ANEXO 1

LISTA DAS DENOMINACOES, FORMA(S) FARMACEUTICA(S), DOSAGEM(NS), VIA(S) DE
ADMINISTRAGCAO DO(S) MEDICAMENTO(S), O(S) REQUERENTE(S) TITULAR(ES) DA(S)
AUTORIZACAO(OES) DE INTRODUGCAO NO MERCADO NOS ESTADOS-MEMBROS



Estado-Membro |Titular da Autorizacdo |DCI Dosagem Nome de fantasia Forma Via de
UE/EEE de Introducéo no Nome farmacéutica |administragéo
Mercado
Bélgica Medgenix Benelux folcodina 15 1.00 mg/mi Broncho-Pectoralis Xarope Via oral
Vliegveld 21 mg/15ml (pholcodine) Pholcodine
8560 Wevelgem Sulfogaiacol 300
Belgium mg/15ml
Bélgica Medgenix Benelux folcodina 10.00 mg Eucalyptine Supositoério Via rectal
Vliegveld 21 eucaliptolum 120 mg Pholcodine
8560 Wevelgem canfora sintética 156 mg (Adult)
Belgium gaiacolum 50 mg
fenol 10 mg
Bélgica Medgenix Benelux folcodina 5.00 mg Eucalyptine Supositério Via rectal
Vliegveld 21 eucaliptolum 80 mg Pholcodine
8560 Wevelgem canfora sintética 100 mg (Child)
Belgium gaiacolum 30 mg
fenol 6 mg
Bélgica Novum Pharma folcodina 5 mg/5ml|{1.00 mg/ml Pholco-mereprine Xarope Via oral
Latem Business Park Succinato de (pholcodine)
Xavier De Cocklaan 66 doxilamina 5
box 3 mg/5ml
9830 Sint-Martens-Latem [Sulfoguaiacolato de
Belgium potéssio47,5
mg/5ml
Benzoato de sédio
50 mg/5ml
Bélgica Sanofi-Aventis Belgium [folcodina 0,12 g 1.20 mg/ml Cotrane Folcodine Xarope Via oral

NV
Culliganlaan 1C
1831 Diegem
Belgium




Estado-Membro |Titular da Autorizacdo |DCI Dosagem Nome de fantasia Forma Via de
UE/EEE de Introducéo no Nome farmacéutica |administracao
Mercado
Franca AEROCID mirto (6leo 0,05g/100g; Myrtine Enfants, sirop |Xarope Via oral
248 bis, rue Gabriel Péri |essencial); alfa-
B.P. 126 terpineol; ; 0,00259g/100g;
94232 Cachan Cedex folcodina 0,05g/100g
FRANCE
Franca AMIDO papoila (pétala) 0,2/100g, Pulmadol Enfants, Xarope Via oral
37, avenue Gabriel Péri |(extracto seco) ; sirop
BP 232 folcodina ; 0,075g/100g
92503 Rueil-Malmaison |benzoato de sédio |1g/100g
Cedex
FRANCE
Franca BAYER SANTE FAMILIALE |folcodina 0,075g/100g Broncorinol toux Xarope Via oral
33, rue de I'Industrie seche enfants, sirop
74240 Gaillard
FRANCE
Franca BAYER SANTE FAMILIALE |folcodina 0,100g/100g Broncorinol adultes Xarope Via oral
33, rue de I'Industrie toux seche
74240 Gaillard pholcodine, sirop
FRANCE
Franca BOUCHARA RECORDATI |biclotimol ; 0,29/100ml; Hexapneumine Xarope Via oral
68, rue Marjolin maleato de 0,012g/100ml; |adultes, sirop
92300 Levallois-Perret clorofenamina ; 0,120g/100ml
FRANCE folcodina
Franca BOUCHARA RECORDATI |biclotimol ; 0,15/100ml; Hexapneumine Xarope Via oral
68, rue Marjolin maleato de 0,01g/100ml enfants, sirop
92300 Levallois-Perret clorofenamina ;
FRANCE folcodina 0,1g/100ml
Franca BOUCHARA RECORDATI |biclotimol ; 0,0800g; Hexapneumine Supositoério Via rectal
68, rue Marjolin cineol; 0,0700g; enfants, suppositoire
92300 Levallois-Perret folcodina 0,0050g

