
ZOXADON ODT 

SCHEDUUNIi STA11JS E 1 
1. NAME OF ThE MEDICINE 
ZOXADON ODT 0,5mg orodisperaible tablets 
ZOXADON ODT 1 mg orodispersible tablets 
ZOXADON ODT 2mg orodispersible tablets 

2. QUALITATIVE AND QUANEITATIVE COMPOSFEION 
Active ingredient: 
ZOXADON ODT 0,5 mg: Each orodispemible tsblet contains riaperidene 0,5mg 
ZOXADON ODT 1 mg: Each orodiaperaible tablet contains riaperidone 1 mg 
ZOXADON ODT 2mg: Each oredieperaible tablet contains riaperidone 2mg 

Exciplents with known effect 
ZOXADON 001 contains sweetener (aspartame) in the following quantities: 0,4 mg, 0,8 mg, 1,6mg per 0,5 mg, 
1 mg, 2mg tablet, respectively. 
ZOXADON 001 contains sugar (mannitol 27,8 mg, 55,6 mg and 111,2 mg per 0.5 mg, 1 mg and 2mg tablet, 
respectively). 
For the hill lint of excipients, see section 6.1. 

3. PHARMACEIJ11CAL FORM 
0rediepereible tablets. 
ZOXADON 001 0.5 mg: Round (diameter = 5mm), slightly biconvex, pink marbled orodiopersible tablet 
ZOXADON 0011 mg: Round (diameter = 6mm), slightly biconvex, pink marbled orodiopemible tablet 
ZOXADON 0012mg: Round (diameter = 8mm), slightly biconvex, pink marbled orodiopemible tablet 

4. CLINICAL PARTICULARS 
4.1 Therapeutic IndIcations 
ZOXADON 001 tablets are indicated for the tmatment of: 
• acute and chmnic schizophrenic psychoses and related psychosis in which positive symptoms (ouch as 

hallucinaitone, delusions, thought disturbances, hostility and euspicisn( sod/or the negative symptoms (ouch as 
blunted affect, emofisnal and social withdrawal, and poverty of speech( am preminent. 
ZDXADDN DOT tablets also alleviate affecitve symptoms (such as depression, guilt feelinge, snxiety( associated 
with schizophrenia. In patients who have shown an iniltal treahnent response, ZOXADON 001 tablets are also 
effecitve in maintaining the clinical impressment 

• conduct and other dismpitve behaviour disordem in children (aged 5- 12 yeam), with sub-average intellectual 
functioning or mental retardation in whom destrucitve behaviours (e.g. aggression, impulsivity and self-injurious 
behavioum( am prominent 
The weight of the child should be 50kg and above to take ZOXADON 001. 

• mania in bipolar diserder. These episodes are characterised by symptoms such as elevated, expansive or irritable 
mood, inflated self-esteem, decreased need ter sleep, pressured speech, racing thoughts, distractibility, or poor 
judgment, including disruptive or aggressive behaviours. 

4.2 Posology and method of adminiutratiun 
Posology 
Schizophrenia: 
Switching from other anitpsychotics to ZOXADON DOT: 
When medically appmpriste, gradual disconitnualion of the previous heutment, wills ZOXADON 001 therapy is 
m utated, in recommended. Also, if medically appropriate, when switching patients from depot antipsychotics, 
m utate ZOXADON 001 therapy in place of the nest scheduled injection. The need for continuing existing anti-
Parkinson medicines should be re-evaluated periodically. 
Adults 
ZOXADON 001 maybe given once or twice daily. Patients should start with ZOXADON 0012mg/day. The dosage 
may be increased on the second day to 4mg/day. From then an, the dosage can be maintained unchanged, or 
further individsalised, if needed. Meet patients will benefit from doily doses of between 4mg/day and 8 mg/day. 
Doaes above 6 mg/day (when administered twice daily( were associated with more extrapyramidal oymptoms and 
ether adverse effects, and are net recommended. In some patients, particularly with first episode acute psychosis, a 
slower titration phaoe soda lower starting and maintenance dose may be appropriate. Doses shove 10 mg/day 
hove net been shown to be aopsrior in efficacy to lower dooes and may cause an increased incidence of side 
effects ouch so extrapyramidal symptoms. Dosages above 10mg/day should only be considered if the benefits 
ostweigh the risk. The maximum total daily dose is 16mg/day. 
A benzodiazepine maybe added to ZOXADON ODI ii additional aedat ion is required. 

Special populations 
Elderly 
It is recommended to half both the starting dose and the subsequent dose increments in elderly patients. 
A starting dose of 0,5mg twice daily is recommended. This dosage coo be individually adjusted wtih 0,5mg twice 
daily increments te l -2mg twice daily. 

Paedlatrlc population 
ChIldren 
Not far children under 15 years ax efficacy and safety in children under the age sf15 years have oat been 
demonstrated in schizophrenia. 

Mania In bipolar disorders: 
Malts 
ZOXADON 001 should be administered on a once daily schedule, staritng with 2 or 3 mg. Dosage adjustments, 
indicated, should occur at intervals of net less than 24 hours and in dosage increments sf1 mg per day. Efficacy 
was demonstrated in flexible doses seer a range of 1 -6mg per day. 
The continued use of ZOXADON 001 must be evaluated and juetif led on an ongoing basis. 

Special populations 
Paediutric 
Experience is lacking in bipolar mania in children and adolescents less than 18 years of age. 
Conduct and other disruptive behaviour disorders in children 5-12 yours of age (50 kg and over) 
This formulation is not ositable for the treatment of behavioural disturbances in children under 50kg. 
A starting dose of 0,01 mg/kg once daily is recommended. This dosage can be individually adjooted by incremento 
of 0,01 mg/kg once daily, net more frequently than every ether day, if needed. The recommended maintenance 
dose is 0,02 - 0,04 mg/kg once daily. The mean dose is 0,03 mg/kg once daily. 
The continued use of ZOXADON 001 months evaluated and junttiied on an ongoing hasio. Experience io lacking in 
children aged less than 5 years (see section 4.3). 

Renal and hepstic impainsent 
Patients wtih renal impairment have less ability to eliminate the active eotipoychotic fraction than normal adults. 
Patients wtih impaired hepatic function have increases in plasma concentration of the free fraction of riaperidone. 
Irrespective of the indication, starting and cooaecofive dosing should be halved, and dose titration should be slower 
for patients with renal or hepatic impairment 
ZOXADON 001 should be used wtih caution in these groups of patients. 

Method of adminiatratiun 
ZOXADON 001 can be taken before or after food (see section 5.1). 
Only remove a tablet from the blister when ti is time to take your medicine. Peel open a blister to eapaoe the tablet. 
Do not push the tablet through the foil as the tablet is fragile and may break. 
Remove the tablet from the blister with clean dry hands and place the tablet on your tongue straight away. 
The tablet will begin to disintegrate immediately. It can then be swallowed wtih or without water. 

Minced dave: 
Medical pructitionera should advise patients who forget to take ZOXADON ODT ta take a dose as soon as possible 
and then continue with the normal dose. Patients should nut take a double dose to compensate for the missed dose. 

4.3 Contraindlcatiunu 
• hypersensitivity to risperidone or to any of the ingredients of ZOXADON 001 
• conduct and other disrupitve behaviour disontera in children: ZOXADON ODI is cantralndicated in children under 

5 years of age as efficacy and safety in these children have net boon demonstrated 
• safety of ZOXADON 001 tablets in pregnancy or lactating women has net been established (see section 4.6) 
• Psoldnson's disease and Lewy body dementia (see section 4.4(. 
4.4 Special warnings and precautions fur use 
This formulation is nof asitable for the treatment of behavioural disturbances in children weighing less than 50kg, 
and adults with dementia. 

Dementia associated with Pnildnson's disease and senile dementia 
Patients wtih Parkinson's disease or dementia wtih Lowy bodies (DLB) may be at risk of neureleptic malignant 
syndrome QIIMS( as well as an incresoed senotiivity to antipaychofic medicines such as ZOXADON DOT. 
Manifestations of this increased sensitivity can include contusion, obtondation, and pastoral instability with frequent 
falls, in addition to extrapyrsinidal symptoms. 
In clinical trials, elderly ZOXADON 001 treated patients had a higher mortality than placebo treated elderly patients. 
Caution should be used when prescribing ZOXADON 001 to patients with Parkinson's disease since it might cause 
a deterioration of the disease (see section 4.3). 

lncreaaed mortality in elderly people with dementia 
Elderly patients with dementia, when treated with atypical antipoychotico such as ZOXADON ODT, have an 
increased mortality. 

Concomitant use wIth furosemide 
There is a higher mortality in elderly patents with dementia treated with furosemide and riaperidone, when 
compared to patients Seated with ZOXADON DOT alone. No pathophysiological mechanism has been identified ta
explain this finding, and no canaistent pattem tor cause of death observed. Csuriton is advised in these patients. 
Dehydration is an overall risk fur mortality and should therefore be carefully avoided in elderly patients with
demenita. Concomitant use of ZOXADON DDI with ether diuretics (mainly thiazide diuretico used in law dose) is not 
asseciated with similar findings. 

Renal and hepatic impairment 
Patiento with renal impairment have less ability to eliminate the active antipoychotic fraction of ZOXADON 001 than 
adults with normal renal function. Patients with impaired hepatic function have increases in plsema concentration 
of the free Section of risperidone (see section 4.2). 
Tardive dynkinesis 
Tardive dyokinesia (ID), a syndrome consisting of potentisly irreversible, involuntary dyakinetic movements 
predominanity of the face and tongue, may develop in patients treated with ZOXADON ODI. Although this syndrome 
of TO appears to be moat prevalent in the elderly, especially elderly females, it is impossible to predict at the onset 
of treshnent which patients are likely to develop TO. 
It has been suggested that the occurrence of Parkinsenian side effects is a predictor for the development of TO. 
The risk of developing TO and the likelihood that it will become irreversible are believed to increase an the duration 
of treshnent and the total cumulative dose of ZOXADON DOT administered to the patient incresses. However, the 
syndrome can develop, although less commonly, after relatively brief periods of treshnent at low doses. 
There is no Isrown treatment for an established case of TO. The syndrome may remit partially or completely if 
ZOXADON COT is withdrawn. 
ZOXADON COT treshnent itself, however, may suppress the oigns and symptoms slID, thereby masking the 
underlying process. The effect of symptom suppression span the long-tens course of ID is unknown. In view of
these considerations, ZOXADON 001 should be prescribed isa manner that is most likely to minimise the risk 
of TO. ZOXADON COT should be reserved for patients who appear to be obtaining substantial benefit from the 
medicine. In such patients the amalleet dose and the shortest duration of treatment should be seught. 
The benetit for continued treatment should be reassessed periodically. it signs and symptoms sf10 appear in 
a patient, ZOXADON COT discontinuation should be considered. However, some patients may require treatment 
despite the presence of this syndrome. 

Exfrapyram!dalsymptosrs and psychvsfimulants - Cast ion is warranted in patients receiving both psychostimulants 
(e.g. methylphenidate) and rispeddone concomitantiy, as extrapyramidsi symptoms could emerge when adjusting 
one or both medicatiens (sea section 4.5). 

Neuroleptic malignant syndrome 
Neumleptic malignant syndrome (NMS) isa potentially total symptom complex that has bees reported in 
association wtih the use of ZOXADON 001. Clinical maniteatatioos of NMS are hyperthermiu, muscle rigidity, altered 
mental states (including catatonic signs) and evidence of ast000mic instability (irregular pulse or blood pressure, 
tachycardia, cardiac dysrliythmias and diaphuresia). Mditisoul signs may include elevated creatine phoaphukmoase 
)CPI levels, myoglobiouria )rhabdomyolyaiu), and acute renal failure. 
In arriving at a diagnosis, it is impartast to identity cases where the clinical presentation indudes both serious 
medical illnesses (e.g. pneumonia, systemic infection, etc.) and untreated or inadequately treated extrapyramidal 
signs and symptoms (EPS). Other important considerations in the differential diagnosis include central 
antichulinergic toxicity, heat stroke, medicine fever and primary central nervous system pathology. 

The management uf NMS should include: 
1. immediate discontinuation of all antipoychetic medicines and ether medicines oat essential to concurrent 

therapy; 
2. intensive symptomatic treatment and medical monitoring; and 
3. treatment of any concomitant serious medical prublemo tor which specific treatments am available. 
Them is no general agreement about specific pharmacological treatment regimens fur uncomplicated NMS. 
If a patient requires ZDXADON DOT treatment after recovery from NMS, the potential reintroduction of the medicine 
should be carefully considered. The patient should be carefully monitored, since recurrences of NMS have bsen 
reported. 

Hyperproiactlnaemla 
Hyporprelactinsemia isa common side effoct of treatment with ZOXADON 001. A dose-dependent increase in 
planmu prolsctin concentration may occur. Evaluation of the prolactin plasma level is recommended in patients with
evidence of possible prolactin-related side effects (e.g. gynsecomastis, menstrual disonters, anovulation, fertility 
disonter, decroased libido, eroctile dysfunction and gslactorrlioe . 
Cell growth in human breast tumsurs may be stimulated by prelactin. Although no clear association with the 
administration of antipsychotics. such as ZDXADDN DOT, has so far been demonstrated, caution me rocommended 
in patients with relevant medical history. ZOXADON 001 should be used with caution in patients with pre-existing 
hyperprolactinsemia and in patients with possible prolactin-dependent tumsurs. 
Premenopausal women who develop secondary amenorrhsea of greater than six months duration should receive 
appropriate preventative therapy to avoid hypo-oestmgenic bone lose. 

