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Annex A

Centrally authorised medicinal products

MA (EU) number | (Invented) Strength Pharmaceutical Form Route of Immediate Packaging | Pack size
name Administration
EU/1/07/399/001 Aerinaze 2.5mg/ 120 mg Modified-release tablet Oral use blister (PCTFE/PVC/alu) 2 tablets
EU/1/07/399/002 Aerinaze 2.5mg/ 120 mg Modified-release tablet Oral use blister (PCTFE/PVC/alu) 4 tablets
EU/1/07/399/003 Aerinaze 2.5mg/ 120 mg Modified-release tablet Oral use blister (PCTFE/PVC/alu) 7 tablets
EU/1/07/399/004 Aerinaze 2.5mg/ 120 mg Modified-release tablet Oral use blister (PCTFE/PVC/alu) 10 tablets
EU/1/07/399/005 Aerinaze 2.5mg/ 120 mg Modified-release tablet Oral use blister (PCTFE/PVC/alu) 14 tablets
EU/1/07/399/006 Aerinaze 2.5mg/ 120 mg Modified-release tablet Oral use blister (PCTFE/PVC/alu) 20 tablets
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Annex I

Nationally authorised medicinal products containing pseudoephedrine

Member Marketing authorisaton | Product name INN + Strength Pharmaceutical Route of
State in EEA | holder form Administration
Austria Aziende Chimiche Riunite Boxagrippal Pseudoephedrine Hydrochloride 30mg | Capsule, Soft Oral use
Angelini Francesco - Capsule, Ibuprofen 200mg Capsule
A.C.R.A.F. S.P.A.
Austria Aziende Chimiche Riunite Boxagrippal Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Angelini Francesco - Tablet, Ibuprofen 200mg Tablet
A.C.R.A.F. S.P.A.
Austria Aziende Chimiche Riunite Boxagrippal Forte Pseudoephedrine Hydrochloride 60mg | Film-coated tablet | Oral use
Angelini Francesco - Tablet, Ibuprofen 400mg Tablet
A.C.R.A.F. S.P.A.
Austria Aziende Chimiche Riunite Boxagrippal Erkaltungssaft Pseudoephedrine Hydrochloride Oral suspension Oral use
Angelini Francesco - 30mg/10ml, Ibuprofen 200mg/10ml
A.C.R.A.F. S.P.A.
Austria Bayer Austria Gmbh Aspirin Complex Sticks Pseudoephedrine Hydrochloride 30mg | Granules Oral use
Sachet, Acetylsalicylic Acid 500mg
Sachet
Austria Bayer Austria Gmbh Aspirin Complex Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Sachet, Acetylsalicylic Acid 500mg suspension
Sachet
Austria Bayer Austria Gmbh Aspirin Complex Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
HeiBgetrank Sachet, Acetylsalicylic Acid 500mg suspension
Sachet
Austria Bayer Austria Gmbh Clarinase Loratadine 5mg Tablet, Prolonged-release Oral use

Pseudoephedrine Sulphate 120mg
Tablet

tablet
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Member Marketing authorisaton | Product name INN + Strength Pharmaceutical Route of
State in EEA | holder form Administration
Austria Genericon Pharma Ibucomp Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Gesellschaft M.B.H. Tablet, Ibuprofen 200mg Tablet
Austria Sandoz Gmbh Dolorflu Akut Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Tablet, Ibuprofen 200mg Tablet
Austria Stada Arzneimittel Gmbh Grippostad Akut Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Sachet, Acetylsalicylic Acid 500mg suspension
Sachet
Austria Stada Arzneimittel Gmbh Grippostad Akut Pseudoephedrine Hydrochloride Granules for oral Oral use
30mg/2780mg, Acetylsalicylic Acid suspension
500mg/2780mg
Austria Wick Pharma Wick Daymed Duo Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Zweigniederlassung Der Tablet, Ibuprofen 200mg Tablet
Procter & Gamble Gmbh
Belgium Bayer Sa Nv Clarinase Repetabs Loratadine 5mg Tablet, Modified-release Oral use
Pseudoephedrine Sulphate 120mg tablet
Tablet
Belgium Bayer Sa Nv Clarinase Once Daily Loratadine 10mg Tablet, Prolonged-release Oral use
Pseudoephedrine Sulphate 240mg tablet
Tablet
Belgium Eurogenerics N.V./S.A. Parasineg Pseudoephedrine Hydrochloride 30mg | Tablet Oral use
Tablet, Paracetamol 500mg Tablet
Belgium Glaxosmithkline Consumer | Therafixx-Capitanasal Pseudoephedrine Hydrochloride 60mg | Powder for oral Oral use
Healthcare S.A/N.V. Sachet, Paracetamol 500mg Sachet solution
Belgium Johnson & Johnson Sinuphene Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Consumer N.V./S.A. Tablet, Ibuprofen 200mg Tablet
Belgium Johnson & Johnson Sinuphene Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Consumer N.V./S.A. Units, Ibuprofen 200mg Units
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Member Marketing authorisaton | Product name INN + Strength Pharmaceutical Route of
State in EEA | holder form Administration
Belgium Johnson & Johnson Rhinosinutab Pseudoephedrine Hydrochloride Prolonged-release Oral use
Consumer N.V./S.A. 120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet
Belgium Johnson & Johnson Sinutab Pseudoephedrine Hydrochloride 30mg | Tablet Oral use
Consumer N.V./S.A. Tablet, Paracetamol 500mg Tablet
Belgium Johnson & Johnson Sinutab Forte Pseudoephedrine Hydrochloride 60mg | Tablet Oral use
Consumer N.V./S.A. Tablet, Paracetamol 500mg Tablet
Belgium Laboratoria Qualiphar Nv Vasocedine Pseudoephedrine Hydrochloride 60mg | Film-coated tablet | Oral use
Sa Tablet
Belgium Opella Healthcare Belgium | Ibuprofen/Pseudoephedrine Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
(Handelsnaam Sanofi Hydrochloride Sanofi Tablet, Ibuprofen 200mg Tablet
Belgium)
Belgium Ucb Pharma S.A. (Anderl Cirrus Pseudoephedrine Hydrochloride Prolonged-release Oral use
Be) 120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet
Bulgaria Alkaloid Ltd KadetnH Konpg Dextromethorphan Hydrobromide Film-coated tablet | Oral use
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet, Ascorbic
Acid 60mg Tablet, Paracetamol
500mg Tablet
Bulgaria Bayer Bulgaria Eood AcnunpuH Komnnekc Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Sachet, Acetylsalicylic Acid 500mg suspension
Sachet
Bulgaria Bayer Bulgaria Eood AcnunpuH Komnnekc Tonna Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Hanutka Sachet, Acetylsalicylic Acid 500mg suspension
Sachet
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Member
State in EEA

Marketing authorisaton
holder

Product name

INN + Strength

Pharmaceutical
form

Route of
Administration

Bulgaria

Bayer Bulgaria Eood

KnapuHa3se

Loratadine 5mg Tablet,
Pseudoephedrine Sulphate 120mg
Tablet

Prolonged-release
tablet

Oral use

Bulgaria

Krka, D.D., Novo Mesto

OanepoH Kona3

Dextromethorphan Hydrobromide
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 325mg Tablet

Film-coated tablet

Oral use

Bulgaria

Mcneil Healthcare (Ireland)
Limited

Onurpun AeH Onurpun Howy

Diphenhydramine Hydrochloride
25mg Tablet, Paracetamol 500mg
Tablet | Pseudoephedrine
Hydrochloride 60mg Tablet,
Paracetamol 500mg Tablet

Film-coated tablet
| tablet

Oral use

Bulgaria

Medochemie Ltd.

CHun Kong & dny

Chlorphenamine Maleate 1mg Tablet,
Pseudoephedrine Hydrochloride 15mg
Tablet, Paracetamol 325mg Tablet

Tablet

Oral use

Bulgaria

Nobel Pharma Co., Ltd.

Tannon Xot

Chlorphenamine Maleate 4mg/160ml,
Pseudoephedrine Hydrochloride
60mg/160ml, Paracetamol
500mg/160ml

Oral suspension

Oral use

Bulgaria

Nobel Pharma Co., Ltd.

Tannon Xot [

Chlorphenamine Maleate 4mg/160ml,
Pseudoephedrine Hydrochloride
60mg/160ml, Paracetamol
500mg/160ml

Oral suspension

Oral use

Bulgaria

Nobel Pharma Co., Ltd.

Tannon Xot 3a Aeua

Chlorphenamine Maleate 2mg/80ml,
Pseudoephedrine Hydrochloride
30mg/80ml, Paracetamol
250mg/80ml

Oral suspension

Oral use
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Member Marketing authorisaton | Product name INN + Strength Pharmaceutical Route of
State in EEA | holder form Administration
Bulgaria Reckitt Benckiser HypodeHn Cronkona Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
(Romania) Srl Tablet, Ibuprofen 200mg Tablet
Bulgaria Stada Arzneimittel Ag Grippostad Stopcold Pseudoephedrine Hydrochloride 30mg | Capsule, Soft Oral use
Capsule, Ibuprofen 200mg Capsule
Bulgaria Stada Arzneimittel Ag punoctag Komnnekc Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Sachet, Acetylsalicylic Acid 500mg suspension
Sachet
Bulgaria Ucb Pharma Gmbh 3nptek-D Pseudoephedrine Hydrochloride Prolonged-release Oral use
(Monheim De) 120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet
Bulgaria Us Pharmacia Sp. Z 0.0. Méynpom CuHyc Pseudoephedrine Hydrochloride 30mg | Coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
Bulgaria Us Pharmacia Sp. Z O.0. punekc Dextromethorphan Hydrobromide Film-coated tablet Oral use
10mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 325mg Tablet
Bulgaria Us Pharmacia Sp. Z 0.0. punekc Makc Dextromethorphan Hydrobromide Film-coated tablet | Oral use
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 500mg Tablet
Bulgaria Us Pharmacia Sp. Z 0.0. punekc Xot CnHyc Chlorphenamine Maleate 4mg Sachet, | Powder for oral Oral use

Dextromethorphan Hydrobromide
20mg Sachet, Pseudoephedrine
Hydrochloride 60mg Sachet,
Paracetamol 650mg Sachet

solution
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Member Product name

State in EEA

Marketing authorisaton
holder

INN + Strength

Pharmaceutical
form

Route of

Administration

Croatia Alkaloid D.O.0O. Caffetin Cold

Dextromethorphan Hydrobromide
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet, Ascorbic
Acid 60mg Tablet, Paracetamol
500mg Tablet

Film-coated tablet

Oral use

Croatia Bayer Doo Aspirin Complex

Pseudoephedrine Hydrochloride 30mg
Sachet, Acetylsalicylic Acid 500mg
Sachet

Granules for oral
suspension

Oral use

Croatia Bayer Doo Clarinase

Loratadine 5mg Tablet,
Pseudoephedrine Sulphate 120mg
Tablet

Prolonged-release
tablet

Oral use

Croatia Bosnalijek D.0O.O. Rhinostop

Chlorphenamine Maleate 2.54mg
Tablet, Pseudoephedrine
Hydrochloride 61.2mg Tablet,
Paracetamol 251mg Tablet

Tablet

Oral use

Jadran-Galenski Rhinorelief

Laboratorij D.D.

