ANNESS 1

LISTA TA' L-ISMIJIET, GHAMLA FARMACEWTIKA, QAWWA TAL-PRODOTTI
MEDICINALI, MNEJN JINGHATA, ID-DETENTURI TA' L-AWTORIZZAZZJONI GHAT-
TQEGHID FIS-SUQ FL-ISTATI MEMBRI



Prodotti medicinali li fihom dextropropoxyphene b’Awtorizzazzjoni ghat-Tqeghid fis-Suq fl-Unjoni Ewropea

Qawwa /

Isem inventat dextropropoxyphene/ | Ghamla farmacewtika | Mnejn jinghata
paracetamol/ caffeine

Id-Detentur ta’ 1-Awtorizzazzjoni
ghat-tqeghid fis-suq

Stat Membru

Laboratories SMB s.a.
26-28 Rue de la Pastorale
B-1080 Bruxelles
Belgium

[I-Belgju Algophene smb 30 mg/400 mg Kapsula, iebsa Uzu orali

Remedica LTD
... PO Box 51706 . . ) .
Cipru 3508 Lemesos Destirol 32.5 mg/325 mg Pillola Uzu orali

Cyprus

Interpak LTD
PO Box 51166
3502 Lemesos
Cyprus

Cipru Dologesic 32.5 mg/325 mg Pillola Uzu orali

Medochemie LTD
Medochemie Building
Cipru 1-10 Constantinoupoleos Str., Medonol 32.5 mg/325 mg Pillola Uzu orali
3011 Limassol,
Cyprus

Phadisco LTD
PO Box 22173
1518 Lefkosia
Cyprus

Cipru Distalgesic 32.5 mg/325 mg Pillola Uzu orali

Arrow Generiques
26, avenue Tony Garnier Dextropropoxyphene
69007 Lyon Paracetamol almus

France

Franza 30 mg/400 mg Kapsula, iebsa Uzu orali

Arrow Generiques
26, avenue Tony Garnier Dextropropoxyphene
69007 Lyon Paracetamol arrow

France

Franza 30 mg/400 mg Kapsula, iebsa Uzu orali




Prodotti medicinali li fihom dextropropoxyphene b’Awtorizzazzjoni ghat-Tqeghid fis-Suq fl-Unjoni Ewropea

Id-Detentur ta’ I-Awtorizzazzjoni . Qawwa / . . o e
Stat Membru : Isem inventat dextropropoxyphene/ | Ghamla farmac¢ewtika | Mnejn jinghata
- ghat-tqeghid fis-suq I .

paracetamol/ caffeine

Sanofi-aventis France Dextropropoxyphene
Franza 1-13 Bd R.O main Rolland Paracetamol 30 mg/400 mg Kapsula, iebsa Uzu orali

75014 Paris . )

Biogalenique

France

Sanofi- aventis France

1-13, boulevard Romain Rolland . . . . .
Franza 75014 Paris Di-antalvic 30 mg/400 mg Suppositorju Uzu ghal gor-rektum

France

Biogaran

15, boulevard Charles de Gaulle Dextropropoxyphene . . .
Franza 92700 Colombes Paracetamol biogaran 30 mg/400 mg Kapsula, iebsa Uzu orali

France

Bouchara Recordati

68, rue Marjolin, BP 67 . . . .
Franza 92302 Levallois.Perret Dioalgo 30 mg/400 mg Kapsula, iebsa Uzu orali

Cedex France

Chemical Farma

3 quai Louis Blériot . . .
Franza 75016 PARIS Dextroref 30 mg/400 mg Kapsula, iebsa Uzu orali

France

Dci Pharma

180, rue Eugeéne Avinée Dextropropoxyphene
Franza ; & Paracetamol dci 30 mg/400 mg Kapsula, iebsa Uzu orali

59120 Loos

Pharma

France

EG Labo - Laboratoires

EuroGenerics
Franza Le Quintet” batiment A Dextropropoxyphene 30 mg/400 mg Kapsula, iebsa Uzu orali

12, rue Danjou
92517 Boulogne Billancourt
Cedex France

Paracetamol eg




Prodotti medicinali li fihom dextropropoxyphene b’Awtorizzazzjoni ghat-Tqeghid fis-Suq fl-Unjoni Ewropea

Id-Detentur ta’ I-Awtorizzazzjoni . Quvwa ] L R
Stat Membru - Isem inventat dextropropoxyphene/ | Ghamla farmacewtika | Mnejn jinghata

ghat-tqeghid fis-suq .

paracetamol/ caffeine

Expanpharm International Dextropropoxyphene

6, rue de la Rochefoucauld . . .
Franza . Paracetamol 30 mg/400 mg Kapsula, iebsa Uzu orali

16000 Angouléme

Expanpharm

France

Substipharm

8 Rue Bellini Dextropropoxyphene . . .
Franza 75116 Paris Paracetamol hexal 30 mg/400 mg Kapsula, iebsa Uzu orali

France

Teva Santé

Le Palatin | Dextropropoxyphene
Franza 1 cours du Triangle Parace‘g mg ) i\}/]zfx 30 mg/400 mg Kapsula, iebsa Uzu orali

92936 Paris La Défense

Cedex France

Labo Concept Pharm

26, boulevard Paul Vaillant Dextropropoxyphene . . .
Franza Couturier 94200 Ivry Sur Seine Paracetamol isomed 30 mg/400 mg Kapsula, icbsa Uzu orali

France

Qualimed

117 Allée des Parcs Dextropropoxyphene . . .
Franza 69800 Saint Priest Paracetamol qualimed 30 mg/400 mg Kapsula, icbsa Uzu orali

France

Ranbaxy

Pharmacie Generiques Dexiropropoxyphene
Franza 11-15 Quai de Dion Bouton ParacetI; mg ) yP 30 mg/400 mg Kapsula, iebsa Uzu orali

92800 Puteaux PE

France

Laboratoires Alter

3, avenue de la Baltique Dextropropoxyphene
Franza Z1 de Courtaboeuf Propoxyp 30 mg/400 mg Kapsula, iebsa Uzu orali

91140 Villebon Sur Yvette
France

Paracetamol alter




Prodotti medicinali li fihom dextropropoxyphene b’Awtorizzazzjoni ghat-Tqeghid fis-Suq fl-Unjoni Ewropea

Qawwa /

Isem inventat dextropropoxyphene/ | Ghamla farmacewtika | Mnejn jinghata
paracetamol/ caffeine

