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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number
Acide Alendronique SE/H/0507/002 NL 31357 Biogaran France
Biogaran
Acide Alendronique Eg SE/H/0515/002 NL31366 Eg Labo - Laboratoires France
Eurogenerics

Acide Alendronique NL 32 171 Mylan S.A.S France
Mylan
Acide Alendronique Phr NL33929 Teva Santé France
Lab
Acide Alendronique UK/H/5418/001 NL 32 869 Ranbaxy Pharmacie France
Ranbaxy Generiques
Acide Alendronique SE/H/0517/002 377 011-2 $ 377 014-1 $ 377 015-8 | Sandoz France
Sandoz $ 377 016-4 $ 397 995-8 $ 570

067-6
Acide Alendronique Teva NL35745 Teva Santé France
Sante
Acide Alendronique 34009 391 457 4 7 Zydus France France
Zydus
Acido Alendronico Alter 041538012; 041538024; Laboratori Alter S.R.L. Italy

041538036; 041538048
Acido Alendronico Alter 67299 Laboratorios Alter, S.A. Spain
Acido Alendronico NL/H/2292/001 041256013 $ 041256025 Aurobindo Pharma (ltalia) Italy
Aurobindo $ 041256037 $ 041256049 S.R.L.

$ 041256052 $ 041256064

$ 041256076 $ 041256088

$ 041256090 $ 041256102

$ 041256114 $ 041256126

$ 041256138 $ 041256140

$ 041256153 $ 041256165

$ 041256177 $ 041256189

$ 041256191 $ 041256203
Acido Alendronico NL/H/2292/002 041256215 $ 041256227 Aurobindo Pharma (ltalia) Italy
Aurobindo $ 041256239 $ 041256241 S.R.L.

$ 041256254 $ 041256266

$ 041256278 $ 041256280

$ 041256292
Acido Alendronico Fg 037515018 Fg S.R.L. Italy
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Acido Alendronico 037443013 Germed Pharma S.R.L. Italy
Germed
Acido Alendronico UK/H/5418/001 69.160 Laboratorios Ranbaxy S.L. Spain
Semanal Ranbaxy
Acido Alendronico PT/H/1184/001 043119015 Tecnigen S.R.L. Italy
Tecnigen
Acido Alendronico Teva UK-H-833-001-MR 5480280 Teva Pharma — Produtos Portugal
Farmacéuticos Lda
Acido Alendrénico 67368 Laboratorios Alter, S.A. Spain
Farmabion
Acido Alendrénico 77101 Laboratorios Alter, S.A. Spain
Semanal Alter
Adronat 029053030 Neopharmed Gentili S.R.L. Italy
Adronat UK/H/0424/001 029053067 $ 029053079 Neopharmed Gentili S.R.L. Italy
$ 029053081 $ 029053093
Adronat UK/H/0424/001 361 40 88 $ 361 41 87 $ 361 42 86 | Merck Sharp & Dohme, Lda. Portugal
$ 361 43 85 $ 364 42 89
Adronat Once Weekly UK/H/0424/001 PL 00025/0400 Merck Sharp & Dohme Ltd. United Kingdom
Aldron UP/1-530-09/13-02/37 Farmal Dd. Croatia
Aledox UP/1-530-09/12-02/90 Belupo D.D. Croatia
Alenat 19899 Arrow Generics Limited Sweden
Alenat Veckotablett 19900 Arrow Generics Limited Sweden
Alenax DK/H/0882/002 5363-1-2279/10 Generics Juk] Limited Slovenia
Alendor UP/1/530-09/ 11-02/595 Pliva Hrvatska D.O.O. Croatia
Alendran UK/H/5418/001 14091 Ranbaxy Poland Sp. Zo.0 Poland
Alendro-Q SE/H/0506/002 62683.01.00 Juta Pharma Gmbh Germany
Alendroarrow SE/H/0511/002 21344 Arrow Generics Limited Sweden
Alendrofarm 69015 Farmalider, S.A. Spain
Alendrogen DK/H/0882/002 12476 Generics [uk] Limited Poland
Alendrogen DK/H/0882/002 87/120/06-C Generics Juk] Limited Czech Republic
Alendrolich Veckotablett SE/H/0512/002 21356 Arrow Generics Limited Sweden
Alendromed NL/H/1398/001 74074.00.00 Mibe Gmbh Arzneimittel Germany
Alendromono NL/H/788/003 BE318954 Takeda Belgium Sca/Cva Belgium
Alendron DE/H/2647/1B/001 74073.00.00 Aristo Pharma Gmbh (Art Germany
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number

57)

Alendron 1E/H/0213/001 78654.00.00 Hexal Ag Germany

Alendron SE/H/0512/002 62691.01.00 $ 62701.01.00 Hexal Ag Germany

$ SE/H/0517/002
Alendron SE/H/0517/001 62701.00.00 Hexal Ag Germany
Alendron SE/H/0517/002 OGYI-T-10398/01 $ OGYI-T- Sandoz Hungaria Kft Hungary
10398/02

Alendron Beta SE/H/0507/002 62685.01.00 Betapharm Arzneimittel Germany
Gmbh

Alendron Einmal 76706.00.00 Winthrop Arzneimittel Gmbh | Germany

Wdchentlich

Alendron-Aristo Einmal SE/H/1223/001 87296.00.00 Aristo Pharma Gmbh (Art Germany

Woéchentlich 57)

Alendronat Acis NL/H/1399/001/MR 74075.00.00 Acis Arzneimittel Gmbh Germany

Alendronat Actavis NL/H/1030/001 43157 Actavis Group Ptc Ehf. Denmark

Alendronat Actavis NL/H/1030/001 87/647/08-C Actavis Group Ptc Ehf. Czech Republic

Alendronat Actavis NL/H/1030/001 1S/1/08/073/01 Actavis Group Ptc Ehf. Iceland

Alendronat Arrow SE/H/0506/001 19897 Arrow Generics Limited Sweden

Alendronat Aurobindo NL/H/2292/001 31979 Aurobindo Pharma (Malta) Finland
Limited

Alendronat Aurobindo NL/H/2292/001 50549 Aurobindo Pharma (Malta) Sweden
Limited

Alendronat Aurobindo NL/H/2292/002 19850 Aurobindo Pharma (Malta) Poland
Limited

Alendronat Aurobindo NL/H/2292/002 31980 Aurobindo Pharma (Malta) Finland
Limited

Alendronat Aurobindo NL/H/2292/002 53463 Aurobindo Pharma (Malta) Denmark
Limited

Alendronat Bluefish IE/H/0188/001 16096 Bluefish Pharmaceuticals Ab Poland

Alendronat Bluefish 1IE/H/0188/001 24821 Bluefish Pharmaceuticals Ab Finland

Alendronat Bluefish IE/H/0188/001 26709 Bluefish Pharmaceuticals Ab Sweden

Alendronat Bluefish IE/H/0188/001 42998 Bluefish Pharmaceuticals Ab Denmark

Alendronat Bluefish IE/H/0188/001 1S/1/14/055/01 Bluefish Pharmaceuticals Ab Iceland