FRANCE




Estado-Membro |Titular da Autorizacdo |DCI Dosagem Nome de fantasia Forma Via de
UE/EEE de Introducéo no Nome farmacéutica |administracao
Mercado
Franca BOUCHARA RECORDATI |biclotimol ; 0,160g; Hexapneumine Supositério Via rectal
68, rue Marjolin cineol; 0,1409; adultes, suppositoire
92300 Levallois-Perret folcodina 0,015g
FRANCE
Franca BRIDOUX folcodina ; 0,0846g/100g;2 |Pulmosodyl adulte, Xarope Via oral
6, rue Salengro benzoato de s6dio [g/100g sirop
62160 Bully les Mines
FRANCE
Franca COOPER folcodina ; 1mg/ml; Clarix toux seche Xarope Via oral
Place Lucien-Auvert Erysimum 1,5mg/ml pholcodine erysimum
77020 Melun Cedex (extracto seco) adultes, sirop
FRANCE
Franca COOPER folcodina ; 0,1g9/100ml; Clarix toux seche Xarope Via oral
Place Lucien-Auvert Erysimum 0,1509/100ml |pholcodine erysimum
77020 Melun Cedex (extracto seco) adultes sans sucre,
FRANCE sirop édulcoré au
maltitol liquide et au
cyclamate de sodium
Franca FERLUX folcodina 133mg/100ml |Dimetane sans sucre |Xarope Via oral
24, avenue d'Aubiére 133 mg/100 ml, sirop
BP 151
63804 Cournon
d'Auvergne Cedex
FRANCE
Franca GENEVRIER folcodina 0,0850g/100ml [Codotussyl toux seche |Xarope Via oral

280, rue de Goa

Les Trois Moulins - Parc
de Sophia Antipolis
06600 Antibes

FRANCE

enfants, sirop




Estado-Membro |Titular da Autorizacdo |DCI Dosagem Nome de fantasia Forma Via de
UE/EEE de Introducéo no Nome farmacéutica |administracao
Mercado
Franca GENEVRIER folcodina 133mg/100ml |Codotussyl toux seche |Xarope Via oral
280, rue de Goa adultes, sirop
Les Trois Moulins - Parc
de Sophia Antipolis
06600 Antibes
FRANCE
Franca GENEVRIER cineol; 0,059 Codotussyl Enfants, Supositério Via rectal
280, rue de Goa folcodina 0,005¢g suppositoire
Les Trois Moulins - Parc
de Sophia Antipolis
06600 Antibes
FRANCE
Franca GENEVRIER cineol; 0,1q; Codotussyl adultes, Supositério Via rectal
280, rue de Goa folcodina 0,029 suppositoire
Les Trois Moulins - Parc
de Sophia Antipolis
06600 Antibes
FRANCE
Franca HEPATOUM maleato de 0,01300g/100ml|Broncalene adultes, Xarope Via oral
1 bis, rue de Plaisance clorofenamina ; ; sirop
94130 Nogent Sur Marne |folcodina 0,08g/100ml
FRANCE
Franca HEPATOUM maleato de 0,01g/100ml; Broncalene enfants, Xarope Via oral
1 bis, rue de Plaisance clorofenamina ; 0,0500g/100ml |sirop
94130 Nogent Sur Marne (folcodina
FRANCE
Franca HEPATOUM maleato de 0,0133g/100ml [Broncalene adultes Xarope Via oral
1 bis, rue de Plaisance clorofenamina ; 0,08g/100ml sans sucre, sirop
94130 Nogent Sur Marne |folcodina édulcoré a la

FRANCE

saccharine sodique




Estado-Membro
UEZ/EEE

Titular da Autorizacao
de Introducao no
Mercado

DCI

Dosagem

Nome de fantasia
Nome

Forma
farmacéutica

Via de
administracao

Franca

MEDIFLOR

37, rue St Romain
69008 Lyon
FRANCE

guaifenesina ;

folcodina

0,200g/100ml;
0,100g/100ml

Ephedromel, sirop

Xarope

Via oral

Franca

MEDIFLOR

37, rue St Romain
69008 Lyon
FRANCE

folcodina ;
sulfogaiacol

0,0509g/100g;
3g/100g

Pectoral Richelet sans
sucre, solution
buvable édulcorée a la
saccharine sodique

Solucgéo oral

Via oral

Franca

PIERRE FABRE
MEDICAMENT

45, place Abel Gance
92100 Boulogne
Billancourt

FRANCE

Erysimum
(extracto liquido);
folcodina

2,49/100g;