Croatia

Pseudoephedrine Hydrochloride 30mg
Tablet, Ibuprofen 200mg Tablet

Tablet

Oral use

Croatia Krka-Farma D.O.O. Daleron Cold3

Dextromethorphan Hydrobromide
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 325mg Tablet

Film-coated tablet

Oral use

Croatia Pliva Hrvatska D.O.O. Maxflu S Okusom Limuna

Pseudoephedrine Hydrochloride 30mg
Tablet, Ascorbic Acid 60mg Tablet,
Paracetamol 500mg Tablet

Effervescent tablet

Oral use

Croatia Reckitt Benckiser (Croatia) | Nurofen Cold And Flu

D.0.0.

Pseudoephedrine Hydrochloride 30mg
Tablet, Ibuprofen 200mg Tablet

Coated tablet

Oral use
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Member

Marketing authorisaton

Product name

INN + Strength

Pharmaceutical

Route of

State in EEA | holder form Administration
Cyprus Bayer Hellas Sa Aspirin Complex Cold & Flu Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Sachet, Acetylsalicylic Acid 500mg suspension
Sachet
Cyprus Bayer Hellas Sa Clarityne-D Loratadine 5mg Tablet, Modified-release Oral use
Pseudoephedrine Sulphate 120mg tablet
Tablet
Cyprus Delorbis Pharmaceuticals Parcoten Cold & Flu Dextromethorphan Hydrobromide Film-coated tablet Oral use
Ltd 15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet, Ascorbic
Acid 60mg Tablet, Paracetamol
500mg Tablet
Cyprus Glaxosmithkline (Ireland) Actifed Expectorant Pseudoephedrine Hydrochloride Oral solution Oral use
Limited 30mg/5ml, Triprolidine Hydrochloride
1.25mg/5ml, Guaifenesin 100mg/5ml
Cyprus Glaxosmithkline Consumer | Comtrex Cold Chlorphenamine Maleate 2mg Tablet, | Film-coated tablet Oral use
Healthcare Hellas Single Pseudoephedrine Hydrochloride 30mg
Member Societe Anonyme Tablet, Paracetamol 500mg Tablet
Cyprus Glaxosmithkline Consumer | Panadol Cold & Flu Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Healthcare Hellas Single Tablet, Paracetamol 500mg Tablet
Member Societe Anonyme
Cyprus Johnson & Johnson Hellas Hexaflu Day & Night Diphenhydramine Hydrochloride Film-coated tablet Oral use
Consumer Ae 25mg Tablet, Paracetamol 500mg | tablet
Tablet | Pseudoephedrine
Hydrochloride 60mg Tablet,
Paracetamol 500mg Tablet
Cyprus Medochemie Ltd. Medofed Pseudoephedrine Hydrochloride Oral solution Oral use

30mg/5ml, Triprolidine Hydrochloride
1.25mg/5ml
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Member

Marketing authorisaton

Product name

INN + Strength

Pharmaceutical

Route of

State in EEA | holder form Administration
Cyprus Medochemie Ltd. Medofed Compound Dextromethorphan Hydrobromide Oral solution Oral use
15mg/5ml, Pseudoephedrine
Hydrochloride 20mg/5ml, Triprolidine
Hydrochloride 1.25mg/5ml,
Guaifenesin 100mg/5ml
Cyprus Medochemie Ltd. Snip Chlorphenamine Maleate 1mg Tablet, | Tablet Oral use
Pseudoephedrine Hydrochloride 15mg
Tablet, Paracetamol 325mg Tablet
Cyprus Reckitt Benckiser Hellas Nurofen Cold And Flu Pseudoephedrine Hydrochloride 30mg | Coated tablet Oral use
Healthcare Sa Tablet, Ibuprofen 200mg Tablet
Cyprus Ucb Pharma S.A. (Anderl Zyrtec-D Pseudoephedrine Hydrochloride Prolonged-release Oral use
Be) 120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet
Czech Bayer Sro Clarinase Repetabs Loratadine 5mg Tablet, Prolonged-release Oral use
Republic Pseudoephedrine Sulphate 120mg tablet
Tablet
Czech Krewel Meuselbach Gmbh Grippecton Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Republic Tablet, Ibuprofen 200mg Tablet
Czech Opella Healthcare Czech Paralen Plus Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Republic S.R.O Tablet, Paracetamol 325mg Tablet,
Dextromethorphan Hydrobromide
Monohydrate 15mg Tablet
Czech Reckitt Benckiser (Czech Nurofen Stopgrip Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Republic Republic) Spol. S.R.O Tablet, Ibuprofen 200mg Tablet
Czech Stada Arzneimittel Ag Modafen Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Republic Tablet, Ibuprofen 200mg Tablet
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Member Marketing authorisaton | Product name INN + Strength Pharmaceutical Route of
State in EEA | holder form Administration
Denmark Bayer Ab Clarinase Loratadine 10mg Tablet, Prolonged-release Oral use
Pseudoephedrine Sulphate 240mg tablet
Tablet
Denmark Orifarm Generics A/S Paraseu Pseudoephedrine Hydrochloride 30mg | Tablet Oral use
Tablet, Paracetamol 500mg Tablet
Estonia Auxilia Pharma Sudaxil Pseudoephedrine Hydrochloride 60mg | Film-coated tablet | Oral use
Tablet
Estonia Bausch Health Ireland Febrilek Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Limited Tablet, Ibuprofen 200mg Tablet
Estonia Bayer Uab Clarinase Loratadine 10mg Tablet, Prolonged-release Oral use
Pseudoephedrine Sulphate 240mg tablet
Tablet
Estonia Glaxosmithkline Theraflu Nd Dextromethorphan Hydrobromide Powder for oral Oral use
Dungarvan Limited 30mg Tablet, Pseudoephedrine solution
Hydrochloride 60mg Tablet,
Paracetamol 1000mg Tablet
Estonia Glaxosmithkline Theraflu Nt Chlorphenamine Maleate 4mg Sachet, | Powder for oral Oral use
Dungarvan Limited Dextromethorphan Hydrobromide solution
30mg Sachet, Pseudoephedrine
Hydrochloride 60mg Sachet,
Paracetamol 1000mg Sachet
Estonia Glaxosmithkline Theraflu Sn Pseudoephedrine Hydrochloride 30mg | Powder for oral Oral use
Dungarvan Limited Sachet, Paracetamol 500mg Sachet solution
Estonia Mcneil Healthcare (Ireland) | Sudafed Pseudoephedrine Hydrochloride 60mg | Film-coated tablet Oral use
Limited Tablet
Estonia Mcneil Healthcare (Ireland) | Actifed Pseudoephedrine Hydrochloride Syrup Oral use
Limited 30mg/5ml, Triprolidine Hydrochloride
1.25mg/5ml
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Member Marketing authorisaton | Product name INN + Strength Pharmaceutical Route of
State in EEA | holder form Administration
Estonia Mcneil Healthcare (Ireland) | Sudafed Pseudoephedrine Hydrochloride Syrup Oral use
Limited 30mg/5ml
Estonia Mcneil Healthcare (Ireland) | Actifed Pseudoephedrine Hydrochloride 60mg | Tablet Oral use
Limited Tablet, Triprolidine Hydrochloride
2.5mg Tablet
Estonia Ucb Pharma Oy Finland Cirrus Pseudoephedrine Hydrochloride Prolonged-release Oral use
(Espoo Fi) 120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet
Estonia Us Pharmacia Sp. Z O.0. Tonufen Pseudoephedrine Hydrochloride 30mg | Coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
Estonia Wick Pharma Wipar Diphenhydramine Hydrochloride Film-coated tablet | Oral use
Zweigniederlassung Der 25mg Tablet, Paracetamol 500mg
Procter & Gamble Gmbh Tablet | Pseudoephedrine
Hydrochloride 60mg Tablet,
Paracetamol 500mg Tablet
Finland Glaxosmithkline (Ireland) Duact Pseudoephedrine Hydrochloride 60mg | Capsule, hard Oral use
Limited Capsule, Acrivastine 8mg Capsule
Finland Orifarm Generics A/S Acriseu Pseudoephedrine Hydrochloride 60mg | Capsule, hard Oral use
Capsule, Acrivastine 8mg Capsule
France Cooperation Rhumagrip Pseudoephedrine Hydrochloride 30mg | Tablet Oral use
Pharmaceutique Francaise Tablet, Paracetamol 500mg Tablet
France Glaxosmithkline Santé Rhinadvilcaps Rhume Ibuprofen 200mg Capsule, Capsule, Soft Oral use
Grand Public, Rueil- Pseudoephedrine 30mg Capsule
Malmaison
France Glaxosmithkline Santé Rhinadvil Rhume Pseudoephedrine Hydrochloride 30mg | Coated tablet Oral use

Grand Public, Rueil-
Malmaison

Tablet, Ibuprofen 200mg Tablet
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Member

Marketing authorisaton

Product name

INN + Strength

Pharmaceutical

Route of

State in EEA | holder form Administration
France Johnson & Johnson Santé Actifed Rhume Pseudoephedrine Hydrochloride 60mg | Tablet Oral use
Beauté France Tablet, Triprolidine Hydrochloride
2.5mg Tablet, Paracetamol 500mg
Tablet
France Johnson & Johnson Santé Actifed Rhume Jour Et Nuit Diphenhydramine Hydrochloride Tablet Oral use
Beauté France 25mg Tablet, Paracetamol 500mg
Tablet | Pseudoephedrine
Hydrochloride 60mg Tablet,
Paracetamol 500mg Tablet
France Laboratoires Urgo Humex Rhume Chlorphenamine Maleate 4mg Capsule, hard | Oral use
Healthcare Capsule, Paracetamol 500mg Capsule | tablet
| Pseudoephedrine Hydrochloride
60mg Tablet, Paracetamol 500mg
Tablet
France Laboratoires Urgo Humex Rhume Chlorphenamine Maleate 4mg Tablet, | Capsule, hard | Oral use
Healthcare Paracetamol 500mg Tablet | tablet
Pseudoephedrine Hydrochloride 60mg
Tablet, Paracetamol 500mg Tablet
France Laboratoires Urgo Xtomekcrpun Chlorphenamine Maleate 4mg Capsule, hard | Oral use
Healthcare Capsule, Paracetamol 500mg Capsule | tablet
| Pseudoephedrine Hydrochloride
60mg Tablet, Paracetamol 500mg
Tablet
France Opella Healthcare France Dolirhume Pseudoephedrine Hydrochloride 30mg | Tablet Oral use
Sas Tablet, Paracetamol 500mg Tablet
France Opella Healthcare France Dolirhumepro Doxylamine Hydrogen Succinate Tablet Oral use

Sas

7.5mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 500mg Tablet
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Member

Marketing authorisaton

Product name

INN + Strength

Pharmaceutical

Route of

State in EEA | holder form Administration

France Reckitt Benckiser Nurofen Rhume Pseudoephedrine Hydrochloride 30mg | Coated tablet Oral use
Healthcare France Tablet, Ibuprofen 200mg Tablet

France Reckitt Benckiser Rhinureflex Pseudoephedrine Hydrochloride 30mg | Coated tablet Oral use
Healthcare France Tablet, Ibuprofen 200mg Tablet

France Reckitt Benckiser Rhinureflex Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Healthcare France Tablet, Ibuprofen 200mg Tablet

Germany 1 A Pharma Gmbh Ibu - 1 A Pharma Grippal Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use

Tablet, Ibuprofen 200mg Tablet

Germany Aziende Chimiche Riunite Boxagrippal Pseudoephedrine Hydrochloride 30mg | Capsule, Soft Oral use
Angelini Francesco - Capsule, Ibuprofen 200mg Capsule
A.C.R.A.F. S.P.A.

