EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

10 September 2015
EMA/627406/2015
Procedure Management and Committees Support

List of nationally authorised medicinal products

Active substance: desmopressin

Procedure no.: PSUSA/00000964/201412

30 Churchill Place e Canary Wharf e London E14 5EU e United Kingdom
Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5525 -
Send a question via our website www.ema.europa.eu/contact An agency of the European Union

© European Medicines Agency, 2015. Reproduction is authorised provided the source is acknowledged.



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

Adin 37285 Ferring Leegemidler A/S DK
Adin 37286 Ferring Leegemidler A/S DK
Adin 37991 Ferring Leegemidler A/S DK
Adiuretin OGYI-T-9761/01 Pharmaswiss ¢eska Republika S.R.0. | HU
Adiuretin PL 03194/0090 Ferring Pharmaceuticals Ltd. GB
Ddavp AA832/00301 Ferring Pharmaceuticals Ltd. MT
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Product Name (in
authorisation country)

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the member

Sstate

Member State where
product is authorised

Ddavp PA 1009/1/3 Ferring Ireland Ltd. IE
Ddavp PL 03194/0001R Ferring Pharmaceuticals Ltd. GB
Ddavp PL 03194/0002 Ferring Pharmaceuticals Ltd. GB
Ddavp PL 03194/0041 Ferring Pharmaceuticals Ltd. GB
Ddavp Melt PL 03194/0091 Ferring Pharmaceuticals Ltd. GB
Ddavp Melt PL 03194/0092 Ferring Pharmaceuticals Ltd. GB
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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

Ddavp Melt PL 03194/0093 Ferring Pharmaceuticals Ltd. GB
Ddavp Desmopressin 8487801 Ferring Portuguesa — Produtos PT
2/25 Farmacéuticos, Sociedade
Unipessoal, Lda.
Ddavp Desmopressin PA 1009/1/1 Ferring Ireland Ltd. IE
Ddavp Tablets PL 03194/0040 Ferring Pharmaceuticals Ltd. GB
Ddavp/Desmopressin PA 1009/1/2 Ferring Ireland Ltd. IE
Defirin 21262/2-4-2008 Ferring Hellas Mepe GR
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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

Defirin Melt 41176/12/11-02-2013 Ferring Hellas Mepe GR
Defirin Melt 41177/12/11-02-2013 Ferring Hellas Mepe GR
Defirin Melt 41178/12/11-02-2013 Ferring Hellas Mepe GR
Desmirin ES/H/0151/001/DC 78875 Laboratorio Reig Jofre, S.A. ES
Desmomelt PL 03194/0094 Ferring Pharmaceuticals Ltd. GB
Desmomelt PL 03194/0095 Ferring Pharmaceuticals Ltd. GB
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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

Desmopresina TEVA NL-H-1454-001-002-MR 71385 Teva Pharma S.L.U. ES
Desmopresina Teva 0,2 NL-H-1454-001-002-MR 6657/2014/01-16 Teva Pharmaceuticals S.R.L. RO
Mg

Desmopressin ES/H/0149/001/DC PL24837/0059-0001 Consilient Health Ltd GB
Desmopressin "Gebro" AT/H/105/01/1A/041 1-22854 Gebro Pharma Gmbh AT
Desmopressin Acetate NL-H-1454-001-002-MR PL 00289/1010 Teva Uk Limited Brampton Road, GB

Hampden Park

Desmopressin Acetate NL-H-1454-001-002-MR PL 00289/1011 Teva Uk Limited Brampton Road, GB

Hampden Park
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Product Name (in MRP/DCP Authorisation
authorisation country) number

National Authorisation
Number

MAH of product in the member
state

Member State where
product is authorised

Desmopressin PL 03194/0081 Ferring Pharmaceuticals Ltd. GB
Desmopressin PL 03194/0082 Ferring Pharmaceuticals Ltd. GB
Desmopressin Acetate PL 35533/0010 Aspire Pharma Limited GB
Desmopressin Acetate PL 35533/0011 Aspire Pharma Limited GB
Desmopressin Acetate PL 40378/0011 Aptil Pharma Limited GB
Tablets

Desmopressin Acetate PL 40378/0012 Aptil Pharma Limited GB

Tablets
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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

Desmopressin Actavis 14613 Actavis Group Hf. SE
Desmopressin Actavis 98-4133 Actavis Group Hf. NO
Desmopressin Actavis DK/H/0379/001 30155 Actavis Group Hf. DK
Desmopressin 30306/0042 Actavis Group Ptc Ehf. GB
Desmopressin Ferring 20697 Ferring Lakemedel Ab SE
Desmopressin Ferring 20698 Ferring Lakemedel Ab SE
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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