Hypergiycaeoiia and diabetes mellitun 
Hyperglycaemia and exacerbation of pre-existing diabetes mellitso have been reported on ZOXADON ODI treatment. 
Hyperglycaemia, in some csoes estreme and associated with ketsacidosis and hyperosmolar coma or death, has 
been reported in pstients treated with ZOXADON 001. Patients with an establiohed diagnosis of diabetes mellitus 
who are started on ZOXADON 001 should be monitored regularly for worsening of glucose control. Patients with 
risk factors for diabetes mellituo (e.g. obesity, family history of diabetes) who are starting treatment with 
ZOXADON 001 should be monitored for symptoms of hyperglycsemis including polydipsia, pelyuria, polyphagia 
and weakness. Patients who develop symptoms of hyperglycaemia during treatment with ZOXADON 001 should 
undergo fasting blood glucose testing. In some cases, hyperglycaemis has resolved when ZOXADON ODI wan 
discontinued. However, some pstients required continuation of antidisbetic treatment despite discontinuation of
ZOXADON 001. 
Cerehrovaocuiar adverse events 
Cerebrevascular adverse events )CVAEs), including cerebrovascular accidents and transient ischaemic attacks, have 
been reported during treahnent with ZOXADON ODI. There isa higher incidence of cerebrovascular adveroe events, 
including cerebrovoecular accidents, transient iechsemic attacks and fatalities, in elderly patiento with dementia 
treated with ZOXADON ODI. 
The risk of CVAEs was significantiy higher in patients with mixed or vascular type of dementia when compared to
Alzheimer's dementia. Therefore, patients with types of dementiso ether than Alzheimer's should not be Seated with
ZOXADON 001. 
Patients/caregivers should be cautioned to immediately report signs and symptoms of potential CVAEs ouch as 
sudden weakoess or numbness in the face, arms or legs, and speech or vision problems. All treahnent options 
should be considered without delay, including diocantinuation of ZOXADON 001. 
ZOXADON 001 should only be used short tens for persistent aggression in patients with moderate to severe 
Alzheimer's dementia to supplement non-pharmacological approaches which have had limited or no efficacy and 
when there is potential risk of harm to seit or others. 
Caution is advised in all patients wtih risk factors for stroke, and regular assessment for the need for 
ZOXADON 001 treatment is recommended. 

Orthontatic hypotennion 
Due to the alpha-blocking activity of ZOXADON COT, (orthoatatic) hypoteosion can occur, especially during the initial 
dose-titration period. ZOXADON ODT should bo ssed with caof ion in patients wtih known csrdiovasculor disease 
(e.g. heart failure, myocardial intarctiso, conduction abnormalities, dehydration, hypovolaemia or cerebrovascular 
disease), and the dosage should be gradually titrated, as recommended. A dose reduction should be considered if 
hypotenaiso occurs. 
Leukupuenia, neutropenia and agrunulocytosin 
Events of leukupaeoia, neutrupenia and agranulocytasis have bean reported with rioperidune, wtih agranulucytusis 
reported during post-marketing surveillance. 
Patients wtih a history of a clinically significant low white blood cell count (NBC) or a drug-induced leukupaeoia/ 
oeulrapenia should be monitored during the lied few months of therapy and discontinuation of ZOXADON DOT 
should be considered at the itrst sign of a dinically sigoiticaut decline in WBC in the absence of ether causative 
factors. 
Patients wtih clinically significant neutrupenis should be carefully monitored for fever or ether symptoms or signs of
infection and treated prompity if such symptoms or signs occur. 
Patients wtih severe neutrupenia (absolute neutrapenia count <1 x 1091L) should discontinue ZOXADON ODI and 
have their WBC followed until recovery. 

QT prolongation 
CT prolongation has bsen reported with the use of risperidune, as in ZOXADON ODI. 
Caution should be exercised when ZOXADON DOT is prescribed in patients with known cardiovascular disease, 
family history sf01 prolongation, brudycsrdiu or electrolyte disturbances (hypukalsemia, hypumagnessemis), as
it may increase the risk of dysrhythmsgenic effects, and in concomitant use with medicines known to prolong the 
CT interval. 

Intranperative floppy ifs syNdrome 
Cases of intraoperative floppy iris syndrome (IFIS) during cataract surgery have been reported in patients taking 
risperidone, an us ZOXADON ODI. IFIS may increase the risk of eye complications during and after cataract surgery. 
Complications of IFIS during cataract surgery include iris trauma: pseterior capsule ropture and vitreous lose. 
Post-operative complications include incressed intraocular pressure snd cystoid maculsr sedems. it is therefore 
recommended to verity pre-surgery duta gathering on patient histerj snd the previous or current use of 
ZOXADON CDT. 
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PItuitary adenunias 
Benign pituitary adenomse have bsen roported during post-marketing surveillance. No causal association could 
be detected. 

Seizures 
Seizures hove been reported sfter treahnent with ZOXADON ODI. Caution is recommended when Seating patients 
with epilepsy or other conditions that potentially lower the seizure threshold. 
Peinpiam 
Priapism may occur with ZOXADON COT treatment due to its alphs-sdrenergic blocking effects and has been 
reported during post-marketing surveillance (see secton 4.8). 
Body temperature regulation 
ZOXADON COT may diaropt the body's ability to reduce core body temperature. ZOXADON ODT should ho used 
wtih caution in patients who experience conditions that contribete to es increase in core body temperature, e.g. 
strenuous exercise, exposure to extreme heat, concomitant use with soticholioergic medicines, or being subject to 
dehydration. 

Antiemetic effect 
ZOXADON 001 may have an antiemetic effect which could mask the signs and symptoms of oventusage with 
certain medicines or conditions such as intestinal obstruction, Reye's syndrome and brain tumour. 

Weight gain 
Weight gain has bsen reported with ZOXADDN DDT use. Weight should be monitored regularly. 

Venous thromboemboliom (VIE) 
Since patients treated with antipeychotics. such as ZOXADON CDT, often present with acquired risk factors tor 
VIE, all possible risk factors for VIE should be identified betere and during treatment with ZOXADON CDT, and 
preventative measures taken. 
Stopping ZOXADON ODT treatment: 
Gradual withdrawal of ZOXADON COT ma recommended because of the risk of withdrawal symptoms, including 
sweating, nausea, vamitng and rebound psychosis, with abrupt cessation of treatment. 

Infansation on excipients of ZOXADON ODT: 
Aspsrtame is hydrolysed in the gastrointestinal Sect when orally ingested. One of the major hydrolysis products 
is phenylalanine, which may be harmful to patients wtih phenylketenuris. Neither non-clinics] nor clinical data are 
available to assess aspsrtame use in infants below 12 weeks of age. 
Paediatilc population 
Before ZOXADON 001 is prescribed to a child or adolescent with a conduct disonter, they should be carefully 
assessed ter physical and social causes of the aggressive behaviour, such as pain or inappropriate environmental 
demands. The sedative effect should be carefully mootiured in this population due to the possible impact on 
leamiog ability.A change in the time of administration of ZOXADON CDI could imposve the impact of the sedation 
so attention facuties of children and adolescents. 
ZOXADON 001 is associated wtih increases in body weight and body mass index, therefore baseline weight 
measurement prior to treatment, and regular weight mootioriog, is recommended. 
Because of the potential effects of poslunged hyperprulactioaemis en growth and sexual maturation in children and 
aduleoceotu, regular clinical evaluation of eodocrinolugical status should be considered, including measurements of 
height, weight, sexual maturation, monitoring of menstrual functioning, and uther potential prolactin-related effects. 
Regular examination tor estrspyramidul symptoms and other movement disorders should also be conducted during 
treatment with ZOXADON DOT. 

4.5 Interaction with other medicines and other forms of interaction 
rharmacodynamlc-related InteractIuss 
Medicines known to prolong the QTinte,val: 
Catutiun is advised when prescribing ZOXADON 001 with medicines known ts prolong the DI interval, such 
as sstidysrhythmico (e.g. quinidine, disepyramide, procainamide, prepafenone, smiodorane, sstalol(, tricydic 
antideprossasts (i.e. smitriptyline), tetracyclic antideprossasts (i.e. mspreitline), seme antihistamines, uther 
sstipsychotics, same anitmalarials (i.e. quinine and metluquine) and with medicines causing electrolyte imbalance 
)hypokalsemis, hypomagnesaemia), brudycardia, or those which inhibit the hepatic metabolism of ZOXADON 001. 
This lint is indicative and nut eabsuotive. 

Centraiiy acting medicines and aicohol: 
Given the primsry central nervous system )CNS( depreesive effects of ZOXADDN DOT, it should be used with 
caution in combination with alcohol and other centrally acting medicines, including opiates, antihistamines and 
benzediazepines due to increased riok of sedation. 
Levodopa and dopamine agonistuc 
ZCXADCN COT may antagonise the effect of levodopa and ether dopamine agonists. If thia combination is deemed 
necessary, particularly in end-stage Parkinson's disease, the lowest effective dooe of each treatment should be 
prescribed. 

Medicines with hypotensive effect 
Clinically significant hypotension has bean observed wtih concomtiant use of ZCXAOCN ODI and antihypertensive 
treatment 

Psychost!muiandv 
The combined use of psychsstimulants (e.g. methylpheoidute) with ZOXADON DDI can lead to estrspyramidul 
symptoms upon change of etiher or both treatments (see sectien 4.4). 

Paiipeddone: 
Concomitant use of ZOXADDN DOT with paliperidune monet recommended as paliperidone is the acitve metabolite 
of risperidone, and the combmnaiton of the two may lead ts additve antipsychotic fracton expseure. 

Pharmacoidnetic-related interactions 
Food does not affect the absorption of rioperidone. 

Risperidone, as in ZOXADON ODI, is malnly metabelised through cytschrome P450 2D6 (CYP2O6(, and to a 
lesser extent through CYP3A4. Both risperidone and ito active metabolite 9-hydrexyrioperidone are substrates of
P-glycopretein (P-gp) activity. Substances that modify CYP2D6 activity, or oubstances strongly inhibiting or inducing 
CYP3A4 and P-gp, may infi uence the pharmacokmnetco of risperidone active antipsychofic fraction. 
Strong CYP2D6inhibitorsc 
Ca-administration of risperidone with a strong CYP2O6 inhibtior may increase the plasma concentrations of
ZCXADCN COT, but lens se of the active antipaychotic fraction. Higher doses of a strong CVP2O6 inhibtior may 
elevate concentrations of tire risperidone active antipsychotic fraction (e.g. parexetine, see below). It is expected 
that other CYP2O6 inhibitom, such as quinidine, may affect the plasma concentrations of ZOXADON COT ins similar 
way. When concomitant parexetine, quinidine, or another strong CYP2O6 inhibitor, especially at higher doses, is 
initiated er discontinued, the medical practitioner should re-evaluate the dosing of ZOXADON CDT. 

CYP3A4 and/or P-pp inhibitoruc 
Ca-administration of risperidose with a strong CYP3A4 and/or P-gp inhibiter may substantially elevate plasma 
cooceoSetions of the ZOXADON CDT active antipsychotic fraction. When concomtiaot iSeconazole or another strong 
CYPSA4 and/or P-gp inhibiter is initiated or discontinued, the medical practtiiuoer should re-evaluate the dosing of
ZCXADCN COT. 

C1P344 and/or P-pp induce,s: 
Ca-administration of riuperidone with a strong CYP3A4 and/or P-gp inducer may decrease the plasma 
concentrations of the ZOXADDN ODT active antipsychutic Section. 
When concomitant caubamazepine or annther utseng CYP3A4 and/or P-gp inducer is intimated or discontinued, the 
medical practtiiuoer should re-evaluate the dosing of ZOXADON DOT. 
CYP3A4 inducers exert their effect ins time-dependent manner and may take at least 2 weeks to reach maximal 
effect after introduction. Conversely, on discontinuation, CYP3A4 induction may take at least 2 weeks to decline. 

Highly protein -bound d,ugsc 
When ZOXADON ODT is taken tegether with other highly protein-bound medicines (e.g. diszepsm. wsnfsrin. digaxin, 
imipramine and propranolol), there is no dinically relevant displacement of ether medicine from the plasmu 
proteins. 
When using concomitant medication, the corresponding label should be consuted for information on the route of 
metabolism and the possible need to adjust dosage. 

Effects of other medicines on the phannacokinstics ol ZOXADON ODT: 
Antiepileptic& 
Carbsmszepine, 5 strong CYP3A4 inducer and P-gp inducer decreaseo the plasma levels of the active antipsychetic 
fraction of rioperidone by about 50%. Similar effects may be observed with other hepatic enzyme inducers e.g. 
phenytsin and phenobsrbitsne. Co discontinuation of carbamszepine or ether hepatic enzyme inducers, the dosage 
of ZCXADCN CDT should be re-evaluated snd, if necessary, decreased. 
Valproato: valpreate T,., increases hem 1,3 hours te 2,0 hours showing no clinicslly relevant effect. 
Topiramute: modest decresse in risperidone bloavailability. but not that of the active astipsychetic Section. 
Therefore, this interaction io unlikely to be of clinical significance. 
Antipsychot!c&' 
Phenethiozines may increase the plasma concentration of rioperidone bet not that of the antpaychotc Section. 