0,082g/100g

Polery enfants, sirop

Xarope

Via oral

Franca

SANOFI AVENTIS
FRANCE

1-13, boulevard Romain
Rolland

75014 Paris

FRANCE

folcodina

0,060g/100ml

Rhinathiol enfants
toux seche 0,06 %
pholcodine, sirop

Xarope

Via oral

Franca

SANOFI AVENTIS
FRANCE

1-13, boulevard Romain
Rolland

75014 Paris

FRANCE

folcodina

0,060g/100ml

Respilene enfants 3
mg/5 ml, sirop

Xarope

Via oral




Estado-Membro
UEZ/EEE

Titular da Autorizacao
de Introducao no
Mercado

DCI

Dosagem

Nome de fantasia
Nome

Forma
farmacéutica

Via de
administracao

Franca

SANOFI AVENTIS
FRANCE

1-13, boulevard Romain
Rolland

75014 Paris

FRANCE

folcodina

0,12g/100ml

Pholcodine delalande
adultes 0,12 %, sirop

Xarope

Via oral

Franca

SANOFI AVENTIS
FRANCE

1-13, boulevard Romain
Rolland

75014 Paris

FRANCE

folcodina

0,12g/100ml

Pharmakod 0,12 %
adultes toux seche,
sirop

Xarope

Via oral

Franca

SANOFI AVENTIS
FRANCE

1-13, boulevard Romain
Rolland

75014 Paris

FRANCE

folcodina

0,12g/100ml

Rhinathiol adultes
toux seche 0,12 %
pholcodine, sirop

Xarope

Via oral

Franca

SANOFI AVENTIS
FRANCE

1-13, boulevard Romain
Rolland

75014 Paris

FRANCE

folcodina

0,12g/100ml

Pholcodine winthrop
adultes 0,12 %, sirop

Xarope

Via oral

Franca

SANOFI AVENTIS
FRANCE

1-13, boulevard Romain
Rolland

75014 Paris

FRANCE

folcodina ;

sddio (tenoato de)

0,133g/100ml;
1g

Trophires adultes,
sirop

Xarope

Via oral




Estado-Membro
UEZ/EEE

Titular da Autorizacao
de Introducao no
Mercado

DCI

Dosagem

Nome de fantasia
Nome

Forma
farmacéutica

Via de
administracao

Franca

SANOFI AVENTIS
FRANCE

1-13, boulevard Romain
Rolland

75014 Paris

FRANCE

folcodina

0,12g/100ml

Respilene adultes 0,12

pour cent, sirop

Xarope

Via oral

Franca

SANOFI AVENTIS
FRANCE

1-13, boulevard Romain
Rolland

75014 Paris

FRANCE

folcodina ;
sddio (tenoato de)

0,069/100ml
1g/100ml

Trophires enfants,
sirop

Xarope

Via oral

Franca

UCB PHARMA

420 Avenue Estienne
d'Orves

Défense Ouest
92700 Colombes
FRANCE

Mirto (6leo
essencial) ;
folcodina

20mg;