Desmopressin Ferring 20702 Ferring Lakemedel Ab SE
Desmopressin Ph&t UK/H/0590/001 PL 14998/0004 Ph&t S.P.A. GB
Desmopressin Teva NL-H-1454-001-002-MR 43711 Teva Denmark A/S DK
Desmopressin Teva NL-H-1454-001-002-MR 43712 Teva Denmark A/S DK
Desmopressin Teva NL-H-1454-001-002-MR 56/0680/08-S Teva Pharmaceuticals Slovakia S.R.O | SK
Desmopressin Teva NL-H-1454-001-002-MR 56/0681/08-S Teva Pharmaceuticals Slovakia S.R.O | SK
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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

Desmopressin Teva NL-H-1454-001-002-MR 74364.00.00 Teva Gmbh DE
Desmopressin Teva NL-H-1454-001-002-MR 74365.00.00 Teva Gmbh DE
Desmopressina 036437010 Ph&t S.P.A. IT
Desmopressina 036437022 Ph&t S.P.A. IT
Desmopressina Fohr 5061965 Ferring Portuguesa — Produtos PT
Farmacéuticos, Sociedade
Unipessoal, Lda.
Desmopressina Fohr 5061973 Ferring Portuguesa — Produtos PT

Farmacéuticos, Sociedade
Unipessoal, Lda.
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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

Desmopressina Fohr 5062005 Ferring Portuguesa — Produtos PT
Farmacéuticos, Sociedade
Unipessoal, Lda.

Desmopressina Fohr 5062013 Ferring Portuguesa — Produtos PT
Farmacéuticos, Sociedade
Unipessoal, Lda.

Desmopressina Fohr 5062021 Ferring Portuguesa — Produtos PT
Farmacéuticos, Sociedade
Unipessoal, Lda.

Desmopressina Fohr 5062039 Ferring Portuguesa — Produtos PT
Farmacéuticos, Sociedade
Unipessoal, Lda.

Desmopressina Fohr 5062047 Ferring Portuguesa — Produtos PT
Farmacéuticos, Sociedade
Unipessoal, Lda.

Desmopressina Fohr 5062054 Ferring Portuguesa — Produtos PT

Farmacéuticos, Sociedade
Unipessoal, Lda.
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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

Desmopressina Fohr 5062062 Ferring Portuguesa — Produtos PT
Farmacéuticos, Sociedade
Unipessoal, Lda.

Desmopressina Fohr 5062070 Ferring Portuguesa — Produtos PT
Farmacéuticos, Sociedade
Unipessoal, Lda.

Desmopressina Fohr 5062104 Ferring Portuguesa — Produtos PT
Farmacéuticos, Sociedade
Unipessoal, Lda.

Desmopressina Fohr 5062112 Ferring Portuguesa — Produtos PT
Farmacéuticos, Sociedade
Unipessoal, Lda.

Desmopressina Fohr 5062120 Ferring Portuguesa — Produtos PT
Farmacéuticos, Sociedade
Unipessoal, Lda.

Desmopressina Fohr 5062138 Ferring Portuguesa — Produtos PT

Farmacéuticos, Sociedade
Unipessoal, Lda.
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Product Name (in
authorisation country)

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the member

Sstate

Member State where
product is authorised

Desmopressina Teva NL-H-1454-001-002-MR 5164157 Teva Pharma — Produtos PT
Farmacéuticos Lda

Desmopressina Teva NL-H-1454-001-002-MR 5164165 Teva Pharma — Produtos PT
Farmacéuticos Lda

Desmopressina Teva NL-H-1454-001-002-MR 5183751 Teva Pharma — Produtos PT
Farmacéuticos Lda

Desmopressina Teva NL-H-1454-001-002-MR 5183769 Teva Pharma — Produtos PT
Farmacéuticos Lda

Desmopressine Acetaat RVG 30781 Ferring B.V. NL

Ferring

Desmopressine Acetaat RVG 30782 Ferring B.V. NL

Ferring
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Product Name (in

MRP/DCP Authorisation

National Authorisation

MAH of product in the member

Member State where

authorisation country) number Number state product is authorised
Desmopressine Ferring BE236616 Ferring N.V. BE
Desmopressine Ferring BE236616 / 2007070098 Ferring N.V. LU
Desmopressine Teva NL-H-1454-001-002-MR BE 329585 Teva Pharma Belgium N.V. BE
Desmopressine Teva NL-H-1454-001-002-MR BE 329594 Teva Pharma Belgium N.V. BE
Desmopressine Teva NL-H-1454-001-002-MR BE 329603 Teva Pharma Belgium N.V. BE
Desmopressine Teva NL-H-1454-001-002-MR BE 329612 Teva Pharma Belgium N.V. BE
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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