Id-Detentur ta’ 1-Awtorizzazzjoni
ghat-tqeghid fis-suq

Stat Membru

Sanofi-aventis France
1-13, boulevard Romain
Rolland75014 Paris
France

Franza Di-antalvic 30 mg/400 mg Kapsula, iebsa Uzu orali

Laboratoires Therabel Lucien
Pharma

Franza 19 Rue Alphone de Neuville Di dolko 30 mg/400 mg Kapsula, iebsa Uzu orali
75017 Paris
Fran ce

Leurquin Mediolanum
68-88, rue Louis Ampere
93330 Neuilly-sur-Marne
France

Franza Talvidol 30 mg/400 mg Kapsula, iebsa Uzu orali

Mylan SAS
117 Allée des Parcs Dextropropoxyphene
69800 Saint Priest Paracetamol Mylan

France

Franza 30 mg/400 mg Kapsula, iebsa Uzu orali

Ratiopharm GmbH Dextrons hen
Graf Arco Strasse 3 cxtropropoxyphene

Franza Paracetamol 30 mg/400 mg Kapsula, iebsa Uzu orali

89079 Ulm Ratiopharm
Germany

Sandoz
49, avenue Georges Pompidou Dextropropoxyphene
92300 Levallois-Perret Paracetamol G Gam

France

Franza 30 mg/400 mg Kapsula, iebsa Uzu orali

Sandoz
49, avenue Georges Pompidou Dextropropoxyphene
92300 Levallois-Perret Paracetamol Sandoz

France

Franza 30 mg/400 mg Kapsula, iebsa Uzu orali




Prodotti medicinali li fihom dextropropoxyphene b’Awtorizzazzjoni ghat-Tqeghid fis-Suq fl-Unjoni Ewropea

Stat Membru

Id-Detentur ta’ 1-Awtorizzazzjoni

ghat-tqeghid fis-suq

Isem inventat

Qawwa /

dextropropoxyphene/

Ghamla farmac¢ewtika

Mnejn jinghata

paracetamol/ caffeine

Franza

Teva Santé

Le Palatin 1

1, cours du Triangle

92936 Paris la Défense Cedex
France

Dextropropoxyphene
Paracetamol Teva

30 mg/400 mg

Kapsula, iebsa

Uzu orali

Franza

Sodephar

176, rue de I'Arbrisseau
59000 Lille

France

Dextropropoxyphene
Paracetamol Sodephar

30 mg/400 mg

Kapsula, iebsa

Uzu orali

Franza

Actavis France

Centre d’Affaires la Boursidiére
92357 le Plessis-Robinson
France

Dextropropoxyphene
Paracetamol Actavis

30 mg/400 mg

Kapsula, iebsa

Uzu orali

Franza

Actavis France

Centre d’Affaires la Boursidiére
92357 le Plessis-Robinson
France

Dexap

30 mg/400 mg

Kapsula, iebsa

Uzu orali

Franza

Sanofi-aventis France
1-13 Bd Romain Rolland
75014 Paris

France

Dialgirex

30 mg/400 mg

Kapsula, iebsa

Uzu orali

Franza

Sanofi-aventis France
1-13 Bd Romain Rolland
75014 Paris

France

Dextropropoxyphene/
Paracetamol
Theraplix

30 mg/400 mg

Kapsula, iebsa

Uzu orali

Franza

Zydus France

25, rue des Peupliers

ZAC Les Hautes Patures

Parc d’Activités des Peupliers
92000 Nanterre France

Dextropropoxyphene
Paracetamol Zydus

30 mg/400 mg

Kapsula, iebsa

Uzu orali




Prodotti medicinali li fihom dextropropoxyphene b’Awtorizzazzjoni ghat-Tqeghid fis-Suq fl-Unjoni Ewropea

Id-Detentur ta’ I-Awtorizzazzjoni . Qawwa/ .. ...
Stat Membru - Isem inventat dextropropoxyphene/ | Ghamla farmacewtika | Mnejn jinghata
ghat-tqeghid fis-suq .
paracetamol/ caffeine
Alter
. Dextropropoxyphene/
3, avenue de la Baltique . . .
Franza 91140 Villebon Sur Yvetic Paragetamol/ 27 mg/400 mg/30 mg Pillola Uzu orali
Cafeine Alter
France
26, aertue Tony Garnier Dextropropoxyphene/
Franza ’ y Paracetamol/ 27 mg/400 mg/30 mg Pillola Uzu orali
69007 Lyon .
Cafeine Almus
France
26, aertue Tony Garnier Dextropropoxyphene/
Franza ’ y Paracetamol/Cafeine 27 mg/400 mg/30 mg Pillola Uzu orali
69007 Lyon
Arrow
France
?6“ (;jlvelcl}lf: E’i"r(l)(lllueéarnier Dextropropoxyphene/
Franza 69607 Lvon Y Paracetamol/ 27 mg/400 mg/30 mg Pillola Uzu orali
Y Cafeine Offilink
France
Plus Pharmacie
26, boulevard Paul Vaillant- Dextropropoxyphene /
Franza Couturier Paracetamol / Cafeine | 27 mg/400 mg/30 mg Pillola Uzu orali
94200 Ivry-sur-Seine Isomed
France
Biogaran
Dextropropoxyphene/
Franza 15, boulevard Charles de Gaulle Paracetamol/ 27 mg/400 mg/30 mg Pillola Uzu orali
92700 Colombes . .
Cafeine Biogaran
France
Eg Labo - Laboratoires
EUROGENERICS Dextropropoxyphene/
Franza "Le Quintet" - batiment A 92517 Paracetamol/ 27 mg/400 mg/30 mg Pillola Uzu orali
Boulogne Billancourt Cedex Cafeine Eg

France




Prodotti medicinali li fihom dextropropoxyphene b’Awtorizzazzjoni ghat-Tqeghid fis-Suq fl-Unjoni Ewropea

Id-Detentur ta’ I-Awtorizzazzjoni . Qawwa/ .. ...
Stat Membru . Isem inventat dextropropoxyphene/ | Ghamla farmacewtika | Mnejn jinghata
ghat-tqeghid fis-suq .
paracetamol/ caffeine
Ranbaxy
Pharmacie Generiques Dextropropoxyphene/
Franza I115 Quai de Dion Bouton Paracetamol/ 27 mg/400 mg/30 mg Pillola Uzu orali
Immeuble Avant Seine Cafeine R
92816 Puteaux Cédex Pg
France
ﬁ%lilllséfcsies Parcs Dextropropoxyphene/
Franza . . Paracetamol/ 27 mg/400 mg/30 mg Pillola Uzu orali
69800 Saint Priest .
Cafeine Mylan
France
ll\f ;j lzrlllgﬁdses Parcs Dextropropoxyphene/
Franza . . Paracetamol/Cafeine 27 mg/400 mg/30 mg Pillola Uzu orali
69800 Saint Priest
Mylan Pharma
France
?lu 761 {;Iﬁzg c(iléz(f)’rgcs Dextropropoxyphene/
Franza . . Paracetamol/ 27 mg/400 mg/30 mg Pillola Uzu orali
69800 Saint Priest . .
Cafeine Qualimed
France
Laboratoire Ratiopharm
19, boulevard Paul Vaillant Dextropropoxyphene/
Franza C(;u turier Paracetamol/ 27 mg/400 mg/30 mg Pillola Uzu orali
94200 Ivry sur Seine France Cafeine Ratiopharm
Sandoz Dextropropoxyphene/
Franza 49, avenue Gegrges Pompidou Paracetamol/ 27 mg/400 mg/30 mg Pillola Uzu orali
92593 Levallois-Perret .
Cafeine G Gam
France
Sandoz Dextropropoxyphene/
Franza 49, avenue Georges Pompidou Paracetamol/ 27 mg/400 mg/30 mg Pillola Uzu orali