Seiecfive serotonin iesq,take inhibitors (SSRls) and titcyclic antidepressantsc 
Fluoxetine and parvxetine, strong CYP2O6 inhibitors, increase the plasma concenhetion of risperidone but lesson 
of the antipsychotic fraction. Doses of pamoetine higher than 20mg/day may elevate the concenhetions of the 
risperidone active antipaychotic Section. 
Fluoxetine kinetics were net changed in combinatisn with ZOXADCN CDT. When concsmtiant ifuesetine or 
paroxetine is intiiated or discontinued, the dosing of ZCXADCN COT should be re-evaluated. 
Tricyclic antidepressants may increase the plasma concenhetions of riaperidone but net those of the active 
antipaychetic fraction. Amitriptyline does nst affect the phannacokinetica of ZCXADON CDT or the active 
antipsychetic fraction. 
Sertraline, a weak inhibitor of CYP2D6, and lluvossmine, a weak inhibtior of CYP3A4, at dosages up to 100 mg/day, 
are not associated with dinically significant changes in concenSetiona of the riaperidone active antipaychotic 
fraction. However, doses higher than 100 mg/day of aertraline sr lluvossmine may elevate concenhetions of the 
risperidone active antipaychotic Section. 
Venlafesine: risperidsne ares under the curve (AIJC( increased and riaperidone clearance decreased, but there is no 
effect on 9-hydroxyriaperidone and the active moiety. 
Quetispine: no significant interaction. 
Clozapine: no significant interaction. 

Antibacte,fal&' 
Erythromycio, a moderate CYP3A4 inhibtiur and P-gp inhibitor, dues nnt change the pharmacokmnetics of risperidune 
and the antipoychutic Section. 
Rifampicin, a strong CYP3A4 inducer and a P-gp inducer, decreases the plasma concentrations of the active 
antipsychutic Section. 

Antihingaiuc 
ltraconszole, 0 strong CYP3A4 inhibitor and a P-gp inhibitor, at a dosage of 200 mg/day increases the plasma 
concentraitons of the active anitpsychoitc fraction by about 70%, at risperidone doses sf2- 8mg/day. 
Ketscunszsle, a strong CYP3M inhibitor and a P-gp inhibitor, at a dosage of 200 mg/day increases the plasma 
concentraitons of risperidune and decreases plasma concentrations uf 9-hydrexyrisperidone. 

Antivlralsc 
Protease inhibitera: No tonnal study data ure available, however, since ritonavir isa strong CYP3A4 inhibitor and 
a weak CYP2D6 inhibiter, ritonavir and ritonavir-bsested protoase inhibitors potentially raise concentrationo of the 
risperidone active antipoychotic Section. 
Anticholinesterases: 
There were non-significant effects on risperidone kinetco or that of the active antipsychetic fraction in combination 
with donepezil or galantamine, both CYP2D6 and CYPSA4 substrates. 
Beta biockerac 
Svme beta blockers may increase the plasma concentratisno of risperidone but net those of the active antipaychetic 
fraction. 

Calcium channel blockersr 
Verupamil, a moderate inhibtiur of CYP3A4 sodas iohibtiur of P-gp, increases the plasma concentration of 
risperidaoe and the antipsychutic Section. 

Gastiolntestlnaimediclneex 
Cimetidine and raniitdine, both weak inhibitors of CYP2D6 and CYP3A4, increase the bisavallability of risperidone, 
but only marginally that of the acitve antipsychetic fraciton. 

Effect of ZOXADON ODT on the phannacokinstice of other medicines: 
Diuretics: 
Furosemide: increasso mortality in elderly patients with dementia (ese section 4.4). 
Antiepileptic& 
ZCXADCN CDT shows no clinically relevant effect on the phwnnscokunetucs of valproate or topiramate. 

Antipsychoticrc 
Aripiprazole, a CYP2D6 and CYP3A4 substrate: ZCXADCN CDT shown no effect on the pharmacokmnetico of
aripiprszole or tin active metaboltie, dehydrosripiprazole. 

Lithium: and AIJC of Itihium are 000-aigoificonity increased, butI,, of lithium is increased hem 2,4 hours to 
3,0 hours. ZOXADON ODI shows no clinically relevant effect on the pharmacokmnetico of Itihium. 

Galantammne and donepezul, do not show a clinically relevant effect on the phamiacokinetico of riuperidane and the 
active anlipsychutic fraction. 

Paedlatilc population 
Interaction studies have only been performed in adults. The relevance of the rosults from these studies in paediatric 
patients ix unknown. 
The combined use of psychostimulants (e.g. methyiphenidute) with ZOXADON DDI in children and adaleecents did 
not alter the pharmacokmnetico and efficacy of ZOXADON 001. 

4.6 Fertility, pregnancy and lactation 
The ssfsty et ZCXADCN CDT in pregnancy snd lactating women has net been established (see section 4.3). 
Pregnancy 
Reversible exhepyrsniidsl symptoms, including hypertenia, hypotonis, jitteriness, tremor, muscle rigidity, twitching 
and convalsions, feeding disorder and withdrawal symptoms have been observed in nesnates following use of
risperidone, as in ZCXADCN CDT, during the last trimester of pregnancy. 

Brensitfeeding 
Riaperidone sod 9-hydrsxyriaperidooe are excreted in human breast milk. Therefore, women receiving 
ZCXADCN COT should net breastleed their infants. 

Fertility 
Risperidune elevates prulactin levels. Hyperprelactinaemia may suppress hypothalamic gunadotrupin-releasiog 
hormone (GoRhO, resutiog in reduced ptiutiary gooadntropio secretion. This, in turn, may inhibit reproductive 
function by impairing ganadal stersidogenesis in bath female and male patients. There were no relevant effects 
observed in nun-clinical studies. 

4.7 Effects so ability to drive and use machines 
ZOXADON CDT can have minor or moderate influence on the ability to drive and use machines due to potential 
nervous system and visual effects (see section 4.8). 
ZOXADON CDT may impair mental alertness. Patients should therefore be advised motto drive or operate mochinery 
until their individuol susceptibility is known. 

4.8 UndesIrable effects 
a. Summary of the safety proflie 
The most Sequenty reported adverse drug reactions )ADR5) defined as very frequent (incidence ~ 10%) are: 
Parkmnsenism, sedation/somnolence, headache and insomnia. 
The ADRo that sppearod to be does-related included psrkinsenism and akathioia. 

b. Tabulated iist of adverse reactions 

Syatem Organ Ciaaa Frequency Side effects 

infections and Infestations Frequent Urinary tract iofeciton, pneumonia, influenza, bronchitis, 
upper respiratsry tract iofeciton 

Less frequent Respiratory tract infection, cystito, eye infection, ear 
infoction, otitis medis, tonsillitis, onychomycosis, cellulitis 
Iscalised infection, viral infaction, acorodennstitio, 
oinusitio, chronic otitis media 

Blood and lymphatic Less frequent A decrease in neutrophil and/ar thrombocyte count, 
system disorders leukopasnia, neuhepenia, granulocytopenia, anaemia, 

decreased haematocrit count, increased ensinophil count 

Frequency snksoisvm Aifranulocytosis, thrombecytopasnia 

immune system disorders Less frequent Hypersenatiivity, dreg hypersensitivity 

_____________________ Ffuquency unkscisvr Mgisedema, anaphylactic reaction 

Endocrine disorders Flequsot Increased plasms prolactin levels 
and associated manifestationo 

Less frequent Water intoxication, etiher due to polydipsia or the 
syndrame of inappropriate secretion of the antidiuretic 
hormone )SIADH(, glucose urine present 

Frequsocy unksoisvr Body temperature dysregulation, inappropriate 
antidiurotic hormone secretion 

Metabolism and nutrition Frequent Weight increase, increaoe/decrease appetite 
disorders 

Less frequent Hyperglycasmia, polydipsia, weight decrease, anorexia, 
hyperinsulmnasmia 

Frequency unksoisvr Diabetes mellitus*, diabetic knteacidesis, 
hypoglycaemis, blood cholesterol increase, blood 
triglycerides increase, water intoxicaton 

Psychiatric disorders Frequent lnssmnia, ogitatiun, anxiety, sleep disorder, impaired 
concentration, memory problems, mood or mental 
changes including aggressive behaviour, depression 

Less frequent Hypomsnia, confusional state, libido decresoe, listese, 
nervousness, nightmare,blunted affect, anorgasmia 

Frequency unknown Mania* 

- 

Nervous system disorders h'equesf Psrldnsoniom, headoche, exhepyramidal diserder, 
dizziness, sedation, increased dream activity, 
somnolence, tremer, rigidity, hypersalivation, 
bradyidnesia, sculogyric crisia, sknthioia (hyperkinesis) 
and acute dystonis, hypokinesia, lethargy, dyskmnesis 

Less frequent Tardive dyskmnesia, neurolepitc malignant syndrome, 
cerobrovascular incidents, cerebral iechaemia, 
unresponsive to sitmuli, loss of cuneciousnese, decreased 
level of cuneciousnese, convulsion, syocape, poychomotor 
hyperacitvity, balance dissrder, abnormal cu-ontination, 
postural dizziness, disturbance in attention, dysarthria, 
hypoaesthesia, parsesthesis, corebrovascular disorder, 
diabetic coma, head ittsbatisn, hyperoomnia, speech 
diserder, movement dissnter 

ftequesiy usknows Dysgeusis, catatonia, osmnambulism, sleep-related 
________________ ___________ eating disorder 

Eye disorders Ffequent Blurred vision 

Less frequent Phatephobis, dry eyes, increased lacrimation, ocular 
hyperaemia, glsucoma, eye movement disorder, eye 
rolling, eyelid margin crosting, cnnjunctivtiis, eye 
diocharge, eye swelling, reduced visual acutiy 

_____________________ Ffequency unksoevm Floppy iris syndrome (inhesperatuver 

Esr and labyrinth disorders Lens frequent Vertign, tinnitus, ear pain 

Cardiac disorders ftsquest Tachycardia 

Less frequent Chest pain, palpitations, storioventricular block, CT 
prolongation, abnormal electrocardiogram, conduction 
disenters, sinus dysrhythmia. bradycardia 

_____________________ Frequency unknown Atrisl 1ibri11ation, electrocardiogram CG) CT prolonged 

Vascular disorders Frequent Hypertension 

Less frequent Hypotension, orthostatic hypotension, flushing, pulmonsoy 
embolism, venous thrsmbssis 

Respiratory, thoracie and Frequent Dyspnsea, rhinitis, cough, pharyogolaryogeal pain, 
mediastinal disorders phamyngtiis, epistaxis, nasal congestion 

Less frequent Pneumonia aspiration, pulmonary congestion, reopiratory 
Sect congestion, rales, whsezing, dyophonia, sinusitis, 
upper respiratory tract infection, respiratory disorder, 
hyperventilation, dysphonis 

Frequency unknows Sleep apnoea oyndrome 

Gastrointestinal disorders Frequent Constipation, dyspepsia, nausea, decreased salivation, 
diarrhoea, vomiting, strdsminai pain, abdaminal 
diocomfort, dry moeth,toofhache 

Less frequent Hypersalmvation, faecal incontinence, faecaloma, 
gaxtroentoritis, dyophagia, flatulence, swollen tongue, 
swollen lips, cheulitis 

_____________________ h'equesqr usknown 11e50, intestinal obshuction*, pancreatitio 

Hspatobiliary disorders Less frequent Increased Sensaminases, gumma-glutamyl translerase 
(GG1) and hepatic enzymes 

_____________________ Frequency unksoevr Jasndice 

Skin and sobcutsneoss Frequent Skin rash, itching, erythema 
basso disorders . . . 

Less frequent Dry skin, increased pigmentation, increased sweating, 
photsoensiitvity, sebomnilses, urticoria, proritss, eczema, 
acne, hyperkerstosis, skin diesrder, skin lesions, drag 
eroption, dandruff, skin discolouration, angisedemu 

ftequescy usknows Alspecis 

Musculoskeletal, Ffequest Bock pain, arthralgia, msocle spasms, mueculsokeletal 
connective tiesue and pain, pals in extremities 
bone disorders 

Leon frequent Increase in bisod creatine phosphokinase, sbnnrmsl 
posture, (sit stiffness, joint swelling, muscular 

_____________________ _______________ weakness, myalgia, neck pain, rhabdomynlysis 

Renal and urinary Flequent Enuresis, micturition disturbonces or pelyuria 
disorders . . . . . 