Alendronat Hexal SE/H/0517/001 21353 Hexal A/S Sweden
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Ratiopharm

number
Alendronat Hexal SE/H/0517/002 21354 Hexal A/S Sweden
Alendronat Hexal SE/H/0705/001 25384 Hexal A/S Sweden
Alendronat Mylan DK/H/0882/001 05-3741 $ 05-3742 Mylan Ab Norway
$ DK/H/0882/002
Alendronat Mylan DK/H/0882/002 21699 Mylan Ab Finland
Alendronat Orifarm SE/H/0793/001 23006 Orifarm Generics A/S Sweden
Alendronat Pch DK-H-722-001-MR 31729 Pharmachemie B.V Denmark
Alendronat Ranbaxy UK/H/5418/001 23772 Ranbaxy (Uk) Limited Sweden
Veckotablett
Alendronat Ratiopharm FI/H/0761/001 25089 Ratiopharm Gmbh Finland
Alendronat Richter HU/H/0122/001 OGYI-T-20081/01 $ OGYI-T- Gedeon Richter Plc. Hungary
20081/02 $ OGYI-T-20081/03
Alendronat Sandoz SE/H/0517/002 87/334/05-C Sandoz Gmbh Czech Republic
Alendronat Sandoz SE/H/0704/001 07-4904 Sandoz A/S Norway
Alendronat Sandoz SE/H/0704/001 23472 Sandoz A/S Finland
Alendronat Sandoz SE/H/0704/001 41106 Sandoz A/S Denmark
Alendronat Stada SE/H/0515/001 21349 Stada Arzneimittel Ag Sweden
Alendronat Stada SE/H/0515/001 37786 Stada Arzneimittel Ag Denmark
Alendronat Stada SE/H/0515/002 21350 Stada Arzneimittel Ag Sweden
Alendronat Stada SE/H/0515/002 37787 Stada Arzneimittel Ag Denmark
Alendronat Teva DK-H-573-001-MR 20842 Teva Sweden Ab Sweden
Alendronat Teva DK/H/573/001 $ UK-H- | 31649 $ 38335 Teva Denmark A/S Denmark
833-001-MR
Alendronat Teva UK/H/0833/001 05-3591 Teva Sweden Ab Norway
Alendronat Vecko NL/H/2292/002 50550 Aurobindo Pharma (Malta) Sweden
Aurobindo Limited
Alendronat Veckotablett NL/H/1030/001 26843 Actavis Group Ptc Ehf. Sweden
Actavis
Alendronat Veckotablett SE/H/0506/002 19898 Arrow Generics Limited Sweden
Arrow
Alendronat Veckotablett DK/H/0882/002 23016 Mylan Ab Sweden
Mylan
Alendronat Veckotablett SE/H/0513/002 21346 Ratiopharm Gmbh Sweden
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Alendronat Veckotablett UK/H/0833/001 22806 Teva Sweden Ab Sweden
Teva
Alendronat "mylan” DK/H/0882/001 36059 $ 36060 Mylan Ab Denmark
$ DK/H/0882/002

Alendronat “orifarm” SE/H/0793/001 46558 Orifarm Generics A/S Denmark
Alendronate Bluefish 1IE/H/0188/001 08-5760 Bluefish Pharmaceuticals Ab Norway
Alendronate Eg SE/H/0515/001 2014040010 Eurogenerics Sa Luxembourg
Alendronate Eg SE/H/0515/001 BE283306 Eurogenerics Sa Belgium
Alendronate Eg SE/H/0515/002 2014040011 Eurogenerics Sa Luxembourg
Alendronate Eg SE/H/0515/002 BE283324 Eurogenerics Sa Belgium
Alendronate Generics DK/H/0882/002 34544/17-05-2012 Generics [uk] Limited Greece
[uk]
Alendronate Mylan DK/H/0882/001 BE 284015 $ BE284015 $ BE284024 | Mylan Bvba/Sprl Belgium
Alendronate Mylan DK/H/0882/002 BE284033 $ BE284042 Mylan Bvba/Sprl Belgium
Alendronate Ratiopharm SEH/0513/002 12023 Ratiopharm Gmbh Poland
Alendronate Sandoz SE/H/0517/001 BE302802 Sandoz N.V. Belgium
Alendronate Sandoz SE/H/0517/002 0463808 $ 0463811 $ 0463825 Sandoz N.V. Luxembourg

$ 0463839 $ 0463842

$ 0715/07090023 $ 0754965

$ 0754979 $ 0754982 $ 0754996

$ 0755007 $ 0755011

$ 2007090023
Alendronate Sandoz SE/H/0517/002 BE302811 Sandoz N.V. Belgium

Alendronate Sodium Pch

DK-H-722-001-MR
$ UK-H-833-001-MR

RVG 31768 $ RVG 32960

Pharmachemie B.V

Netherlands

Alendronate Teva

DK/H/573/001

NL30202

Teva Santé

France

Alendronate Teva

UK-H-833-001-MR

BE 285205

Teva Pharma Belgium
N.V./S.A

Belgium

Alendronate Teva UK/H/833/001 87/612/05-C Teva Pharmaceuticals Cr, Czech Repubilic
S.R.O.

Alendronate Vecko Bioeq | SE/H/1223/001 23714 Bioeq Pharma Gmbh Sweden

Pharma

Alendronato Actavis NL/H/1030/001 038800025/M Actavis Group Ptc Ehf. Italy

Alendronato Ahcl UK/H/1156/002 039370010/M $ 039370034/M Accord Healthcare Limited Italy

List of nationally authorised medicinal products

EMA/270645/2015

Page 6/26




Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

$ 039370046/M $ 039370059/M

$ 039370061/M $ 039370073/M

$ 039370085/M $ 039370097/M

$ 039370111/M $ 039370123/M
Alendronato Ahcl UK/H/1156/003 039370022 $ 039370109 Accord Healthcare Limited Italy
Alendronato Almus 037499011 Almus S.R.L Italy
Alendronato Alter HU/H/0124/001 038471013; 038471025; Laboratori Alter S.R.L. Italy

038471037
Alendronato Doc Generici 037520018 Doc Generici S.R.L. Italy
Alendronato Mylan DK/H/0882/002 037198013 $ 037198025 Mylan S.P.A. Italy
Generics $ 037198037 $ 037198049

$ 037198052 $ 037198064,

037198076
Alendronato Ranbaxy UK/H/5418/001 038006096 $ 038006108 Ranbaxy ltalia S.P.A. Italy
Italia $ 038006110 $ 038006122

$ 038006134/M
Alendronato Ratiopharm SE/H/0513/002 037085077 $ 037085089 Ratiopharm Gmbh Italy

$ 037085091 $ 037085103

$ 037085115
Alendronato Sandoz SE/H/0705/001 038408011 $ 038408023 Sandoz Gmbh Italy
Gmbh $ 038408035 $ 038408047

$ 038408050
Alendronato Sédico Nip 80302 Newline Pharma S.L. Spain
Health
Alendronato Teva UK/H/0833/001 037089012 $ 037089036 Teva ltalia S.R.L. Italy

$ UK/H/833/001 $ 037089048 $ 037089051

$ 037089063
Alendronato Teva UK/H/833/001 037089024 Teva ltalia S.R.L. Italy
Alendronatum 123ratio EE/H/0208/001 12723 123ratio Sp. Z O.0. Poland
Alendronax RVG 32290 Will Pharma B.V. Netherlands

Alendronic Acid

PL 00289/0889

Teva Uk Limited

United Kingdom

Alendronic Acid

IE/H/213/01/1A/006

PL 34111/0001

Xeolas

United Kingdom

Alendronic Acid

SE/H/511/02/MRP

MA574/02302

Arrow Generics Limited

Malta

Alendronic Acid Accord

UK/H/1156/002

PL20075/0070

Accord Healthcare Limited

United Kingdom
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Group Ptc Ehf.