Germany Aziende Chimiche Riunite Boxagrippal Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Angelini Francesco - Tablet, Ibuprofen 200mg Tablet
A.C.R.A.F. S.P.A.

Germany Aziende Chimiche Riunite Boxagrippal Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Angelini Francesco - Erkaltungstabletten Tablet, Ibuprofen 200mg Tablet
A.C.R.A.F. S.P.A.

Germany Aziende Chimiche Riunite Boxagrippal Forte Pseudoephedrine Hydrochloride 60mg | Film-coated tablet Oral use
Angelini Francesco - Tablet, Ibuprofen 400mg Tablet
A.C.R.A.F. S.P.A.

Germany Aziende Chimiche Riunite Boxagrippal Erkaltungssaft Pseudoephedrine Hydrochloride Oral suspension Oral use
Angelini Francesco - 30mg/10ml, Ibuprofen 200mg/10ml
A.C.R.A.F. S.P.A.

Germany Bausch Health Ireland Gripomed Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Limited Tablet, Ibuprofen 200mg Tablet

Germany Bayer Vital Gmbh Aspirin Complex Pseudoephedrine Hydrochloride 30mg | Granules Oral use

Sachet, Acetylsalicylic Acid 500mg
Sachet
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Member Marketing authorisaton | Product name INN + Strength Pharmaceutical Route of
State in EEA | holder form Administration
Germany Bayer Vital Gmbh Aspirin Complex Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Sachet, Acetylsalicylic Acid 500mg suspension
Sachet
Germany Bayer Vital Gmbh Aspirin Complex Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Heissgetrank Sachet, Acetylsalicylic Acid 500mg suspension
Sachet
Germany Bayer Vital Gmbh Aspirin Sinucomplex Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Sachet, Acetylsalicylic Acid Ph. Eur. suspension
500mg Sachet
Germany Doppelherz Pharma Gmbh | Grippal Complex Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
Germany Glaxosmithkline Consumer | Ibuprofen/Pseudoephedrin Ibuprofen 200mg Capsule, Capsule, Soft Oral use
Healthcare Gmbh & Co. Kg | Gsk Consumer Pseudoephedrine 30mg Capsule
Germany Glaxosmithkline Consumer | Ibuprofen/Pseudoephedrin Pseudoephedrine Hydrochloride 30mg | Coated tablet Oral use
Healthcare Gmbh & Co. Kg | Gsk Consumer Tablet, Ibuprofen 200mg Tablet
Germany Glaxosmithkline Consumer | Theraflu Erkaltung Pseudoephedrine Hydrochloride 30mg | Powder for oral Oral use
Healthcare Gmbh & Co. Kg | HeiBgetrank Sachet, Paracetamol 500mg Sachet solution
Germany Johnson & Johnson Gmbh Olygrippal Tag & Nacht Diphenhydramine Hydrochloride Film-coated tablet Oral use
25mg Tablet, Paracetamol 500mg | tablet
Tablet | Pseudoephedrine
Hydrochloride 60mg Tablet,
Paracetamol 500mg Tablet
Germany Johnson & Johnson Gmbh Reactine Duo Pseudoephedrine Hydrochloride Prolonged-release Oral use
120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet
Germany Krewel Meuselbach Gmbh Grippecton Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
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Germany Ratiopharm Gmbh Ratiogrippal Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
Germany Recordati Pharma Gmbh Rhinopront Kombi Zur Pseudoephedrine Hydrochloride 60mg | Tablet Oral use
Anwendung Bei Tablet, Triprolidine Hydrochloride
Jugendlichen Ab 12 Jahren 2.5mg Tablet
Und Erwachsenen Bis 60
Jahre
Germany Stada Gmbh Grippostad Complex Pseudoephedrine Hydrochloride Granules for oral Oral use
Ass/Pseudoephedrinhydrochl | 30mg/2690mg, Acetylsalicylic Acid suspension
orid 500mg/2690mg
Germany Stada Gmbh Grippostad Complex Mit Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Orangenaroma Sachet, Acetylsalicylic Acid Ph. Eur. suspension
500mg Sachet
Germany Wick Pharma Daynait Diphenhydramine Hydrochloride Film-coated tablet | Oral use
Zweigniederlassung Der 25mg Tablet, Paracetamol 500mg
Procter & Gamble Gmbh Tablet | Pseudoephedrine
Hydrochloride 60mg Tablet,
Paracetamol 500mg Tablet
Germany Wick Pharma Wick Duogrippal Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Zweigniederlassung Der Tablet, Ibuprofen 200mg Tablet
Procter & Gamble Gmbh
Greece Bausch Health Ireland Gripomed Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Limited Tablet, Ibuprofen 200mg Tablet
Greece Bayer Hellas Sa Aspirin Complex Cold & Flu Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Sachet, Acetylsalicylic Acid 500mg suspension
Sachet
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Greece Bayer Hellas Sa Clarityne-D Loratadine 5mg Tablet, Prolonged-release Oral use
Pseudoephedrine Sulphate 120mg tablet
Tablet
Greece Glaxosmithkline Consumer | Comtrex Cold Chlorphenamine Maleate 2mg Tablet, | Film-coated tablet Oral use
Healthcare Hellas Single Pseudoephedrine Hydrochloride 30mg
Member Societe Anonyme Tablet, Paracetamol 500mg Tablet
Greece Glaxosmithkline Consumer | Panadol Cold& Flu Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Healthcare Hellas Single Tablet, Paracetamol 500mg Tablet
Member Societe Anonyme
Greece Glaxosmithkline Consumer | Comtrex Cold Day Pseudoephedrine Hydrochloride 30mg | Powder for oral Oral use
Healthcare Hellas Single Sachet, Paracetamol 500mg Sachet solution
Member Societe Anonyme
Greece Johnson & Johnson Hellas Hexaflu® Day & Night Diphenhydramine Hydrochloride Film-coated tablet Oral use
Consumer Ae 25mg Tablet, Paracetamol 500mg | tablet
Tablet | Pseudoephedrine
Hydrochloride 60mg Tablet,
Paracetamol 500mg Tablet
Greece Reckitt Benckiser Hellas Nurofen Cold And Flu Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Healthcare Sa Tablet, Ibuprofen 200mg Tablet
Greece Uni-Pharma Kleon Tsetis Trebon-Grippe Day & Night Chlorphenamine Maleate 4mg Tablet, | Effervescent tablet | Oral use
Pharmaceutical Paracetamol 500mg Tablet |
Laboratories S.A. Pseudoephedrine Hydrochloride 40mg
Tablet, Acetylcysteine 200mg Tablet,
Paracetamol 500mg Tablet
Hungary Bayer Hungaria Kft Aspirin Complex Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use

Sachet, Acetylsalicylic Acid 500mg
Sachet

suspension
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Hungary Bayer Hungaria Kft Aspirin Complex Forro Ital Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Sachet, Acetylsalicylic Acid 500mg suspension
Sachet
Hungary Glaxosmithkline-Consumer | Advil Cold Rapid Ibuprofen 200mg Capsule, Capsule, Soft Oral use
Kft. Pseudoephedrine 30mg Capsule
Hungary Glaxosmithkline-Consumer | Advil Cold Pseudoephedrine Hydrochloride 30mg | Coated tablet Oral use
Kft. Tablet, Ibuprofen 200mg Tablet
Hungary Glaxosmithkline-Consumer | Neo Citran Cold And Sinus Pseudoephedrine Hydrochloride 30mg | Powder for oral Oral use
Kft. Sachet, Paracetamol 500mg Sachet solution
Hungary Opella Healthcare Rhinathiol Cold Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Commercial Kft. Tablet, Ibuprofen 200mg Tablet
Hungary Reckitt Benckiser Nurofen Cold And Flu Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
(Hungary) Kft Tablet, Ibuprofen 200mg Tablet
Hungary Ucb Magyarorszag Kft Zyrtec-D Pseudoephedrine Hydrochloride Film-coated tablet Oral use
(Budapest Hu) 120mg Tablet, Cetirizine
Dihydrochloride 5mg Tablet
Hungary Wick Pharma Ibuprofen/Pszeudoefedrin Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Zweigniederlassung Der Tablet, Ibuprofen 200mg Tablet
Procter & Gamble Gmbh
Iceland Bayer Ab Clarinase Loratadine 10mg Tablet, Prolonged-release Oral use
Pseudoephedrine Sulphate 240mg tablet
Tablet
Ireland Chefaro Ireland Dac Solpa-Sinus Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Paracetamol 500mg Tablet
Ireland Clonmel Healthcare Ltd. Paralief Sinus Pseudoephedrine Hydrochloride 30mg | Tablet Oral use

Tablet, Paracetamol 500mg Tablet
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Ireland Glaxosmithkline Consumer | Day Nurse Pseudoephedrine Hydrochloride 30mg | Capsule, hard Oral use
Healthcare (Ireland) Ltd Capsule, Paracetamol 500mg
Capsule, Pholcodine 5mg Capsule
Ireland Glaxosmithkline Consumer | Advil Cold & Flu Relief Ibuprofen 200mg Capsule, Capsule, Soft Oral use
Healthcare (Ireland) Ltd Pseudoephedrine 30mg Capsule
Ireland Glaxosmithkline Consumer | Advil Cold & Flu Pseudoephedrine Hydrochloride 30mg | Coated tablet Oral use
Healthcare (Ireland) Ltd Tablet, Ibuprofen 200mg Tablet
Ireland Glaxosmithkline Consumer | Panadol Fever And Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Healthcare (Ireland) Ltd Congestion Tablet, Paracetamol 500mg Tablet
Ireland Glaxosmithkline Consumer | Robitussin Plus Pseudoephedrine Hydrochloride Oral solution Oral use
Healthcare (Ireland) Ltd 30mg/5ml, Guaifenesin 100mg/5ml
Ireland Johnson & Johnson Benylin Four Flu Diphenhydramine Hydrochloride Film-coated tablet Oral use
(Ireland) Ltd. 12.5mg Tablet, Pseudoephedrine
Hydrochloride 22.5mg Tablet,
Paracetamol 500mg Tablet
Ireland Johnson & Johnson Non-Drowsy Sudafed Pseudoephedrine Hydrochloride 60mg | Film-coated tablet | Oral use
(Ireland) Ltd. Decongestant Tablet
Ireland Johnson & Johnson Non-Drowsy Sudapro Head Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
(Ireland) Ltd. Cold Units, Ibuprofen 200mg Units
Ireland Johnson & Johnson Benylin Day & Night Diphenhydramine Hydrochloride Film-coated tablet Oral use
(Ireland) Ltd. 25mg Tablet, Paracetamol 500mg | tablet
Tablet | Pseudoephedrine
Hydrochloride 60mg Tablet,
Paracetamol 500mg Tablet
Ireland Johnson & Johnson Actifed Pseudoephedrine Hydrochloride Syrup Oral use

(Ireland) Ltd.