Lens frequent Pollakiuns, onnary retentinn, dyasna, onnary incnntrnence 

Pregnancy, poeepsfum, ftsquency unknown Drug withdrawal syndrome in neonatos* 
and psf natal conditions 

Reproductive system and Less frequent Erectile dysfunction, ejaculatory dysfunction, orgasmic 
breast dlsordere dysfunction, priapism, 

gynsecomsetis, gslactorthses, disturbances in the 
menstrual cyde, smenorrlioea, sexual 
dysfunction, breast pain, breast discomfort, breast 
enlargement, breast discharge, vaginal diecharge 

_____________________ Requenry unknown Prispism 

General disorders and Request Fatigue, pyrexis. chest pain, asthenis, peripheral osdems 
administration site . 

conditison Less frequent Chills, increase in body temperature, sbnormsl gait, thirst, 
chest discomfort, malaise, feeling abnormal, discomfort, 
decrease in body temperatore, peripheral coldness, drug 
withdrawal syndrome, face sedema, sf luenzs-like illness, 
sluggishness 

Frequency unknown Induration, hypnthermua* 

investigations Frequent Increased blood prolactin, increased weight 

Less frequent Abnormal electrocardiogram, increased blood glucose, 
increased tranoammosses, decreased white blood coIl 
count, increased body temperature, increased essmosphil 
count, decreased hasmuglobmn, mncroased blood creatins 

_______________________ ________________ pheophokinass, decrossod body temperature 

injury and poisoning Frequent Fall 

Less frequent Procedural pain 
'POut marketing adverse events 

c. Descrtp Non of seiectsd adverse reactions 
Extrapyramidal disonter may occur: Parkinsonism (salivary hypersecreiton, mueculsokeletal stiff ness, parkmnssnism, 
drooling, cogwheel rigidity, bradykmnesia, hypukinesis, masked facies, muscle itghtness, akinesia, nuchal rigidity, 
muscle rigidity, perkmnssnian gait, and glabellar reflex abnunnlaD, akathisia (akathisia, restlessness, hyperidnesia, 
and rositess leg syndrome), tremor, dyskinesia (dyskinesia, muscle twitching, churosathetosis, athetosis, and 
myoclunus), dystonia. 
Dystunia includes dystonia, muscle spasms, hypertonia, torticollis, muscle contractors involuntary, muscle 
contracture, blephsrospaum, oculogyraiton, tongue paralysis, facial spasm, laryngospasm, myotonia, opisthotenus, 
urophanysgeal spasm, pleurothutonus, tongue spasm, and toismus. Tremor includes tremor and paridnaunian rest
tremor. ti should be noted that a broader spectrum of symptoms are included, that donut necessarily have an 
extrapyramidal origin. 

rL Paedlablc population 
The following ADRs were reported with a frequency ~ 5% in psedistric patients (5- 17 years) and with at least 
twice the frequency sesn in dinical trials in adutio: somnolence/sedation, fatigue, headache, increased appetite, 
vomiting, upper respiratory tract infection, nasal congestion, abdominal pour, dizziness, cough, pyrexis, tremor, 
diarrhoea, and snurosio. 
The safety and efficacy of ZOXADDN ODT in children under 5 years stage has not been demonstrated. 

e. Other speciai populations 
Elderly patients with dementia: 
Iransient ischaemic attack and cerebrovaxculsr accident were ADRe reported in dinical trials with a frequency 
of 1,4% and 1,5%, respectively, in elderly patents with dementia. In sddit inn, the following ADRs were reported 
with s frequency ~ s in elderly patients with dementia and with at least twice the frequency seen in other adult 
populations: urinary Sect infection, peripheral nedema, lethargy, and cough. 

Reporting of suspected adverse reactions 
Reporting suspected adverse reactions after authoriastion of the medicine is important. It allows continued 
montioring of the beret ti/risk balance of the medicine. Heathcore profosaisnalo are requested to report any 
suspected sdveroe reactors to SAIIPRA via the Med SsfetyAPP Aedasfety X SAHPRA) and eReparting platform 
(whn-umc.org) found on the SAIIPRA webstie. 
Ac email can be sent directly to the company, phsnnscsvigilsnce@pharmsdynsmics.co.co, to ensure safety of the 
product. 
4.9 Overdose 
Signa and aymptome: 
Reported signs and symptoms have been those resutiog from an exaggeration of ZOXADON DOT's known 
pharmacological effects. Symptoms of acute uverdosage include doswsioess, sedation, hypotension, tachycardia 
and extrapyrumidal symptoms. In overdose, cases of Q1'-posloogation and convulsions have been reported. Torsade 
de pointes has been reported in association wtih combined oventose of oral risperidure and psosoetios. In the case 
of acute overdusags, the possibility of mutiple medicine involvement should be considered. 

Management of overdose: 
Establish and maintain a clear airway and 050uro adequate oxygenation and ventilation. Mmmnistratiur of activated 
charcsol together with a laxative should be considered. Cardiovascular monitoring should commence immediately 
and xhould include continuous electsecardiogrsphic monitoring to detect possible dysrhythmias. Since there ions 
known antidote if accidental peissoing or uverdosage ix suspected, appropriate supportive measurso should be
instituted. hlypot050ien sod circulatory collapse should be treated with appropriate measures such as intravenous 
fluids and/or xympathomimetic medicines. In case of severe exlrapyramidal symptoms, anticholmnergic medicine 
should be administered. Close medical supervision and monitoring should continue until the patient recovers. 

5. PhARMACOLOGICAL PROPERTIES 
5.1 Phammacodynamic properties 
Pharmacotherapeutic group: other aotipsychtico 
AIC code: N05Al(08 
Pharmacological classification: A.2.6.5 Central nervous system depressants. Miscellaneous structures. 

Mechanism nfl action 
Risperidore moan artipoychotic of the berzisoxazole derivatives, it isa selective moroanlinergic antagonist. 
Risperidore has affinity for serstorir-5-HT2. dopamine-02, Hi -histamine, alphal - and 51ph52-adrerergic 
rocoptora. Risperidore has no affinity for cholinergic receptors. it isa potent 02 antagonist. 

5.2 Phannacoldnetic properties 
Absorption: 
ZOXADCN CDT disintegrates in the oral cavity, releasing risperidose into saliva prior to swallowing. After ingestion, 
rioperidone is released into the gastrointestinal Sect and is avallable for absorption. 
Roperidore in completely absnrbed after oral administrator. Food does sot affect the absorption of rioperidone. 
Distribution: 
Pask plasma cosceohetions are attained within 1 -2 hours. Steady state in reached within 1 day for risperirlore in 
most patients and 4-5 days for 9-hydroxyrisperidone. 

Biotranafaimation: 
Risperidone is metebolised by cytochrome CYP2D6 to 9-hydresyrisperidone which has a similar pharmacological 
activity to riaperidone. Riaperidone sod 9-hydrexyrisperidone form the active atipaychetic fraction. After oral 
edministratiso, the half-life of riaperidone is about 3 hours. The elimination half-life of 9-hydroxyriaperidone and 
the active sotipsychofic fraction is 24 hours. Following 6mg or fi mg once daily, peak levels of the active moiety 
ore about 30% higher and trough levels about 30% lower than the peaks sod troughs following 3mg and 4mg 
twice daily. 
Risperidone is bound to albumin sod alphal -acid glycoprotein. Plasma protein binding of risperidone is 88%, sod 
77% for fi-hydroxyriaperidone. 

Elimination: 
Doe week after administration, 70% of the dose ix excreted moths urine and 14% moths faeces. In urine, 
risperidone and 8-hydruxyrisperidone represent 35-45% of the dose. 

Lineafty/non-ilnearlty: 
Risperidore plasma concentration is dose-proportional within the therapeutic dose-range. 

Phannacokineties in special patient groupo 
Risperidore shown sigrificonty higher uctive plasma concentrations and slower elimination in the elderly and in 
patients with moderately severe renal insufficiency. The plasma coscerhetions of risperidore are normal in patients 
with mild to moderate liver insufficiency. 
Irrespective of the indication, starting and consecutive dosing should be
haived, and done tihetiss should be slower for patients with renal or hepatic impairment. 
Roperidore should be used with caution in these groups of patiento. 
Psedistric popsiation 
The phannacokiretics of rioperidore, 9-hydroxyrisperidose and the active moiety is children are nimilar to those 
in adults. 

5.3 Preelinical naifety data 
Net applicable. 

I PHARMACEUTICAL PARTICULARS 
6.1 Ust of sxcipisnfis 
Axpartame 
Basic butylated methscrjlste copalyrrier 
Calcium silicate 
Crospovidose 
Flavour peppermint 
Flavour spearmint 
Hydrnxypropyl cellulose 
Iron odds red 
Magnesium atearate 
Mannitol 
Microcrystalline cellulose 
Pevidone 

6.2 Incumpatibilitisa 
Nt applicable. 

6.3 Shelf lIfe 
36 months 

6.4 Special precautions fur storage 
Store below 3ETC. Protect from moisture and light. 
Keep the blisters is the carton until required for use. 

6.5 Nature and contents of container 
ZOXADON CDT unpacked in blisters consisting of cold formed CPA/AL/PVC film and PET/Al peel off foul in packn of 
30's iran outer carton. 

6.6 Special precautions for disposal 
Na special requirements. 

7. HOLDER OF ThE CERTIFICATE OF REGISTRATION 
Phanna Dynamico (Ptyi Ltd 
1" Flsor Grapevine House 
Steerberg Office Park 
Silverwnod Close 
Wentiake, 7945 
Cape Tewn 
South A/rica 
Id.: +2721 707 7000 
or 0860-PHARMA (742 762) 

8. REGISTRATION NUMBERS 
ZOXADON COT 0,5 mg: A46/2.6.5/0362 
ZOXADON COT 1 mg: A46/2.6.5/0363 
ZOXADON COT 2mg: A46/2.6.5/0364 

9. DATE OF FIRST AUThORISATION/RENEWAL OF THE AUTHORISATION 
15 May 2018 

10. DATE OF REVISION OF ThE TEXT 
07 November 2024 
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PATIENT INFORMATION LEAJ'LEI 

SCHEDULING STATU& E 1 
ZOXADON DOT 0,5mg orodlspersible tablets 
ZOXADON DOT 1 mg oradispersible tableta 
ZOXADON DOT 2mg oradiaperaible tableta 

Risperidone 
ZOXADON ODT contains sweetener (aspartame) in tile following quantities: 
0,4 mg, 0,8 mg, and 1,6mg per 0,5 mg, 1 mg and 2mg tablet, respectively. 

ZOXADON DOT contains sugar 
(mannitol 27,8 mg, 85,6mg and 111,2mg per 0,5 mg, 1 mg and 2mg tablet, respectively). 

Read all of this leaflet carefully before you start taking ZOXADON 001 
• Keep this leaf et. You may need to read it again. 
• it you have further questions, please ask your doctor, pharmacist, nurse or other healthcare provider. 
• ZOXADON 001 has been prescribed for you personally and yes should net share your medicine with ether 

people. it may harm them, even if their aymptsms are the same as yours. 
What ia in Ibis leaflet 
1. What ZOXADON CDT is and what it is saed fer 
2. What you nest to knew before yes take ZOXADON CDT 
3. Hew to take ZOXADON 001 
4. Possible side effects 
5. How to store ZOXADON 001 
6. Contents of the puck sod ether information 
1. Whet ZOXADON ODT is and what His used for 
ZOXADON CDT contains risperidone, une of a gssup of medicines called ositpoychsitc. 
ZOXADON CDT is used for: 
• schizophrenia: where you may see, heor, or feel things that are not there, have preblems thinking cleorly, 

managing your emotions, relating to others and fonctioning normally, you may suffer from delusions, hostility, 
suspicion, emotional numbness, emotional and social withdrawal, and have problems communicating. 
ZOXADON 001 can help alleviute the symptoms of yeur condition and stop your symptoms from coming back 

• behavioural problems in children (aged 5-12 years), with below average intellectual fonctisning or mental 
retardation - such as aggression, impulsiveness and sefl-hsinn. The weight of the child ahsuld be 50 kg and 
above in order to take ZOXADON OCT 

• mania in bipolar disorder. These episodes ore characterined by symptoms such as elevated, eopansive or irritable 
mood, inflated sefi-esteem, decreased need for sleep, pressured speech, racing thoughto, distractibility, er poor 
judgment, including disruptive or aggressive behavisura. 

2. What you need to know before you take ZOXADON DOT 
Do not take ZOXADON DOT: 
• if you are hypersensitive (allergic) to risperidone, er to soy of the ingredients of ZOXADON DOT (see seciten 6) 
• if you are pregnant or bresstfeeding (see Pregnancy and breaotfeeding( 
• if you have Lewy body dementia (a type of dementia related to Alzheimer's disease) or Parkinson's dinease 
• do not give ZOXADON CDT to children under 5 years with conduct and other disruptive behaviour disorders. 
Warnings and precautions 
Take special care with ZOXADON ODT: 
• if you have been dieg055ed with demenita associated with Parkinson's disease and senile dementia (see Do not 

take ZOXADON 001) 
• if you are currenity taking furesemide (to heat high blood pressure and swelling caused by excess fluid in the 

body) an there may bean increased rink of severe dehydration or death in elderly people with dementia 
• if you have kidney preblems (signs include nausea, vamtiing, b e of appettie, exlreme tiredness, weakness, 

sleep preblems, change in how much you urinate 
• if you have liver problems (signs include abdominal pain, neusea er vumthng, extreme itmdnsss, dark-coloured 

urine, no appetite, itchy skin, akin and eyes appear yellowish aundice), swelling in the legs sod ankles, pale, 
bloody or tar-coloured faeces, tendency to bruise easily 

• if you esperience symptoms of tsrdive dyokinesis (these include stiff, jertqi movements of the tongue, mouth, 
face and body, that you are unable to control) 

• if you are taking a psychestimulant (medicine used fur attention deficti hyperactivtiy disorder (ADHD) ouch as 
methylphenidate( as you may experience unwanted side effects when the dose of either medicine is changed 

• if you esperience symptoms of neuroleptic malignant syndrome (NMS( (these indude high temperature, muscle 
stiffness, owesitng, lowered level of consciousness, feet or irregular hesrtbeat( 

• if you esperience symptoms of prolactinsemis (abnormally high levelo of the hormone prelactin in your blno(b 
(these include overdevelopment of the breasts in men, difficulty in getting or maintaining an erection; in women 
breast discomfort or leakage of milk from the breasts, miseed period or other pssblemo with the menstrual cycle) 

• if you suffer hem high bleed sugar levels and diabetes, as your blood sugar levels can worsen, or you are at risk 
of diabetes (e.g. obesity, family history of diabetes) or you experience thirst and hunger constantly, urinate more 
then normal and feel weak) 

• if you had a stroke or suffer from any condition that might lead to a stroke, such so high bleed preoosre, heart 
disorder or blood vessel problems in the brsin 

• if you have heart preblems or a fumily history of heort disease including heart tailure, heart attacks, irregular 
heart rate, yes are pssne to become dehydrated, or it you experience low blood prsssure (feel lightheaded ur 
dizzy when standing up hem a laying or sitting position). Your duse of ZOXADON CDT may need to be ad)usted 