$ SE/H/0506/002

number
Alendronic Acid Accord UK/H/1156/003 609208 Accord Healthcare Limited Estonia
Alendronic Acid Accord UK/H/1156/003 LT/1/09/1476/002 Accord Healthcare Limited Lithuania
Alendronic Acid Accord UK/H/1156/03/E/01 20928 Accord Healthcare Limited Cyprus
Alendronic Acid Actavis SE/H/0506/001 PL 30306/0528 $ PL 30306/0529 Actavis Group Ptc Ehf. United Kingdom

(UK) Limited

Alendronic Acid PA 1050/019/001 Milpharm Limited Ireland
Aurobindo

Alendronic Acid NL/H/2292/001/MR RVG 103205 $ RVG 103208 Aurobindo Pharma B.V. Netherlands
Aurobindo $ NL/H/2292/002/MR

Alendronic Acid NL/H/2292/002 87/234/14-C Aurobindo Pharma (Malta) Czech Republic
Aurobindo Limited

Alendronic Acid NL/H/2292/001 MA807/09101 Aurobindo Pharma (Malta) Malta
Aurobindo Pharma Limited

(Malta)

Alendronic Acid NL/H/2292/002 MA807/09102 Aurobindo Pharma (Malta) Malta
Aurobindo Pharma Limited

(Malta)

Alendronic Acid Generics PL 04569/0624 Generics [uk] Limited United Kingdom
Uk

Alendronic Acid Generics PL 04569/0625 Generics [uk] Limited United Kingdom
Uk

Alendronic Acid 15031 Synoptis Pharma Sp Z 0 O Poland
Genoptim Synoptis

Pharma

Alendronic Acid Milpharm | NL/H/2292/002/MR PL 16363/0309, PL 16363/0310 Milpharm Limited United Kingdom
Limited

Alendronic Acid Once UK/H/1156/003 PA 1390/35/2 Accord Healthcare Limited Ireland

Weekly Accord

Alendronic Acid Once UK/H/1156/003 PL 20075/0071 Accord Healthcare Limited United Kingdom
Weekly Accord

Alendronic Acid Once IE/H/0188/001 PA 1436/4/1 Bluefish Pharmaceuticals Ab Ireland

Weekly Bluefish

Alendronic Acid Ranbaxy | UK/H/5418/001 PL 14894/0465 Ranbaxy (Uk) Limited United Kingdom
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Alendronic Acid PL 20395/0070 Relon Chem Limited United Kingdom
Relonchem
Alendronic Acid Rowex SE/H/0517/002 PA 711/102/1 Rowex Ltd Ireland
Ltd
Alendronic Acid Sandoz SE/H/0704/001 PL 04416/0801 Sandoz Ltd United Kingdom
Ltd
Alendronic Acid Teva Uk DK/H/0722/001 PL 00289/0703 Teva Uk Limited United Kingdom
Alendronic Acid Teva Uk UK/H/0833/001 PL 00289/0890 Teva Uk Limited United Kingdom
Alendronic Acid Teva Uk UK/H/1032/01 PL 00289/1956 Teva Uk Limited United Kingdom
Limited
Alendronic Acid Winthrop | SE/H/0512/002 PL 17780/0244 Winthrop Pharmaceuticals United Kingdom
Pharmaceuticals Uk Uk Ltd
Alendronic Acid 29831/0350 Wockhardt Uk Ltd United Kingdom
Wockhardt Uk
Alendroninezuur Accord UK/H/1156/002 RVG 100473 Accord Healthcare Limited Netherlands
Alendroninezuur Accord UK/H/1156/003 RVG 100474 Accord Healthcare Limited Netherlands
Alendroninezuur Bluefish | IE/H/0188/001 RVG 102073 Bluefish Pharmaceuticals Ab Netherlands
Alendroninezuur Cf RVG 33160 Centrafarm B.V. Netherlands
Alendroninezuur Cf SE/H/0515/002 RVG 32307 Centrafarm B.V. Netherlands
Alendroninezuur Mylan NL/H/0818/001 RVG 30269 Mylan B.V. Netherlands
Alendroninezuur Mylan NL/H/0818/002 RVG 30270 Mylan B.V. Netherlands
Alendroninezuur Pch DK/H/0722/001 RVG 31768 Pharmachemie B.V Netherlands

$ UK/H/0833/001
Alendroninezuur Sandoz SE/H/0704/001 RVG 35326 Sandoz B.V. Netherlands
Alendroninzuur één SE/H/1223/001 RVG 111504 Aristo Pharma Gmbh (Art Netherlands
Tablet Per Week, 57)
Alendronstad Einmal SE/H/0515/002 1-25996 Stada Arzneimittel Gmbh Austria
Woéchentlich
Alendronséure SE/H/0506/001/MR 62683.00.00 Basics Gmbh Germany
Alendronsaure 1 A SE/H/0706/001 68318.00.00 1 A Pharma Gmbh Germany
Pharma
Alendronsdure Abz SE/H/0508/001 62688.00.00 Abz-Pharma Gmbh Germany
Alendronsaure Al SE/H/0515/002 62697.01.00 Aliud Pharma Gmbh Germany
Alendronséure Aurobindo 74339.00.00 Aurobindo Pharma Gmbh Germany
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Product Name (in

authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

Alendronsdure Axcount 60517.00.00 Axcount Generika Gmbh Germany

Alendronsaure Biomo 74071.00.00 Biomo Pharma Gmbh Germany

Alendronséaure Bluefish IE/H/0188/001 1-28322 Bluefish Pharmaceuticals Ab Austria

Alendronsaure Bluefish 1IE/H/0188/001 73187.00.00 Bluefish Pharmaceuticals Ab Germany

Alendronséaure Ct SE/H/0509/001 62687.00.00 Abz-Pharma Gmbh Germany

Alendronsaure Dura 59457.00.00 Mylan Dura Gmbh Germany

Alendronsaure Einmal AT/H/0537/02 1-26265 Interpharm Produktions Austria

Waéchentlich Gmbh

Alendronséaure Einmal DK/H/0882/002 1-26671 Arcana Arzneimittel Gmbh Austria

Waéchentlich Arcana

Alendronsaure Einmal UK/H/5418/001 65216.00.00 Basics Gmbh Germany

Wdchentlich Basics

Alendronsaure Heumann | AT/H/0537/01/MR 62699.00.00 Heumann Pharma Gmbh & Germany
Co. Generica Kg

Alendronsaure Heumann | AT/H/0537/02/MR 62699.01.00 Heumann Pharma Gmbh & Germany
Co. Generica Kg