30mg/5ml, Triprolidine Hydrochloride
1.25mg/5ml

Annex A and Annex I - List of medicines affected by the referral procedure
EMA/55341/2023 Rev. 1

Page 19/50




Member

Marketing authorisaton

Product name

INN + Strength

Pharmaceutical

Route of

State in EEA | holder form Administration
Ireland Johnson & Johnson Benylin Dual Action Dry Dextromethorphan Hydrobromide Syrup Oral use
(Ireland) Ltd. 10mg/5ml, Pseudoephedrine
Hydrochloride 30mg/5ml, Triprolidine
Hydrochloride 1.25mg/5ml
Ireland Johnson & Johnson Benylin Phlegm Cough Plus Pseudoephedrine Hydrochloride Syrup Oral use
(Ireland) Ltd. Decongestant 30mg/5ml, Guaifenesin 100mg/5ml
Ireland Johnson & Johnson Non-Drowsy Sudafed Pseudoephedrine Hydrochloride Syrup Oral use
(Ireland) Ltd. Decongestant 30mg/5ml
Ireland Johnson & Johnson Actifed Pseudoephedrine Hydrochloride 60mg | Tablet Oral use
(Ireland) Ltd. Tablet, Triprolidine Hydrochloride
2.5mg Tablet
Ireland Johnson & Johnson Non-Drowsy Sinutab Pseudoephedrine Hydrochloride 30mg | Tablet Oral use
(Ireland) Ltd. Tablet, Paracetamol 500mg Tablet
Ireland Johnson & Johnson Non-Drowsy Sudaplus Pseudoephedrine Hydrochloride 30mg | Tablet Oral use
(Ireland) Ltd. Tablet, Paracetamol 500mg Tablet
Ireland Reckitt Benckiser Ireland Nurofen Cold And Flu Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Ltd. Tablet, Ibuprofen 200mg Tablet
Ireland Reckitt Benckiser Ireland Nurofen Sinus And Pain Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Ltd. Tablet, Ibuprofen 200mg Tablet
Ireland Reckitt Benckiser Ireland Lemsip Max Sinus & Flu Hot | Pseudoephedrine Hydrochloride 60mg | Powder for oral Oral use
Ltd. Lemon Sachet, Paracetamol 1000mg Sachet | solution
Ireland Reckitt Benckiser Ireland Nurofen Sinus And Pain Pseudoephedrine Hydrochloride Tablet Oral use
Ltd. 30mg, Ibuprofen 200mg
Ireland Rowa Pharmaceuticals Brupro Cold & Flu Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Limited Tablet, Ibuprofen 200mg Tablet
Ireland Ucb Pharma Ireland Ltd Zirtek Plus Decongestant Pseudoephedrine Hydrochloride Prolonged-release Oral use

(Dublin Ie)

120mg Tablet, Cetirizine
Dihydrochloride 5mg Tablet

tablet
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Italy A. Menarini - Industrie Vivinduo Febbre E Pseudoephedrine Hydrochloride 60mg | Granules for oral Oral use
Farmaceutiche Riunite - Congestione Nasale Sachet, Paracetamol 500mg Sachet solution
S.R.L.
Italy Alfasigma S.P.A. Neo Borocillina Raffreddore Pseudoephedrine Hydrochloride 60mg | Effervescent tablet | Oral use
E Febbre Tablet, Paracetamol 500mg Tablet
Italy Aziende Chimiche Riunite Tachifluactiv Influenza E Pseudoephedrine Hydrochloride 60mg | Effervescent tablet | Oral use
Angelini Francesco - Raffreddore Tablet, Paracetamol 500mg Tablet
A.C.R.A.F. S.P.A.
Italy Aziende Chimiche Riunite Momenxsin Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Angelini Francesco - Tablet, Ibuprofen 200mg Tablet
A.C.R.A.F. S.P.A.
Italy Bayer Spa Aspirina Influenza E Naso Pseudoephedrine Hydrochloride 30mg | Granules Oral use
Chiuso Sachet, Acetylsalicylic Acid 500mg
Sachet
Italy Bayer Spa Aspirina Influenza E Naso Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Chiuso Sachet, Acetylsalicylic Acid 500mg suspension
Sachet
Italy Farmitalia S.R.L. Ilmodec Febbre E Naso Pseudoephedrine Hydrochloride 60mg | Effervescent tablet | Oral use
Chiuso Tablet, Paracetamol 500mg Tablet
Italy Glaxosmithkline Consumer | Triaminic Pseudoephedrine Hydrochloride 60mg | Powder for oral Oral use
Healthcare S.R.L., Via Sachet, Paracetamol 500mg Sachet solution
Zambeletti Snc
Italy Johnson & Johnson S.P.A. Actisinu Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Units, Ibuprofen 200mg Units
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Italy Johnson & Johnson S.P.A. Actigrip Giorno & Notte

Diphenhydramine Hydrochloride
25mg Tablet, Paracetamol 500mg
Tablet | Pseudoephedrine
Hydrochloride 60mg Tablet,
Paracetamol 500mg Tablet

Film-coated tablet
| tablet

Oral use

Italy Johnson & Johnson S.P.A. Reactine

Pseudoephedrine Hydrochloride
120mg Units, Cetirizine
Dihydrochloride 5mg Units

Prolonged-release
tablet

Oral use

Italy Johnson & Johnson S.P.A. Actifed

Pseudoephedrine Hydrochloride
0.6g/100ml, Triprolidine
Hydrochloride 0.025g/100ml

Syrup

Oral use

Italy Johnson & Johnson S.P.A. Actifed Composto

Dextromethorphan Hydrobromide
0.2g/100ml, Pseudoephedrine
Hydrochloride 0.6g/100ml,
Triprolidine Hydrochloride
0.025g/100ml

Syrup

Oral use

Italy Johnson & Johnson S.P.A. Actifed

Pseudoephedrine Hydrochloride 60mg
Tablet, Triprolidine Hydrochloride
2.5mg Tablet

Tablet

Oral use

Italy Johnson & Johnson S.P.A. Actigrip

Pseudoephedrine Hydrochloride 60mg
Tablet, Triprolidine Hydrochloride
2.5mg Tablet, Paracetamol 300mg
Tablet

Tablet

Oral use

Italy Johnson & Johnson S.P.A. Actigrip

Pseudoephedrine Hydrochloride 60mg
Tablet, Triprolidine Hydrochloride
2.5mg Tablet, Paracetamol 500mg
Tablet

Tablet

Oral use
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Italy Opella Healthcare Italy Zerinoactiv Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
S.R.L. Tablet, Ibuprofen 200mg Tablet
Italy Procter & Gamble S.R.L Vicks Flu Action Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Tablet, Ibuprofen 200mg Tablet
Italy Procter & Gamble S.R.L Vicks Flu Action Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
Italy Procter & Gamble S.R.L Vicks Flu Giorno Notte Diphenhydramine Hydrochloride Film-coated tablet Oral use
25mg Tablet, Paracetamol 500mg
Tablet | Pseudoephedrine
Hydrochloride 60mg Tablet,
Paracetamol 500mg Tablet
Italy Reckitt Benckiser Nurofen Influenza E Pseudoephedrine Hydrochloride 30mg | Coated tablet Oral use
Healthcare (Italia) Spa Raffreddore Tablet, Ibuprofen 200mg Tablet
Italy Teva B.V Ibuprofene E Pseudoefedrina | Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Teva Tablet, Ibuprofen 200mg Tablet
Italy Ucb Pharma Spa (Milan It) | Naristar Pseudoephedrine Hydrochloride Prolonged-release Oral use
120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet
Italy Upsa Sas Efferalgan Febbre E Pseudoephedrine Hydrochloride 60mg | Effervescent tablet | Oral use
Congestione Nasale Tablet, Paracetamol 500mg Tablet
Italy Upsa Sas Efferalgan Febbre E Pseudoephedrine Hydrochloride 60mg | Oral solution Oral use
Congestione Nasale Sachet, Paracetamol 500mg Sachet
Italy Zambon Italia S.R.L. Fluimucil Influenza E Pseudoephedrine Hydrochloride 60mg | Granules for oral Oral use
Raffreddore Sachet, Paracetamol 500mg Sachet solution
Latvia Glaxosmithkline Theraflu Nd Dextromethorphan Hydrobromide Powder for oral Oral use

Dungarvan Limited

30mg Tablet, Pseudoephedrine
Hydrochloride 60mg Tablet,
Paracetamol 1000mg Tablet

solution
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Latvia Glaxosmithkline Theraflu Nt Chlorphenamine Maleate 4mg Sachet, | Powder for oral Oral use
Dungarvan Limited Dextromethorphan Hydrobromide solution
30mg Sachet, Pseudoephedrine
Hydrochloride 60mg Sachet,
Paracetamol 1000mg Sachet
Latvia Glaxosmithkline Theraflu Sn Pseudoephedrine Hydrochloride 30mg | Powder for oral Oral use
Dungarvan Limited Sachet, Paracetamol 500mg Sachet solution
Latvia Grindeks Rinodeks Chlorphenamine Maleate 2mg/5ml, Syrup Oral use
Pseudoephedrine Hydrochloride
30mg/5ml
Latvia Grindeks Rinodeks Plus Chlorphenamine Maleate 2mg/5ml, Syrup Oral use
Dextromethorphan Hydrobromide
15mg/5ml, Pseudoephedrine
Hydrochloride 30mg/5ml
Latvia Krka, D.D., Novo Mesto Daleron Cold3 Dextromethorphan Hydrobromide Film-coated tablet Oral use
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 325mg Tablet
Latvia Mcneil Healthcare (Ireland) | Actifed Pseudoephedrine Hydrochloride Syrup Oral use
Limited 30mg/5ml, Triprolidine Hydrochloride
1.25mg/5ml
Latvia Mcneil Healthcare (Ireland) | Actifed Pseudoephedrine Hydrochloride 60mg | Tablet Oral use
Limited Tablet, Triprolidine Hydrochloride
2.5mg Tablet
Latvia Pharmaswiss Ceska Iloxen Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Republika S.R.O. Tablet, Ibuprofen 200mg Tablet
Latvia Reckitt Benckiser (Poland) | Nurofen Antigrip Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use

S.A.