• if you haves history of low levels of white blood cello (which may or may not heve been cussed by other 
medicines( 

• if you are planning to have an eye operation as the coloured part of your eye may become floppy during surgery 
which may increase the risk of eyo preblems during and after cataract surgery 

• if you suffer hem epilepsy or seizures (fits), ZOXADON CDT may worsen the symptoms of those conditions 
• if you are a man and you experience prolonged era paintol ereciton 
• if you have problems contrelling your body tomperstore or overheating in situsitons such so strenuous exercise, 

extreme heat, taking ZOXADON OCT with other medicines or when you are dehydrated 
• if ZOXADON ODI is stopping you from vomiting 
• ZOXADCN DOT may cause you to gain weight. Significant weight gain may adversely affect your health.Ysur 

doctur should regulariy measure your body weight 
• if you ur semeone else in ysur family hans history of bleed clots. 
Elderly people with dementia: 
In elderly patients with dementia, there is an increased risk of stroke. You should not take ZOXADON OCT if you 
hove dementis caused by stroke. During tresboent with ZOXADON CDT you should frequently see your doctor. 
Medical treatment should be sought straight away it your caregiver notices a sudden change in your mental state 
er sudden wesknsss or numbness of your face, arms, or legs, especially on one side, or slurred speech, even tor a 
short peried of time. 
Studies in elderly patients wtih dementia have uhuwa that ZCXADON 001 taken by itself or wtih furosemide, is 
associated with a higher rate of death. Tell your doctor it you are taking tosssemide. Furusemide isa medicine 
which is sometimes used to treat high blood pressure, some heart problemo or to hest swelling of parts of the body 
caused by the build-up of too much fluid. 
Children snd adolescents: 
• if your child/adolescent, whilst taking ZOXADON CDT, experiences any of the following: sleepiness, difficulty 

concentrating and learning, abnormal growth and development, or abnormal body movements 
• befere treatment is started your or your child's body weight may be measured and ti may be regularly monitored 

during treatmenL 
A small sod inconclusive study has reported so increase in height in children who took riuperidune, but whether 
this is on effect of ZOXADON CDT or due to some other reason is not known. 
Other medicines and ZOXADON DOT 
Always toll your healthcare provider f you ore taking any other medicine. (This includes complementary or 
traditional medicines.) 
it is especially important to toll your doctor it you are taking any of the following medicines which can affect the 
functioning of ysur heart: 
• heart medicines that treats an abnormal hearthest - quinidine, disopyramide, prscsinsmide, prepsfensne, 

smiudarone, astalul 
• sntidepreooion medicines - amihiptyline and mopretiline 
• oome antihistamine medicine (for allergy( e.g. terfenadine, astemizole 
• malaria medicinoo - quinine and mefi equine 
• other antipoychetic medicines 
• medicines that cause lowering of potassium levels (e.g. hydrochlurothiazide, furesemide) and magnesium levels 

(e.g. fusssemide(. 

it is alas important to tell your doctor if you are taking any of the following medicines: 
• opiates for pain (e.g. methadone), antihixtomines for allergy (e.g. premethazine), benzodiszepineo for snalety 

(e.g. diazepam, alpraznlsm) in addition to ZOXADON CDT, can cause an increased feeling of drewoiness 
• levodopa and other medicines in this class (to heat Parldnssn's disease) 
• blood pressure lowering medicines (e.g. enalapril, lisinopril, valsartan, tolmisartan) 
• paliperidane (to treat schizophrenia) 
• fluoxetine and paruxetine )u treat depressiun) 
• sertmline (to treat depression/panic disorders) and fluonsamine (to heat oboessive compulsive dioorder) 
• verapamil (to treat high blood pressure, angina and heart conditions) 
• cimstidine and ranitidine (blockers of the acidity of the stomach) 
• itraconazule and kstscsnazsle (antifungal treshnent) 
• ritonavir )anit-HIV (human immunodeitciency virus) medicine) 
• carbumazepine, phenytuin and phenobarbitune (to conhel types of epileptic seizures) 
• rifompicin )tobercsloois (TB) treatment). 
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PASIENTINLIGTINGSBLAD 

SKEDULERINGSTATUS: 1 
ZOXADON ODT 05mg orasl-disintegrerende tablette 
ZOXADON ODT I mg orual-disintegrerende tablette 
ZOXADON ODT 2 mgoraal-disintegrerende tablette 

Risperidnon 
ZOXADON ODT bevat versoeter (sspartaam) in die volgende hoeveelbede: 

0,4 mg, 0,8 mg, en 1,6mg g per 05mg 1 mg en 2mg tablet, onderskeidelik. 
zoxADoN ODT bevst saiker 

(mannitol 27,8 mg, 85,6mg en 111,2mg per 0,5 mg, 1 mg en 2mg tablet, onderakeidelik). 
Lees hierdie hele inligtingnblad deeglik dour, vnordat n begin am ZOXADON DOT te seem 
• fisu hierdie inligtingsblad. Dit mag nodig weoo vir u om dit wear to lees. 
• Indies u verdere vrse hot, ors asseblief s dokter, apteker, verpleegkundige, of ander gesondheidsorgverskaffer. 
• ZOXADON ODT is vir 5 peraoonlik voorgeskiyf ens moat nie u medisyoe met ander mense deel nie. Dit mag 

skadelik wees vir hulle, sefis al is hulle simptome diesefide as s eie. 
Inhoud van hierdie inligtingsblad 
1. Wat ZCXADON CDT is en waarvoor dit gebruik ward 
2. Wat u most te west 005rdat u ZOXADON CDT seem 
3. Hoe um ZOXADON áDT te neem 
4. Moordlike newe-effekte 
5. Hoe um ZOXADON CDT te bewaar 
6. Verpakhingoinhoud en ander inligting 
1. Wat ZOXADON DOT Is en waarvoor dit gebnilk word 
ZOXADON CDT beost risperideon, een van 'n grnep medioyoe wat antipoigotiese medioyoe gensem ward. 
ZCXADDN CDT ward gebniikvic 
• skisofrenie: wuar s dinge mug sien, hssr of voel, wet ole door is nie, dit moeilik vind om helder to dinl 

emooles to beheer, asnklank to oind by ander en normasl te lunkoisneer, u mag ass delusies ly, iryandiggesind 
en agterdogtig wees emosionele gevoell000heid, emooionele en sosisle onttrokldng en dit moollik vind om te 
kummunikeer. ZOXAbON CDT han help am die simptome ness toestand to vertig en verhoed dat u simptome 
terugkeer 

• gedragsprobleme by kindera (suderdom 5-12 )aar sud), met ondergemiddelde intollsktuele fonksisnering, of
verstandelike gestremdheid - soos aggressie, impulsiwiteit en selfbesering. Die gewig van die kind moot 50kg 
of meer wsss, voordat ZOXADON CDT gebruik ward 

• monie en bipolAre versteuring. Hierdie gevalle word gekenmeric deur simptome soos verhoogde, smvsttende 
of prikicelbare gemoedstssstand, osrdrewe selibseld, verminderde behoelte ass slasp, onderdrokte oprask, 
ulsgtonde gedsytes, ofleibaartreid, of swak oordeel, insluitend ostwrigtende, of aggressiewe gedrag. 

2. Wat u meet weet, voordat 5 ZOXADON ODT neem 
Moot nie ZOXADON ODT neem: 
• indies u hipersensitief (allergies) is vir risperideon, of vir enige van die ander beotanddele van ZOXADON CDT 

nie (ales afdeling 6) 
• indies u owanger is, of boravoed sic (sien Swangerakap en bsrsyseding) 
• isdien sass Lewy-liggasm demessie ('5 itpe demensie verwant san Alzheimer se siekte), of Parkinson se 

siekte,ly sic 
• must nie ZOXADON CDT ass kinders jenger as 5 )asr, met gedragaverstosring en ander sntwrigtende 

gedragoversteurings gee sic. 
Waarskuwlngs en vooruorgmaatre8le 
Neem spesiale oorg met ZOXADON CDT: 
• indies u Lediagnoseer is met demensie, wat verband hau met Parkinson se eiekte en seniele demensie (sien 

Moot nie ZOXADON CDT seem) 
• indies u tans furosemied nsem (em hoe bleeddrnik en swelling wat varourausk ward dour's oormaat viseistof 

in die liggasm te behsnde, sangesien door 'n verhoogde risiko is vir erge dehidrasie, of storfte by be)asrde 
perxone met demonsie 

• indies u nierpmbleme bet (tokens sluit nasrireid, braking, sptytverlies, uitorste moegheid, owakireid, 
slasppreblomo on vorandoringe in hoe dikwole u urinoer, in 

• indies u lewerprebleme bet (tokens sluit buikpyo, nasrheid of braking, siterste moegheid, donkerideurige urine, 
geen eetlus, joukorige 001, vol en us wat golerig 005rkom tyoelsug), swelling in die bone on enkels, bloek, 
blsederige of teer-kieurige onitssitng, geneigdheid om maklik to kneus, in) 

• indies u simptemo van tardiewe diskinouio undervind (hierdie sluit etywo, ruldoerige bowoginge van die tong, 
mond, gesig en liggoom in, wat 5 rile in sIsal is am te beheer sic) 

• indies u '5 psige-stimulant seem )modisyoo wat gobruik word vir aasdaggebrok-hiperaktiwitetistouring (AGHS) 
soos motieflenidsat), asngesien 5 ongunsitge newe-effekte mag ervasr, wanneer die dosis van enige een van 
die modisyno uangopan ward

• indies s simpteme van nesrelepitese maligne sindroom )NMS) ervaar (dit sluit boA temperafour, spierstytheid, 
sweet, afoame in bowussyssvlak, vinnigo of anreolmatigo hartkiop, in) 

• indies s simpteme van prolakitnemie ervsar (sbnorrnssl bob vlskke van die hormens prolakiten, in 5 blset) 
(hierdie sluit endorentwikiceling van borate by mans prublemo om 'n oroksie to verlory onto bohou; by orsue 
ongemok of lekkaoie van melkosnuit die borote, sik)usse wat oorgeslasn word, of ander probleme met die 
monstinielo sikius, is) 

• indies sass bob bloedssikervlskke of diabetes ly, asngesien s bloedouikervlskke mag vererger, of 5 mag 'n 
risiko oir diabetes tess (be. vetsug, )amiliegoskiedenis van diabetes), of u is vsortdurond dora on hunger, urinoer 
meersowatnonsasl isviruenvoelswok 

• indies u '5 boreorto gohad hot, of ass onige tuestand ly wat mag loi tot's boreerte, ssss hoe blseddruk, 
hartoersteuring, of blnedvstprebleme in die brein 

• indies u hartprobleme, of 's familiegoekiedenie van hartsiokte hnt inelutiond hartvorsaking, hartaanvallo, 
onreblmalige hsrttampo, 5 geneig loom te dehidreer, of s ervsor (se bloeddruk (voel lighnefdig of duiselig, 
wanneer u epstaas 000uit '5 Ifionde of etitonde pusisie). Cit mug nedig woes am u ZOXADON OCT duels son to

55 
• indies u '5 geskiedonis van lao withloedselvlaklco het (wat dalk mag, of nie mag voroorsask ward deur andor 

medisyoe nie) 
• indies u '5 seguperasie beplan, sangesion die gekiourdo godeolte vans oog, slap mug word tydons die 

sperasie en die risiko vir nogprobleme tydens en na's katorok njierssie, mag verhoog 
• indies u san epilepsie of asnvallo (stuipo) ly, mag ZOXADON CDT die simptomo van hiordie toestande vorarger 
• indies s 'n man is ens's voortdsrende of pynlike ereksie ereser 
• indies u problems ervaar ems liggaametomporatuurto behoer, of oorverhti in etiussies soos veoleisendo 

oefening uitersta hitte, die neem van ZOXADON OCT soom met ander medisyne, of wanneer s gedehidreer is 
• indies ZOXADON OCT u verhued om te brask 
• ZOXADON OCT mag gewigstoensme veroorsaak. Beduidende gewigstoensme, mag 5 gesondheid negatief 

boinvloed. U dekter must u liggasmsgewig goreold bopasl 
• indies s,of iemand in u fomilie, 'n geskiedenis von bloedklonto bet 
BeJaardes met demensle: 
Dasr is 'n tuenemende risiku van beruerto is bejaardes met demessie. U muet ole ZCXADCN CDT seem indies 

demensie, vsrosrsaak dour's bereerts, het sic. U most goreold u dokter gasn sien tydeno behandeling met 
ZCXADCN CDT. Mediese behandeling must dadelik aangevra word as u versorger '5 skielike verandering ins 
g000testoostand of skiolike swakirsid of g000elloosheidvas S gesig, arms of bese, veral ass die ess kant, of 
unduidelike spraak upmerk, seits vir '5 kurt tydperlc 
Studies in bejsarde pasiCnte met demensie het getsos dat ZOXADON CDT geneem met of oonder foresemied, 
goassooieer ward met's hoer sterftesyfer.Vertel 5 dsktar as s toresemied seem. Furoxomied is's medisyno wat 
ooms gebruik ward em hofi bloeddrek, oommige hsrtprebleme, of em swelling van dde van die liggasm, wat 
vereorsaak ward dour die apbou van te veel vloeixtsf, to behandel. 
Kinders en adolessente: 
• indies u kind/adslssssrd, torwyl ZOXADON OCT gobrniik ward, enige van die vslgonds ondervind: slaperighoid, 

moeilike konsentrasie en leervermob, sbnormale greel en sntwikkeling, of sbnormsle liggasmsbowegings 
• voor behandeling begin ward most u of u kind se liggasmegewig bopsal word en dti most gereold tydene 

behandeling gemendor word. 
'n Klein snbes)issends stone hot's toenams in liggaamsgowig by kisdora wie rioporideon seem, sasgomeld, 
masr oldit 'n effek van ZOXADON CDT is, of weens 'n ander rede, is onbekend. 
Ander medisyne en ZOXADON ODT 
Vertel atiyd u geoondheidsorgverskaffer, indien u enige ander medisyne neem (Dit aluit aanoullende, of tradisisnele 
medisyne in). 
Cit is voral belengrik am u doktor to vertol indies u onigo van die vulgendo medisyno seem, wat die funksionoring 
von short mag sardas: 
• hsrtrniedisyns wet's shnsrmalo hsritdsp behandel - kinidion, disapiramied, prekalonamiod, prepafonsan, 

smiedareon, sotalnl 
• snitdspr055ia modisyno - amitriptilion on mapretiliss 
• sommige ardihistamien medisyne (vir allergic) by. terfenadien, ontemissnl 
• malaria modisyno - kinion on met Iskien 
• onder antipsigotiese medisyne 
• modiayoo wat verlaging van kaliumvlakico (by. hidruchlooritasied, furusemied) en msgneaiumvlakko (by. 

