 SANOFI WINTHROP 

INDUSTRIE 

PL 

STILNOX, 10 mg, tabletki 
powlekane 

not available R/0375 SANOFI WINTHROP 
INDUSTRIE 

PL 

STILNOX, 10 mg, tabletki 

powlekane 

not available R/0375 SANOFI WINTHROP 

INDUSTRIE 

PL 

Zolpeduar 10 mg compresse 
sublinguali 

SE/H/1046/002 040540080 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 10 mg compresse 
sublinguali 

SE/H/1046/002 040540092 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 10 mg compresse 
sublinguali 

SE/H/1046/002 040540104 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 10 mg compresse 
sublinguali 

SE/H/1046/002 040540128 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 10 mg compresse 
sublinguali 

SE/H/1046/002 040540130 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 10 mg compresse 
sublinguali 

SE/H/1046/002 040540116 VIATRIS ITALIA S.R.L. IT 
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Zolpeduar 10 mg compresse 

sublinguali 

SE/H/1046/002 040540142 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 10 mg compresse 
sublinguali 

SE/H/1046/002 040540167 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 10 mg compresse 

sublinguali 

SE/H/1046/002 040540080 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 10 mg compresse 
sublinguali 

SE/H/1046/002 040540092 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 10 mg compresse 
sublinguali 

SE/H/1046/002 040540104 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 10 mg compresse 
sublinguali 

SE/H/1046/002 040540128 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 10 mg compresse 
sublinguali 

SE/H/1046/002 040540130 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 10 mg compresse 

sublinguali 

SE/H/1046/002 040540116 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 10 mg compresse 
sublinguali 

SE/H/1046/002 040540142 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 10 mg compresse 

sublinguali 

SE/H/1046/002 040540167 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 10 mg comprimés 
sublinguaux 

SE/H/1046/002 2012120234 VIATRIS HEALTHCARE LU 

Zolpeduar 10 mg comprimés 

sublinguaux 

SE/H/1046/002 BE 424295 VIATRIS HEALTHCARE BE 

Zolpeduar 10 mg comprimés 
sublinguaux 

SE/H/1046/002 2012120234 VIATRIS HEALTHCARE LU 

Zolpeduar 10 mg comprimés 
sublinguaux 

SE/H/1046/002 BE 424295 VIATRIS HEALTHCARE BE 

Zolpeduar 10 mg 
Sublingualtabletten 

SE/H/1046/002 BE 424295 VIATRIS HEALTHCARE BE 

Zolpeduar 10 mg 
Sublingualtabletten 

SE/H/1046/002 2012120234 VIATRIS HEALTHCARE LU 

Zolpeduar 10 mg 
Sublingualtabletten 

SE/H/1046/002 BE 424295 VIATRIS HEALTHCARE BE 

Zolpeduar 10 mg 
Sublingualtabletten 

SE/H/1046/002 2012120234 VIATRIS HEALTHCARE LU 
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Zolpeduar 10 mg tabletten 

voor sublinguaal gebruik 

SE/H/1046/002 BE 424295 VIATRIS HEALTHCARE BE 

Zolpeduar 10 mg tabletten 
voor sublinguaal gebruik 

SE/H/1046/002 BE 424295 VIATRIS HEALTHCARE BE 

Zolpeduar 5 mg compresse 

sublinguali 

SE/H/1046/001 040540015 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 5 mg compresse 
sublinguali 

SE/H/1046/001 040540027 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 5 mg compresse 
sublinguali 

SE/H/1046/001 040540039 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 5 mg compresse 
sublinguali 

SE/H/1046/001 040540041 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 5 mg compresse 
sublinguali 

SE/H/1046/001 040540054 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 5 mg compresse 

sublinguali 

SE/H/1046/001 040540066 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 5 mg compresse 
sublinguali 

SE/H/1046/001 040540078 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 5 mg compresse 

sublinguali 

SE/H/1046/001 040540155 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 5 mg compresse 
sublinguali 

SE/H/1046/001 040540015 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 5 mg compresse 

sublinguali 

SE/H/1046/001 040540027 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 5 mg compresse 
sublinguali 

SE/H/1046/001 040540039 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 5 mg compresse 
sublinguali 

SE/H/1046/001 040540041 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 5 mg compresse 
sublinguali 

SE/H/1046/001 040540054 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 5 mg compresse 
sublinguali 

SE/H/1046/001 040540066 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 5 mg compresse 
sublinguali 

SE/H/1046/001 040540078 VIATRIS ITALIA S.R.L. IT 

Zolpeduar 5 mg compresse 
sublinguali 

SE/H/1046/001 040540155 VIATRIS ITALIA S.R.L. IT 
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Zolpeduar 5 mg comprimés 