Tablet, Ibuprofen 200mg Tablet
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Latvia Ucb Pharma Oy Finland Cirrus Pseudoephedrine Hydrochloride Prolonged-release Oral use
(Espoo Fi) 120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet
Latvia Us Pharmacia Sp. Z O.0. Colmed Dextromethorphan Hydrobromide Film-coated tablet Oral use
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 500mg Tablet
Latvia Us Pharmacia Sp. Z 0O.0. Tonufen Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
Latvia Wick Pharma Wipar Diphenhydramine Hydrochloride Film-coated tablet Oral use
Zweigniederlassung Der 25mg Tablet, Paracetamol 500mg
Procter & Gamble Gmbh Tablet | Pseudoephedrine
Hydrochloride 60mg Tablet,
Paracetamol 500mg Tablet
Lithuania Bayer Uab Clarinase Loratadine 10mg Tablet, Prolonged-release Oral use
Pseudoephedrine Sulphate 240mg tablet
Tablet
Lithuania Glaxosmithkline Theraflu Nd Dextromethorphan Hydrobromide Powder for oral Oral use
Dungarvan Limited 30mg Sachet, Pseudoephedrine solution
Hydrochloride 60mg Sachet,
Paracetamol 1000mg Sachet
Lithuania Glaxosmithkline Theraflu Nd Dextromethorphan Hydrobromide Powder for oral Oral use

Dungarvan Limited

30mg Tablet, Pseudoephedrine
Hydrochloride 60mg Tablet,
Paracetamol 1000mg Tablet

solution
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Lithuania Glaxosmithkline Theraflu Nt Chlorphenamine Maleate 4mg Sachet, | Powder for oral Oral use
Dungarvan Limited Dextromethorphan Hydrobromide solution
30mg Sachet, Pseudoephedrine
Hydrochloride 60mg Sachet,
Paracetamol 1000mg Sachet
Lithuania Glaxosmithkline Theraflu Sn Pseudoephedrine Hydrochloride 30mg | Powder for oral Oral use
Dungarvan Limited Sachet, Paracetamol 500mg Sachet solution
Lithuania Ibe Pharma Aidex Dextromethorphan Hydrobromide Film-coated tablet Oral use
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet, Ascorbic
Acid 60mg Tablet, Paracetamol
500mg Tablet
Lithuania Ibe Pharma Tarafen Dextromethorphan Hydrobromide Film-coated tablet Oral use
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 500mg Tablet
Lithuania Krka, D.D., Novo Mesto Daleron Cold3 Dextromethorphan Hydrobromide Film-coated tablet | Oral use
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 325mg Tablet
Lithuania Mcneil Healthcare (Ireland) | Actifed Pseudoephedrine Hydrochloride Syrup Oral use
Limited 30mg/5ml, Triprolidine Hydrochloride
1.25mg/5ml
Lithuania Mcneil Healthcare (Ireland) | Actifed Pseudoephedrine Hydrochloride 60mg | Tablet Oral use
Limited Tablet, Triprolidine Hydrochloride
2.5mg Tablet
Lithuania Pharmaswiss Ceska Iloxen Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use

Republika S.R.O.

Tablet, Ibuprofen 200mg Tablet
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Lithuania Sia Ingen Pharma Daikol

Pseudoephedrine Hydrochloride 30mg
Tablet, Ibuprofen 200mg Tablet

Film-coated tablet

Oral use

Lithuania Ucb Pharma Oy Finland Cirrus

(Espoo Fi)

Pseudoephedrine Hydrochloride
120mg Tablet, Cetirizine
Dihydrochloride 5mg Tablet

Prolonged-release
tablet

Oral use

Lithuania Us Pharmacia Sp. Z 0.0. Tonufen

Pseudoephedrine Hydrochloride 30mg
Tablet, Ibuprofen 200mg Tablet

Coated tablet

Oral use

Lithuania Us Pharmacia Sp. Z 0.0. Gripex

Dextromethorphan Hydrobromide
10mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 325mg Tablet

Film-coated tablet

Oral use

Lithuania Us Pharmacia Sp. Z O.0. Gripex

Dextromethorphan Hydrobromide
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 500mg Tablet

Film-coated tablet

Oral use

Lithuania Us Pharmacia Sp. Z 0O.0. Opinasin

Chlorphenamine Maleate 2mg Tablet,
Dextromethorphan Hydrobromide
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 500mg Tablet

Film-coated tablet

Oral use

Lithuania Us Pharmacia Sp. Z 0.0. Grinite Thermal

Chlorphenamine Maleate 4mg Sachet,
Dextromethorphan Hydrobromide
20mg Sachet, Pseudoephedrine
Hydrochloride 60mg Sachet,
Paracetamol 650mg Sachet

Powder for oral
solution in sachet

Oral use

Lithuania Us Pharmacia Sp. Z O.0. Tonufen

Pseudoephedrine Hydrochloride 30mg
Tablet, Ibuprofen 200mg Tablet

Film-coated tablet

Oral use
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Lithuania Wick Pharma Wipar Diphenhydramine Hydrochloride Film-coated tablet Oral use
Zweigniederlassung Der 25mg Tablet, Paracetamol 500mg
Procter & Gamble Gmbh Tablet | Pseudoephedrine
Hydrochloride 60mg Tablet,
Paracetamol 500mg Tablet
Luxembourg Johnson & Johnson Sinuphene Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Consumer N.V./S.A. Units, Ibuprofen 200mg Units
Luxembourg Johnson & Johnson Rhinosinutab Pseudoephedrine Hydrochloride Prolonged-release Oral use
Consumer N.V./S.A. 120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet
Luxembourg Johnson & Johnson Sinutab Pseudoephedrine Hydrochloride 30mg | Tablet Oral use
Consumer N.V./S.A. Tablet, Paracetamol 500mg Tablet
Luxembourg Johnson & Johnson Sinutab Forte Pseudoephedrine Hydrochloride 60mg | Tablet Oral use
Consumer N.V./S.A. Tablet, Paracetamol 500mg Tablet
Luxembourg Laboratoria Qualiphar Nv Vasocedine Pseudoephedrine Hydrochloride 60mg | Film-coated tablet Oral use
Sa Pseudoephedrine Tablet
Luxembourg Opella Healthcare Belgium | Ibuprofen/Pseudoephedrine Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
(Handelsnaam Sanofi Hydrochloride Sanofi Tablet, Ibuprofen 200mg Tablet
Belgium)
Luxembourg Ucb Pharma S.A. (Anderl Cirrus Pseudoephedrine Hydrochloride Prolonged-release Oral use
Be) 120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet
Malta Bayer Sa Nv Clarinase Repetabs Loratadine 5mg Tablet, Prolonged-release Oral use
Pseudoephedrine Sulphate 120mg tablet
Tablet
Malta Crookes Healthcare Ltd. Nurofen Cold & Flu Pseudoephedrine Hydrochloride 30mg | Coated tablet Oral use

Tablet, Ibuprofen 200mg Tablet
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Malta Glaxosmithkline (Ireland) Actifed Dm Dextromethorphan Hydrobromide Oral solution Oral use
Limited 10mg/5ml, Pseudoephedrine
Hydrochloride 30mg/5ml, Triprolidine
Hydrochloride 1.25mg/5ml
Malta Glaxosmithkline (Ireland) Actifed Dm Cough Linctus Dextromethorphan Hydrobromide Oral solution Oral use
Limited 10mg/5ml, Pseudoephedrine
Hydrochloride 30mg/5ml, Triprolidine
Hydrochloride 1.25mg/5ml
Malta Glaxosmithkline (Ireland) Actifed Expectorant Pseudoephedrine Hydrochloride Oral solution Oral use
Limited 30mg/5ml, Triprolidine Hydrochloride
1.25mg/5ml, Guaifenesin 100mg/5ml
Malta Glaxosmithkline Consumer | Advil Cold & Flu Pseudoephedrine Hydrochloride 30mg | Coated tablet Oral use
Healthcare (Ireland) Ltd Tablet, Ibuprofen 200mg Tablet
Malta Glaxosmithkline Consumer | Panadol Cold And Flu Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Healthcare Hellas Single Tablet, Paracetamol 500mg Tablet
Member Societe Anonyme
Malta Johnson & Johnson Benylin Four Flu Diphenhydramine Hydrochloride Tablet Oral use
(Ireland) Ltd. 12.5mg Tablet, Pseudoephedrine
Hydrochloride 22.5mg Tablet,
Paracetamol 500mg Tablet
Malta Medochemie Ltd. Medofed Pseudoephedrine Hydrochloride Oral solution Oral use
30mg/5ml, Triprolidine Hydrochloride
1.25mg/5ml
Malta Medochemie Ltd. Snip Chlorphenamine Maleate 1mg Tablet, | Tablet Oral use

Pseudoephedrine Hydrochloride 15mg
Tablet, Paracetamol 325mg Tablet
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Malta Tad Pharma Gmbh Daleron Cold3 Dextromethorphan Hydrobromide Film-coated tablet Oral use
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 325mg Tablet
Malta Ucb Pharma S.A. (Anderl Cirrus Pseudoephedrine Hydrochloride Prolonged-release Oral use
Be) 120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet
Poland Bayer Sp.Z.0.0 Tabcin Trend Chlorphenamine Maleate 2mg Capsule, Soft Oral use
Capsule, Pseudoephedrine
Hydrochloride 30mg Capsule,
Paracetamol 250mg Capsule
Poland Bayer Sp.Z.0.0 Aspirin Complex Hot Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Sachet, Acetylsalicylic Acid 500mg suspension
Sachet
Poland Bayer Sp.Z.0.0 Aspirin Complex Zatoki Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Sachet, Acetylsalicylic Acid 500mg suspension
Sachet
Poland Bayer Sp.Z.0.0 Claritine Active Loratadine 5mg Tablet, Prolonged-release Oral use
Pseudoephedrine Sulphate 120mg tablet
Tablet
Poland Bayer Sp.Z.0.0 Claritine Duo Loratadine 5mg Tablet, Prolonged-release Oral use
Pseudoephedrine Sulphate 120mg tablet
Tablet
Poland Chemiczno- Pseudoephedrine Espefa Pseudoephedrine Hydrochloride 60mg | Coated tablet Oral use
Farmaceutyczna Tablet

Spotdzielnia Pracy Espefa
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Poland Hasco-Lek Gripblocker Express Dextromethorphan Hydrobromide Capsule, Soft Oral use
12mg Capsule, Pseudoephedrine
Hydrochloride 30mg Capsule,
Paracetamol 300mg Capsule

Poland Hasco-Lek Gripblocker Zatoki Pseudoephedrine Hydrochloride 30mg | Capsule, Soft Oral use
Capsule, Paracetamol 250mg Capsule

Poland Hasco-Lek Ibum Grip Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet

Poland Hasco-Lek Ibum Zatoki Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet

Poland Hasco-Lek Ibum Zatoki Max Pseudoephedrine Hydrochloride 60mg | Film-coated tablet | Oral use
Tablet, Ibuprofen 400mg Tablet