Desmopressine-Acetaat RVG 24278 Actavis B.V. NL
Desmopressine-Acetaat RVG 27799=24278 Pharmachemie B.V. NL
0,1 Mg/MlI Pch

Desmopressine-Acetaat RVG 32000 Pharmachemie B.V. NL
0,1 Pch

Desmopressine-Acetaat NL-H-1454-001-002-MR RVG 32002 Teva Pharma B.V. Computerweg 10 NL
0,1 Teva

Desmopressine-Acetaat RVG 32001 Pharmachemie B.V. NL
0,2 Pch

Desmopressine-Acetaat NL-H-1454-001-002-MR RVG 32003 Teva Pharma B.V. Computerweg 10 NL

0,2 Teva

List of nationally authorised medicinal products

EMA/627406/2015

Page 15/65




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

Desmopressine-Acetaat RVG 30783 Actavis B.V. NL
Actavis
Desmopressine-Acetaat RVG 30784 Actavis B.V. NL
Actavis
Desmopressine-Acetaat AT/H/0105/001/1A/041 RVG 24110 Sandoz B.V. NL
Sandoz
Desmopressine-Acetaat AT/H/0155/001/1A/010 RVG 32841 Sandoz B.V. NL
Sandoz
Desmopressine-Acetaat AT/H/0155/001/1A/010 RVG 32842 Sandoz B.V. NL
Sandoz
Desmospray 1009/5/1 Ferring Ireland Ltd. IE

List of nationally authorised medicinal products

EMA/627406/2015

Page 16/65




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

Desmospray 2262087 Ferring Portuguesa — Produtos PT
Farmacéuticos, Sociedade
Unipessoal, Lda.

Desmospray 32187.00.00 Medice Arzneimittel Putter Gmbh & DE
Co Kg

Desmospray PL 03194/0024 Ferring Pharmaceuticals Ltd. GB

Desmotabs 17922.00.00 Medice Arzneimittel Piutter Gmbh & DE
Co Kg

Desmotabs 17922.01.00 Medice Arzneimittel Putter Gmbh & DE
Co Kg

Desmotabs PA 1009/7/1 Ferring Ireland Limited IE
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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

Desmotabs MA 03194/0046 Ferring Pharmaceuticals Ltd. GB
Desmotabs Melt PA 1009/7/2 Ferring Ireland Ltd. IE
Desmotabs Melt PA 1009/7/3 Ferring Ireland Ltd. IE
Desmotabs Melt PA 1009/7/4 Ferring Ireland Ltd. IE
Emosint 027665013 Kedrion Spa IT
Emosint 027665025 Kedrion Spa 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

Enupresol ES/H/0151/001/DC 040310017 Laboratorio Reig Jofre, S.A. IT

Desmopresina Mede 63671 Laboratorio Reig Jofre, S.A. ES
Minirin 04-2636 Ferring Legemidler As NO
Minirin 04-2637 Ferring Legemidler As NO
Minirin 04-2638 Ferring Legemidler As NO
Minirin 06-0163 Ferring Ladkkeet Oy 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

Minirin 06-0164 Ferring Ladkkeet Oy LV
Minirin 06-0165 Ferring Ladkkeet Oy LV
Minirin 06067 Ferring Leegemidler A/S DK
Minirin 1-19332 Ferring Arzneimittel Ges.M.B.H. AT
Minirin 0,1 - Tabletten 1-19334 Ferring Arzneimittel Ges.M.B.H. AT
Minirin Ampullen 1-19335 Ferring Arzneimittel Ges.M.B.H. AT
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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

Minirin 1-19336 Ferring Arzneimittel Ges.M.B.H. AT
Minirin 10394 Ferring Lakemedel Ab SE
Minirin 10640 Ferring Lakemedel Ab SE
Minirin 10641 Ferring Lakemedel Ab SE
Minirin 10964 Ferring Ladkkeet Oy Fl
Minirin 11189 Ferring Lakemedel Ab SE
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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

Minirin 12299 Ferring Leegemidler A/S DK
Minirin 12810 Ferring Leegemidler A/S DK
Minirin 12811 Ferring Leegemidler A/S DK
Minirin 14073 Ferring Leegemidler A/S DK
Minirin 15.400 Ferring Arzneimittel Ges.M.B.H. AT
Minirin 15542.00.00 Ferring Gmbh DE
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Product Name (in MRP/DCP Authorisation National Authorisation MAH of product in the member Member State where
authorisation country) number Number state product is authorised
Minirin 15542.01.00 Ferring Gmbh DE
Minirin 16244 Ferring Gmbh CY
Minirin 16245 Ferring Gmbh CcY
Minirin 167397 Ferring Ladkkeet Oy EE
Minirin 167497 Ferring Ladkkeet Oy EE
Minirin 167597 Ferring Ladkkeet Oy EE
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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