18mg

Atouxx adultes,
capsule

Céapsula

Via oral

Franca

URGO

42, rue de Longvic

BP 157

21304 Chenbve Cedex
FRANCE

folcodina

0,200g/100ml

Humex adultes toux
seche pholcodine,
sirop

Xarope

Via oral

Franga

URGO

42, rue de Longvic

BP 157

21304 Chendve Cedex
FRANCE

folcodina

0,125g/100ml

Humex enfants toux
seche pholcodine,
sirop

Xarope

Via oral




Estado-Membro |Titular da Autorizacdo |DCI Dosagem Nome de fantasia Forma Via de
UE/EEE de Introducéo no Nome farmacéutica |administracao
Mercado
Franca ZAMBON FRANCE folcodina 1,31 mg/ml Flucalyptol toux seche |Xarope Via oral
13, rue René Jacques pholcodine 1,31
92138 Issy-les- mg/ml, sirop
Moulineaux Cedex
FRANCE
Franca ZAMBON FRANCE folcodina 1,31 mg/ml Biocalyptol, sirop Xarope Via oral
13, rue René Jacques
92138 Issy-les-
Moulineaux Cedex
FRANCE
Franca ZAMBON FRANCE folcodina 131mg/100ml |Flucalyptol toux seche |Xarope Via oral
13, rue René Jacques pholcodine 1,31
92138 Issy-les- mg/ml sans sucre,
Moulineaux Cedex sirop edulcoré a la
FRANCE saccharine sodique et
au maltitol liquide
Franca ZAMBON FRANCE gaiacol ; 19,750mg/100 |Biocalyptol a la Xarope Via oral
13, rue René Jacques ml; pholcodine, sirop
92138 Issy-les- folcodina 131 mg/100ml
Moulineaux Cedex
FRANCE
Franca ZAMBON FRANCE folcodina 131mg/100ml |Biocalyptol 6,55 mg/5 |Xarope Via oral
13, rue René Jacques ml sans sucre, sirop
92138 Issy-les- édulcoré a la
Moulineaux Cedex saccharine sodique et
FRANCE au maltitol liquide
Franca ZAMBON FRANCE folcodina ; 0,1/100ml; Pholcodyl, sirop Xarope Via oral
13, rue René Jacques Erysimum 0,150/100ml

92138 Issy-les-
Moulineaux Cedex
FRANCE

(extracto seco)




Estado-Membro |Titular da Autorizacdo |DCI Dosagem Nome de fantasia Forma Via de
UE/EEE de Introducéo no Nome farmacéutica |administracao
Mercado
Irlanda GlaxoSmithKline Paracetamol, 500mg, Day Nurse Capsules [Capsula Via oral
Consumer Healthcare Pseudoefedrina 30mg,
(Ireland) Limited, hydrochloride,
Stonemasons Way, Folcodina 5mg
Rathfarnham,
Dublin 16,
Ireland
Irlanda GlaxoSmithKline Paracetamol, 500mg, Solpadeine Cold & Flu |Capsula Via oral
Consumer Healthcare Pseudoefedrina 30mg, Capsules
(Ireland) Limited, hydrochloride,
Stonemasons Way, Folcodina 5mg
Rathfarnham,
Dublin 16,
Ireland
Irlanda Pinewood Laboratories Folcodina 5mg Pholcodex 5mg/5ml Solugao oral |Via oral
Ltd, oral solution
Ballymacarbry,
Clonmel,
Co. Tipperary,
Ireland
Irlanda The Boots Company Plc, |Paracetamol, 500 mg Nirolex day cold & flu [Capsula Via oral
1 Thane Road West, Pseudoefedrina 30 mg, capsules
Nottingham, hydrochloride,
NG2 3AA, Folcodina 5 mg
United Kingdom
Irlanda The Boots Company Plc, [Paracetamol, 1000mg/30ml, |Nirolex day cold & flu |Solugéo oral |Via oral
1 Thane Road West, 60mg/30ml oral solution
Nottingham, Pseudoefedrina
NG2 3AA, hydrochloride, 10mg/30ml,

United Kingdom

Folcodina

10




Estado-Membro |Titular da Autorizacdo |DCI Dosagem Nome de fantasia Forma Via de
UE/EEE de Introducéo no Nome farmacéutica |administracao
Mercado
Lituania ORIVAS UAB, Folcodina, 120mg Hexapneumine Adults |Xarope Via oral
J.Jasinskio 16B Clorofenamina, 12mg
LT-01112 Vilnius, Biclotimol 200mg/100ml
Lithuania
Lituania ORIVAS UAB, Folcodina, 100mg Hexapneumine Xarope Via oral
J.Jasinskio 16B Clorofenamina, 10mg Children
LT-01112 Vilnius, Biclotimolm 150mg/100ml
Lithuania
Luxemburgo COOPERATION Erysimum 0.150g Clarix Xarope Via oral
PHARM.FRANCAISE (extracto seco) 0.100g
PLACE LUCIEN AUVERT |Folcodina
77020 MELUN CEDEX
France
Luxemburgo COOPERATION Erysimum 0.150g Clarix sans sucre Xarope Via oral
PHARM.FRANCAISE (extracto seco) 0.100g
PLACE LUCIEN AUVERT |Folcodina
77020 MELUN CEDEX
France
Luxemburgo Eurogenerics S.A. Folcodina 100mg/100ml |Pectorhinyl Xarope Via oral
ESPLANADE HEYSEL, 67mg/100ml
B.22 cloridrato de
1020 BRUXELLES fenilefrina
Belgium
Luxemburgo Eurogenerics S.A. Folcodina 50mg/100ml pectorhinyl junior Xarope Via oral
ESPLANADE HEYSEL, 50mg/100ml