Poland Hasco-Lek Zatotabs Pseudoephedrine Hydrochloride 60mg | Film-coated tablet Oral use
Tablet, Ibuprofen 400mg Tablet

Poland Hasco-Lek Acti-Trin Dextromethorphan Hydrobromide Syrup Oral use

10mg/5ml, Pseudoephedrine
Hydrochloride 30mg/5ml, Triprolidine
Hydrochloride 1.25mg/5ml

Poland Kato Labs Sp. Z O0.0. Grypolek Dextromethorphan Hydrobromide Film-coated tablet | Oral use
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Guaifenesin 200mg Tablet,
Paracetamol 325mg Tablet

Poland Mcneil Healthcare (Ireland) | Sudafed Pseudoephedrine Hydrochloride 60mg | Film-coated tablet Oral use
Limited Tablet
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Poland Mcneil Healthcare (Ireland) | Actifed Dextromethorphan Hydrobromide Syrup Oral use
Limited 10mg/5ml, Pseudoephedrine
Hydrochloride 30mg/5ml, Triprolidine
Hydrochloride 1.25mg/5ml
Poland Polfarmex S.A. Apselan Pseudoephedrine Hydrochloride 60mg | Film-coated tablet Oral use
Tablet
Poland Polfarmex S.A. Apselan Plus Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
Poland Reckitt Benckiser (Poland) | Nurofen Zatoki Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
S.A. Tablet, Ibuprofen 200mg Tablet
Poland Stada Arzneimittel Ag Modafen Extra Grip Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Tablet, Ibuprofen 200mg Tablet
Poland Tarchominskie Zaktady Agrypin Dextromethorphan Hydrobromide Film-coated tablet Oral use
Farmaceutyczne "polfa" 10mg Tablet, Pseudoephedrine
Spotka Akcyjna Hydrochloride 30mg Tablet,
Paracetamol 325mg Tablet
Poland Teva Pharmaceuticals Ibuprofen + Pseudoefedryna | Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Polska Sp. Z 0.0. 123ratio Tablet, Ibuprofen 200mg Tablet
Poland Teva Pharmaceuticals Ibuprofen + Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Polska Sp. Z 0.0. Pseudoephedrine Teva Tablet, Ibuprofen 200mg Tablet
Poland Urgo Sp. Z 0.0. Laboratoria Polfatddz Zatoki | Pseudoephedrine Hydrochloride 30mg | Tablet Oral use
Tablet, Ibuprofen 200mg Tablet
Poland Us Pharmacia Sp. Z 0.0. Ibuprom Zatoki Sprint Pseudoephedrine Hydrochloride 30mg | Capsule, Soft Oral use
Capsule, Ibuprofen 200mg Capsule
Poland Us Pharmacia Sp. Z O.0. Acatar Zatoki Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use

Tablet, Ibuprofen 200mg Tablet
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Poland

Us Pharmacia Sp.

Z 0.0.

Gripex

Dextromethorphan Hydrobromide
10mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 325mg Tablet

Film-coated tablet

Oral use

Poland

Us Pharmacia Sp.

Z 0.0.

Gripex Forte

Dextromethorphan Hydrobromide
10mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 500mg Tablet

Film-coated tablet

Oral use

Poland

Us Pharmacia Sp.

Z 0.0.

Gripex Max

Dextromethorphan Hydrobromide
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 500mg Tablet

Film-coated tablet

Oral use

Poland

Us Pharmacia Sp.

Z 0.0.

Gripex Noc

Chlorphenamine Maleate 2mg Tablet,
Dextromethorphan Hydrobromide
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 500mg Tablet

Film-coated tablet

Oral use

Poland

Us Pharmacia Sp.

Z 0.0.

Ibuprom Zatoki

Pseudoephedrine Hydrochloride 30mg
Tablet, Ibuprofen 200mg Tablet

Film-coated tablet

Oral use

Poland

Us Pharmacia Sp.

Z 0.0.

Ibuprom Zatoki Max

Pseudoephedrine Hydrochloride 60mg
Tablet, Ibuprofen 400mg Tablet

Film-coated tablet

Oral use

Poland

Us Pharmacia Sp.

Z 0.0.

Gripex Hot Zatoki

Chlorphenamine Maleate 4mg Sachet,
Dextromethorphan Hydrobromide
20mg Sachet, Pseudoephedrine
Hydrochloride 60mg Sachet,
Paracetamol 650mg Sachet

Powder for oral
solution

Oral use
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Poland Us Pharmacia Sp. Z O.0. Acatar Acti-Tabs Pseudoephedrine Hydrochloride 60mg | Tablet Oral use
Tablet, Triprolidine Hydrochloride
2.5mg Tablet

Poland Vedim Sp. Z O.0. Cirrus Pseudoephedrine Hydrochloride Prolonged-release Oral use
120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet

Poland Vedim Sp. Z O.0. Cirrus Duo Pseudoephedrine Hydrochloride Prolonged-release Oral use
120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet

Poland Vitama S.A. Grypostop Dextromethorphan Hydrobromide Film-coated tablet Oral use
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 325mg Tablet

Poland Zaklady Farmaceutyczne Metafen Zatoki Pseudoephedrine Hydrochloride 30mg | Tablet Oral use

Polpharma S.A. Tablet, Ibuprofen 200mg Tablet

Portugal Bayer Portugal Lda Aspirina Complex Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Sachet, Acetylsalicylic Acid 500mg suspension
Sachet

Portugal Bayer Portugal Lda Claridon Loratadine 5mg Tablet, Modified-release Oral use
Pseudoephedrine Sulphate 120mg tablet
Tablet

Portugal Bayer Portugal Lda Claridon Qd Loratadine 10mg Tablet, Prolonged-release Oral use
Pseudoephedrine Sulphate 240mg tablet
Tablet

Portugal Ferrazpharma, Lda. Grinhals Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet

Portugal Johnson & Johnson, Lda. Cegrinaso Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Tablet, Ibuprofen 200mg Tablet
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Portugal Johnson & Johnson, Lda. Actifed Pseudoephedrine Hydrochloride Syrup Oral use
6mg/Ml, Triprolidine Hydrochloride
0.25mg/Ml
Portugal Johnson & Johnson, Lda. Actifed Pseudoephedrine Hydrochloride 60mg | Tablet Oral use
Tablet, Triprolidine Hydrochloride
2.5mg Tablet
Portugal Johnson & Johnson, Lda. Sinutab Ii Pseudoephedrine Hydrochloride 30mg | Tablet Oral use
Tablet, Paracetamol 500mg Tablet
Portugal Labialfarma - Laboratdrio Holsigrip Pseudoephedrine Hydrochloride 30mg | Tablet Oral use
De Produtos Farmacéuticos Tablet, Paracetamol 500mg Tablet
E Nutracéuticos, S.A.
Portugal Laboratorios Azevedos - Algik Gripe Pseudoephedrine Hydrochloride 30mg | Capsule, Soft Oral use
Industria Farmacéutica, Capsule, Paracetamol 500mg Capsule
S.A.
Portugal Opella Healthcare Portugal | Bisolgripal Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Unipessoal Lda. Tablet, Ibuprofen 200mg Tablet
Portugal Tecnifar, Industria Técnica | Dinaxil Pseudoephedrine Hydrochloride Syrup Oral use
Farmacéutica, Sa 30mg/5ml, Triprolidine Hydrochloride
1.25mg/5ml
Portugal Tecnifar, IndUstria Técnica | Dinaxil Pseudoephedrine Hydrochloride 60mg | Tablet Oral use
Farmacéutica, Sa Tablet, Triprolidine Hydrochloride
2.5mg Tablet
Romania Bayer Srl Aspirin Complex Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use
Sachet, Acetylsalicylic Acid 500mg suspension
Sachet
Romania Bayer Srl Aspirin Complex Hot Drink Pseudoephedrine Hydrochloride 30mg | Granules for oral Oral use

Sachet, Acetylsalicylic Acid 500mg
Sachet

suspension
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Romania Bayer Srl Clarinase Loratadine 5mg Tablet, Modified-release Oral use
Pseudoephedrine Sulphate 120mg tablet
Tablet
Romania Fiterman Pharma S.R.L. Prosinus Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Paracetamol 500mg Tablet
Romania Glaxosmithkline Consumer | Advil Raceala Si Gripa Ibuprofen 200mg Capsule, Capsule, Soft Oral use
Healthcare S.R.L. Pseudoephedrine 30mg Capsule
Romania Glaxosmithkline Consumer | Advil Raceala Si Gripa Pseudoephedrine Hydrochloride 30mg | Capsule, Soft Oral use
Healthcare S.R.L. Capsule, Ibuprofen 200mg Capsule
Romania Glaxosmithkline Consumer | Parasinus Chlorphenamine Maleate 3mg Tablet, | Tablet Oral use
Healthcare S.R.L. Pseudoephedrine Hydrochloride 30mg
Tablet, Paracetamol 500mg Tablet
Romania Inn-Farm D.O.O. Caffetin Cold Plus Dextromethorphan Hydrobromide Film-coated tablet Oral use
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet, Ascorbic
Acid 60mg Tablet, Paracetamol
500mg Tablet
Romania Krka, D.D., Novo Mesto Daleron Cold3 Dextromethorphan Hydrobromide Film-coated tablet Oral use
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 325mg Tablet
Romania Laboratoires Urgo Humagrip Chlorphenamine Maleate 4mg Capsule, hard | Oral use
Healthcare Capsule, Paracetamol 500mg Capsule | tablet
| Pseudoephedrine Hydrochloride
60mg Tablet, Paracetamol 500mg
Tablet
Romania Labormed Pharma S.A. Ibusinus Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
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Romania Labormed Pharma S.A. Revigrip Sinus Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Paracetamol 500mg Tablet
Romania Laropharm Srl Ibugrip Plus Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Tablet, Ibuprofen 200mg Tablet
Romania Laropharm Srl Larofen Plus Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
Romania Laropharm Srl Sanador Sinus Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Paracetamol 500mg Tablet
Romania Laropharm Srl Sinufen Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Paracetamol 500mg Tablet
Romania Mcneil Healthcare (Ireland) | Olygrip Zi / Olygrip Noapte Diphenhydramine Hydrochloride Film-coated tablet Oral use
Limited 25mg Tablet, Paracetamol 500mg | tablet
Tablet | Pseudoephedrine
Hydrochloride 60mg Tablet,
Paracetamol 500mg Tablet
Romania Polisano Pharmaceuticals Ibuvalen Flu Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
S.A. Tablet, Ibuprofen 200mg Tablet
Romania Reckitt Benckiser Nurofen Raceala Si Gripa Pseudoephedrine Hydrochloride Coated tablet Oral use
(Romania) Srl 200mg Tablet, Ibuprofen 200mg
Tablet
Romania S C Biofarm S A Bioflu Dextromethorphan Hydrobromide Capsule, Soft Oral use

10.51mg Capsule, Pseudoephedrine
Hydrochloride 30mg Capsule,
Paracetamol 250mg Capsule
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Romania

S C Biofarm S A

Bioflu Plus

Chlorphenamine Maleate 2mg
Capsule, Dextromethorphan
Hydrobromide 10.51mg Capsule,
Pseudoephedrine Hydrochloride 30mg
Capsule, Paracetamol 250mg Capsule

Capsule, Soft

Oral use

Romania

S C Biofarm S A

Bioflu Expectorant

Pseudoephedrine Hydrochloride
30mg/5ml, Guaifenesin 100mg/5ml

Syrup

Oral use

Romania

S C Biofarm S A

Bioflu Junior

Dextromethorphan Hydrobromide
7.5mg/5ml, Pseudoephedrine
Hydrochloride 15mg/5ml,
Paracetamol 160mg/5mi

Syrup

Oral use

Romania

S C Biofarm S A

Bioflu Plus Junior

Chlorphenamine Maleate 1mg/5ml,
Dextromethorphan Hydrobromide
7.5mg/5ml, Pseudoephedrine
Hydrochloride 15mg/5ml,
Paracetamol 160mg/5ml

Syrup

Oral use

Romania

S.C Sanosan S.R.L

Cemolsinus

Chlorphenamine Maleate 3mg Tablet,
Pseudoephedrine Hydrochloride 50mg
Tablet, Paracetamol 500mg Tablet

Tablet

Oral use

Romania

S.C. Sanosan S.R.L.