Minirin 19356 Ferring Ladkkeet Oy FI
Minirin 19357 Ferring Ladkkeet Oy FI
Minirin 19358 Ferring Ladkkeet Oy Fl
Minirin 20050204 Ferring Gmbh BG
Minirin 20050205 Ferring Gmbh BG
Minirin 20050289 Ferring Gmbh BG
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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

Minirin 20592 Ferring Gmbh CY
Minirin 20594 Ferring Gmbh CY
Minirin 20920 Ferring Lakemedel Ab SE
Minirin 20921 Ferring Lakemedel Ab SE
Minirin 20922 Ferring Lakemedel Ab SE
Minirin 3001921.00.00 Ferring 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

Minirin 3400933157210 Ferring S.A.S. FR
Minirin 34 009 33157388 Ferring S.A.S. FR
Minirin 34 009 33157449 Ferring S.A.S. FR
Minirin 3400933157500 Ferring S.A.S. FR
Minirin 34 009 362 20218 Ferring S.A.S. FR
Minirin 34 009 362 203 8 6 Ferring S.A.S. FR
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Product Name (in

MRP/DCP Authorisation

National Authorisation

MAH of product in the member

Member State where

authorisation country) number Number state product is authorised
Minirin 34 009 362 204 4 7 Ferring S.A.S. FR
Minirin 34 009 362 20508 Ferring S.A.S. FR
Minirin 34009 33091521 Ferring S.A.S. FR
Minirin 3400932331994 Ferring S.A.S. FR
Minirin 36520 Ferring Leegemidler A/S DK
Minirin 36521 Ferring Leegemidler A/S DK
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Product Name (in MRP/DCP Authorisation National Authorisation MAH of product in the member Member State where
authorisation country) number Number state product is authorised
Minirin 36522 Ferring Leegemidler A/S DK
Minirin 37713/10/18-04-2011 Ferring Hellas Mepe GR
Minirin 3883782 Ferring Portuguesa — Produtos PT
6/37/96 Farmacéuticos, Sociedade
Unipessoal, Lda.
Minirin 3883881 Ferring Portuguesa — Produtos PT
6/37/96 Farmacéuticos, Sociedade
Unipessoal, Lda.
Minirin 3883980 Ferring Portuguesa — Produtos PT
6/37/96 Farmacéuticos, Sociedade
Unipessoal, Lda.
Minirin 3884087 Ferring Portuguesa — Produtos PT
6/37/96 Farmacéuticos, Sociedade
Unipessoal, Lda.
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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

Minirin 3884384 Ferring Portuguesa — Produtos PT
Farmacéuticos, Sociedade
Unipessoal, Lda.
Minirin 3884483 Ferring Portuguesa — Produtos PT
Farmacéuticos, Sociedade
Unipessoal, Lda.
Minirin 5017223 Ferring Portuguesa — Produtos PT
04/H/0137/001 Farmacéuticos, Sociedade
Unipessoal, Lda.
Minirin 5017231 Ferring Portuguesa — Produtos PT
04/H/0137/001 Farmacéuticos, Sociedade
Unipessoal, Lda.
Minirin 5017249 Ferring Portuguesa — Produtos PT
04/H/0137/001 Farmacéuticos, Sociedade
Unipessoal, Lda.
Minirin 5017256 Ferring Portuguesa — Produtos PT
04/H/0137/002 Farmacéuticos, Sociedade

Unipessoal, Lda.
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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

Minirin 5017264 Ferring Portuguesa — Produtos PT
04/H/0137/002 Farmacéuticos, Sociedade
Unipessoal, Lda.
Minirin 5017272 Ferring Portuguesa — Produtos PT
04/H/0137/002 Farmacéuticos, Sociedade
Unipessoal, Lda.
Minirin 5017306 Ferring Portuguesa — Produtos PT
04/H/0137/003 Farmacéuticos, Sociedade
Unipessoal, Lda.
Minirin 5017314 Ferring Portuguesa — Produtos PT
04/H/0137/003 Farmacéuticos, Sociedade
Unipessoal, Lda.
Minirin 5017322 Ferring Portuguesa — Produtos PT
04/H/0137/003 Farmacéuticos, Sociedade
Unipessoal, Lda.
Minirin 528006 Ferring Ladkkeet Oy EE
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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