B.22
1020 BRUXELLES
Belgium

cloridrato de
fenilefrina

11




Estado-Membro |Titular da Autorizacdo |DCI Dosagem Nome de fantasia Forma Via de
UE/EEE de Introducéo no Nome farmacéutica |administracao
Mercado
Luxemburgo MEDGENIX BENELUX S.A |canfora 156mg Eucalyptine- Supositério Via rectal
21, VLIEGVELD eucaliptol 120mg Pholcodine Adultes
8560 WEVELGEM gaiacol 50mg
Belgium fenol 10mg
folcodina 10mg
Luxemburgo MEDGENIX BENELUX S.A |canfora 100mg Eucalyptine- Supositorio Via rectal
21, VLIEGVELD eucaliptol 80mg Pholcodine Enfants
8560 WEVELGEM gaiacol 30mg
Belgium fenol 6mg
folcodina 5mg
Luxemburgo NOVUM PHARMA doxilamina 5mg Pholco Mereprine Xarope Via oral
66-3, XAVIER DE folcodina 5mg
COCKLAAN acido benzdico 50mg
9830 SINT-MARTENS- sulfogaiacol 47.5mg
LATEM
Belgium
Luxemburgo SANOFI-AVENTIS folcodina 0.060g Trophires Enfants Xarope Via oral
BELGIUM tiofeno carboxilato [1g
1C, CULLIGANLAAN eucaliptol, 6leo 0.250ml
1831 DIEGEM essencial
Belgium parahidroxibenzoat |0.080g
o de metilo
parahydroxybenzoa|0.030g/100ml

te de propyle

12




Estado-Membro |Titular da Autorizacdo |DCI Dosagem Nome de fantasia Forma Via de
UE/EEE de Introducéo no Nome farmacéutica |administracao
Mercado
Luxemburgo SANOFI-AVENTIS folcodina 0.133g Trophires Adultes Xarope Via oral
BELGIUM tiofeno carboxilato |1g
1C, CULLIGANLAAN eucaliptol, 6leo 0.250ml
1831 DIEGEM essencial
Belgium parahidroxibenzoat |0.080g
o de metilo
parahydroxybenzoa|0.030g
te de propyle
Luxemburgo SANOFI-AVENTIS Folcodina 1.2mg/ml Cotrane Pholcodine Xarope Via oral
BELGIUM
1C, CULLIGANLAAN
1831 DIEGEM
Belgium
Malta Beecham Group PLC Paracetamol, 500mg Day Nurse Céapsulas Via oral
980, Great West Road Pseudoefedrina 30mg
Brentford, Hydrochloride, 5mg
Middlesex Folcodina
TW 8 9 GS
United Kingdom
Malta Beecham Group PLC Paracetamol Active Day Nurse Solucéo oral |Via oral
980, Great West Road Cloridrato de Ingredient
Brentford, pseudoefedrina per 30 mi
Middlesex Folcodina Paracetamol
TW 8 9 GS 19

United Kingdom

Pseudoephedrin
e Hydrochloride
60 mg
Pholcodine

10 mg

13




Estado-Membro |Titular da Autorizacdo |DCI Dosagem Nome de fantasia Forma Via de
UE/EEE de Introducéo no Nome farmacéutica |administracao
Mercado
Malta Thornton & Ross Limited |Folcodina, Pholcodine BP  |Cofsed Liquid Suspenséo Via oral
Linthwaite Huddersfield |Cloridrato de 5.0mg oral
West Yorkshire HD7 5QH |efedrina, Ephedrine
United Kingdom Clorofenamina Hydrochloride
Maleate BP 8.0mg
Chlorphenamine
Maleate BP
2.0mg
Eslovénia Alkaloid d.o.o., folcodina 0,8 mg/ml Folkodin Alkaloid 0,8 |[Solucdo oral |Via oral
Slandrova ulica 4, mg/ml peroralna
Ljubljana 1231, raztopina za otroke
Slovenia
Eslovénia Alkaloid d.o.o., folcodina 1 mg/mi Folkodin Alkaloid 1 Solucgéo oral |Via oral
Slandrova ulica 4, mg/ml peroralna
Ljubljana 1231, raztopina
Slovenia
Eslovénia Alkaloid d.o.o., folcodina 10 mg Folkodin Alkaloid 10 [Capsula Via oral
Slandrova ulica 4, mg trde kapsule
Ljubljana 1231,
Slovenia
Espanha ROTTAPHARM, folcodina ; 4 mg Caltoson Balsamico Comprimido |Via oral
S.L.Avda. Diagonal, cineol ; 3 mg
67-69 Barcelona 08019 |agua de loureiro- |5mg
Spain cerejeira ;
mentol ; 4 mg
terpineol ; 2 mg
benzocaina 1mg