sublinguaux 

SE/H/1046/001 2012120233 VIATRIS HEALTHCARE LU 

Zolpeduar 5 mg comprimés 
sublinguaux 

SE/H/1046/001 BE 424286 VIATRIS HEALTHCARE BE 

Zolpeduar 5 mg comprimés 

sublinguaux 

SE/H/1046/001 2012120233 VIATRIS HEALTHCARE LU 

Zolpeduar 5 mg comprimés 
sublinguaux 

SE/H/1046/001 BE 424286 VIATRIS HEALTHCARE BE 

Zolpeduar 5 mg 
Sublingualtabletten 

SE/H/1046/001 BE 424286 VIATRIS HEALTHCARE BE 

Zolpeduar 5 mg 
Sublingualtabletten 

SE/H/1046/001 2012120233 VIATRIS HEALTHCARE LU 

Zolpeduar 5 mg 
Sublingualtabletten 

SE/H/1046/001 BE 424286 VIATRIS HEALTHCARE BE 

Zolpeduar 5 mg 

Sublingualtabletten 

SE/H/1046/001 2012120233 VIATRIS HEALTHCARE LU 

Zolpeduar 5 mg tabletten 
voor sublinguaal gebruik 

SE/H/1046/001 BE 424286 VIATRIS HEALTHCARE BE 

Zolpeduar 5 mg tabletten 

voor sublinguaal gebruik 

SE/H/1046/001 BE 424286 VIATRIS HEALTHCARE BE 

Zolpidem 10 mg Film-coated 
Tablets 

not available PL 20416/0599 CRESCENT PHARMA LIMITED XI 

Zolpidem Aristo 5 mg 

comprimidos 

not available 65310 ARISTO PHARMA IBERIA, 

S.L. 

ES 

Zolpidem Aurobindo 5 mg 
film-coated tablets 

PT/H/0866/001 MA807/07801 AUROBINDO PHARMA 
(MALTA) LIMITED 

MT 

Zolpidem Dune, 
filmovertrukne tabletter 

DK/H/2309/001 52454 DUNE MEDICARE APS DK 

Zolpidem Sandoz 5 mg 
filmdragerade tabletter 

NL/H/0253/001 17289 SANDOZ A/S SE 

Zolpidem Tartrate 10 mg 
Tablets 

not available PL 17780/0018 ZENTIVA PHARMA UK 
LIMITED 

XI 

Zolpidem Tartrate 5 mg 
Tablets. 

not available PL 17780/0017 ZENTIVA PHARMA UK 
LIMITED 

XI 

Zolpidem Tevagen 5 mg 
comprimidos recubiertos con 

NL/H/1585/001 75795 TEVA PHARMA S.L.U., ES 
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ZOLPIDEM ZENTIVA 10 mg 
compresse rivestite con film 

not available 031850023 ZENTIVA ITALIA S.R.L. IT 

ZOLPIDEM ZENTIVA 10 mg 

compresse rivestite con film 

not available 031850011 ZENTIVA ITALIA S.R.L. IT 

ZOLPIDEM ZENTIVA 10 mg, 
comprimé pelliculé sécable 

not available 34009 347 972 4 8 ZENTIVA FRANCE FR 

ZOLPIDEM ZENTIVA 10 mg, 

comprimé pelliculé sécable 

not available 34009 347 974 7 7 ZENTIVA FRANCE FR 

ZOLPIDEM ZENTIVA 10 mg, 
comprimé pelliculé sécable 

not available 34009 347 978 2 8 ZENTIVA FRANCE FR 

ZOLPIDEM ZENTIVA 10 mg, 
comprimé pelliculé sécable 

not available 34009 347 977 6 7 ZENTIVA FRANCE FR 

ZOLPIDEM ZENTIVA 10 mg, 
comprimé pelliculé sécable 

not available 34009 564 534 5 0 ZENTIVA FRANCE FR 

ZOLPIDEM ZENTIVA 10 mg, 
comprimé pelliculé sécable 

not available 34009 333 547 4 9 ZENTIVA FRANCE FR 

ZOLPIDEM ZENTIVA 10 mg, 
comprimé pelliculé sécable 

not available 34009 362 195 5 7 ZENTIVA FRANCE FR 

ZOLPIDEM ZENTIVA 10 mg, 
comprimé pelliculé sécable 

not available 34009 367 493 4 4 ZENTIVA FRANCE FR 

ZOLPIDEM ZENTIVA 10 mg, 
comprimé pelliculé sécable 

not available 34009 564 533 9 9 ZENTIVA FRANCE FR 

ZOLPIDEM ZENTIVA 10 mg, 
comprimé pelliculé sécable 

not available 34009 367 492 8 3 ZENTIVA FRANCE FR 

ZOLPIDEM ZENTIVA 10 mg, 

comprimé pelliculé sécable 

not available 34009 347 975 3 8 ZENTIVA FRANCE FR 

Zolpidem-neuraxpharm 5 mg 
Filmtabletten 

not available 49458.00.00 NEURAXPHARM 
ARZNEIMITTEL GMBH 

DE 

Zolpidemtartraat Aurobindo 5 
mg, filmomhulde tabletten 

NL/H/4052/001 RVG 121164 AUROBINDO PHARMA B.V. NL 

ZOLPIDEMTARTRAAT 
SANDOZ 10 MG, 
FILMOMHULDE TABLETTEN 

NL/H/0262/001 RVG 25030 SANDOZ B.V. NL 

Zolpidemtartraat Teva 5 mg, 
filmomhulde tabletten 

NL/H/1585/001 RVG 103724 TEVA B.V NL 
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Zolpi-Lich 10 mg 

Filmtabletten 

not available 48888.00.00 WINTHROP ARZNEIMITTEL 

GMBH 

DE 

 

 

 

 

 