Minirin 528106 Ferring Ladkkeet Oy EE
Minirin 528206 Ferring Ladkkeet Oy EE
Minirin 5363-1-1523/13 Ferring Gmbh Sl
Minirin 5363-1-1524/13 Ferring Gmbh Sl
Minirin 56/0102/00-S Ferring-Léciva, A.S. SK
Minirin 56/0103/00-S Ferring-Léciva, A.S. SK
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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

Minirin 56/353/98-C Ferring-Léciva, a.s. cz
Minirin 56/354/98-C Ferring-Léciva, a.s. cz
Minirin Melt 56/359/05-C Ferring-Léciva, a.s. cz
Minirin 6079556.00.00 Ferring Gmbh DE
Minirin 6425 Ferring Legemidler As NO
Minirin 6848 Ferring Ladkkeet Oy FI
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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

Minirin 7316 Ferring Legemidler As NO
Minirin 7423 Ferring Legemidler As NO
Minirin 7424 Ferring Legemidler As NO
Minirin 7670 Ferring Gmbh PL
Minirin 7672 Ferring Legemidler As NO
Minirin 80334.00.00 Ferring 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

Minirin 80335.00.00 Ferring Gmbh DE
Minirin 80336.00.00 Ferring Gmbh DE
Minirin 8057/2006/01 Ferring Gmbh RO
Minirin 8058/2006/01 Ferring Gmbh RO
Minirin 8208 Ferring Gmbh PL
Minirin 8283 Ferring Gmbh PL
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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

Minirin 860223 Ferring Leegemidler A/S IS
Minirin 8922 Ferring Lakemedel Ab SE
Minirin 940085 (1S) Ferring Leegemidler A/S IS
Minirin 940086 (1S) Ferring Leegemidler A/S IS
Minirin 9445 Ferring Ladkkeet Oy FI
Minirin 9617 Ferring Lakemedel Ab SE
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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

Minirin 97-0612 Ferring Ladkkeet Oy LV
Minirin 97-0613 Ferring Ladkkeet Oy LV
Minirin 98-0040 Ferring Ladkkeet Oy LV
Minirin 9976 Ferring Ladkkeet Oy FI
Minirin 9977 Ferring Ladkkeet Oy FI
Minirin BE095706 Ferring N.V. BE
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Product Name (in

MRP/DCP Authorisation

National Authorisation

MAH of product in the member

Member State where

authorisation country) number Number state product is authorised
Minirin BE133874 Ferring N.V. BE
Minirin BE181377 Ferring N.V. BE
Minirin BE181386 Ferring N.V. BE
Minirin 1S/1/05/118/01 Ferring Leegemidler A/S IS
Minirin 1S/1/05/118/02 Ferring Leegemidler A/S IS
Minirin 1S/1/05/118/03 Ferring Leegemidler A/S IS
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Product Name (in

MRP/DCP Authorisation

National Authorisation

MAH of product in the member

Member State where

authorisation country) number Number state product is authorised
Minirin LT/1/96/1438/001 Ferring Ladkkeet Oy LT
Minirin LT/1/96/1438/002 Ferring Ladkkeet Oy LT
Minirin LT/1/96/1438/003 Ferring Ladkkeet Oy LT
Minirin LT/1/96/1438/004 Ferring Ladkkeet Oy LT
Minirin LT/1/96/1438/005 Ferring Ladkkeet Oy LT
Minirin LT/1/96/1438/006 Ferring Ladkkeet Oy LT
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Minirin LT/1/96/1438/007 Ferring Ladkkeet Oy LT
Minirin LT/1/96/1438/008 Ferring Ladkkeet Oy LT
Minirin LT/1/96/1438/009 Ferring Ladkkeet Oy LT
Minirin LT/1/96/1438/010 Ferring Ladkkeet Oy LT
Minirin LT/1/96/1438/011 Ferring Ladkkeet Oy LT
Minirin LT/1/96/1438/012 Ferring Ladkkeet Oy LT
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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

DDAVP MA461/00201 Ferring Pharmaceuticals Ltd. MT
DDAVP MA461/00202 Ferring S.P.A. MT
Desmospray / MA461/00203 Ferring Pharmaceuticals Ltd. MT
Desmopressin Nasal Spray

Minirin MTNR 900060 Ferring Laegemidler A/S IS
Minirin OGYI-T-5644/01 Ferring Hungary Pharmaceutical HU

Trading Co Ltd.

Minirin OGYI-T-5644/11 Ferring Hungary Pharmaceutical HU

Trading Co Ltd.
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National Authorisation
Number
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Member State where
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Minirin OGYI-T-5644/12 Ferring Hungary Pharmaceutical HU
Trading Co Ltd.

