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ATC Dossier  DOSOIER
PRODUCT (INN NAME) THERAPEUTIC INDICATION(S)
1. MORPH | N E HCI NO02AAO1 Treatment of severe pain Available - Registered | Generic & WEU
5mg, 10mg, 20mg, 30mg IR tablets inEU
Methadone substitution
2. METHADON E HCI NO7BCO02 | Treatment of severe pain therapy (Treatment of | Available - Registered | Generic & WEU
5mg, 10mg, 20mg, 40mg tablets opioid dependency) in EU
3. AMITRIPTYLINE HCI NO6AA09 Depression Chronic neuropathic pain | Available - Registered | Generic & WEU
10mg, 25mg, 50mg film-coated tablets in EU
4, AMITRIPTYLI N E HCI NO6AA10 Depression Chronic neuropathic pain | Available - before Generic & WEU
75mg film-coated tablets NEW registration
Available - with
53 VALSARTAN C09CA03 | Congestive Heart Failure, | Treatment of hypertensio technological Generic
80mg, 160mg, 320mg film-coated tablets Myocardial Infarction tansfer
Treatment of smooth muscle spasms of biliary and
urinary origin;adjunct to other pharmacological . . .
o RRO.I;%VEtRIRE HCI SRR treatment in smooth muscle spasms of gastrointestinal Avélliﬂleeﬂ?tered el
ikt il (58 origin; tension type headache; dysmenorrhoea n in Asla
Treatment of symptoms | Treatment of functional
7. | DIOSMIN/ HESPERIDIN C05CA53 | related to venolymphatic | - symptoms related to  { \ japje - Registered WEU
450mgq/ 50mq f.c. tablets - NEW insufficiency (heavy legs, acute hemorrhoidal in EU
9 gir.c. pain, restless leg at bedtime) attack.
Treatment of symptoms | Treatment of functional
related to venolymphatic symptoms related to )
8. gDoloosp{ll(l)I;I/ HfESthE|RtID|I\]|gW CO5CAS3 insufficiency (heavy legs, acute hemorrhoidal Avaylablg } u.nder WEU
mg L RSl CUS pain, restless leg at bedtime) attack. EgBIEiEnii Y
ACETYLSALICYLIC ACID /
9. NO2BA51 Relieving pain and reducing inflammation, Available - Registered Generic
SC(QEII;/ELI;IDEQ tablets high temperature and fever in EU
Treatment of high blood pressure and fluid retention
10. BENDROFLUMETH |AZ| DE C03AA01 (oedema) associated with kidney, liver or heart Available - before Generic
2,5mg, 5mg tablets problems and pre-menstrual syndrome registration
co D E I N E P H OS P H ATE égﬁ;i:gd;z;e: f:‘r’t)ijgirn::t?rliirt Codeine is indicated in patients
¢ d in which i older than 12 years of age . B A q
11. HEMIHYDRATE RO5DA04 "c:rf:i:zz tz’szersﬁggj l'fy O'fh"e‘:t fort:: ;::éztctilr::‘gg l:(;lLefof Avaﬂabl;eIn ESgISterEd Generic
10mg, 15mg, 20mg, 30mg tablets B and dirthoea
Symptomatic treatment of pain of mild to
12. DEXKETOPROFEN MO1AE17 moderate intensity, such as musculo-skeletal Available - Registered Generic
25mg film-coated tablets - NEW pain, dysmenorrhoea, dental pain in EU
ACRIVASTINE /
13. PSEUDOEPHEDRINE RO6AX18 Treatment of allergic rhinitis Available - Registered Generic
8mg/ 60mg hard capsules - NEW inEU
Treatment of attention deficit/hyperactivity
14 DEXAMPHETAMINE NOGBAO2 disorder (ADHD) in children and adolescents aged Available - under WEU & Generic
: SU LFATE 6-17 years, when response to another medicine, registration in EU
5mg, 10mg, 20mg tablets - NEW methlyphenidate, is not sufficiently effective 9
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