14




Estado-Membro
UEZ/EEE

Titular da Autorizacao
de Introducao no
Mercado

DCI

Dosagem

Nome de fantasia
Nome

Forma
farmacéutica

Via de
administracao

Reino Unido

Alliance Pharmaceuticals
Limited,

Avonbridge House,

Bath Road,
Chippenham,

Wiltshire,

SN15 2BB,

United Kingdom

folcodina

5 mg

Pavacol-D

Liquido oral

Via oral

Reino Unido

Ayrton Saunders Limited,
North Way,

Walworth Industrial
Estate,

Andover,

Hampshire,

SP10 5AZ,

United Kingdom

folcodina

Pholcodine Linctus BP

Solugéo oral

Via oral

Reino Unido

Ayrton Saunders Limited,
North Way,

Walworth Industrial
Estate,

Andover,

Hampshire,

SP10 5AZ,

United Kingdom

folcodina

Cupal Linctus

Liquido oral

Via oral

Reino Unido

Beecham Group PLC,
980 Great West Road,
Brentford,

Middlesex,

TWS8 9GS,

United Kingdom

Pseudoefedrina
Hydrochloride ;
Folcodina ;
Paracetamol

60mg;

10 mg,
1000 mg

Day Nurse

Solucgéo oral

Via oral

15




Estado-Membro |Titular da Autorizacdo |DCI Dosagem Nome de fantasia Forma Via de
UE/EEE de Introducéo no Nome farmacéutica |administracao
Mercado
Reino Unido Beecham Group PLC, Pseudoefedrina 30 mg, Day Nurse Céapsula Via oral
980 Great West Road, Hydrochloride ;
Brentford, Folcodina ; 5 mg,
Middlesex, Paracetamol 500 mg
TW8 9GS,
United Kingdom
Reino Unido Beecham Group PLC, Promethazine 10mg Day and Night Nurse |Céapsula Via oral
980 Great West Road, Hydrochloride, capsules
Brentford, Paracetamol, 500mg
Middlesex, Bromidrato de 7.5mg (nb this is a
TWS8 9GS, dextrometorfano combination of Day
United Kingdom Folcodina; 5mg Nurse and Night Nurse
Pseudoefedrina 30mg capsules in one pack)
Reino Unido Beecham Group PLC, Folcodina; 3.75mg/5ml; Cough Nurse Night Liquido oral Via oral
980 Great West Road, Diphenhydramine |12.5mg/5ml Time Syrup
Brentford, hydrochloride
Middlesex,
TW8 9GS,
United Kingdom
Reino Unido Bell Sons & Company folcodina 0.1%w/w Bell Pholcodine Linctus|Liquido oral Via oral

Druggist limited.
Gifford House,
Slaidburn Crescent,
Southport,
Mersyside,

PR9 9AL,

United Kingdom

16




Estado-Membro
UEZ/EEE

Titular da Autorizacao
de Introducao no
Mercado

DCI

Dosagem

Nome de fantasia
Nome

Forma
farmacéutica

Via de
administracao

Reino Unido

Bell Sons & Company
Druggist limited.
Gifford House,
Slaidburn Crescent,
Southport,
Mersyside,

PR9 9AL,

United Kingdom

folcodina

0.2% w/w

Bell Strong Pholcodine
Linctus

Liquido oral

Via oral

Reino Unido

Ernest Jackson and
company Limited,
29 High Street,
Crediton,

Devon,

EX17 3AP,

United Kingdom

folcodina

0.12%w/w

Potter's Pholcodine
cough pastilles

Pastilha

Via oral

Reino Unido

LCM Limited,
Linthwaite,
Huddersfield,
West Yorkshire,
HD7 5QH,
United Kingdom

folcodina

Pholcodine Linctus BP

Solucéo oral

Via oral

Reino Unido

Line Range Limited, c/o
Orbis consumer products
Limited,

Cunard Road,

Park Royal,

London

NW10 6PN,

United Kingdom

Cloridrato de
pseudoefedrina ;
Folcodina ;
Cloridrato de
difenidramina ;
Paracetamol ;
Etanol