Alendronsaure AT/H/0537/001 1-26262 Interpharm Produktions Austria

Interpharm Gmbh

Alendronsaure SE-H-0513-002 0687/05100004 Ratiopharm Gmbh Luxembourg

Ratiopharm

Alendronsaure SE/H/0513/002 1-25934 Ratiopharm Arzneimittel Austria

Ratiopharm Vertriebs-Gmbh

Alendronsaure SE/H/0513/002 62693.01.00 Ratiopharm Gmbh Germany

Ratiopharm

Alendronsaure Sandoz SE/H/0704/001 1-27503 Sandoz Gmbh Austria

Alendronsaure PT/H/0224/001 79362.00.00 Tecnimede - Sociedade Germany

Tecnimede Técnico-Medicinal, Sa

Alendronsaure PT/H/0224/001 79362.00.00 Tecnimede - Sociedade Germany

Tecnimede Técnico-Medicinal, Sa

Alendronsaure PT/H/0224/001 79362.00.00 Tecnimede - Sociedade Germany

Tecnimede Técnico-Medicinal, Sa

Alendronsaure PT/H/0224/001 79362.00.00 Tecnimede - Sociedade Germany

Tecnimede Técnico-Medicinal, Sa

Alendronsaure PT/H/0224/001 79362.00.00 Tecnimede - Sociedade Germany
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Tecnimede Técnico-Medicinal, Sa
Alendros 029051036 Abiogen Pharma S.P.A. Italy
Alendros UK/H/0426/001 029051099 Abiogen Pharma S.P.A. Italy
Alendros UK/H/426/01 029051063 $ 029051075 Abiogen Pharma S.P.A. Italy
$ 029051087

Alendros Once Weekly UK/H/0426/001 PL 00025/0402 Merck Sharp & Dohme Ltd. United Kingdom
Alendrossa 59456.00.00 Mylan Dura Gmbh Germany
Alenotop EE/H/0208/001 531906 Teva Pharma B.V. Estonia
Aleostito 5093323 Mepha-Investigacao Portugal

Desenvolvimento E

Fabricacao Farmaceutica,

Lda.
Arthroplus 22735/8-4-2008 Target Pharma Single Greece

Member Private Ltd
Aston 037444015 Benedetti & Co. S.P.A. Italy
Aurodren 13492/24-07-2015 Pharmanel Commercial Greece

Pharmaceutical S.A.
Beenos HU/H/0122/001 0486766 $ 0486783 $ 0486797 Gedeon Richter Plc. Luxembourg
Beenos HU/H/0122/001 BE296247 Gedeon Richter Plc. Belgium
Bifoal Semanal 77102 Laboratorios Alter, S.A. Spain
Bifosal 5774880 Alter, S.A. Portugal
Bifosal 5774989 $ 5775085 Alter, S.A. Portugal
Bifosal 5775184 Alter, S.A. Portugal
Bifosal 5775283 $ 5775382 Alter, S.A. Portugal
Binosto UK/H/3515/001 4563/2012 Galenica Sa Romania
Binosto UK/H/3515/001 76048 Lacer S.A. Spain
Binosto UK/H/3515/001 83115.00.00 Effrx Pharma Gmbh Germany
Binosto UK/H/3515/001 PA0126/280/001 Clonmel Healthcare Ltd. Ireland
Binosto UK/H/3515/001 PL 40861/0006 Internis Pharmaceuticals Ltd | United Kingdom
Binosto UK/H/3515/001 5441654 $ 5441662 $ 5441670 Laboratérios Atral, S.A. Portugal

$ UK/H/3515/01/DC
Bonasol IE/H/0213/001 040622019 $ 040622021 Bruno Farmaceutici Italy
$ 040622033 $ 040622045

Bonasol IE/H/0213/001 418 316-7/34009 418 316 7 6 Xeolas France
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Bonasol IE/H/213/01 5337878 $ 5337902 $ 5337910 Laboratorios Azevedos - Portugal
Industria Farmacéutica, S.A.
Bonasol Once Weekly 1IE/H/0213/001 PA 1572/001/001 Xeolas Ireland
Bonasol pia @opa IE/H/213/01/1A/006 288500101/102/103/104 Xeolas Greece
eBdopadiaiwg
Dedarin Veckotablett SE/H/0508/001 19904 Ratiopharm Gmbh Sweden
Deparex 27863/14/21-09-2015 Viofar Ltd Greece
Doryx 037644010 S.F. Group Srl Italy
Dralenos NL/H/0818/001 038031011 $ 038031023 1.B.N. Savio S.R.L. Italy
$ 038031035 $ 038031047
$ 038031050 $ 038031062
$ 038031074 $ 038031086
$ 038031098 $ 038031100
$ 038031112 $ 038031124
$ 038031136
Dralenos NL/H/0818/002 038031148 $ 038031151 1.B.N. Savio S.R.L. Italy
$ NL\H\0818\002 $ 038031163 $ 038031175
$ 038031187 $ 038031199
$ 038031201
Dronal 029054032 Sigma-Tau Industrie Italy
Farmaceutiche Riunite S.P.A.
Dronal UK/H427/01 029054069/M $ 029054071/M Sigma-Tau Industrie Italy
$ 029054083/M $ 029054095/M Farmaceutiche Riunite S.P.A.
Dronal Once Weekly UK/H/0427/001 PL 00025/0403 Merck Sharp & Dohme Ltd. United Kingdom

En-Por 22738/8-4-2008 Vivax Pharmaceuticals Ltd Greece

Enimon Once Weekly 24726/13 Pharmex S.A. Greece

«pia popd Tnv €Bdouada

»

Epolar 70 Mg Tabletta OGYI-T-20136/01 Apotex Europe Bv Hungary

Forosa NOT APPLICABLE UP/1-530-09/13-02/245 Sandoz D.O.O. Croatia

Forosa SE/H/0517/002 22360/12/20-12-2013 Sandoz Gmbh Greece

Fortimax SE/H/0511/002 OGYI-T-10378/01 Medico Uno Pharmaceuticals | Hungary
Se

Fosalen 42961/12 Genepharm S.A. Greece
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Fosamax 029052038 Merck Sharp & Dohme Ltd. Italy
Fosamax 1- 21108 Merck Sharp & Dohme Austria
Ges.M.B.H.