Minirin OGYI-T-5644/13 Ferring Hungary Pharmaceutical HU
Trading Co Ltd.

Minirin RVG 13958 Ferring B.V. NL

Minirin UP/1-530-09/09-02/231 Pharmaswiss D.O.O HR

Minirin Melt 56/358/05-C Ferring-Léciva, a.s. cz

Minirin 0,2 7671 Ferring Gmbh PL
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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

Minirin 0,2 Mg 3884186 Ferring Portuguesa — Produtos PT
6/37/96 Farmacéuticos, Sociedade
Unipessoal, Lda.
Minirin 0,2 Mg 3884285 Ferring Portuguesa — Produtos PT
6/37/96 Farmacéuticos, Sociedade
Unipessoal, Lda.
Minirin Melt 1-26410 Ferring Arzneimittel Ges.M.B.H. AT
Minirin Melt 1-26411 Ferring Arzneimittel Ges.M.B.H. AT
Minirin Melt 1-26412 Ferring Arzneimittel Ges.M.B.H. AT
Minirin Melt 14067 Ferring Léciva A.S. PL
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National Authorisation
Number

MAH of product in the member
state

Member State where
product is authorised

Minirin Melt 14068 Ferring-Léciva, A.S. PL
Minirin Melt 14069 Ferring Léciva A.S. PL
Minirin Melt 37717/10/18-04-2011 Ferring Hellas Mepe GR
Minirin Melt 37719/10/18-04-2011 Ferring Hellas Mepe GR
Minirin Melt 37721/10/18-04-2011 Ferring Hellas Mepe GR
Minirin Melt 5363-1-1525/13 Ferring Gmbh Sl
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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

Minirin Melt 5363-1-1526/13 Ferring Gmbh Sl

Minirin Melt 56/0218/05 — S Ferring-Léciva, A.S. SK
Minirin Melt 56/0219/05 — S Ferring-Léciva, A.S. SK
Minirin Melt 56/0220/05 — S Ferring-Léciva, A.S. SK
Minirin Melt 56/360/05-C Ferring-Léciva, a.s. cz
Minirin Melt 8031/2006/01-02 Ferring Gmbh RO
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Product Name (in MRP/DCP Authorisation National Authorisation MAH of product in the member Member State where
authorisation country) number Number state product is authorised
Minirin Melt 8032/2006/01-02 Ferring Gmbh RO
Minirin Melt 8033/2006/01-02 Ferring Gmbh RO
Minirin Melt BE362914 Ferring N.V. BE
Minirin Melt BE362923 Ferring N.V. BE
Minirin Melt BE362932 Ferring N.V. BE
Minirin Melt OGYI-T-5644/02 Ferring Hungary Pharmaceutical HU
Trading Co Ltd.
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authorisation country) number Number state product is authorised
Minirin Melt OGYI-T-5644/03 Ferring Hungary Pharmaceutical HU
Trading Co Ltd.
Minirin Melt OGYI-T-5644/04 Ferring Hungary Pharmaceutical HU
Trading Co Ltd.
Minirin Melt OGYI-T-5644/05 Ferring Hungary Pharmaceutical HU
Trading Co Ltd.
Minirin Melt OGYI-T-5644/06 Ferring Hungary Pharmaceutical HU
Trading Co Ltd.
Minirin Melt OGYI-T-5644/07 Ferring Hungary Pharmaceutical HU
Trading Co Ltd.
Minirin Melt OGYI-T-5644/08 Ferring Hungary Pharmaceutical HU
Trading Co Ltd.
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National Authorisation
Number

MAH of product in the member
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Member State where
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Minirin Melt OGYI-T-5644/09 Ferring Hungary Pharmaceutical HU
Trading Co Ltd.

Minirin Melt OGYI-T-5644/10 Ferring Hungary Pharmaceutical HU
Trading Co Ltd.

Minirin Melt RVG 30855 Ferring B.V. NL

Minirin Melt RVG 30856 Ferring B.V. NL

Minirin Melt RVG 30857 Ferring B.V. NL

Minirin Melt UP/1-530-09/12-02/43 Ferring Gmbh HR
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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

Minirin Melt UP/1-530-09/12-02/44 Ferring Gmbh HR
Minirin Rhinyle® 32188.00.00 Ferring Gmbh DE
Minirin Spray 34 009 3305504 2 Ferring S.A.S. FR
Minirin Spray 56/0144/03 -S Ferring-Léciva, A.S. SK
Minirin Spray BE164954 Ferring N.V. BE
Minirin/Ddavp 023892019 Ferring S.P.A. IT
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National Authorisation