92300 Levallois-Perret
France

Cafeine Sandoz




Prodotti medicinali li fihom dextropropoxyphene b’Awtorizzazzjoni ghat-Tqeghid fis-Suq fl-Unjoni Ewropea

Stat Membru

Id-Detentur ta’ 1-Awtorizzazzjoni

ghat-tqeghid fis-suq

Isem inventat

Qawwa /

dextropropoxyphene/

Ghamla farmac¢ewtika

Mnejn jinghata

paracetamol/ caffeine

Franza

TEVA Santé

Le Palatin 1

1, cours du Triangle

92936 Paris la Défense Cedex
France

Dextropropoxyphene/
Paracetamol/
Cafeine Teva

27 mg/400 mg/30 mg

Pillola

Uzu orali

Franza

Zydus France

25, rue des Peupliers

ZAC Les Hautes Patures

Parc d’Activités des Peupliers
92000 Nanterre

France

Dextropropoxyphene/
Paracetamol/
Cafeine Zydus

27 mg/400 mg/30 mg

Pillola

Uzu orali

Franza

Sanofi-aventis France
1-13 Bd Romain Rolland
75014 Paris

France

Propofan

27 mg/400 mg/30 mg

Pillola

Uzu orali

Franza

Sanofi-aventis France
1-13 Bd Romain Rolland
75014 Paris

France

Dextropropoxyphene/
Paracetamol/
Cafeine Winthrop

27 mg/400 mg/30 mg

Pillola

Uzu orali

Il-Lussemburgu

S.M.B

26-28 rue de la Pastorale
B-1080 Bruxelles
Belgium

Algophene

30 mg/400 mg

Pillola

Uzu orali

Malta

Medochemie LTD
Medochemie Building

1-10 Constantinoupoleos Str.,
3011 Limassol,

Cyprus

Medonol

32.5 mg/325 mg

Pillola

Uzu orali

Malta

Phadisco Ltd

185 Giannou Kranidioti Avenue
CY-2235

Latsia

Cyprus

Distalgesic

32.5 mg/325 mg

Pillola

Uzu orali




Prodotti medicinali li fihom dextropropoxyphene b’Awtorizzazzjoni ghat-Tqeghid fis-Suq fl-Unjoni Ewropea

2731 901 Barcarena
Portugal

Id-Detentur ta’ 1-Awtorizzazzjoni . Qawwa / . . e
Stat Membru . Isem inventat dextropropoxyphene/ | Ghamla farmacewtika | Mnejn jinghata
_ ghat-tqeghid fis-suq — "

paracetamol/ caffeine

Actavis group hf

In-Norvegja Dalshraun 1 Apore 70 mg/400 m Pillola Uz li
& 220 Hafnafjordur porex & & Zu orat

Iceland

Ferraz Lynce S.A

Rua Consiglieri Pedroso
I1-Portugall 123 Queluz de Baixo Apartado 1001 | Algifene 25 mg/300 mg Pillola miksija Uzu orali
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Prodotti medicinali li fihom dextropropoxyphene b’Awtorizzazzjoni ghat-Tqeghid fis-Suq fl-Unjoni Ewropea

Stat Membru

Id-Detentur ta’ 1-
Awtorizzazzjoni ghat-tgeghid

fis-suq

Isem inventat

Qawwa /

dextropropoxyphene/

Ghamla farmacewtika

paracetamol/ caffeine

Mnejn jinghata

II-Belgju

Pfizer s-a.

Boulevard de la Plaine 111050
Bruxelles

Belgium

Depronal

150 mg

Kapsula li terhi I-medi¢ina
bil-mod, iebsa

Uzu orali

Id-Danimarka

Dansk Laegemiddelforsyning DLF
ApS, Lodshusvej 11, DK-4230
Skeelskar

Denmark

Abalgin

65 mg

Kapsula, iebsa

Uzu orali

Id-Danimarka

Dansk Legemiddelforsyning DLF
ApS, Lodshusvej 11, DK-4230
Skelsker

Denmark

Abalgin

65 mg

Film-coated tablet

Uzu orali

Id-Danimarka

Dansk Lagemiddelforsyning DLF
ApS, Lodshusvej 11, DK-4230
Skeelsker

Denmark

Abalgin retard

150 mg

Kapsula li terhi I-medi¢ina
bil-mod

Uzu orali

Id-Danimarka

NordMedica A/S, Bredgade 41,
DK-1260 Copenhagen K
Denmark

Doloxene

100 mg

Kapsula, iebsa

Uzu orali

Il-Finlandja

Alternova A/S, Lodshusvej 11
4230 Skaelskoer
Denmark

Abalgin

65 mg

Kapsula, iebsa

Uzu orali

Il-Finlandja

Alternova A/S, Lodshusvej 11
4230 Skaelskoer
Denmark

Abalgin retard

150 mg

Kapsula li terhi I-medi¢ina
bil-mod, iebsa

Uzu orali

Franza

Sanofi Aventis France

1-13 boulevard Romain Rolland
75014 Paris

France

Antalvic adultes

65mg

Pillola

Uzu orali
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Prodotti medicinali li fihom dextropropoxyphene b’Awtorizzazzjoni ghat-Tqeghid fis-Suq fl-Unjoni Ewropea

Stat Membru

Id-Detentur ta’ 1-
Awtorizzazzjoni ghat-tgeghid

fis-suq

Isem inventat

Qawwa /

dextropropoxyphene/

Ghamla farmacewtika

paracetamol/ caffeine

Mnejn jinghata

[I-Grecja

Stargen Ltd
Favierou 48
Athens 10439
Greece

Romidon

65 mg

Kapsula, iebsa

Uzu orali

11-
Lussemburgu

PFIZER s-a.