fsrooemiod), veroorssak 
Cit i5 00k belongrik om S doktor to vertol isdien S enige van die volgesdo medisyso neem: 
• upiate vir pyn (by. metadoon), antihistamiene vir allergie (bv.pmmetasien) benoodiasepiene vir sngstigbeid (by. 

disoopam, alpraselam) sasm met ZOXADON CDT Iran Isi tot n toenemendo g0000l van lomerigheid 
• levudups en ander medisyne in hierdie kiss (um )'srkinsun se siekta to behandel) 
• blooddbukvorlagende modisyoe (ho. snalapril, lisinopril, valsantan, telmisantan) 
• paliperidoos (urn ukisofrenie to behandel) 
• fluobostien en parekxotiss (om deprossie to behandel) 
• sertralien (um depreasie en panieksteuringu to bohandel) en fluvuksamien (ore abaessief-kurnpulsiewe steuring 

to bohandel) 
• verspamil (ore hub blueddnjk, angina en hartluestende te behandel) 
• simstidien en rasitidien (blukkosrders van masgsuur) 
• itrakonassel en ketukonasool )awamwerende behandeling) 
• ritonavir )asti-MIV (mensliks immustioitogebreksvirus) medisyne) 
• karbamasepien, tonitulen en fesobarbitoon (um itpea epileptiese sanvalle to boheer) 
• ritampisien (tuborkul050 fF0) behasdoling). 
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ZOXADON CDT may have so effect us the folluwing medicines: 
• furesemide (water tablets) together with ZOXADON CDT may have as increased risk of death in elderly patients 

with dementia (see Take special care with ZCXADON 001) 
• vaipreato (to control mania in patients suffering with bipolar disorder) 
• tupiramato (Is treat seizures and present migraines in adults) 
• phenuthiuzises (to calm you duwn) 
• aripiprazule (Is treat nervous cunditiuna) 
• smitriptyline, imipramine and venlsfaxine (to treat depression) 
• methylphenidate (treatment of behaviour and sleep dioordera in adolescents and children) 
• qustiapino (to treat schizophrenia and bipolar disorder) 
• clozapino (to treat severe echizuphronia) 
• lithium (to heat mania and episodes uf music depression) 
• erythrumycin (Is treat or prevent many different types of iofecitons caused by bacteria) 
• donepezil or galastamine (to treat mild or moderate dementia cossed byAlzheimer's disease) 
• diazepam (to heat anxiety disordera) 
• warfarin (to prevent blood dots) 
• digasin (to heat heart failure and heart rhythm dissrdsrs( 
• oome beta blockers, e.g. prepranulol (tu treat tremors, chest pain, high blood pressure and uther heart 

cunditiuna). 
ZOXADON DOT with food, drink asd alcohol 
You can take ZOXADON CDT with sr withsut mod. 
You should avoid drinking alcshnl when taking ZOXADON CDT. 
Pregnsney, breastfeeding and fertility 

you are pregnant or bresutfeeding your baby, think you may bo prognant or are planning to have a baby, please 
c000uti your ducter, pharmacist ur uther hsatihcore previdor fur advice before using ZOXADON CDT. 
The safety of ZOXADON OCT in pregnant and brosotfeoding wamon has net been established (see Donut take 
ZOXADON CD1). 
Pregnancy 
The following symptoms may occur in newbom babies, of mothers that have used ZCXADON DOT in the last 
trimester (last three months of their pregnancy): shaking, muscle oliffneoo and/or weakness, sleepiness, agitaiton, 
breathing problems, and difficulty infesting. fi your baby develops any of theoe aymptnmo you may need to contact 
your doctnr. 
Breastfeeding 
This medicine passes into breast milk. You should net take this medicine while you are breast-feeding your baby. 
FertilIty 
ZOXADON CDT con raise your levols of a harmuse called prulacits'. This may impact fertility in buth female and 
male patients. 
Driving and using machines 
ZOXADON OCT may couse sleepiness, dimineas and slack of concenizetion. Do not drive or operote any machinery 
before you knnw how ZOXADON 001 offects you. 
it io net always possible to predict to what extent ZOXADON CDT may interfere with the daily activities of a patient 
Patients should ensure that they do sot engage in the above activities until they are aware of the measure to which 
ZOXADON CDT affects them. 
Important InformatIon about some of the IngredIents of ZOXADON ODT: 
ZOXADON CDT contain aspsrtame.Aupartame is a source of phesylalanine. it maybe harmtol if you have 
phenylketunuria Q'Kt.t), a rare genetic disurder in which phenylalanine builds up because the body connet remove 
it properly. 

3. How to take ZOXAOON DOT 
Do not share medicines prescribed for you with any nther person. Always use ZOXADCN 001 esecty as your doctor 
hss told you. You should check with your doctor or pharmacist if you are unsure. 
Your doctor will determine the correct dosage according to your condffinn. 
Your doctor will tell you hsw long your treatment with ZOXADON ODT will last. fi you have the impression that the 
effect of ZOXADON CDT is too strong or too weak, toll ysur doctor or pharmacist 
Instruction for taking ZOXADON ODT: 
Only remove a tablotfrum tho blister when it is time to tako your medicine. Peel open a blister to ospooe the tablet 
Do not push the tablet through the toil as the tablet is fragile and may break. 
Remove the tablet from the blister with dean dry hands and place the tablet on your tongue atnalght sway. 
The tablet will begin to disintegrate immediately, it can then be swallowed with or without water. 

taken with toed, the mouth ohnuld be empty before placing the tablst on the tongue. 
If you take more ZOXADON ODT than you nhould 
Is the event of overdusags, consuit your doctor or pharmacist. fi neither is available, contact the nearest hoopital or 
poises cuntrol coshe. 
Symptoms uf overdose may include: 
• you may feel sleepy or itred, or have abnormal body movements, prublems standing and walking, fool dizzy due 

to low blood preesure, or have abnormal heartheats or fits. 
If you forget to take ZDXADON ODT 
• if you missed a done, take as ooan as ysu remember 
• if it is almsot time for your nest dooe, skip the missed dooe and cordinue to take the tablet at the uoual time 
• do not take a double or larger d000 to make up for the forgotten individual dooss 
• if ysu have trsublo remembering when to take ZOXADON DOT, ask your pharmacist for some hints. 
If you stop taking ZOXADON DOT: 
You should net stup takisg ZOXADON CDT unless told to do as hy your doctor. Your symptoms may return, and 
you may esporience withdrawal symptoms ouch as sweating, nauaes and vomiitsg. If your doctor decides to stop 
ZOXADON CDT, your rinse maybe decreased gredually aver a few days. 
4. Possible side effects 
ZOXADON OCT can have side effects. 
Net all side effects reported for ZCXADON ODT are included in this leaflet. Should your general health waraon, or if 
you experience any untoward effects while using ZOXADON CDT, please cunsslt your hsalthcare provider for advice. 

any of the follawing happens, stop using ZOXADON 001 and tell your dectur immediately ur go to the casualty 
department at your nearest haspital: 
• swelling uf the hands, feet, ankies, face, lips, mauth or threat, which may cause difficulty in awalluwing ur 

breathing 
• rash or itching 
• tainting. 
Those are all very esrious side effects, If you have them, ysu may have had a serisas allergic reaction to 
ZOXADON CDT. Ysu may seed urgent medical attasiton or hospitalisaiton. 
Tell your doctor immediately ur guts the cosuolty department at ysur nearest hospital it you notice any uf the 
following: 
• a blood clot ins vein (symptoms indude swelling, pain and redness of the legs) 
• blockage nf an artery in the lsngo (symptoms include sudden chest poino with difficulty breathing) 
• you exporience fever, muecle stiffness, sweating or a lowered level of coneciousness (a dissrdsr called 

nouruloptic malignant syndrome) 
• you are a man and experience prulonged or palntol ereciton. This is called prispism 
• you ssporience repeated body movements including grimacing, sticking 551 the tongue ur smacking the lipo 

which you cannot conhel, stroke (generel symptoms are sudden numbneoo, itngling, weakness sr loss of
movement is ynur lace, arm, or leg, especially nn only one side of your body), loss of csnsciousness, fainting, 
feeling extremely restess, difficulty in staying balanced, tooling of dinineas, ditficulty with spesking, decreased 
sensitivity to stimuli, "pins and needles" feeling, coma duo to diabetes (high blood sugar), stumblinglstaggering 
ur shaking of the head. These are oignx of preblems with your nervous system 

• if the iris in ysur eye becomes tuppy after cataract surgery 
• repid heart rate, abnormal heart rhythm, high blood preoosre, shnrtoeoo of breath, chest pain 
• yellowing of the skin and whites of the eyos )assdice) which are signo of liver problems. 
These are all serious side etfocts. You may need urgent medical attention. 
Tell your doctor it you notice any of the following: 
Frequent side effects: 
• infoctiuns of the urinary tract, upper respiratory tract, brunchitis, infuonza and pneumonia 
• raised levels of a hurmone called prelactin found ins blood test, which may or may nut cause the fulluwing 

symptoms, is men: breast swelling, difficulty in getitng yr maintaining erections, or other sexual dysfunction; in 
women: breast discomfnri, leakage of milk hem the breasts, missed mensheal periods or sther problems with 
your cycle 

• increase in weight, increased or decreased appotito 
• sleeplessness, agitaiton, ansiety, lack uf concentraiton, memory preblems, mood changes, aggrossivo bohaviour, 

feeling depressed 
• headache, dizzineoo, sedation, increased dream activity, drowsiness, movement abnormalities such as tremar, 

slow mavement, difficulty spealdng, muscle stiffness, excessive saliva flaw, slowness of movement, movements 
of the eyeballs into a fixed pooition, usually upwards, muecle quivering, restlessness and inability to sit still, 
involuntary muscle contractions that cause repetitive or twisting movements, muscle twitching 

• blurrodvisiun 
• hypertension (high blood pressure) 
• shortness nf breath, rhinlits (blocked, runny, itchy nose, sneezing), cnugb, painful or oore throat, nosebleeds 
• csnstipatinn, indigestinn or spset stnmach, nausea, dry masth, diarrhoea, vomiting, stomach ache, stomach 

discomfort, toothache, decreased saliva flow 
• red or itchy skin, skin rash 

ZOXADON CDT rnag 'n sitwerldng op die valgende medisyoe sitselen: 
• furusomied )watertabletto) asam met ZOXADON CDT mag 'n verhoogde risiku vir sterftes by be)aarde pasitinte 

met dimensie tot gevalg he (oien Neem spesiale oorg met ZOXADON 001) 
• valpruast (om manic by pasidsto met bipolére versteuring te beheer) 
• topiramast (orn asnvalle te behandel en migraines by valwassenes, te vethoe(b 
• fenetiasiene (am ste kalmoer) 
• arlpiprasool (ore senuweetnestande te behandel) 
• amitripitlien, imiprsrnlien en venlafoksien (om depressie to behandel) 
• mefieflenidast (hehandeling van gedrags- en alaspveratesrings by adnlessente en kinders) 
• queitapien (um skisofrenie en bipolUre versteuring to bobande(I 
• kiosspien (orn erge skisofrenie to behandel) 
• liiturn (om manie en gevalle van maniese depressie te behandel) 
• erihemisien (am bale verskillesde fipo infekoies wat veroorsask ward deur bakterieC, to verhoed) 
• dunepesil of galantarnien (am hg tot matige dernensie, wat deurAlzheirner se sickle veroarsaak ward, to 

behandel) 
• diasopam om anguverstesrings to behasde(I 
• warfarien em blaedkinnto te vethoed) 
• digoksien om hartversaking en hartrdmoversteuringa to behandel) 
• sommige betablokkers by. propranslal (em hewing, hnrepyo, bob blneddrsk en ander harttoeatande, te 