MAH of product in the member

Member State where

authorisation country) number Number state product is authorised
Minirin/Ddavp 023892021 Ferring S.P.A. IT
Minirin/Ddavp 023892084 Ferring S.P.A. IT
Minirin/Ddavp 023892096 Ferring S.P.A. IT
Minirin/Ddavp 023892108 Ferring S.P.A. IT
Minirin/Ddavp 023892110 Ferring S.P.A. IT
Minirin/Ddavp 023892122 Ferring S.P.A. IT
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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

Minirin/Ddavp 023892134 Ferring S.P.A. IT
Minirin/Ddavp 023892146 Ferring S.P.A. IT
Minirin/Ddavp 023892159 Ferring S.P.A. IT
Minirin/Ddavp 023892161 Ferring S.P.A. IT
Minirin/Ddavp A.1.C. N. 023892033 Ferring S.P.A. IT
Minirinmelt 34 009 369 3104 6 Ferring S.A.S. FR
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MAH of product in the member
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Member State where
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Minirinmelt 3400936931107 Ferring S.A.S. FR
Minirinmelt 34 009 369 31336 Ferring S.A.S. FR
Minirinmelt 34 009 369 3156 5 Ferring S.A.S. FR
Minirinmelt 34 009 369 31794 Ferring S.A.S. FR
Minirinmelt 34 009 369 3185 5 Ferring S.A.S. FR
Minirin® 20593 Ferring Gmbh CcY
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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

Minirin® UP/1-530-09/09-02/232 Pharmaswiss D.O.O HR
Minrin RVG 06684 Ferring B.V. NL
Minrin RVG 08868 Ferring B.V. NL
Minrin RVG 12624 Ferring B.V. NL
Minrin RVG 18923 Ferring B.V. NL
Minrin Tabletten RVG 12625 Ferring B.V. NL
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National Authorisation
Number

MAH of product in the member
state

Member State where
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Minurin gotas 55.637 Ferring S.A.U. ES
Minurin 58.566 Ferring S.A.U. ES
Minurin Flas 68.267 Ferring S.A.U. ES
Minurin Flas 68.268 Ferring S.A.U. ES
Minurin Flas 68.269 Ferring S.A.U. ES
Minurin Inyectable 61.413 Ferring S.A.U. ES
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MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the member
state

Member State where
product is authorised

Miram NL-H-1454-001-002-MR 20090025 Teva Pharmaceuticals Bulgaria Eood BG
Nictur ES/H/0149/001/DC 78876 Gp-Pharm S.A. ES
Nictur ES/H/0149/001/DC 040232011 Gp-Pharm S.A. IT
Nictur ES/H/0149/001/DC 5626932 Gp-Pharm S.A. PT
Nocturin 58960.00.00 Ferring Gmbh DE
Nocturin 58961.00.00 Ferring Gmbh DE
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National Authorisation
Number

MAH of product in the member
state

Member State where
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Nocutil 1-22890 Gebro Pharma Gmbh AT
Nocutil AT/H/0105/001/1A/041 45814.00.00 Apogepha Arzneimittel Gmbh DE
Nocutil AT/H70155/001/1A/010 63189.00.00 Apogepha Arzneimittel Gmbh DE
Nocutil AT/H/156/01/1A/012 1-25872 Gebro Pharma Gmbh AT
Nocutil AT/H/156/01/1A/012 1-25873 Gebro Pharma Gmbh AT
Nocutil AT/H70155/001/1A/010 63188.00.00 Apogepha Arzneimittel Gmbh DE

List of nationally authorised medicinal products

EMA/627406/2015

Page 55/65




Product Name (in
authorisation country)

MRP/DCP Authorisation
number

National Authorisation
Number

MAH of product in the member
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Member State where
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Nocutil 0,1 Mg Thl Dk AT/H/0156/001/1A/012 38206 Gebro Pharma Gmbh DK
Nocutil 0,1 Mg Tbl AT/H/1055/001/1A/010 OGYI-T-20088/01 Gebro Pharma Gmbh HU
Nocutil 0,1 Mg tabletter AT/H/0156/001/1A/012 22738 Gebro Pharma Gmbh SE
Nocutil 0,1 Mg/MI oldatos AT/H/0105/001/1A/041 OGYI-T-6796/01-02 Gebro Pharma Gmbh HU
orrspray