Boulevard de la Plaine 11
1050 Bruxelles

Belgium

Depronal

150 mg

Kapsula li terhi I-medi¢ina
bil-mod

Uzu orali

L-Olanda

Pfizer B.V.

Rivium Westlaan 142
2909 LD Capelle a/d Ijssel
Nederlands

Depronal

150 mg

Kapsula li terhi il-medi¢ina
b'mod modifikat

Uzu orali

Spanja

Parke Davis, S.L. Avda. de
Europa, 20 B. Parque Empresarial
La Moraleja; Alcobendas;

28108 Madrid

Espana

Deprancol a.s.

150 mg

Kapsula li terhi 1-medi¢ina
bil-mod, iebsa

Uzu orali

L-Isvezja

Meda AB, Box 906
170 09 Solna
Sweden

Doloxene

50 mg

Kapsula, iebsa

Uzu orali

L-Isvezja

Meda AB, Box 906
170 09 Solna
Sweden

Doloxene

100 mg

Kapsula, iebsa

Uzu orali

L-Isvezja

BioPhausia AB, Blasieholmsgatan
2 111 48 Stockholm
Sweden

Dexofen

50 mg

Pillola

Uzu orali

L-Isvezja

BioPhausia AB, Blasicholmsgatan
2 111 48 Stockholm
Sweden

Dexofen

100 mg

Pillola

Uzu orali
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ANNESS II
KONKLUZJONIJIET XJENTIFICI U RAGUNIJIET GHALL-IRTIRAR TAL-

AWTORIZZAZZJONI GHAT-TQEGHID FIS-SUQ IPPREZENTATI MILL-AGENZIJA
EWROPEA GHALL-MEDICINI
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KONKLUZJONIJIET XJENTIFICI

SOMMARJU GENERALI TAL-EVALWAZZJONI XJENTIFIKA TA’ PRODOTTI
MEDICINALI LI FIHOM DEXTROPROPOXYPHENE (ara I-Anness I)

Il-prodotti medic¢inali 1i fihom dextropropoxyphene (bhala komponent uniku jew flimkien ma’
paracetamol jew paracetamol/caffeine) jintuzaw ghall-kura sintomatika tal-ugigh u attwalment huma
awtorizzati f’bosta Stati Membri. Fl-Istati Membri kollha, l-indikazzjonijiet awtorizzati jvajaw b’mod

konsiderevoli minn “ugigh moderat sa ugigh qawwi”, “ugigh hafif sa ugigh moderat”, u “ugigh akut u
kroniku ta’ origini differenti”.

Fuq il-bazi ta’ evidenza ta’ danni minn rapporti ta’ doza ecéessiva fatali, ta’ revizjonijiet divergenti dwar
is-sigurta u ta’ azzjoni regolatorja precedenti mehuda f’bosta Stati Membri, il-Kummissjoni Ewropea tat
bidu ghal riferiment skont I-Artikolu 31(2) tad-Direttiva 2001/83/KE, kif emendata, sabiex tindirizza din
il-kwistjoni ta’ sahha pubblika ghall-prodotti medi¢inali li fihom dextropropoxyphene u paracetamol, u
ghalhekk irreferiet il-kwistjoni lis-CHMP fit-30 ta’ Novembru 2007.

Wara li kkunsidrat it-thassib ewlieni tal-CHMP dwar it-tossicita ta’ dextropropoxyphene, minhabba I-
indici terapewtiku dejjaq tieghu u l-effetti avversi fuq is-sistema kardjo-respiratorja kif ukoll minhabba n-
nuqqas ta’ informazzjoni fir-rigward tal-uzu ta’ prodotti medicinali li fihom komponent uniku ta’
dextropropoxyphene, fil-31 ta’ Marzu 2009 il-Kummissjoni Ewropea gablet mal-estensjoni tal-iskop tar-
riferiment sabiex jinkludi wkoll prodotti medic¢inali awtorizzati li fihom dextropropoxyphene biss.

[I-CHMP ezamina mill-gdid id-dejta 1i giet sottomessa mill-MAHs sabiex tindirizza t-thassib imsemmi
hawn fuq kif ukoll id-dejta disponibbli mill-Istati Membri relatata mal-avvelenar bil-medicini 1i jinvolvi
dextropropoxyphene u l-investigazzjoni ta’ xi kazijiet ta’ mewta suspettuza fil-pajjizi taghhom.

Effika¢ja

Id-dejta dwar l-effikacja li hija disponibbli hija limitata minhabba difetti fil-metodologiji bhal perezempju
n-nuqqas ta’ kalkolu tad-dags tal-kampjun fil-maggoranza tal-istudji double-blind dwar l-ugigh qawwi u
n-nuqqas ta’ dejta dwar l-effikacja fuq zmien twil biex tappogga Il-uzu tat-tahlita fissa ta’
dextropropoxyphene u paracetamol bhala kura fit-tul.

Ghalkemm il-meta-analizi disponibbli inkludiet l-aktar studji b’doza unika, din id-dejta pprovdiet ukoll
perspettivi ohra fl-effikacja tal-prodotti medicinali 1i fihom dextropropoxyphene. Ghal doza unika ta’
dextropropoxyphene 65 mg ghall-ugigh ta’ wara operazzjoni, in-numru ta’ pazjenti li kellhom jigu kkurati
biex jibbenefikaw minn tnaqqis tal-ugigh ta’ mill-inqas 50% kien ta’ 7.7 (intervall ta’ kunfidenza ta’ 95%
bejn 4.6 u 22) meta mgabbel mal-placebo fuq perijodu ta’ 4-6 sighat. Dan ifisser li wiched minn tmien
suggetti b’ugigh ta’ intensita moderata ghal severa jesperjenza serhan ta’ mill-inqas 50% mill-ugigh
b’dextropropoxyphene 65 mg li ma kienx ikollu l-istess effett bil-placebo. Ghad-doza ekwivalenti ta’
dextropropoxyphene flimkien ma’ paracetamol 650 mg, I-NNT (in-numru ta’ pazjenti li kellhom jigu
kkurati - number needed to treat) kien ta’ 4.4 (3.5 sa 5.6) meta mqabbel mal-placebo, u dan jindika
effikacja oghla.