hehandel). 
ZOXADON OOT naam met koa, drinkgoed en alkohol 
U ken ZOXADON CDT mitt, of sonder hoe seem. 
U reset slkebnlinnozne vermy, terw'yl ZOXADON 001 geneem ward. 
Swangerakap, borwoeding en fertiliteit 
Indies u awanger is of 5 baha buravued, vermued dat swanger is of 'n baba beplan, raadpleeg assebliet u dokter, 
aptekor, of ander gesondhsidsorgverakaffor oir advies, oonrdst 5 0XAD0N OCT gebroik. 
Die voilighoid van ZOXADCN CDT vir swsnger vrsuo en die wie borsysed, ix nie vasgoxtol nie (sien must nio 
ZOXADON CDT neem). 
Swangerstoap 
Die volgende simptome mug by pasgebore babas, van moeders wie ZOXADON 001 tydena die laaste trimester 
(Isasto drie masndo van bulb owangerakap) gebniik hot, voorkom: hewing, spierstyttisid sn/of swaldisid, 
sloperigheid, agitasie, osembalingaprobleme en moeilike voeding. Indies 5 bobs enige van bierdie simptome 
ontwildkel, mug dit nedig woes am s daktor to kontsk. 
Borsvoedinp 
Hierdie medisyne word in horamelk sitgeskei. U moot nie hierdie modisyse neem, terwyl 5 u babe bersvoed sic. 
Fertllttelt 
ZOXADON CDT mag uvlskke van die bormoon wat "prolaktien" gensem ward, verbong. Dit mag fortiliteit by beide 
oroulike on manlike pasitinto asntas. 
Bestaur en die bantering van maajieee 
ZCXADON CDT mag olaperigheid, dsisslighsid en 'n verbs van konsentrasis vsroorsaak. Moot nis bsstuur, of 
masjiene hsnteor, vountat sweet hue ZOXADON OCT 5 suntan nb . 
Cit is nb aityd moontik am to voorspel tot watter mate ZCXADON 001 met die daaglikse aktiwitoito van 'n pasitird 
sal inmeng nie. Pasibnte moet veraeker dat hulle nie by bogenoemde aktiwiteite botrukke raak, tetdat hulle went 
tot wattor mato ZOXADON OCT bulb boinvined nis. 
Belangrike inligting omtrent sommige van die bestanddele van ZOXADON OOT: 
ZOXADON CDT bevat aspartaam.Aspartearn is 'n bryn van fenielalasien. Dit han skadelikwees ass 
tonielketonurie (f'KU( bet, 'n seldsame genetiese afwyking waarin foniolalanien apbuu omdat die liggsam dit nb 
bohoorlik han verwyder sic. 
3. Hoe om ZOXADDN ODT te seem 
Mnet nie medisyne wat sirs voorgeskryf is met enige ander persoon dccl sic. Gebroik ZOXADON 001 altyd 
presiss 5505 deur S doktsr sangodsi word. )i resets doktsr of aptoker raadplsog, indion 5 onsekor is. 
U doktor sal die gepasto dusering, in ooreenatomming mets toestand, bepsal. 
U dokter sal vir 5 vertel hne lank u hehandeling met ZOXADON 001 sal duur. Indien 5 nnder die indrok is dat die 
offok van ZOXADON OCT td stork, uf xl swek is, vertol 5 duktor of aptokor. 
Besonderhede vir die gebruik van ZOXADON ODT: 
Verwyder siege oen tab[st ossuit die stolpotrook, wanneer dit tyd is am u medisyns to seem, Trek die stulpstrsok 
oup, um die tablet to anthlout 
Most nie die tablet dour die foolie druk nis, sangesien die tablet brnoo loon mug breok. 
Verwyder die tablet vanuit die stulputrouk met akoun, drob bande en plsas dit dadelik up u tong. 
Die tablet sal onmiddellik begin disintegreer. Dit ken dan môt of sander water ingesluk ward. 
Indies dit saam met vuedsel geneem wurd, moet die mond leeg wees, voordat die tablet up die tong geplses wurd. 
Indien u mow ZOXADON ODT neem as wait u behoort 
In die gevol van sardosering, raadpleeg 5 dokter of apteker. Indien beide ne beskikbaar is sic, kestak die naastc 
hospitsal, of gfboheerserdrem. 
Simptomo van sordosering mag die vslgendo inaluit 
• 5 rnag slaperig of mneg voel, of sbnnrmale liggaamsbewegings eresar, probleme andervind om to stass of te 

loop, duisolig 0001 weons lao blooddrok, of abnormals hartklup of sWipe osdoroind. 
Indien a vergeet em ZOXADON DOT to neem 
• indies s 'n doois oorgsslasn bet neern dit so gou as wat 5 onthsu. 
• indien dit amper tyd is vir die vu)gende duals, slsan die vergete dusis sores gaas vuurt um die tablet op die 

gewons tydotip to seem, 
• reset nie 5 dubbeldusia neem, um op to mask vir die vergete individuele dooiase sb . 
• indies s dit moeilik vind om te onthos wasseer om ZCXADON CDT to seem, ora 5 aptoker vir 'n psar wenks 

wet mug help. 
Indien a die hehandeling met ZOXADON DOT staak 
U moot nb die gebruik van ZOXADON CDT stash, tansy 5 dokter se sanboveel nb . U airnptome mag terugkesr en 

mug anttneklsngsimptome esoo sweet, naarheid en braldng eresar. Indien 5 dnkter besluit em ZOXADON 001 te 
xtaak, sel 5 doois geleidelik, oar ethke dae, verlsag word. 
4. Moontlike newe-effekte 
ZOXADON CDT has nswo-effokto hfi. 
Nie slle sewe-effekte wat vir ZOXADON 001 sasgemeld is, word in bierdie inligtingsblad ingesluit sic. Snu 
algemene goesndheid versieg, of indien 5 enigo ongunstgs effekte orvaar torwyl 5 ZOXADON 001 gobroik 
raadpleeg aooehliet u geoondheidoorgverskeffer air advies. 
Indien enige van die volgende gebesr, otsak die gebruik van ZCXADON CDT en vertel 5 dnkter osmiddellik, of gaas 
na die angeoslle-aldeling by u naaste hoapitasl: 
• swelling van die hande, voete, eskels, gesig, lippe, mand of keel, wat oluk en asemhaling mug bemoeilik 
• sitslag uf gejeuk 
• flnute. 
Hierdie is alles babe ernstige newe-effekte. Isdien 5 dit osdereind Icons 'n ernstige allergiese reaksie teenuor 
ZCXADCN CDT ereasr bet. U mag dringendo rnediees sandag, of hospitalisasie henodig. 
Vortol 5 doktor onmiddellik, of gsan na die ungsvallo-sfdeling by s naaste hooptiaal, indion 5 onigo van die 
vnlyende nprnertc: 
• n bluedldant in 'near (simptomo sluit swelling, pyn en rsoihoid van die hens, in) 
• hlokkade van 'n longartorie (simptome sluit skielike bnrepyo, tosame met moeblike soemhaling, in) 
• 5 eresar koora, spbsrstyfhsbd, sweet, of 'n atsarna in bewussynsolak fn voratouring wet neurolsptioes rnalbgno 

sbndrenm gennem word) 
• 5 'n mania, en 'n lsngdurigo, of pynlike orekobo orvsar. Dit ward priapisme genoom 
• 5 herhaaldelbke lbggasmsbewegbngs ervaar, insluitend grynaing, anboheerbare tonguitoteek, of lipomak, 

so rnsoiok am asians re sanossan vooi asisoog, oprsaKprooiomo, aroams in ssmuu-senaoiwooin speioo on 
naslde' gevnel, diabeitese hems )hne hbsedsuiker), stebering/struikeling, nf kop wat geskud ward. Hierdie is 
tokens ut problems mets senuweostolsel 

• indies die nog-bris slap wsrd na 'n katarak operasbe 
• vinnigo harttompu, abnsrma(a hsrhihmo, huti blooddrnjk, asomnood, berapyn 
• vergeling van die vel en die wit gedeelten van diced (geelsug), wat tekens van lewerprebleme by. 
Hiordie is alles omotigo newo-offokto. U mag dringonds medioss sandag benedig. 
Vertol 5 doktor indien 5 enige van die valgesde upreerk: 
Algomene nsws-offokts: 
• urbenwag- en boossto lsgwegbnfoksbes, bssngbtba, bofisensa en pneumonic 
• vsrhssgde vlakks van 'n trormoon wat prolaktben gensem word on dssr 'n blosdtoets hepasl word. Cit mag 

dalk, of dalk nie, lob tot die volgerde simptome by mans: swelling van die burste, obnd dit mueblik om ereksiea 
to verkry, of to behos, of ander sekausle want unkobo; by vross: ongemak in die berste, leldcasbo van mslk vanuit 
die borate, menstruele sbkissse word oorgeslsan, of ander pssbleme mets sikiss 

• gewigstoename, toename of atname in ostlus 
• slaaploosheid, agitasbe, ungatigheid, kunsentrasbeveribes, geheseprableme, gemoedsversteurisgs, aggreasbewe 

ophedo, voel depreaxief 
• buofpyo, dubseligheid, sedasbe, toename in droomaktiwiteit Ismerigheid, bewegbngsabnornrslitebte, s005 

hewing, stadigeheweging, mooblike spraak, spbsratythsbd, buitonsporigo opeskoeloloeb, stsdbge boweging, 
hewegiog van die segbslle nan vaste posisbe (gewuonlik upwaarts(, spbertrbllbng, ruateloasheid en onvermob 
ore stU to sit, onwillskesrigo spbersarnehekldngs, wat horhalonds kzonkslhewegings veroorsask, spbertroktcbngs 

• wasige sig 
• hbpertsssis (hoe blseddrsk) 
• asemnuod, snitba (tee, luperige, uf jeskerige ness, genies), hoes, pynlike, of aeer keel, nesabloeding 
• hardlywigheid indigestie, of omgokrapto maag, nasrhsbd drob mond, diarros, braking, maagpyn, 

masgongemak, tandpyn, afoame in speekselvlueb 
• roob, of jeskerigo vol, vsluitslag 

• hack, juint us muscle pein, msscle cramps, pain in bands and/sr feet 
• bedwetting at night, frequent passing of urine yr inability to pass urine, urinating mare than nynsal amount 
• tiredness, lack of energy, lever, chest pain, swollen hands and lower parts of the legs 
• tailing often. 
Less frequent side effects: 
• infoctiuns of the ear, respiratory tract (e.g. bronchitis, pneumonia and flu), bladder, eyes and skin, tonsillitis, viral 

infoctiuns, fungal intoctiun uf the nails, acarodermatitis fisfammation of the skin of the bands or feet), sinusitis, 
un-going chssnbc infectian of the middle ear 

• decrease in the type of white blood cells that help ty prntect you against bofeciton, decrease in platelets (blood 
cello that help you stop bleeding), anaemia (a decrease in red blood cells, symptnmo include paleness, tIred and 
feeling weak), incroass in essisophils (a typo of white blood csll) in your blood 

• excessive drinking uf water, presence of glucose in the urine 
• low and high blood sugar levels, higher than normal insulin levels in the blood, abnormal thirst, weight increase, 

anurasba 
• hypomanis (high energy levels, excessive enthusbesm, decrease in need to sleep), feeling cynfosed or nerenus, 

decrease in sea drive, nbghhsares, lack of emotion, listess 
• eyes are light ssssbitvs, dry eyes, increased tears from syss, eye pain with obsual disturbances, excess of blood 

in the white of the syss (red eyes), increased pressure in the syss (glaucoma), eye movement dbesrdsr, eye 
sslling, infammation of the eyelid, eye infection (pink eye), eye swelling, eye discharge, loss uf sight that caunet 
he currected too nurmal level with eyeglasses 

• vertigo (feeling lightheaded or diny), tinnitos (ringing in the ears), ear pain 
• low blood pressure (feeling lightheaded or diny) including when getting sp from a sitting nr lying posbtlnn, skin 

flushing 
• pnesmunbs aspiration (inflammation of the lungs cussed by inhaling fuod), inflammation of the mucose 

membrane and sinuses, upper respiratory tract infoctions )sooe, sbnsses, back uf throat, vocal cord), 
hyperventilation (very fast breathing), raffling oosod in the lsngs, hoarseness and change in pitch ur quality of 
voice 

• increased saliva in the mouth, unable tn conhel ynsr bowels, hard faeces, gastrnerderitbo/stomach Ils (common 
symptoms are nausea, vomiting and stomach pains), difficulty swallowing, excess gas, swollsn tongss/lbps, 
inflammation of the lips 

• increased liver trassaminases is your blued, Increased GOT (sliver enzyme called gamma-glutamyl transferase) 
in your blued, increased liver enzymes in your blood 

• dry skin, increased akin pbgmentaitnn (darkening nf the skin), increased sweating, eczema (inflamed, itchy, red, 
cracked and reugh skin), oiliness of the skin, thickening of the skin, skin lesinno, overaenoitivity of akin to light, 
hives, itchy and severe skis rash, skin reaction, dandruff, skin discolouration, swelling of the despsr layera of the 
skin, caused by a build-up of fluid 

• abnormal posture, joint stiffness, joint swelling, muscular wesk005s, neck pain, muscle ache 
• signa of passible muscle tissue injury including muscle pain, weakness, vomiting, confusion and blood tests 

showing an increase in blood crestine phosphokinsse 
• need to urinate more nften in the day, unable tn urinate, pain when urinating, loss nf bladder conhel 
• sssual problems in men, including inability to get or maintain an srecitnn, difficulty reaching orgasm or 

ejaculating, uvor development of breasts 
• secretius uf breast milk in men and wamen who are nut breastfeedbng 
• sexual problems is wumen, including ditficulty reaching orgasm, change in menstrual cycle, breast pain or 

enlargement, breast discomfyrt and vaginal discharge 
• chills, increase is body temperature, abnormal manner nf walking, thirst, chest discomlyrt, generally feeling 

unwell or discomfort, bnflusszs-lbke illness 
• you have preblems controlling your budy temperature ur uvorheating 
• drop in body temperature, coldness uf the hasdo/feet, withdrawal effects if you stop taking ZOXADON DOT, 

inclsding sweating, nausea, vomiting or a retum of the condition which ZCXADON DOT is heaitng (see Effects 
when treatment with ZOXADON 001 is stepped) 