Nocutil 0,2 Mg Tbl Dk AT/H/0156/001/1A/012 38207 Gebro Pharma Gmbh DK
Nocutil 0,2 Mg Tbl AT/H/1055/001/1A/010 OGYI-T-20088/02 Gebro Pharma Gmbh HU
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Number
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Member State where
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Nocutil 0,2 Mg tabletter AT/H/0156/001/1A/012 22739 Gebro Pharma Gmbh SE
Nordurine PA 1009/17/1 Ferring Ireland Ltd. IE
Nordurine PA 1009/17/2 Ferring Ireland Ltd. IE
Novidin AT/H/0155/001/1A/010 1-25874 Gebro Pharma Gmbh AT
Novidin AT/H/0155/001/1A/010 1-25875 Gebro Pharma Gmbh AT
Octim 34009 354 73318 Ferring S.A.S. FR
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Number
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Member State where
product is authorised

Octim PL 03194/0055 Ferring Pharmaceuticals Ltd. GB
Octim PL 03194/0056 Ferring Pharmaceuticals Ltd. GB
Octostim 1-22010 Ferring Arzneimittel Ges.M.B.H. AT
Octostim 1-22011 Ferring Arzneimittel Ges.M.B.H. AT
Octostim 10-7952 Ferring Legemidler As NO
Octostim 11510 Ferring Ladkkeet Oy Fl
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National Authorisation
Number

MAH of product in the member
state

Member State where
product is authorised

Octostim 11524 Ferring Lakemedel Ab SE
Octostim 12945 Ferring Lakemedel Ab SE
Octostim 145296 Ferring Ladkkeet Oy EE
Octostim 16871 Ferring Leegemidler A/S DK
Octostim 39761.00.00 Ferring Gmbh DE
Octostim 62.821 Ferring S.A.U. ES
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Number

MAH of product in the member
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Member State where
product is authorised

Octostim 96-388 Ferring Legemidler As NO
Octostim 97-0611 Ferring Ladkkeet Oy LV
Octostim BE172821 Ferring N.V. BE
Octostim BE172837 Ferring N.V. BE
Octostim 1S/1/11/004/01 Ferring Leegemidler A/S IS
Octostim LT/1/96/2594/001 Ferring Ladkkeet Oy LT
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Number

MAH of product in the member
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Octostim OGYI-T- 8941/01 Ferring Hungary Pharmaceutical HU
Trading Co Ltd.

Octostim OGYI-T-8941/02 Ferring Hungary Pharmaceutical HU
Trading Co Ltd.

Octostim OGYI-T-8941/03 Ferring Hungary Pharmaceutical HU
Trading Co Ltd.

Octostim PA 1009/14/1 Ferring Ireland Ltd. IE

Octostim PA 1009/14/2 Ferring Ireland Ltd. IE

Octostim RVG 16174 Ferring B.V. NL
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MAH of product in the member
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Octostim RVG 16175 Ferring B.V. NL
Octostim Spray BE172812 Ferring N.V. BE
Wetirin 65.910 Ferring S.A.U. ES
Wetirin 65.911 Ferring S.A.U. ES
Desmopressine Acetaat- UK/H/0590/001 RVG 33078 Mylan B.V. NL
Trihydraat Neusspray

Mylan

Desmopressine-acetaat RVG 30506 Mylan B.V. NL

Mylan
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Member State where
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Desmopressine-acetaat RVG 30507 Mylan B.V.

Mylan

Desmopressin TAD DK/H/0379/001 57148 TAD Pharma GmbH DE
MINIRIN Melt R-7919 FERRING GMBH, Germany BG
MINIRIN Melt R-7254 FERRING GMBH, Germany BG
MINIRIN Melt R-7918 FERRING GMBH, Germany BG
Adiuretin OGYI-T-9762/01 Pharmaswiss ¢eska Republika S.R.0. | HU
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National Authorisation
Number

MAH of product in the member
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Member State where
product is authorised

Minirin Spray 2005118290 Ferring N.V., Belgium LU
Minirin Melt 2011050042 Ferring N.V., Belgium LU
Minirin Melt 0349/11050044 Ferring N.V., Belgium LU
Minirin 0349/05118291 Ferring N.V., Belgium LU
Minirin Melt 0349/11050043 Ferring N.V., Belgium LU
DESMOMELT AA832/00501 Ferring Pharmaceuticals Ltd. MT
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National Authorisation
Number

MAH of product in the member
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Member State where
product is authorised

DESMOMELT AA832/00502 Ferring Pharmaceuticals Ltd. MT

Nictur ES/H/0149/001/DC 82943.00.00. Gp-Pharm S.A. DE

Nictur ES/H/0149/001/DC 213-2040246 Gp-Pharm S.A. GR
295630101

Desmopressine-acetaat RVG 30507 Mylan B.V. NL

Mylan 0,2 mg, tabletten
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