F’ugigh akut, it-tahlita fissa ta’ dextropropoxyphene u paracetamol dehret li hija analgesiku effikaci; dan
ghandu jkun mistenni, ghax paracetamol wahdu huwa analgesiku effika¢i. Madankollu, m’hemm ebda
evidenza cara minn provi klini¢i tas-superjorita tal-effikacja tat-tahlita ta’ dextropropoxyphene u
paracetamol meta mqgabbla ma’ dozi terapewti¢i normali ta’ paracetamol wahdu, il-provi li ssuggerixxu
superjorita ghal paracetamol wahdu uzaw dozi sub-terapewti¢i ta’ paracetamol. Ibuprofen wera wkoll li
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huwa aktar effika¢i, bhala doza unika, fil-gestjoni tal-ugigh sever ta’ wara operazzjoni; tramadol kien
effikaci bl-istess mod f’din is-sitwazzjoni.

Fl-ugigh kroniku, tahlitiet ohra ta’ paracetamol u opjojde (bhal tahlita ta’ doza fissa ta’ paracetamol u ta’
codeine phosphate), jew tahlita ta’ medi¢ina anti-inffammatorja mhux sterojde (NSAID) u opjojde li
mhuwiex dextropropoxyphene urew li ghandhom mill-inqas I-istess effett bhat-tahlita fissa ta’
dextropropoxyphene u paracetamol.

Sigurta

Il-profil generali tas-sigurta tal-prodotti medi¢inali li fihom dextropropoxyphene huwa bbazat fuq
esperjenza kbira ta’ wara t-tqeghid fis-suq (aktar minn 40 sena).

Ir-reazzjonijiet avversi li l-aktar li gew irrapportati b’ezitu fatali involvew disturbi fil-kliewi u fis-sistema
urinarja, disturbi tal-gilda, disturbi generali, disturbi tad-demm u tas-sistema limfatika, disturbi fis-sistema
nervuza, disturbi gastro-intestinali u disturbi fil-qalb..

Madankollu, it-thassib ewlieni fir-rigward tas-sigurta b’dextropropoxyphene huwa li ghandu indici
terapewtiku dejjaq hafna taht kondizzjonijiet normali ta’ uzu: wara doza ecc¢essiva, arritmiji kardijaci (li
ma jistghux jitreggghu lura b’naloxone) u effetti sekondarji opjojdi (bhal dipressjoni respiratorja)
jitfaccaw b’mod rapidu u spiss fatali — hemm evidenza li r-rata ta’ kazijiet fatali hija oghla minn,
perezempju, dik tal-antidipressivi tri¢iklici,

L-indic¢i terapewtiku dejjaq ifisser li doza eccessiva ac¢¢identali hija possibbilta reali taht kondizzjonijiet
normali ta’ uzu, b’mod partikolari fil-kaz ta’ pazjenti fuq certi medi¢ini konkomittanti jew meta
kkombinati ma’ sahansitra ammont zghir ta’ alkohol.

Minhabba li 1-analizijiet tal-benefic¢ju u tar-riskju ta’ prodotti li fihom dextropropoxyphene saru fir-Renju
Unit, fl-Izvezja, fi Franza u fl-Irlanda f1-2005 — u wara dawn l-analizijiet, il-prodott ikkombinat b’doza
fissa (paracetamol + dextropropoxyphene) gie rtirat mis-suq fir-Renju Unit, fl-Izvezja, u fl-Irlanda - sar
disponibbli ammont sostanzjali ta’ informazzjoni ta’ sigurta gdida importanti.

B’mod partikolari, dejta dwar il-mortalita aktar komprensiva fil-livell nazzjonali fi Franza, b’mod
partikolari rizultati forensi¢i tat-tossikologija, ipprovdiet evidenza ta’ numru ferm akbar ta’ mwiet
assoc¢jati mal-uzu ta’ prodotti li fihom dextropropoxyphene milli kien stmat qabel.

Bl-istess mod, fl-Irlanda, l-analizi ta’ aktar dejta f1-2009 mill-Unita tar-Ricerka dwar 1-Alkohol u I-
Medic¢ini tal-Bord tar-Ricerka dwar is-Sahha zvelat nuqqas sinifikanti ta’ rapportar ta’ mwiet assocjati ma’
prodotti li fihom dextropropoxyphene - u indikat rati fatali hmistax-il darba oghla minn dak li kien gie
rrapportat qabel.

Barra minn hekk, ricerka fir-Renju Unit uriet il-benefi¢¢ji tal-irtirar ta’ dextropropoxyphene mis-suq —
b’evidenza cara ta’ waqgha fl-ghadd ta’ mwiet assoc¢jati ma’ dextropropoxyphene, izda bla ebda zieda fil-

Wara li ezamina mill-gdid id-dejta kollha disponibbli, il-CHMP ikkunsidra li ¢-¢ifri differenti pprovduti
mis-sorsi tad-dejta (rapporti spontanji, ¢entri forensi¢i u tal-avvelenament, statisti¢i nazzjonali tal-
mortalita) urew b’mod generali numru sinifikanti ta’ kazijiet ta’ mewt li fihom dextropropoxyphene kien
prezenti f’livelli tossici.
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Fugq il-bazi tas-sorsi ta’ dejta disponibbli, il-CHMP kien tal-opinjoni li r-rapportar spontanju kien qieghed
jissottovaluta b’mod sinifikanti n-numru ta’ kazijiet ta’ mewt irrapportat assocjat ma’
dextropropoxyphene. II-CHMP ikkunsidra wkoll 1i d-dejta migbura mic-¢entri nazzjonali tal-
avvelenament ghandhom limitazzjonijiet f’din is-sitwazzjoni ghaliex dextropropoxyphene jista’ jwassal
ghal mewt malajr hafna (f’ingas minn siegha); Minhabba dan, id-dejta l-aktar affidabbli tigi mill-analizi
forensika u mill-istatisti¢i nazzjonali ta’ mortalita, u revizjoni shiha tad-dozi ec¢essivi fatali assoéjati ma’
dextropropoxyphene (wahdu u flimkien ma’ paracetamol/caffeine) appoggat it-thassib ewlieni tat-tossi¢ita
fatali ta’ prodotti li fihom dextropropoxyphene taht kundizzjonijiet normali ta’ uzu minhabba l-indici
terapewtiku zghir taghhom.

Mizuri ta’ Minimizzar tar-Riskji

[lI-mizuri ta’ Minimizzar tar-Riskji proposti mill-MAHs kienu jinkludu restrizzjoni tal-uzu tal-prodott
(jigifieri bidliet fI-SPC sabiex tigi ristretta 1-popolazzjoni; daqs izghar tal-pakkett), tibdil fil-pozologija
(ez. tnaqqis fil-pozologija fil-popolazzjoni anzjana) u z-zieda ta’ aktar twissijiet ta’ sigurta (ez. fuq l-uzu

¢entralment u doza eccessiva fit-tfal).