6.67 mg,

1.67 mg,
1.67 mg,

100 mg,
96% 1ml

Night time Cold relief

Solucgao oral

Via oral

17




Estado-Membro
UEZ/EEE

Titular da Autorizacao
de Introducao no
Mercado

DCI

Dosagem

Nome de fantasia
Nome

Forma
farmacéutica

Via de
administracao

Reino Unido

Line Range Limited, c/o
Orbis consumer products
Limited,

Cunard Road,

Park Royal,

London

NW10 6PN,

United Kingdom

Cloridrato de
pseudoefedrina ;
Folcodina ;

Paracetamol

6.67 mg/5ml,
1.67 mg/5ml,
100 mg/5ml

Day time cold relief

Liquido oral

Via oral

Reino Unido

LPC Medical (UK)
Limited,

2 Covent Garden Close,
Luton,

Bedfordshire,

LU4 808,

United Kingdom

folcodina

10 mg

Hill's Balsam Dry
cough liquid

Solucgéo oral

Via oral

Reino Unido

Mcneil Products Limited,
Regulatory Affairs,
Dorking Road,

Walton Oaks,

KT20 7NS,

United Kingdom

folcodina

Benylin Children's dry
cough

Xarope

Via oral

Reino Unido

Novartis Consumer
Health UK Limited,
Wimblehurst Road,
Horsham,

West Sussex,
RH12 5AB,

United Kingdom

Cloridrato de
prometazina;
Folcodina

1.5mg,

1.5 mg

Tixylix night cough
oral solution

Solucgao oral

Via oral
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Reino Unido

Novartis Consumer
Health UK Limited,
Wimblehurst Road,
Horsham,

West Sussex,
RH12 5AB,

United Kingdom

Pseudoefedrina
Hydrochloride ;
Maleato de
clorofenamina ;
Folcodina

20 mg,

2 mg,

5 mg

Tixylix cough and Cold

Xarope

Via oral

Reino Unido

Novartis Consumer
Health UK Limited,
Wimblehurst Road,
Horsham,

West Sussex,
RH12 5AB,

United Kingdom

Folcodina

4mg

Tixylix Dry cough

Solucéo oral

Via oral

Reino Unido

Pinewood Laboratories
Limited,
Ballymacarbry,
Clonmel,

Co Tipperary,

Ireland

folcodina

Pholcodine Cough
Linctus

Xarope

Via oral

Reino Unido

Pinewood Laboratories
Limited,
Ballymacarbry,
Clonmel,

Co Tipperary,

Ireland

folcodina

10 mg

Strong Pholcodine
Linctus BP

Solucgéo oral

Via oral
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Reino Unido

Sterling Pharmaceuticals
Limited,

288 Upper Balsall Heath
Road,

Birmingham,

B12 9DR,

United Kingdom

folcodina

5 mg

Pholcodine Linctus BP.

Solucgéo oral

Via oral

Reino Unido

Sterling Pharmaceuticals
Limited,

288 Upper Balsall Heath
Road,

Birmingham,

B12 9DR,

United Kingdom

folcodina

10 mg

Strong Pholcodine
Linctus BP.