Fosamax 11809 Merck Sharp & Dohme Bv Finland
Fosamax 2003107923 Msd Belgium Bvba/Sprl Luxembourg
Fosamax 2353787 $ 2353886 $ 2353985 Merck Sharp & Dohme, Lda. Portugal
Fosamax 33408.00.00 Msd Sharp & Dohme Gmbh Germany
Fosamax 34009 340 673 1 0 $ 34009 342 Msd France France

517 7 1 $ 34009 364 3419 6

$ 34009 364 342 5 7 $ 34009 372

2811 4 $ 34009 372 2828 2

$ 34009 372 283 4 3 $ 34009 559

591 4 4 $ 34009 565 464 0 4
Fosamax 5778/2013/01 $ 5778/2013/02 Merck Sharp & Dohme Romania

$ 5778/2013/03 $ 5778/2013/04 Romania Srl
Fosamax 61.249 Merck Sharp & Dohme De Spain

Espafa, S.A

Fosamax 94-1328 Merck Sharp & Dohme Bv Norway
Fosamax BE 174307 Msd Belgium Bvba/Sprl Belgium
Fosamax PL 00025/0326 Merck Sharp & Dohme Ltd. United Kingdom
Fosamax RVG 18021 Merck Sharp & Dohme Bv Netherlands
Fosamax UK/H/0423/001 00-9210 Merck Sharp & Dohme Bv Norway
Fosamax UK/H/0423/001 029052065 $ 029052077 Merck Sharp & Dohme Ltd. Italy

$ 029052089 $ 029052091
Fosamax UK/H/0423/001 34009 359 562 0 0 $ 34009 359 Msd France France

563 7 8 $ 34009 359 564 3 9

$ 34009 359 566 6 8 $ 34009 359

56729
Fosamax UK/H/0423/001 361 32 88 $ 361 3387 $ 361 34 86 | Merck Sharp & Dohme, Lda. Portugal

$ 361 3585 $ 37354 87
Fosamax 1 X Tydne 87/147/01-C Merck Sharp & Dohme Bv Czech Republic
Fosamax 1 X Tyzdenne 87/0011/01-S Merck Sharp & Dohme Bv Slovakia
Fosamax 70 8943 Msd Polska Sp. Z O.0. Poland
Fosamax Einmal UK/H/0423/001 1-24092 Merck Sharp & Dohme Austria
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number

Waéchentlich Ges.M.B.H.

Fosamax Einmal UK/H/0423/001 51177.00.00 Msd Sharp & Dohme Gmbh Germany

Wdchentlich

Fosamax Einmal UK/H/0423/001 BE225197 Msd Belgium Bvba/Sprl Belgium

Wdchentlich

Fosamax Hebdomadaire UK/H/0423/001 2006109078 Msd Belgium Bvba/Sprl Luxembourg

Fosamax Once Weekly 19201 Merck Sharp & Dohme Bv Cyprus

Fosamax Once Weekly MA058/01101 Merck Sharp & Dohme Ltd. Malta

Fosamax Once Weekly UK/H/0423/001 PA 1286/8/1 Merck Sharp & Dohme Ireland
Ireland (Human Health) Ltd

Fosamax Once Weekly UK/H/0423/001 PL 00025/0399 Merck Sharp & Dohme Ltd. United Kingdom

Fosamax Once Weekly UK/H/423/001/11/020 56276 Vianex S.A. Greece

diokia 70 Mg

Fosamax Semanal UK/H/0423/001 63.955 Merck Sharp & Dohme De Spain
Espafa, S.A

Fosamax T UP/1-530-09/12-02/384 Merck Sharp & Dohme Croatia
D.O.O.

Fosamax Uge UK/H/0423/001 32089 Merck Sharp & Dohme Bv Denmark

Fosamax Veckotablett UK/H/0423/001 16923 Merck Sharp & Dohme Bv Sweden

Fosamax Vikutafla UK/H/0423/001 1S/1/01/007/01 Merck Sharp & Dohme Bv Iceland

Fosamax één Per Week UK/H/0423/001 RVG 26202 Merck Sharp & Dohme Bv Netherlands

Fosazom 23642/13/29-05-2014 Vocate (papUAKEUTIKN A€ Greece

Fostepor Once Weekly DK/H/0882/002 PA 577/86/2 Mcdermott Laboratories Ltd Ireland

Fostolin Once Weekly NL/H/1030/001 PA1380/44/1 Actavis Group Ptc Ehf. Ireland

Genalen 034172015 $ 034172027 Neopharmed Gentili S.R.L. Italy

Gendarin Veckotablett SE/H/0509/001 19906 Teva B.V Sweden

Gendron UK/H/1032/01/DC 87/118/08-C Genericon, S.R.O. Czech Republic

Jamax-S 22240/26-3-2012 Sja Pharm Ltd Greece

Ledronin 20777/30/09-2010 lasis Pharma Cyprus

Ledronin 4188/21-1-08 lasis Pharma Greece

Lefosan Semanal 68913 Pharminicio S.L. Spain

Lendrate NL/H/1030/001 MA628/03801 Actavis Group Ptc Ehf. Malta

Loss 38297014 So.Se.Pharm S.R.L. Italy

Lozostun 22854/13/30-05-2014 Proton Pharma S.A. Greece
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
Massidron OGYI-T-20168/01 $ OGYI-T- Teva Gyogyszergyar Zrt Hungary
20168/02 $ OGYI-T-20168/03
Medarin SE/H/0507/002 19902 Arrow Generics Limited Sweden
Moralen 83806/14/15-06-2015 Naturalia S.A. Greece
Natrijev Alendronat UK/H/1156/003 5363-1-1434/12 $ 5363-1-1435/12 Accord Healthcare Limited Slovenia
Accord $ 5363-1-1436/12 $ 5363-1-
1437/12 $ 5363-1-1439/12
Natrijev Alendronat UK/H/1156/03/DC 5363-1-1438/12 Accord Healthcare Limited Slovenia
Accord
Nofrattil 038297014 S.F. Group Srl Italy
Osaston 31521 Angelini Pharma Hellas S.A. Greece
Ostacid PT/H/0224/001 1S/1/09/083/01 Williams & Halls Ehf Iceland
Ostadil NL/H/1398/001 RVG 101624 Mibe Gmbh Arzneimittel Netherlands
Ostemax LT/1/08/1134/001 Zaklady Farmaceutyczne Lithuania
"polpharma" Spolka Akcyjna
Ostenil 70 10874 Teva Pharmaceuticals Polska | Poland
Sp. Z 0.0.
Osteomel Once Weekly SE/H/0515/002 PA0126/148/002 Clonmel Healthcare Ltd. Ireland
Osteonorm NL/H/1399/001/MR RVG 101625 Acis Arzneimittel Gmbh Netherlands
Osteum UK/H/1032/001 038317020/M Pharmacare Srl Italy
Osteum UK/H/1032/001 038317032/M Pharmacare Srl Italy
Osteum UK/H/1032/001 038317044/M Pharmacare Srl Italy
Osteum UK/H/1032/001 038317057/M Pharmacare Srl Italy
Osteum UK/H/1032/001/DC 038317018/M Pharmacare Srl Italy
Ostolek Przedsiebiorstwo Poland
Farmaceutyczne Lek-Am Sp.
Z 0.0.
Ostolek 9509 Przedsiebiorstwo Poland
Farmaceutyczne Lek-Am Sp.
Z 0.0.
Porocalm 39655/12-6-2007 Pharmathen Hellas S.A. Greece
Ridon 50656 Anfarm Hellas Sa Greece
Romax Once Weekly PA 1050/019/002 Milpharm Limited Ireland
Sedron HU/H/0120/001 12716 Gedeon Richter Polska Sp. Z. | Poland
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