Coldrex Sinus Extra

Chlorphenamine Maleate 3mg Tablet,
Pseudoephedrine Hydrochloride 50mg
Tablet, Paracetamol 500mg Tablet

Tablet

Oral use

Romania

S.C. Santa S.A.

Rinomol Plus

Chlorphenamine Maleate 3mg Tablet,
Paracetamol 500mg Tablet,
Pseudoephedrine 50mg Tablet

Tablet

Oral use

Romania

Stada M&d S.R.L.

Ibustop Raceala Si Gripa

Pseudoephedrine Hydrochloride 30mg
Capsule, Ibuprofen 200mg Capsule

Capsule, Soft

Oral use
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Romania Stada M&d S.R.L. Modafen Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
Romania Terapia S.A. Coldact Sinus Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Tablet, Paracetamol 500mg Tablet
Romania Terapia S.A. Paduden Raceala Si Gripa Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
Romania Teva Pharmaceuticals Ibuprofen/Pseudoefedrina Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
S.R.L Teva Tablet, Ibuprofen 200mg Tablet
Romania Teva Pharmaceuticals Tedolfen Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
S.R.L Tablet, Ibuprofen 200mg Tablet
Romania Us Pharmacia Sp. Z O.0. Uspafen Sinus Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
Slovakia Bayer Spol Sro Clarinase Repetabs Loratadine 5mg Tablet, Prolonged-release Oral use
Pseudoephedrine Sulphate 120mg tablet
Tablet
Slovakia Hikma Farmacéutica Trifed Pseudoephedrine Hydrochloride Syrup Oral use
(Portugal), S.A. 600mg/100ml, Triprolidine
Hydrochloride 25mg/100ml
Slovakia Hikma Farmacéutica Trifed Expectorant Pseudoephedrine Hydrochloride Syrup Oral use
(Portugal), S.A. 600mg/100ml, Triprolidine
Hydrochloride 25mg/100ml,
Guaifenesin 2000mg/100ml
Slovakia Krewel Meuselbach Gmbh Grippecton Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
Slovakia Krka, D.D., Novo Mesto Daleron Cold 3 Dextromethorphan Hydrobromide Film-coated tablet Oral use

15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 325mg Tablet
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Slovakia Opella Healthcare Slovakia | Paralen Grip

S.R.O.

Pseudoephedrine Hydrochloride 30mg
Tablet, Paracetamol 325mg Tablet,
Dextromethorphan Hydrobromide
Monohydrate 15mg Tablet

Film-coated tablet

Oral use

Slovakia Reckitt Benckiser (Czech

Republic) Spol. S.R.O

Nurofen Stopgrip

Pseudoephedrine Hydrochloride 30mg
Tablet, Ibuprofen 200mg Tablet

Film-coated tablet

Oral use

Slovakia Stada Arzneimittel Ag Modafen

Pseudoephedrine Hydrochloride 30mg
Tablet, Ibuprofen 200mg Tablet

Film-coated tablet

Oral use

Slovenia Alkaloid-Int D.O.O. Cafcold

Dextromethorphan Hydrobromide
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet, Ascorbic
Acid 60mg Tablet, Paracetamol
500mg Tablet

Film-coated tablet

Oral use

Slovenia Bayer D.O.O Aspirin Complex

Pseudoephedrine Hydrochloride 30mg
Sachet, Acetylsalicylic Acid 500mg
Sachet

Granules for oral
suspension

Oral use

Slovenia Bayer D.O.O Claritine Kombo

Loratadine 5mg Tablet,
Pseudoephedrine Sulphate 120mg
Tablet

Prolonged-release
tablet

Oral use

Slovenia Krka, D.D., Novo Mesto Daleron Cold3

Dextromethorphan Hydrobromide
15mg Tablet, Pseudoephedrine
Hydrochloride 30mg Tablet,
Paracetamol 325mg Tablet

Film-coated tablet

Oral use

Slovenia Pliva Ljubljana D.O.0O.; Plivamed

Pseudoephedrine Hydrochloride 30mg
Tablet, Ascorbic Acid 60mg Tablet,
Paracetamol 500mg Tablet

Effervescent tablet

Buccal use |
Cutaneous use |
Oral use
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Spain Almirall, S.A. Rino-Ebastel Pseudoephedrine Hydrochloride Modified-release Oral use
120mg Capsule, Ebastine 10mg capsule, hard
Capsule
Spain Bayer Hispania Sl Narine Repetabs Loratadine 5mg Tablet, Modified-release Oral use
Pseudoephedrine Sulphate 120mg tablet
Tablet
Spain Bayer Hispania Sl Clarityne Plus Loratadine 10mg Tablet, Prolonged-release Oral use
Pseudoephedrine Sulphate 240mg tablet
Tablet
Spain Faes Farma, S.A. Lasa Con Codeina Chlorphenamine Maleate 0.4mg/Ml, Oral solution Oral use
Pseudoephedrine Hydrochloride
6mg/Ml, Codeine Phosphate
Hemihydrate 2mg/Ml
Spain Farmalider, S.A. Pseudoefedrina Farmalider Pseudoephedrine Hydrochloride 30mg | Medicated Oral use
Chewing Gum chewing-gum
Spain Ferrer Internacional, S.A. Gelocatil Gripe Con Chlorphenamine Maleate 4mg Tablet, | Tablet Oral use
Pseudoefedrina Pseudoephedrine Hydrochloride 30mg
Tablet, Paracetamol 500mg Tablet
Spain Glaxosmithkline Consumer | Termalgin Resfriado Pseudoephedrine Hydrochloride 30mg | Oral solution Oral use
Healthcare, S.A. Sachet, Paracetamol 500mg Sachet
Spain Johnson & Johnson S.A. Frenadol Descongestivo Chlorphenamine Maleate 2mg Capsule Oral use
Capsule, Dextromethorphan
Hydrobromide 15mg Capsule,
Pseudoephedrine Hydrochloride 30mg
Capsule, Paracetamol 500mg Capsule
Spain Johnson & Johnson S.A. Frenaxsin Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use

Tablet, Ibuprofen 200mg Tablet
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Spain Johnson & Johnson S.A. Reactine Pseudoephedrine Hydrochloride Prolonged-release Oral use
120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet
Spain Johnson & Johnson S.A. Inistolin Pediatrico Tos Y Dextromethorphan Hydrobromide Syrup Oral use
Congestidn 2mg/Ml, Pseudoephedrine
Hydrochloride 6mg/Ml
Spain Johnson & Johnson S.A. Iniston Mucosidad Y Pseudoephedrine Hydrochloride Syrup Oral use
Congestién 6mg/Ml, Guaifenesin 20mg/Ml
Spain Johnson & Johnson S.A. Iniston Tos Y Congestidn Dextromethorphan Hydrobromide Syrup Oral use
2mg/Ml, Pseudoephedrine
Hydrochloride 6mg/MI, Triprolidine
Hydrochloride 0.25mg/Ml
Spain Kern Pharma, S.L. Grippal Con Pseudoefedrina Chlorphenamine Maleate 2mg Capsule, hard Oral use
Y Dextrometorfano Capsule, Dextromethorphan
Hydrobromide 15mg Capsule,
Pseudoephedrine Hydrochloride 30mg
Capsule, Paracetamol 500mg Capsule
Spain Laboratorios Almirall, S.L. Rinobactil Pseudoephedrine Hydrochloride Modified-release Oral use
120mg Capsule, Ebastine 10mg capsule, hard
Capsule
Spain Laboratorios Cinfa, S.A. Pharmafren Pseudoephedrine Hydrochloride 30mg | Capsule, hard Oral use
Capsule, Ibuprofen 200mg Capsule
Spain Laboratorios Cinfa, S.A. Cinfatos Descongestivo Dextromethorphan Hydrobromide Oral solution Oral use
2mg/Ml, Pseudoephedrine
Hydrochloride 6mg/Ml, Triprolidine
Hydrochloride 0.25mg/Ml
Spain Laboratorios Cinfa, S.A. Respidina Expectorante Pseudoephedrine Hydrochloride Oral solution Oral use
Junior 6mg/Ml, Guaifenesin 20mg/Ml
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Spain Laboratorios Cinfa, S.A. Cinfatds Complex Dextromethorphan Hydrobromide Oral suspension Oral use
2mg/Ml, Pseudoephedrine
Hydrochloride 6mg/Ml, Paracetamol
50mg/Ml
Spain Laboratorios Cinfa, S.A. Pharmatusgrip Dextromethorphan Hydrobromide Powder for oral Oral use
15mg Sachet, Paracetamol 500mg solution
Sachet, Pseudoephedrine Sulphate
30mg Sachet
Spain Laboratorios Cinfa, S.A. Respidina Pseudoephedrine Hydrochloride Prolonged-release Oral use
120mg Tablet tablet
Spain Laboratorios Cinfa, S.A. Respidina Antialérgica Pseudoephedrine Hydrochloride Prolonged-release Oral use
120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet
Spain Laboratorios Salvat, S.A. Vincigrip Chlorphenamine Maleate 4mg Capsule, hard Oral use
Capsule, Pseudoephedrine
Hydrochloride 30mg Capsule,
Paracetamol 500mg Capsule
Spain Laboratorios Salvat, S.A. Vincigrip Forte Sabor Cacao | Chlorphenamine Maleate 4mg Sachet, | Granules for oral Oral use
Pseudoephedrine Hydrochloride 30mg | solution
Sachet, Paracetamol 650mg Sachet
Spain Laboratorios Salvat, S.A. Vincigrip Forte Sabor Chlorphenamine Maleate 4mg Bag, Granules for oral Oral use
Naranja Pseudoephedrine Hydrochloride 30mg | solution
Bag, Paracetamol 650mg Bag
Spain Laboratorios Vicks, S.L. Ilvisinus Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
Spain Lacer S.A, Sociedad Virlix Plus Pseudoephedrine Hydrochloride Prolonged-release Oral use
Unipersonal 120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet
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Spain Nutra Essential Otc, S.L. Ibuprofeno/Pseudoefedrina Pseudoephedrine Hydrochloride Oral suspension Oral use
Nutra Essential 3mg/Ml, Ibuprofen 20mg/Mi
Spain Opella Healthcare Spain, Cortafriol C Ascorbic Acid 250mg Dose, Oral powder in Oral use
S.L Paracetamol 500mg Dose, sachet
Pseudoephedrine Sulphate 30mg
Dose
Spain Ucb Pharma S.A. (Madrid Stopcold Pseudoephedrine Hydrochloride Prolonged-release Oral use
Es) 120mg Tablet, Cetirizine tablet
Dihydrochloride 5mg Tablet
Sweden Orifarm Generics A/S Ibuseu Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Tablet, Ibuprofen 200mg Tablet
United Aspar Pharmaceuticals Syrup For Decongestion Pseudoephedrine Hydrochloride Syrup Oral use
Kingdom Limited 0.6%w/V
(Northern
Ireland)
United Aspar Pharmaceuticals Decongestant Pseudoephedrine Hydrochloride 60mg | Tablet Oral use
Kingdom Limited Tablet
(Northern
Ireland)
United Ennogen Pharma Limited Careway Decongestant Pseudoephedrine Hydrochloride 60mg | Film-coated tablet Oral use
Kingdom Tablet
(Northern
Ireland)
United Ennogen Pharma Limited Decongestant Pseudoephedrine Hydrochloride 60mg | Film-coated tablet | Oral use
Kingdom Tablet
(Northern
Ireland)
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United Ennogen Pharma Limited Pseudoephedrine Ennogen Pseudoephedrine Hydrochloride 60mg | Film-coated tablet Oral use
Kingdom Pharma Tablet