Madankollu ma gietx ikkunsidrata I-htiega ghal dejta ta’ mortalitd nazzjonali, u b’mod partikolari dejta
tal-patologija forensika, biex ikun zgurat li I-mizuri ta’ minimizzar tar-riskji qeghdin jahdmu: m’huwiex
possibbli i tintuza dejta migbura bhala rutina (spontanja) sabiex tigi vvalutata l-effika¢ja tal-mizuri ta’
minimizzar tar-riskji, minhabba n-nuqqas ta’ rapportar sinifikanti ta’ sahansitra avvenimenti avversi serji,
inkluz mewt. Barra minn hekk, f’¢erti Stati Membri kien process difficli kif ukoll twil li tingabar id-dejta
rilevanti ghall-finijiet tar-riferiment tal-Artikolu 31, u ma jkunx prattiku u, fi Zzmien medju, mhux fattibli li
wiehed jissorvelja l-effikacja tal-attivitajiet ta’ minimizzar tar-riskji f’dawn il-pajjizi.

Minbarra t-twissijiet imsahha, u kontraindikazzjonijiet aktar wiesgha, proposti minn diversi MAHs, il-
proposti l-ohrajn ghal bidliet fI-SPCs u fil-PLs — perezempju, dawk i jirrigwardaw l-indikazzjoni — kienu
jirriflettu 1-varjazzjonijiet ezistenti madwar l-Ewropa u spiss ma kinux konsistenti internament:
perezempiju, il-proposta li l-ugigh kroniku ghandu jkun kontraindikat b’mod esplicitu, fil-kuntest ta’ SPC
li jkollu wkoll struzzjonijiet rigward preskrizzjonijiet ripetuti “li m’ghandhomx jagbzu t-tliet xhur”.

Mizura ta’ minimizzar tar-riskji possibbli, id-daqgs izghar tal-pakkett (ez. sa 10 pilloli biss), aktarx li ma
tkun ta’ ebda benefi¢¢ju sinifikanti fil-minimizzar tar-riskji minhabba li d-doza letali (b’mod partikolari
meta tittiched mal-alkohol) hija taht 1-10 pilloli. Barra minn hekk, mhuwiex probabbli li pakkett izghar,
jirrizulta f"hazniet izghar ta’ medicina fid-dar, minhabba li pazjent li jkun qed ikun jigi ttrattat ghal ugigh
kroniku jista’ jinghata provvista ta’ xahar f’darba.

Bl-istess mod, m’huwiex probabbli li I-proposti sabiex jitnaqqsu l-provvisti ghal kull preskrizzjoni ghal
massimu ta’ 15-i gurnata, jew xahar, qabel ma tkun mehtiega revizjoni minn min jippreskrivi l-medic¢ina,
jkunu ta’ xi benefi¢¢ju sinifikanti fil-minimizzar tar-riskji: il-pazjent xorta wahda jkollu access ghal
kwantita kbira sinifikanti li tagbez id-doza letali.

Benefi¢¢ju-Riskju

Id-dejta disponibbli uriet effikacja limitata biss tal-prodotti medicinali 1i fihom dextropropoxyphene fil-
kura sintomatika tal-ugigh. Filwaqt li xi pazjenti jsibu li dawn il-prodotti jghinu fil-gestjoni tal-ugigh, ir-
rizultati minn provi klini¢i ma jipprovdux evidenza tal-effikacja superjuri ta’ dextropropoxyphene wahdu
jew flimkien ma’ paracetamol, meta mqabbel ma’ dozi terapewti¢i normali ta’ analgezi¢i sempli¢i. Barra
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minn hekk, in-nuqqgas ta’ dejta dwar l-effika¢ja fuq zmien twil ma ppermettix li jsiru konkluzjonijiet
definiti dwar l-effikacja tal-prodotti medic¢inali i fihom dextropropoxyphene bhala kura fuq zmien twil.

Ghalkemm ir-rappurtar spontanju ssuggerixxa li s-sinjal ta’ sigurta dwar id-doza eccessiva ma kienx
sinifikanti, dejta ohra aktar kompluta, b’mod partikolari minn ¢entri forensi¢i u minn statisti¢i nazzjonali
tal-mortalita kkonfermat li r-riskju ta’ doza eccessiva fatali ac¢identali taht kundizzjonijiet normali ta’
uzu asso¢jat ma’ prodotti medi¢inali li fihom dextropropoxyphene huwa ta’ thassib ewlieni, l-aktar
minhabba l-indi¢i terapewtiku zghir taghhom u l-ghadd kbir ta’ kazijiet ta’ fatalita. I¢-¢ifri differenti
pprovduti mis-sorsi ta’ dejta disponibbli (rapporti spontanji, ¢entri forensi¢i u tal-avvelenament, statistici
nazzjonali tal-mortalitad) urew, b’mod generali, numru sinifikanti ta’ kazijiet ta’ mewt li fihom
dextropropoxyphene kien prezenti f’livelli tossi¢i. Proporzjon sostanzjali tad-dozi eccessivi fatali huma
acc¢identali — li jsehhu taht kundizzjonijiet normali ta’ uzu, ghall-indikazzjoni licenzjata ta’ wgigh — u
hemm impatt sinifikanti fuq is-sahha pubblika rigward dawn il-kazijiet biss.

Minhabba I-kuntest kumpless li fih sehhew kazijiet ta’ doza eccessiva fatali taht kundizzjonijiet normali
ta’ uzu u minhabba l-indi¢i terapewtiku dejjaq u l-potenzjal ta’ mewt malajr, il-CHMP kien tal-opinjoni li
l-attivitajiet ta’ limitazzjoni tal-indikazzjoni proposti hawn fuq ghall-minimizzar tar-riskji , it-tnaqqis d-
dagsijiet tal-pakketti u/jew l-introduzzjoni ta’ aktar avvizi ta’ sigurtd u kontra-indikazzjonijiet (inkluzi
dawk minbarra t-Taghrif dwar il-Prodott) mhumiex sejrin ikunu jistghu jnaqqsu r-riskji ghal livell
accettabbli.

Fuq il-bazi tal-effikacja limitata u r-riskju sinifikanti ta’ doza ecc¢essiva fatali (b’mod partikolari d-dozi
eccessivi accidentali), il-CHMP kien tal-opinjoni li 1-bilan¢ bejn il-benefi¢¢ji u riskji tal-prodotti
medicinali li fihom dextropropoxyphene kien wiehed negattiv. Ghalhekk, il-CHMP irrakkomanda li jigu
rtirati  |-Awtorizzazzjonijiet ghat-Tqeghid fis-Suq kollha ghall-prodotti medi¢inali li fihom
dextropropoxyphene.

Grupp ta MAHs ma qabilx mal-opinjoni li tirrakkomanda l-irtirar tal-Awtorizzazzjonijiet ghat-Tqeghid
fuq is-Suq u talab ghal ezami mill-gdid tal-opinjoni.