Solucao oral

Via oral

Reino Unido

The Boots company PLC,
1 Thane Road West,
Nottingham,

NG2 3AA

United Kingdom

diphenhydramine
Chloride ;
Folcodina

12.5 mg

3.75 mg

Boots cough relief for
Adults Liquid

Solugao oral

Via oral

Reino Unido

The Boots company PLC,
1 Thane Road West,
Nottingham,

NG2 3AA

United Kingdom

diphenhydramine
Chloride ;
Folcodina

12.5 mg,

1.5 mg

Boots cough relief for
Children Syrup

Solucao oral

Via oral

Reino Unido

The Boots company PLC,
1 Thane Road West,
Nottingham,

NG2 3AA

United Kingdom

Folcodina

Boots Dry Cough
Syrup 6 years+

Xarope

Via oral
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Reino Unido The Boots company PLC, |Paracetamol, 3.333 %w/v, Boots Night cough Solucgéo oral |Via oral
1 Thane Road West, Pseudoefedrina 0.2% w/v, relief oral solution
Nottingham, Hydrochloride,
NG2 3AA Folcodina 0.033 % w/v
United Kingdom
Reino Unido The Boots company PLC, [Paracetamol ; 3.333 %w/v, Boots Day cold and Solucéo oral |Via oral
1 Thane Road West, Cloridrato de 0.2% w/v Flu relief oral solution
Nottingham, pseudoefedrina ;
NG2 3AA Folcodina 0.033 % w/v
United Kingdom
Reino Unido The Boots company PLC, |Paracetamol ; 3.333 %w/v, Boots Pharmacy cold |Solug¢ao oral |Via oral
1 Thane Road West, Cloridrato de 0.2% w/v, and Flu night liquid
Nottingham, pseudoefedrina ;
NG2 3AA Cloridrato de 0.083% w/v,
United Kingdom difenidramina ;
Folcodina 0.033 % w/v
Reino Unido The Boots company PLC, |Folcodina ; 5 mg Boots Pharmacy cold [Capsula Via oral
1 Thane Road West, Paracetamol ; 500mg and Flu Day capsules
Nottingham, Pseudoefedrina
NG2 3AA Hydrochloride 30mg
United Kingdom
Reino Unido The Boots company PLC, [Folcodina ; 5 mg, Boots Pharmacy Cold |Capsula Via oral
1 Thane Road West, Paracetamol ; 500mg, and Flu Night
Nottingham, Diphenhydramine |12.5mg Capsules
NG2 3AA Pseudoefedrina 30mg
United Kingdom Hydrochloride
Reino Unido The Boots company PLC, |(folcodina 0.1% w/w Boots Pholcodine Solucéo oral |Via oral

1 Thane Road West,
Nottingham,

NG2 3AA

United Kingdom

Linctus BP
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Reino Unido The Boots company PLC, |Folcodina; 5mg Boots Pharmacy Cold [Capsula Via oral
1 Thane Road West, Paracetamol; 500mg and Flu 24 Hour
Nottingham, diphenhydramine |12.5mg Capsules
NG2 3AA hydrochloride;
United Kingdom Pseudoefedrina 30mg (Nb this is a pack
hydrochloride containing a
combination of Day
and Night capsules)
Reino Unido Thornton & Ross Limited, |Folcodina ; 5mg, Cofsed Linctus Liquido oral Via oral
Linthwaite, Cloridrato de 8mg,
Huddersfield, efedrina ; Maleato
West Yorkshire, de clorofenamina |2mg
HD7 5QH
United Kingdom
Reino Unido Thornton & Ross Limited, [Folcodina ; 2mg, Cofsed Paediatric Liquido oral Via oral
Linthwaite, Cloridrato de 4mg, Linctus
Huddersfield, efedrina ;
West Yorkshire, Maleato de 1mg
HD7 5QH clorofenamina
United Kingdom
Reino Unido Thornton & Ross Limited, |folcodina 5mg Care Pholcodine Liquido oral Via oral

Linthwaite,
Huddersfield,
West Yorkshire,
HD7 5QH
United Kingdom

5mg/5ml Oral solution
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Reino Unido

Thornton & Ross Limited,
Linthwaite,

Huddersfield,

West Yorkshire,

HD7 5QH

United Kingdom

folcodina

2mg

Galenphol Paediatric
Linctus oral liquid 2.0
mg/5ml

Liquido oral

Via oral

Reino Unido

Thornton & Ross Limited,
Linthwaite,

Huddersfield,

West Yorkshire,

HD7 5QH

United Kingdom

folcodina

10mg

Galenphol Strong
Linctus

Solugao oral

Via oral

Reino Unido

Thornton & Ross Limited,
Linthwaite,

Huddersfield,

West Yorkshire,

HD7 5QH

United Kingdom

folcodina

Covonia Dry cough
sugar free formula

Liquido oral

Via oral

Reino Unido

Wise Pharmaceuticals
Limited,

7 Oxford Street,
Manchester,

M1 4PB,

United Kingdom

folcodina

Pholcodine Linctus BP

Solugéao oral

Via oral

Reino Unido

Wise Pharmaceuticals
Limited,

7 Oxford Street,
Manchester,

M1 4PB,

United Kingdom

folcodina

10 mg

Strong Pholcodine
Linctus

Solucgéo oral

Via oral
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