(Northern

Ireland)

United Ennogen Pharma Limited Sedrindo Decongestant Pseudoephedrine Hydrochloride 60mg | Film-coated tablet | Oral use
Kingdom Tablet

(Northern

Ireland)

United Farmalider, S.A. Ibuprofen And Pseudoephedrine Hydrochloride Oral suspension Oral use
Kingdom Pseudoephedrine 3mg/Ml, Ibuprofen 20mg/Mi

(Northern Hydrochloride Farmalider

Ireland)

United Glaxosmithkline Consumer | Day Nurse Pseudoephedrine Hydrochloride 30mg | Capsule, hard Oral use
Kingdom Healthcare (Uk) Trading Capsule, Paracetamol 500mg

(Northern Limited Capsule, Pholcodine 5mg Capsule

Ireland)

United Glaxosmithkline Consumer | Day Nurse Sinus And Pain Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Kingdom Healthcare (Uk) Trading Relief Tablet, Paracetamol 500mg Tablet

(Northern Limited

Ireland)

United Glaxosmithkline Consumer | Day Nurse Pseudoephedrine Hydrochloride Oral solution Oral use
Kingdom Healthcare (Uk) Trading 60mg/30ml, Paracetamol

(Northern Limited 1000mg/30ml, Pholcodine

Ireland) 10mg/30ml

United Glaxosmithkline Consumer | Robitussin Chesty Cough Pseudoephedrine Hydrochloride Oral solution Oral use
Kingdom Healthcare (Uk) Trading With Congestion 30mg/5ml, Guaifenesin 100mg/5ml

(Northern Limited

Ireland)
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United Glaxosmithkline Consumer [ Robitussin Mucus Cough And | Pseudoephedrine Hydrochloride Oral solution Oral use
Kingdom Healthcare (Uk) Trading Congestion Relief 30mg/5ml, Guaifenesin 100mg/5ml
(Northern Limited
Ireland)
United Glaxosmithkline Panadol Cold And Flu Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Kingdom Dungarvan Limited Tablet, Paracetamol 500mg Tablet
(Northern
Ireland)
United Mcneil Products Limited Benadryl Allergy Relief Plus Pseudoephedrine Hydrochloride 60mg | Capsule Oral use
Kingdom (High Wycombe) Decongestant Capsule, Acrivastine 8mg Capsule
(Northern
Ireland)
United Mcneil Products Limited Sudafed Decongestant Pseudoephedrine Hydrochloride 60mg | Film-coated tablet Oral use
Kingdom (High Wycombe) Tablet
(Northern
Ireland)
United Mcneil Products Limited Sudafed Sinus Pressure And | Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Kingdom (High Wycombe) Pain Units, Ibuprofen 200mg Units
(Northern
Ireland)
United Mcneil Products Limited Benylin Day And Night Diphenhydramine Hydrochloride Film-coated tablet Oral use
Kingdom (High Wycombe) 25mg Tablet, Paracetamol 500mg | tablet
(Northern Tablet | Pseudoephedrine
Ireland) Hydrochloride 60mg Tablet,
Paracetamol 500mg Tablet
United Mcneil Products Limited Multi-Action Actifed Dry Dextromethorphan Hydrobromide Oral liquid Oral use
Kingdom (High Wycombe) Coughs 10mg/5ml, Pseudoephedrine
(Northern Hydrochloride 30mg/5ml, Triprolidine
Ireland) Hydrochloride 1.25mg/5ml
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United Mcneil Products Limited Benylin Mucus Cough Plus Pseudoephedrine Hydrochloride Syrup Oral use
Kingdom (High Wycombe) Decongestant 30mg/5ml, Guaifenesin 100mg/5ml

(Northern

Ireland)

United Mcneil Products Limited Sudafed Decongestant Pseudoephedrine Hydrochloride Syrup Oral use
Kingdom (High Wycombe) 30mg/5ml

(Northern

Ireland)

United Mcneil Products Limited Benylin Four Flu Diphenhydramine Hydrochloride Tablet Oral use
Kingdom (High Wycombe) 12.5mg Tablet, Pseudoephedrine

(Northern Hydrochloride 22.5mg Tablet,

Ireland) Paracetamol 500mg Tablet

United Mcneil Products Limited Multi-Action Actifed Pseudoephedrine Hydrochloride 60mg | Tablet Oral use
Kingdom (High Wycombe) Tablet, Triprolidine Hydrochloride

(Northern 2.5mg Tablet

Ireland)

United Mcneil Products Limited Non-Drowsy Sinutab Pseudoephedrine Hydrochloride 30mg | Tablet Oral use
Kingdom (High Wycombe) Tablet, Paracetamol 500mg Tablet

(Northern

Ireland)

United Omega Pharma Ltd Contac Pseudoephedrine Hydrochloride 30mg | Film-coated tablet Oral use
Kingdom Tablet, Paracetamol 500mg Tablet

(Northern

Ireland)

United Omega Pharma Ltd Panadol Cold & Sinus Pseudoephedrine Hydrochloride 30mg | Film-coated tablet | Oral use
Kingdom Tablet, Paracetamol 500mg Tablet

(Northern

Ireland)
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United Omega Pharma Ltd Contac Non Drowsy 12 Hour | Pseudoephedrine Hydrochloride Prolonged-release Oral use
Kingdom Relief 120mg Capsule capsule, hard

(Northern

Ireland)

United Reckitt Benckiser Nurofen Sinus Pressure & Pseudoephedrine Hydrochloride 30mg | Coated tablet Oral use
Kingdom Healthcare (Uk) Ltd Headache Relief Tablet, Ibuprofen 200mg Tablet

(Northern

Ireland)

United Reckitt Benckiser Nurofen Cold & Flu Pseudoephedrine Hydrochloride 30mg | Coated tablet Oral use
Kingdom Healthcare (Uk) Ltd Tablet, Ibuprofen Bp 200mg Tablet

(Northern

Ireland)

United Reckitt Benckiser Nurofen Sinus Relief Pseudoephedrine Hydrochloride 30mg | Coated tablet Oral use
Kingdom Healthcare (Uk) Ltd Tablet, Ibuprofen Bp 200mg Tablet

(Northern

Ireland)

United The Boots Company Plc Almus Cold And Flu Day Pseudoephedrine Hydrochloride Bp Oral solution Oral use
Kingdom Liquid 0.2%w/V, Pholcodine Ph. Eur.

(Northern 0.033%wy/V, Paracetamol Ph. Eur.

Ireland) 3.333%w/V

United The Boots Company Plc Boots Chesty Cough & Guaifenesin Ph. Eur. 100mg/5ml, Oral solution Oral use
Kingdom Congestion Relief Pseudoephedrine Hydrochloride Bp

(Northern 30mg/5ml

Ireland)

United The Boots Company Plc Day Cold & Flu Relief Pseudoephedrine Hydrochloride Bp Oral solution Oral use
Kingdom 0.2%w/V, Pholcodine Ph. Eur.

(Northern 0.033%w/V, Paracetamol Ph. Eur.

Ireland) 3.333%w/V
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United The Boots Company Plc Dry Cough & Congestion Dextromethorphan Hydrobromide Oral solution Oral use
Kingdom Relief 10mg/5ml, Pseudoephedrine

(Northern Hydrochloride 30mg/5ml

Ireland)

United The Boots Company Plc Boots Cough And Pseudoephedrine Hydrochloride Syrup Oral use
Kingdom Decongestant 6 Years + 0.2%w/V, Guaifenesin Ph. Eur.

(Northern 1%w/V

Ireland)

United The Boots Company Plc Boots Cold & Flu Relief Pseudoephedrine Hydrochloride Bp Tablet Oral use
Kingdom 30mg Tablet, Ibuprofen Bp 200mg

(Northern Tablet

Ireland)

United The Boots Company Plc Decongestant Pseudoephedrine Hydrochloride 60mg | Tablet Oral use
Kingdom Tablet

(Northern

Ireland)

United The Boots Company Plc Decongestant With Pain Pseudoephedrine Hydrochloride Bp Tablet Oral use
Kingdom Relief 60mg Tablet, Paracetamol Ph. Eur.

(Northern 500mg Tablet

Ireland)

United Thornton & Ross Ltd Care Decongestant Pseudoephedrine Hydrochloride Oral liquid Oral use
Kingdom 30mg/5ml

(Northern

Ireland)

United Thornton & Ross Ltd Galpseud Pseudoephedrine Hydrochloride Oral solution Oral use
Kingdom 30mg/5ml

(Northern

Ireland)
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United Thornton & Ross Ltd Galpseud Plus Chlorphenamine Maleate 2mg/5ml, Oral solution Oral use
Kingdom Pseudoephedrine Hydrochloride

(Northern 30mg/5ml

Ireland)

United Thornton & Ross Ltd Care Decongestant Pseudoephedrine Hydrochloride Bp Tablet Oral use
Kingdom 60mg Tablet

(Northern

Ireland)

United Thornton & Ross Ltd Galpseud Pseudoephedrine Hydrochloride 60mg | Tablet Oral use
Kingdom Tablet

(Northern

Ireland)
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