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Angaonde klinisk likemedolsprowning, ref nr dor 159: 200274152,

Ceaanatiands stidie bedivs vid BNE mad mkkidaing &y paliealar sadan

januan 2004, Under sludiens fdapp har pafientinfermationen andrals vid ta
tilHglen, dels p g a repoort om levanpdsakan vid bahanding ochdels pga
rapport om aggressiviiet ooh fantighat. Dat religoar nu rmppan angdende
sufchllarban van o ol Srsbied v K sk opllabnadBoniny B veaslde e
prowning, inklusive dtgarder som vid tagits/planerats for patienter | stodien.

Till dags dalo har 20 pabenfer inkludecats i sludien, 12 man och 8 kvinno. De
has an Alder rmelan 19 — 48 ar. Fjorbon st har ADHD a9 kombinerad bp och

B &t hiar ADD. En pal bai anaimiiel Bala ludan. Yiterkiana bia &F faafanandi
kar i stedian. En palient med &0HD kembdnarad typ mad myckeat bra svar pa
bahardlingan har tagits ur shudan p g & Sehdyda fransaminaser wid kanteell |
sambiand med bestk 10, Transaminassteqnnaen har gt | regress efer
wisibining av preparatat. Denna patiznt har anmaks till er lokala beverkningsenhed
Tuii patienier har tagite ur stodien p g & aggressiviedfentigbol, efier 10 ep 7
bestk. Tvd kvinnliga patienier, har Eagils ur studien p g a depressivilet ulan
suicidiankar. Tidigare depression med suicidlankar har varil exklusionskribare fr
sludien

”To this date 20 patients have been included in the study, 12 men and 9 women.
They have an age between 19-48 years. Fourteen have ADHD of combined type
and 6 have ADD. One patient has completed the whole study. Another four are
still left in the study. One patient with ADHD of combined type with very good
response to the treatment has been taken out from the study due to increased
transaminas levels at the control in visit 10. The increased level of transaminas
has gone into regress after discontinuation of the drug. This patient has been
reported to your local adverse reaction unit. Two patients have been taken out
from the study due to aggression/hostility, after 10 and 7 visits, respectively.
Two female patients, have been taken out from the study due to depression without
suicide thoughts. Earlier depression with suicide thoughts has been an exclusion
criterion for the study.”