Wara li kkunsidra r-ragunijiet dettaljati ghal ezami mill-gdid ipprovduti mill-grupp tal-MAHs bil-miktub u
bi spjegazzjoni orali, is-CHMP ikkunsidra 1i d-disinn tal-istudju kliniku propost sabiex juri effikacja
superjuri ghat-tahlita ta’ dextropropoxyphene u paracetamol vs. paracetamol wahdu kien difettuz u anki.
prova mfassla sew tista’ ma tbiddilx il-bilan¢ bejn beneficcju u riskju tal-prodotti medicinali
dextropoxypheneminhabba l-indi¢i terapewtiku dejjaq..

Ghalhekk, is-CHMP ikkonkludiet b’maggoranza li 1-bilan¢ bejn benefic¢ju u riskju ta’ prodotti medicinali
li fihom id-dextropropoxyphene huwa negattiv u li 1-Opinjoni tieghu tal-25 ta> Gunju 2009 ma ghandhiex
tigi riveduta ghal prodotti medi¢inali 1i fihom id-dextropropoxyphene u rrakkomandat l-irtirar tal-
Awtorizzazzjonijiet ghat-Tqeghid fuq is-Suq isir effettiv fi Zzmien il-15—il xahar li gejjin mid-Decizjoni tal-
Kummissjoni sabiex tippermetti li pazjenti li jaqgilbu ghal alternattivi aktar siguri, , meta jigi kkunsidrat 1-
uzu kliniku estensiv ta’ prodotti medi¢inali li fihom id-dextropropoxyphene u l-espozizzjoni wiesa tal-
pazjent f*xi Stati Membri.
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RAGUNIJIET GHALL-IRTIRAR TAL-AWTORIZZAZZJONIJIET TA’ TQEGHID FIS-SUQ
Billi

- [I-Kumitat ikkunsidra r-riferiment maghmul skont I-Artikolu 31 tad-Direttiva 2001/83/KE, kif emendata
ghal prodotti medicinali i fihom dextropropoxyphene;

- [I-Kumitat evalwa r-ragunijiet ghal ezami mill-gdid sottomess mill-grupp tal-MAHs fil-15 ta’ Lulju
2009, l-informazzjoni pprovduta mill-MAHs fi spjegazzjoni orali f1-20 ta’ Ottubru 2009 u d-diskussjoni
xjentifika fi hdan il-Kumitat;

- [I-Kumitat ikkunsidra li I-prodotti medicinali li fihom dextropropoxyphene urew biss effikacja limitata
fit-trattament sintomatiku tal-ugigh;

- [I-Kumitat ikkunsidra wkoll 1i gie rrappurtat ghadd sinifikanti ta’ kazijiet ta’ mewt li fihom kien prezenti
dextropropoxyphene f’livelli tossici li jikkonferma li r-riskju ta’ doza eééessiva fatali ac¢identali assocjat
ma’ prodotti medi¢inali li fihom dextropropoxyphene u Il-indi¢i terapewtiku zghir taghhom huwa ta’
thassib ewlieni;

- II-Kumitat ikkonkluda, wara li kkunsidra d-dejta disponibbli, 1i r-riskju ta’ doza eécessiva fatali
accidentali  asso¢jat mal-uzu ta’ prodotti medi¢inali li fihom dextropropoxyphene fit-trattament
sintomatiku tal-ugigh huwa hafna akbar mill-benefi¢¢ji. Barra minn hekk, il-Kumitat ikkunsidra Ii 1-
attivitajiet proposti ghall-minimizzar tar-riskji ma setghux inaqqsu r-riskji ghal livell accettabbli.

[I-CHMP, wara li kkunsidra I-kwistjoni kif stabbilita fir-rapport ta’ valutazzjoni ta’ referenza mehmuz,
irrakkomanda l-irtirar tal-Awtorizzazzjonijiet ghat-Tqeghid fis-Suq kollha ghall-prodotti medicinali kollha
imsemmijin fl-Anness I li ghandu jsir effettiv fil-15-i1 xahar li gejjin wara d-Decizjoni tal-Kummissjoni
sabiex tkun tista’ tinbidel il-kura tal-pazjenti ghal alternattivi aktar siguri b’mod partikolari, meta jigi
kkunsidrat 1-uzu kliniku estensiv tal-prodotti medicinali li flhom dextropropoxyphene u I-esponiment kbir
tal-pazjenti f'xi Stati Membri.