$ 5205935 $ 5205943 $ 5205950
$ 5205968 $ 5205976 $ 5206008
$ 5206016 $ 5206024 $ 5206032
$ 5206040 $ 5206057 $ 5206065
$ 5206073 $ 5206107

number
0.0.
Sedron HU/H/0120/001 528306 Gedeon Richter Plc. Estonia
Sedron HU/H/0120/001 OGYI-T-9996/01 $ OGYI-T-9996/02 | Gedeon Richter Plc. Hungary
$ OGYI-T-9996/03
Semandrol Semanal 68842 Teva Pharma S.L.U Spain
Soludronate Weekly 1IE/H/0213/001/DC 73232 Brill Pharma, S.L. Spain
Steovess UK/H/3515/001 34009 266 831 1 5 $ 34009 266 Laboratoires Expanscience France
832 8 3 $ 34009 583 493 9 3
Tevanat 7234/2006/01 Teva Pharmaceuticals S.R.L Romania
Tevanate DK/H/0573/001 60261.00.00 Teva Gmbh Germany
Tevanate UK-H-833-001-MR 30296/12-5-2006 Teva Pharma B.V. Greece
Tevanate Once Weekly UK-H-833-001-MR PA 749/016/001 Teva Pharma B.V. Ireland
Trabecan UK/H/833/001 OGYI-T-10 612/01 $ OGYI-T-10 Teva Gyogyszergyar Zrt Hungary
612/02 $ OGYI-T-10 612/03
Uteritrin HU/H/0124/001 OGYI-T-20083/01 $ OGYI-T- Gedeon Richter Plc. Hungary
20083/02 $ OGYI-T-20083/03
Zakodronate 92611/14/08-12-2015 Pharmazac Sa Greece
Zemaros 42039/15/11-01-2016 Verisfield (UK) Ltd Greece
Zulgar 9589/13-02-2015 Medical Pharmaquality Greece
Pharmaceuticals S.A.
acido Alendrénico Almus 5032958 $ 5032966 Almus, Lda Portugal
acido Alendrénico Alter 5774286 Alter, S.A. Portugal
acido Alendrénico Alter 5774385 $ 5774484 Alter, S.A. Portugal
acido Alendrénico Alter 5774583 Alter, S.A. Portugal
acido Alendrénico Alter 5774682 $ 5774781 Alter, S.A. Portugal
acido Alendrénico Apotex | UK/H/1629/001/MR 71029 Apotex Europe Bv Spain
70 Mg
acido Alendrénico 5204573 $ 5204607 $ 5204615 Aurobindo Pharma Portugal
Aurobindo $ 5204623 $ 5204631 $ 5205927 (Portugal), Unipessoal Lda

List of nationally authorised medicinal products

EMA/270645/2015

Page 16/26




Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

number
acido Alendrdénico 5206115 $ 5206123 $ 5206131 Aurobindo Pharma Portugal
Aurobindo $ 5206149 $ 5206156 $ 5206164 (Portugal), Unipessoal Lda
$ 5206172 $ 5206206 $ 5206214
acido Alendrdénico NL/H/2292/002/MR 75536 Laboratorios Aurobindo Spain
Aurobindo S.L.U.
acido Alendrénico 5659073 Aurovitas Unipessoal, Lda. Portugal
Aurovitas
acido Alendrénico 5093349 Laboratérios Azevedos - Portugal
Azevedos Indlstria Farmacéutica, S.A.
acido Alendrénico Basi 5124144 Laboratérios Basi — Industria | Portugal
Farmacéutica, S.A.
acido Alendrénico Basi 5124151 Laboratorios Basi — Industria | Portugal
Farmacéutica, S.A.
acido Alendrénico Basi 5124169 Laboratérios Basi — Industria | Portugal
Farmacéutica, S.A.
acido Alendrénico Basi 5124177 Laboratérios Basi — Industria | Portugal
Farmacéutica, S.A.
acido Alendrénico Basi 5124201 Laboratorios Basi — Industria | Portugal
Farmacéutica, S.A.
acido Alendrdénico IE/H/188/01/E01 5624341 Bluefish Pharmaceuticals Ab Portugal
Bluefish
acido Alendrénico 5045059 $ 5045067 Bluepharma Genéricos - Portugal
Bluepharma Comércio De Medicamentos,
S.A.
acido Alendrénico Cinfa 5093331 Cinfa Portugal, Lda. Portugal
acido Alendrénico 5095955 $ 5095963 $ 5095971 Germed Farmacéutica, Lda. Portugal
Eurogenus
acido Alendrénico 5124268 Farmoz - Sociedade Técnico Portugal
Farmoz Medicinal, S.A.
acido Alendrénico 5124276 Farmoz - Sociedade Técnico Portugal
Farmoz Medicinal, S.A.
acido Alendrdénico 5124300 Farmoz - Sociedade Técnico Portugal
Farmoz Medicinal, S.A.
acido Alendrénico 5124318 Farmoz - Sociedade Técnico Portugal
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number

Farmoz Medicinal, S.A.

acido Alendrdénico 5124953 Farmoz - Sociedade Técnico Portugal

Farmoz Medicinal, S.A.

acido Alendroénico Frosst UK/H/0426/001 361 36 84 $ 361 37 83 $ 361 38 Merck Sharp & Dohme, Lda. Portugal
82, 361 38 81

acido Alendrénico 5618087 Generis Farmacéutica, S.A. Portugal

Generis

acido Alendrénico 5618186 Generis Farmacéutica, S.A. Portugal

Generis

acido Alendrénico 5618285 Generis Farmacéutica, S.A. Portugal

Generis

acido Alendrénico 5618384 Generis Farmacéutica, S.A. Portugal

Generis

acido Alendrénico 5618483 Generis Farmacéutica, S.A. Portugal

Generis

acido Alendrénico 5618582 Generis Farmacéutica, S.A. Portugal

Generis

acido Alendrénico 5618681 Generis Farmacéutica, S.A. Portugal

Generis

acido Alendrénico 5618780 Generis Farmacéutica, S.A. Portugal

Generis

acido Alendrénico 5066352 $ 5066360 $ 5066378 Germed Farmacéutica, Lda. Portugal

Germed $ 5066410

acido Alendrdénico Mer 5029905 $ 5029913 $ 5029921 Mer Medicamentos, Lda. Portugal
$ 5029939

acido Alendrénico Mylan DK/H/0882/002 5752381 $ 5752480 $ 5752589 Mylan, Lda Portugal
$ 5752688 $ 5752787 $ 5752886

acido Alendrénico Nozat 5838693 Baldacci - Portugal, S.A. Portugal

acido Alendrénico Nozat 5838792 Baldacci - Portugal, S.A. Portugal

acido Alendrénico Nozat 5838891 Baldacci - Portugal, S.A. Portugal

acido Alendrénico Nozat 5838990 Baldacci - Portugal, S.A. Portugal

acido Alendrdénico 5837893 Pentafarma - Sociedade Portugal

Pentafarma Tecnico-Medicinal S.A.

acido Alendrénico 5837992 Pentafarma - Sociedade Portugal
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Product Name (in
authorisation country)

MRP/DCP
Authorisation

National Authorisation Number

MAH of product in the
member state

Member State where
product is authorised

Farmoz- Sociedade
Técnico Medicinal

Medicinal, S.A.

