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Bod 4.4:

- NMS (neurolepticky maligni syndrom) je potencialné Zivot ohroZujici stav, ktery je
charakterizovany hypertermii, svalovou rigiditou, autonomni instabilitou, poruchami védomi
a zvysenou hladinou kreatinfosfokinazy v séru; mezi dalsi pfiznaky mohou patfit
myoglobinurie (rabdomyolyza) a akutni renalni selhani.

- NMS byl velmi vzacné hlasen v souvislosti s uzZivanim donepezilu, zejména u pacientu
soucasné uzivajicich antipsychotika.

- Pokud se u pacienta objevi priznaky NMS, nebo pokud se objevi nevysvétlitelna horecka bez
dalsich pfiznakd NMS, l1é¢ba by méla byt prerusena.

Bod 4.8 (Poruchy nervového systému):

- Velmivzacné: Neurolepticky maligni syndrom

IL

Zavaziné nezadouci Ucinky:

Pokud se u vas objevi horecka soucasné se svalovou ztuhlosti, pocenim nebo poruchou védomi (stav
nazyvany neurolepticky maligni syndrom), vyhledejte okamzité Iékare; mlze byt tfeba naléhavé
|ékaFské oSetreni.

in SmPC section 4.4:

- that NMS is a potentially life-threatening condition and characterised by hyperthermia, muscle
rigidity, autonomic instability, altered consciousness and elevated serum creatine phosphokinase
levels; additional signs may include myoglobinuria (rhabdomyolysis) and acute renal failure;

- that NMS has been reported to occur very rarely in association with donepezil, particularly in

patients also receiving concomitant antipsychotics;

- that if a patient develops signs and symptoms indicative of NMS, or presents with unexplained high
fever without additional clinical manifestations of NMS, treatment should be discontinued;

in SmPC section 4.8) (under Nervous system disorders):

- NMS as an adverse reaction;



in PL (under Serious side effects):

- advice to tell a physician immediately if as a patient one notices fever with muscle stiffness,
sweating or a lowered level of consciousness (a disorder called “Neuroleptic Malignant Syndrome”),
as urgent medical treatment may be needed.