18



	Arrow  Generiques
	26, avenue Tony Garnier
	69007 Lyon
	Dextropropoxyphene
	Paracetamol almus
	30 mg/400 mg
	Arrow  Generiques
	26, avenue Tony Garnier
	69007 Lyon
	France
	Dextropropoxyphene
	Paracetamol arrow
	30 mg/400 mg
	Dextropropoxyphene
	Paracetamol
	Biogalenique
	30 mg/400 mg
	Sanofi- aventis France
	1-13, boulevard Romain Rolland 75014 Paris 
	France
	Di-antalvic
	30 mg/400 mg
	Suppositorju
	Użu għal ġor-rektum
	Biogaran
	15, boulevard Charles de Gaulle
	92700 Colombes
	Dextropropoxyphene
	Paracetamol biogaran
	30 mg/400 mg
	Bouchara Recordati
	68, rue Marjolin, BP 67
	92302 Levallois-Perret 
	Cedex France
	Dioalgo
	30 mg/400 mg
	Chemical Farma 
	3 quai Louis Blériot
	75016 PARIS
	Dextroref
	30 mg/400 mg
	Dci Pharma
	180, rue Eugène Avinée 
	59120 Loos
	Dextropropoxyphene
	Paracetamol dci
	Pharma
	30 mg/400 mg
	EG Labo - Laboratoires EuroGenerics
	"Le Quintet" bâtiment A
	12, rue Danjou
	92517 Boulogne Billancourt 
	Cedex  France
	Dextropropoxyphene
	Paracetamol eg
	30 mg/400 mg
	Expanpharm International
	6, rue de la Rochefoucauld  
	16000 Angoulême
	Dextropropoxyphene
	Paracetamol
	Expanpharm
	30 mg/400 mg
	Dextropropoxyphene
	Paracetamol hexal
	30 mg/400 mg
	Teva Santé
	1 cours du Triangle 
	92936 Paris La Défense 
	Cedex France
	Dextropropoxyphene
	Paracetamol ivax
	30 mg/400 mg
	Labo Concept Pharm 
	26, boulevard Paul Vaillant Couturier 94200 Ivry Sur Seine 
	France
	Dextropropoxyphene
	Paracetamol isomed
	30 mg/400 mg
	Qualimed 
	Dextropropoxyphene
	Paracetamol qualimed
	30 mg/400 mg
	Ranbaxy
	Pharmacie Generiques
	11-15 Quai de Dion Bouton
	92800 Puteaux 
	France
	Dextropropoxyphene
	Paracetamol rpg
	30 mg/400 mg
	Laboratoires Alter
	3, avenue de la Baltique
	ZI de Courtaboeuf
	91140 Villebon Sur Yvette
	France
	Dextropropoxyphene
	Paracetamol alter
	30 mg/400 mg
	Sanofi-aventis France
	1-13, boulevard Romain Rolland75014 Paris
	Di-antalvic
	30 mg/400 mg
	Laboratoires Therabel Lucien
	Pharma
	Fran ce
	Di dolko
	30 mg/400 mg
	Leurquin Mediolanum
	68-88, rue Louis Ampère 
	93330 Neuilly-sur-Marne
	France
	Talvidol
	30 mg/400 mg
	117 Allée des Parcs
	69800 Saint Priest
	France
	Dextropropoxyphene
	Paracetamol Mylan
	30 mg/400 mg
	Ratiopharm GmbH
	Graf Arco Strasse 3
	89079 Ulm
	Germany
	Dextropropoxyphene
	Paracetamol
	Ratiopharm
	30 mg/400 mg
	Sandoz 
	49, avenue Georges Pompidou
	92300 Levallois-Perret
	France
	Dextropropoxyphene
	Paracetamol G Gam
	30 mg/400 mg
	Sandoz 
	49, avenue Georges Pompidou
	92300 Levallois-Perret
	France
	Dextropropoxyphene
	Paracetamol Sandoz
	30 mg/400 mg
	Teva Santé
	Le Palatin 1
	1, cours du Triangle
	 92936 Paris la Défense Cedex
	France
	Dextropropoxyphene
	Paracetamol Teva
	30 mg/400 mg
	Sodephar
	176, rue de l'Arbrisseau 
	59000 Lille
	France
	Dextropropoxyphene
	Paracetamol Sodephar
	30 mg/400 mg
	Dextropropoxyphene
	Paracetamol Actavis
	30 mg/400 mg
	Dexap
	30 mg/400 mg
	Sanofi-aventis France
	France
	Dialgirex
	30 mg/400 mg
	Sanofi-aventis France
	France
	Dextropropoxyphene/
	Paracetamol
	Theraplix
	30 mg/400 mg
	Zydus France 
	25, rue des Peupliers
	ZAC Les Hautes Pâtures 
	Parc d’Activités des Peupliers
	92000 Nanterre France
	Dextropropoxyphene
	Paracetamol Zydus
	30 mg/400 mg
	Alter
	3, avenue de la Baltique 
	91140 Villebon Sur Yvette 
	France
	Dextropropoxyphene/
	Paracetamol/
	Cafeine Alter
	27 mg/400 mg/30 mg
	Arrow Generiques
	26, avenue Tony Garnier 
	69007 Lyon  
	France
	Dextropropoxyphene/
	Paracetamol/
	Cafeine Almus
	27 mg/400 mg/30 mg
	Arrow Generiques
	26, avenue Tony Garnier 
	69007 Lyon
	France
	Dextropropoxyphene/
	Paracetamol/Cafeine
	Arrow
	27 mg/400 mg/30 mg
	Arrow Generiques
	26, avenue Tony Garnier 
	69007 Lyon
	France
	Dextropropoxyphene/
	Paracetamol/
	Cafeine Offilink
	27 mg/400 mg/30 mg
	Plus Pharmacie
	Dextropropoxyphene / Paracetamol / Cafeine Isomed
	27 mg/400 mg/30 mg
	Biogaran
	15, boulevard Charles de Gaulle
	 92700 Colombes
	 France
	Dextropropoxyphene/
	Paracetamol/
	Cafeine Biogaran
	27 mg/400 mg/30 mg
	Eg Labo - Laboratoires
	EUROGENERICS
	"Le Quintet" - bâtiment A 92517
	Boulogne Billancourt Cedex
	France
	Dextropropoxyphene/
	Paracetamol/
	Cafeine Eg
	27 mg/400 mg/30 mg
	Ranbaxy
	Pharmacie Generiques
	Dextropropoxyphene/
	Paracetamol/
	Cafeine Rpg
	27 mg/400 mg/30 mg
	Mylan SAS
	117 Allée des Parcs
	69800 Saint Priest
	France
	Dextropropoxyphene/
	Paracetamol/
	Cafeine Mylan
	27 mg/400 mg/30 mg
	 Mylan SAS
	117 Allée des Parcs
	69800 Saint Priest
	 France
	Dextropropoxyphene/
	Paracetamol/Cafeine
	Mylan Pharma
	27 mg/400 mg/30 mg
	Qualimed (Lyon)
	117 Allée des Parcs
	69800  Saint Priest
	France
	Dextropropoxyphene/
	Paracetamol/
	Cafeine Qualimed
	27 mg/400 mg/30 mg
	Laboratoire Ratiopharm
	19, boulevard Paul Vaillant Couturier
	94200 Ivry sur Seine  France
	Dextropropoxyphene/
	Paracetamol/
	Cafeine Ratiopharm
	27 mg/400 mg/30 mg
	Sandoz
	49, avenue Georges Pompidou 
	92593 Levallois-Perret
	France
	Dextropropoxyphene/
	Paracetamol/
	Cafeine  G Gam
	27 mg/400 mg/30 mg
	Sandoz
	49, avenue Georges Pompidou 
	92300 Levallois-Perret
	France
	Dextropropoxyphene/
	Paracetamol/
	Cafeine Sandoz
	27 mg/400 mg/30 mg
	TEVA Santé
	 Le Palatin 1
	92936 Paris la Défense Cedex
	France
	Dextropropoxyphene/
	Paracetamol/
	Cafeine Teva
	27 mg/400 mg/30 mg
	Zydus France 
	25, rue des Peupliers
	ZAC Les Hautes Pâtures
	Parc d’Activités des Peupliers
	92000 Nanterre
	France
	Dextropropoxyphene/
	Paracetamol/
	Cafeine Zydus
	27 mg/400 mg/30 mg
	Sanofi-aventis France
	Propofan
	27 mg/400 mg/30 mg
	Franza
	Sanofi-aventis France
	France
	Dextropropoxyphene/
	Paracetamol/
	Cafeine Winthrop
	27 mg/400 mg/30 mg
	In-Norveġja
	Il-Portugall
	Id-Danimarka
	Id-Danimarka
	Id-Danimarka
	Id-Danimarka