number

Pentafarma Tecnico-Medicinal S.A.
acido Alendrdénico 5838099 Pentafarma - Sociedade Portugal
Pentafarma Tecnico-Medicinal S.A.
acido Alendrdénico 5838198 Pentafarma - Sociedade Portugal
Pentafarma Tecnico-Medicinal S.A.
acido Alendrénico 5062146 Pharmakern Portugal — Portugal
Pharmakern Produtos Farmacéuticos,

Sociedade Unipessoal, Lda.
acido Alendrénico 5062153 Pharmakern Portugal — Portugal
Pharmakern Produtos Farmacéuticos,

Sociedade Unipessoal, Lda.
acido Alendrdénico 5062161 Pharmakern Portugal — Portugal
Pharmakern Produtos Farmacéuticos,

Sociedade Unipessoal, Lda.
acido Alendrdénico 5062179 Pharmakern Portugal — Portugal
Pharmakern Produtos Farmacéuticos,

Sociedade Unipessoal, Lda.
acido Alendrdénico 5062203 Pharmakern Portugal — Portugal
Pharmakern Produtos Farmacéuticos,

Sociedade Unipessoal, Lda.
acido Alendrénico SE/H/0513/002 5066568, 5066576,5066600, Ratiopharm-Comercio E Portugal
Ratiopharm 5066626,5066634,5066550,506661 | Industria De Produtos

8 Farmaceuticos Lda

acido Alendrénico Rinicas 5682083 Farmoz - Sociedade Técnico Portugal
Farmoz- Sociedade Medicinal, S.A.
Técnico Medicinal
acido Alendrénico Rinicas 5682182 Farmoz - Sociedade Técnico Portugal
Farmoz- Sociedade Medicinal, S.A.
Técnico Medicinal
acido Alendrénico Rinicas 5682281 Farmoz - Sociedade Técnico Portugal
Farmoz- Sociedade Medicinal, S.A.
Técnico Medicinal
acido Alendrénico Rinicas 5682380 Farmoz - Sociedade Técnico Portugal
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

acido Alendrénico Rinicas 5682489 Farmoz - Sociedade Técnico Portugal

Farmoz- Sociedade Medicinal, S.A.

Técnico Medicinal

acido Alendrénico Rinicas 5682588 Farmoz - Sociedade Técnico Portugal

Farmoz- Sociedade Medicinal, S.A.

Técnico Medicinal

acido Alendronico Rinicas 5682687 Farmoz - Sociedade Técnico Portugal

Farmoz- Sociedade Medicinal, S.A.

Técnico Medicinal

acido Alendrénico Rinicas 5682786 Farmoz - Sociedade Técnico Portugal

Farmoz- Sociedade Medicinal, S.A.

Técnico Medicinal

acido Alendrénico Rinicas 5682885 Farmoz - Sociedade Técnico Portugal

Farmoz- Sociedade Medicinal, S.A.

Técnico Medicinal

acido Alendrénico Rinicas 5682984 Farmoz - Sociedade Técnico Portugal

Farmoz- Sociedade Medicinal, S.A.

Técnico Medicinal

acido Alendrénico 5070727 Laboratérios Basi — Industria | Portugal

Sabacur Farmacéutica, S.A.

acido Alendrénico 5070735 Laboratérios Basi — Industria | Portugal

Sabacur Farmacéutica, S.A.

acido Alendrdénico 5070743 Laboratorios Basi — Industria | Portugal

Sabacur Farmacéutica, S.A.

acido Alendrdénico 5070750 Laboratorios Basi — Industria | Portugal

Sabacur Farmacéutica, S.A.

acido Alendrénico 5070768 Laboratérios Basi — Industria | Portugal

Sabacur Farmacéutica, S.A.

acido Alendrénico 5070776 Laboratérios Basi — Industria | Portugal

Sabacur Farmacéutica, S.A.

acido Alendrdénico 5070800 Laboratorios Basi — Industria | Portugal

Sabacur Farmacéutica, S.A.

acido Alendrdénico 5070818 Laboratorios Basi — Industria | Portugal

Sabacur Farmacéutica, S.A.

acido Alendrénico 5070826 Laboratérios Basi — Industria | Portugal
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Authorisation

National Authorisation Number

MAH of product in the
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Member State where
product is authorised

number
Sabacur Farmacéutica, S.A.
acido Alendrdénico 5070834 Laboratorios Basi — Industria | Portugal
Sabacur Farmacéutica, S.A.
acido Alendrdénico 5070842 Laboratorios Basi — Industria | Portugal
Sabacur Farmacéutica, S.A.
acido Alendrénico 5070859 Laboratérios Basi — Industria | Portugal
Sabacur Farmacéutica, S.A.
acido Alendrénico 5070867 Laboratorios Basi — Industria | Portugal
Sabacur Farmacéutica, S.A.
acido Alendrdénico 5070875 Laboratérios Basi — Industria | Portugal
Sabacur Farmacéutica, S.A.
acido Alendrdénico 5070909 Laboratorios Basi — Industria | Portugal
Sabacur Farmacéutica, S.A.
acido Alendrénico 5070917 Laboratorios Basi — Industria | Portugal
Sabacur Farmacéutica, S.A.
acido Alendrdénico SE/H/0517/002 5816988 $ 5817085 Sandoz Farmacéutica Lda. Portugal
Sandoz
acido Alendrénico SE/H/0517/002 68015 Sandoz Farmacéutica, S.A. Spain
Sandoz
acido Alendrénico 69016 Almus Farmaceutica S.A Spain
Semanal Almus
acido Alendrénico 79.161 Onedose Pharma Spain
Semanal Bluepharma
acido Alendrénico 69.193 Laboratorios Cinfa, S.A. Spain
Semanal Cinfa
acido Alendrénico 70.911 Laboratorios Cinfa, S.A. Spain
Semanal Cinfamed
acido Alendrénico 68840 Laboratorios Davur S.L Spain
Semanal Davur
acido Alendrénico 68.874 Kern Pharma, S.L. Spain
Semanal Kern Pharma
acido Alendrénico 68.128 Mabo-Farma, S.A. Spain
Semanal Mabo
acido Alendrénico 67309 Mylan Pharmaceuticals S.L. Spain
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Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where

authorisation country) | Authorisation member state product is authorised
number

Semanal Mylan

acido Alendrénico 69827 Laboratorios Normon, S.A. Spain

Semanal Normon

acido Alendrénico 69.204 Pensa Pharma, S.A Spain

Semanal Pensa

acido Alendrénico 68.891 Qualigen, S.L. Spain

Semanal Qualigen

acido Alendrénico 68841 Ratiopharm Esparia, S.A Spain

Semanal Ratio

acido Alendrénico SE/H/0515/002 67.028 Laboratorio Stada, S.L. Spain

Semanal Stada

acido Alendrdénico 68.919 Tecnimede Espafia Ind. Fca., | Spain

Semanal Tecnigen S.A.

acido Alendrénico 73339 Zentiva, K.S. Spain

Semanal Zentiva

acido Alendrdénico PT/H/0224/001 5123344 Tecnimede - Sociedade Portugal

Tecnimede Técnico-Medicinal, Sa

acido Alendrdénico PT/H/0224/001 5123351 Tecnimede - Sociedade Portugal

Tecnimede Técnico-Medicinal, Sa

acido Alendrénico PT/H/0224/001 5123369 Tecnimede - Sociedade Portugal

Tecnimede Técnico-Medicinal, Sa

acido Alendrénico PT/H/0224/001 5123377 Tecnimede - Sociedade Portugal

Tecnimede Técnico-Medicinal, Sa

acido Alendrdénico PT/H/0224/001 5123401 Tecnimede - Sociedade Portugal

Tecnimede Técnico-Medicinal, Sa

acido Alendrdénico 5838297 Tetrafarma- Produtos Portugal

Tetrafarma Farmacéuticos, Lda.

acido Alendrénico 5838396 Tetrafarma- Produtos Portugal

Tetrafarma Farmacéuticos, Lda.

acido Alendrénico 5838495 Tetrafarma- Produtos Portugal

Tetrafarma Farmacéuticos, Lda.

acido Alendrénico Teva UK/H/0833/001 67713 Teva Genericos Espanola Spain

S.L.
acido Alendrénico Tolife 5839394, 5839295, 5839196, Tolife - Produtos Portugal
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Arrow LAB 70 mg,

0 0, 34009 279 199 7 8, 34009 279

Product Name (in MRP/DCP National Authorisation Number MAH of product in the Member State where
authorisation country) | Authorisation member state product is authorised
number
5839097 Farmacéuticos, S.A.
aJieHApoHaT akTaBuc NL/H/1030/001 20090031 Actavis Group Ptc Ehf. Bulgaria
aneHapoHOBa KUCeuHa NL/H/2292/002 20140234 Aurobindo Pharma (Malta) Bulgaria
aypobuHao Limited
TeBaHaTt 20060886 Teva Pharmaceuticals Bulgaria
Bulgaria Eood
Acido Alendrdénico 5050075,5050109, 5050117, Labesfal Portugal
Labesfal 5050125
Adronat 10 mg 2357986, 2357788, 2357887 Tecnifar - industria tecnica Portugal
comprimidos Farmaceutica, S. A.
Acido Alendrdénico NL 40942 EVOLUPHARM France
Evolugen 70 mg,
comprime
Acido Alendronico 68918 Pharmagenus S. A. Spain
Semanal Pharmagenus
Alendroninezuur Actavis RVG 31896 Actavis Group PTC ehf.
70 mg
Alendronato Pensa 70 038007/M PENSA Italy
mg
Alendronat 1A Farma SE/H/0706 25385 1A FARMA A/S Sweden
Veckotablett
Alendronat Lek 70 mg SE/H/0704 H/08/00140/001, H/08/00140/002, Lek Pharmaceuticals, D.D. Slovenia
filmsko oblozene tablete H/08/00140/003, H/08/00140/004, Ljubljana
H/08/00140/005, H/08/00140/006
Linadax 70 mg/tab 22696/10-03-2014 Heremco LTD Greece
Alendronate HU/H/0124/001/MR NL 32911, 382 497-7 4, 382 498-3 Laboratories ALTER France
5, 382 500-8 4
Acido Alendronico 69013 Aurovitas Spain Spain
Semanal Actavis 70 mg
Acid Alendronic NL/H/2292/001- 7183/2014/01-20, 7184/2014/01- Aurobindo Pharma, (Malta) Romania
Aurobindo 10 mg/70 mg 002/MR 09 Limited
comprimate
Acide Alendronique 34009 279 197 4 9, 34009 279 198 | Arrow Generiques France
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comprime 200 5 9, 34009 586 888 4 3, 34009
586 889 0 4, 34009 586 9 3, 34009
586 891 5 4, 34009 586 892 1 5
acido Alendrénico Alter 5584339, 5584347, 5584354, Alter, S.A. Portugal
5585773, 5585807, 5585815
Binosto UK/H/3515/001/DC 90122/01/12/2014 Galenica SA Greece
Delfoza F.C. TAB 12338/8-4-2008 Delegant Holdings Ltd. Greece
70mg/TAB
DIACEREINE CRISTERS 34009 396 564 34, 34009 396 566 CRISTERS France
50mg, gelule 6 3, 34009 575 7707 0, 34009 575
7713 1
Bonasol 70 mg Oral IE/0213/H/001 MTnr 45055 Unimedic Denmark
Solution
Bonasol 70 mg Oral IE/0213/H/001 27539 Unimedic Finland
Solution
Bonasol 70 mg Oral 09-6756 Unimedic Norway
Solution
Alenat 70 mg Oral MTnr 42501 Unimedic Sweden
Solution
17522/05-05-2015 Adelco-chromatourgia Greece
athinon e. colocotronis bros
sa
Acide Alendronique NL 35556 Actavis Group hf. France
Actavis 70 mg,
comprime
ACIDE Alendronique NL 31395 Aurobindo France
Arrow 10 mg, comprime
ACIDE Alendronique NL 31396 Aurobindo France
Arrow 70 mg, comprime
Aledronet 24907/14/16-09-15 Biogaran Greece
Drofaz 70 mg 32705/6-5-2009 Basics GmbH Greece
Zulgar 9589/13-02-2015 MEDICAL Greece
PHARMAQUALITY
S.A.
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Aledronat Arrow 10 mg 507080 Arrow Generics Limited Norway
tablett
Aledronat Arrow 70 mg 507445 Arrow Generics Limited Norway
tablett
Alendronate Arrow 15286 Actavis Group PTC ehf. Poland
Acido Alendronico 5586284 Actavis AS Portugal
Actavis
acido Alendrénico J. 05/H/0037/002 5705082 $ 5705181 $ 5705280 Sidefarma - Sociedade Portugal
Neves $ 5705389 $ 5705488 $ 5705587 Industrial De Expanséo

Farmacéutica, S.A.
Alendronic Acid 70 mg 30306/0032 Actavis Group PTC ehf. United Kingdom
tablets
Alendronic Acid 70mg PL43870/0037 Medley Pharma Limited United Kingdom
Tablets
Glamor, 37500016 Agips Italy
70mg Farmaceutici
4 filmcoated S.r.l.
tablets
NEADRALE 70 mg film- 38649012 Neapharma S.r.l. Italy
coated tablet, 4 film-
coated tablets
Alenic 037521010 Epifarma S.R.L. Italy
Porodron 037519016 Pharmeg S.R.L. Italy
Alendronséaure AT/H/0537/001 1-26262 Interpharm Austria
"Interpharm” 10mg- ProduktionsGmbH
Tabletten
Alendronsaure AT/H/0537/002 1-26265 Interpharm Austria
"Interpharm" 70mg ProduktionsGmbH
einmal wdchentlich -
Tabletten
Alendronsdure Heumann | AT/H/0537/001 62699.00.00 Heumann Pharma GmbH & Germany
10mg-Tabletten Co. Generica KG
Alendronsaure Heumann | AT/H/0537/002 62699.01.00 Heumann Pharma GmbH & Germany
70mg-Tabletten Co. Generica KG
Alendro-KSK 70 mg 68673.00.00 KSK Pharma Vertriebs AG Germany
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ADRONIK 70 mg,
comprimate filmate

1531/2009/01-02-03

Arena Group S. A.

Romania
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