• blood tests showing abnnrmal kidney function, liver function, muscle injury, blood sugar, red and white cell 
levels, decroassd body tompsrature 

• pain when precedures are performed, e.g. wssnd care. 
The fulluwing side effects have been reported but the hequoncy fur them to uccur is nut known: 
• blood test resslts shuwing dangerously low levels uf white blsed cells (agranslocytosis) 
• diabetes or worsening of diabetes (with symptoms ouch as excessive thirst, increased urinaiton, constant 

hunger), blood cholesterel increase, lyw blood sugar levels 
• mania (periods of great excitement or euphoria, deluobons, arid nver-actbobty) 
• bad taste in the mouth, a state of immobility and stupor, slosp-related eating disorder 
• sleep disordor in which breathing involuntarily otupo and starts (this continues ropoatodly) 
• blockage uf the small or large intestine, sit ammaiton of the pancreas (common symptoms include pain is the 

spper abdomen/belly, sassea and vumiting), 
• hair loss on the body and head 
• the InlInwing symptnma may occsr is nswhnm babies if the myther was (airing ZOXADON DOT in the last three 

months of pregnancy: shaking, muoclo stiffness, and/sr weakooss, sleepiness, agitation, breathing preblsms and 
difficulty in feeding 

• hardened lump on the skin or snder the skin, hyputhormia (an emergency situation that occurs when ysur body 
bases heat faster than it can predsce beat). 

it yos nuitce any side effects nut menitused in this leatet, please bofurm your doctur ur pharmacist. 
Reporting of side effects 

you get side effects, talk to your doctnr, pharmacist or nurse. You con also report side effects to SAIIPRA abs the 
Med Safety APP (triedoofoty X SN1P ) and eReporting platform (who-smc.org) found yn the SAHPRA weboite. 
By reporting side effocts, you can help pmvids more information on ths safety of ZOXADON COT. You can aloo send 
an email dirocty to the company, pharmscoalgblance@phsrmadynambcs.co.za, to ensure safety of the product. 
5. How to store ZOXADDN OOT 
Sture all modicinss out of roach of children. 
Sture below 30 'C. 
Protect 1mm mybsture. 
Keep bliotem in the cartyn sntO required for use. 
Do not use after the espiry date stated on the carton. 
Retum all unused medicine to your pharmacist. 
Do net dispose of snused medicine is drains or sowerage systems (e.g. tuilots). 
6. Contents of the pack and other information 
What ZOXADON DOT contains: 
The active ingredient is risperidone. 
ZOXADON 0010,5mg contains risperidone 0,5mg. 
ZOXADON CDT 1 mg contains risperidone 1 mg. 
ZOXADON CDT 2mg contains risperidone 2 mg. 
The other ingredients are: 
Aspartamo, basic huh/bated mothacrylate capulymor, calcium silicate, cruspovidono, flavour peppermint, flavour 
spearmint, hydruxypropyl cellslose, run sabde red, magnesium atoarate, mannitul, micrecryatalline cellulose and 
povidone. 
ZOXADON CDT contains sweetener (aspartame) in the following quantities: 0,4 mg, 0,6mg and 1,6mg per 0,5 mg, 
1 mg and 2mg tablet, respectively. 
ZOXADON CDT contains sugar (mannitol 27,8 mg, 55,6mg and 111,2mg per 0,5 mg, 1 mg and 2mg tablet, 
respectively). 
What ZOXADON DOT looke like and contents of the pack 
ZOXADON CDI 0,5 mg: Rossd (diameter = 5mm), slightly bicunvex, pink marbled orudispersible tablet. 
ZOXADON CDI 1 mg: Round (diametor = 6mm), slightly bicunvex, pink marbled urudispersible tablet. 
ZOXADON CDT 2mg: Round (diameter = 8mm), slightly hicynvex, pink marbled arndbspersbble tablet. 
ZOXADON CDT is packed in blisters cnnsbstbng of cold formed OPA/AI/PVC f Ire and PEF/AI peel off fyil in packs nf 
30's in an aster carton. 
Holder of Certificate of Registration 
Pharma Dynamico (Iffy) Ltd 
1 flour Grapovino Hoses, Stosnberg Office Park 
Sblverwxod Cluse 
Westlake, 7945 
Cape Town, South Africa 
Tel: + 2721 707 7000 
or 0860-PHARMA (742 762) 
This leaflet woo iaat revised in 
07 Nessmbor 2024 
Registration numbers 
ZOXADON CDI 0,5 mg: M6/2.6.5/0362 
ZOXADON CDI 1 mg: A46/2.6.5/11363 
ZOXADON CDI 2mg: A46/2.6.5/0364 

pharma (s)dynamics 

• rug-, gewrigo- of spierpyn, spberkrsmpo pyn in die hande en/of voeto 
• bednaboask snags, urineer dbkwels, of ie unvermuti am to urineer, urineer meer as wat normasl is vir 
• mneghebd, energietoknrt, koora, horapyo, geswelde hande en ondersto gedeeltos von die bene 
• val gereeld. 
Minder algemene newe-effekte: 
• ser- en lsgwegiofokxio (ho. brongitis, pneumonic en griep), blass- seg en vsliofoksbss, tonsillitis, virusbnfsksbes, 

swamiofeksbe van die nods, akaredennaitits (infammasie van vef, bande yf voete), sbnusffis, voortdurende, 
chroniss iofeksio van die middol-ser 

• afnsme in die tipe withlsedsel, wet help em steen bnfeksbe to beskerm, ofname in blsedplsatjbes (bloedselle 
wat help ore bloeding to stop), anemio )'n atname in reobbloedselle; simptume sluit blositheid, mooghoid en 
awakheid in), toename in eooinof lIe )'n ilpe witblnedse(I ins blood 

• sitormatigs watorinnamo teonwoordigheid van gluk050 in die urine 
• Ise en bse bloedssbkerela)cke, bobr as normale brmulbenvlakke in die bloed, abnormale dors, gewigxtoensme, 

anoroksbs 
• bipomanbe (byb energbevlskke, sitermatige geesdrif, ofname in die beboefte am te sloop), voel verward of 

ssnswsoagti, afname in sekedrang, nagmsrries, verliss van emosio, lsstol000hobd 
• yb is liasensihet, drob ob, toename in heanvorming vanuit diced, onspyn met sigstesrnisoe, oorrnaat blsed in 

• vertigo )voel lbgboofdbg, of dubselig), tinnitus )gelub in die ore), oorpyo 
• lao blooddrok (voel lbg1roofdbg, of dubselig), inslubtond wannesr 5 opstaan vanuit '5 sittendo of 180nde posisis, vol 

bloovorming 
• psoumonio aspirasie )boflammasbo van die longe, verooresak dour die bnassmbng van voedsel), inflammasie van 

die mukesmembrane en sinusse, hoonste lsgwegiofeksbes (ness, sbnuooe, agtertcant van die keel, ntembande), 
hipereerdilasio (babe vinnige asembaling), ratelendo klank in die lunge, hesshsbd en osrsndsrbng in die 
atomtovn, of -kwalitebt 

• osrhsgbng is spsokselvarmbng in die mond, onvormoe am ontastng to beheor, horde stoelgang, gastroentoritis, 
masggriep (algemene sbmptnme is nasrbeid, braking en maagpyn), vind dit moeblik om to aluk, oorrnaat wind, 
gesweldo tong/lippo, inflammasio van die lippo 

• toenorne in lewertranoombnase ins bleed, toename in GOT ('n lewerensiem wat gamma-glutambelhensferase 
genoom word) in s blosd,toonams in loworessisme in s blood 

• drob vel, teename in velpigmentasbe (verdynkering van die ve(I, toensme in sweet ekseem (ordsteekte, 
ieskonds. reob. ookrsakto on orowiee veil. olieriohoid van die vol. verdikkina van die vol. oslletsels. 

• aonormae pysrsst, gewrigotyrneio gewrigswering, apierswaeseio, neepyn spierpyn 
• tokens van moordliks spierweofsolbssorbng, insluitond spiorpyn, swakinoid, braking, vorwarning on blsedtootse 

wat 'n verhoging in blyedkrestbenfosfokinase asndub 
• drang om mesr geroeld dour die dag to urbnesr, onvermob om to urisoer, pyn tydons urinoring, verlies van 

blsasbebeer 
• sekesele problemo by mans, inolsitond die ormermos ore 'n erokaio to vorkry otto bohos, vind dit mooblik om 'n 

nrgasme te bereik, of te ejakuleer oorontwthkelbng van berate 
• utiskobding van horamelk by mans en vroue wie nie bsrs000d nb 
• sekesele pmbleme by vmose, inoluitend ore moeblik 'n orgasme to bere6ç verondering in menstruele sikius, pyn 

in die borate, of beratovorgrotbsg, ongomak in die berato en vaginalo sfskobdbng 
• kouc rillings, verboging in lbgg_aamstemperatour, stop abnormaal, dora, hnroongcmsk, algemene gevoel van 

ongsstoldhoid of ongomak, inflsenes-500ritgo siokto 
• 5 ondervind pmobleme am s liggasmatemperatour to beheer, of ooreerwarmbng 
• skiolike atnams in lbgqaamstompsratssr, kouo hande/000to, onttrekldngseffekte wassoer 5 dis gebruik van 

ZOXADON DCI stask, inslubtend sweet naarhcbd, braking of die tcrugkeer von 'n toestand wasrenor ZOXADON 
001 bohasdoling bonedig ward )sbss ffokte wannsor behandeling mat ZOXADON OCT goetsak ward) 

• blsedtyetse wat shnormale nbertunksbc en lcwcrtonksie, opierbesering, bloedsuiker, moyi- en witblsedsehtakke 
sandub, atsame in liggasmotemporatour 

• pyn wsnneer prosedsre sitgcvoer word, by. wandoorg. 
Die volgsndo nswo-effekto is sasgemeld maar die hekwensie van voorkems is nnbskssd: 
• hloedtuetsresstiate wat ereaitg lae witbluedselvlakks ssndsb jagransloabtose) 
• diabetes of, verorgering van diabetes (met simptome s000 budenoporige dora, tooname in urinering, kenstante 

hunger) bluedcholesteral neem toe, isa bluedssbkerylakke 
• manic (tydporko van greot opwbndbsg, of esforic, delsobes en noraktiwiteit) 
• alegte smaak in die mosd 'n toestand van usbeweeglikireid en stupur slaapverwsnte eetverstesring 
• slaspetesring, waar ascmhalbng onwillekeurig ophos en weer begin (dit duur herhasldelik voort) 
• hlokkade van die dun- of dbkderm, of lommasie van die psnkceas (algemene simptume sluit pyo in die be-bulk! 

maag, naarhebd en braising, in) 
• basreeribea op die ligguam en houf 
• die volgende simptome mag by pasgebere babes vnorknm, indien die moeder ZOXADON 001 h/dens die lasoto 

dna maande von swangerakep geneem hot: hewing, spierstyf held en/of swakhebd, slaperigheid, agitasic, 
asemhslbsgsprobleme en problems met vooding 

• barde hoop op die vel, of onder die vel, hiputarmie fn noodgeval wat voorkom wsnneer die ligguam hitte 
vinniger voroor as wat dit hitte ken generoer). 

Indies 5 anigo sewe-offokto opmerk, wat nio in hierdio inligtingsblad genuem word rio, raadpleog assobliof 
dokter, of apteker. 
Aanmeiding van newe-effekte 
Indies u newc-effekte ervaar, praut mets dokter apteker of verpleegkundbge. U han ook newe-cffekte by SMIPRA 
via die Med Safsty toopassing (Medsafety X SNIRA) en sRsporting platform )who-smc.srg(, wat op SAIPRA se
webtubate gesind kay ward. 
Deur dis aasmoldbn van newe-effokte hans help om mosr bnlbgting sasysando die vobligheid van ZOXADON OCT 
into win. U ban ook n cpus direk sun die maatskappy stusm, pbarmscoobgilunce@pharmadynambco.co.zu, ore die 
veblighoid van die produkto yeraoker. 
5. Hoe om ZOXADDN ODT to bewaur 
Bewsar alle mcdisyoe huite die bereik van kindera. 
Bewaor benede 30 C. 
Beskorm tees vog. 
Huu stslpstrske in die kartunhoser, totdat dit benodig ward vir gebnibk. 
Mnet nbc gebruik Sadie verealdatum wat op die kartnnhouer asngedub wnrd sic. 
Neem alle ungebrubkte medisyne na 5 aptekerterug. 
Mnet nbc nngebrubkto mcdioyoe in afvoerpype, of rinolotelsels (by. tobletto), weggnsb nbc. 
6. Verpakidngolnhoud en ander inilgtlng 
Wat ZOXADOYI DOT bevat: 
Die aktiewe boutanddesl is risperidoon. 
ZOXADON CDT 0,5 mg bevat naperidonn 0,5 mg. 
ZOXADON CDT 1 mg bevat risporidoun 1 mg. 
ZOXADON CDT 2mg bevat risperidonn 2mg. 
Die andor bsstsnddele is: 
Aspartearn basics gebutileerde metakxblaatkepelbmeer, graenmentgeursel, hbdreksieprapbelsellsluse, 
kelsiumsblbksat, krsisgekeppolde povidoos, magnssbumstorsst, mannitol, mikrokristallyoe sellulose, 
pepermentgesrsel, povidous en reob yoteruksied. 
ZOXADON CDI hoyt dio versootor (aspartasm) in die volgende hoovoslhsde: 0,4 mg, 0,8mg en 1,6mg per 
05mg 1 mg en2mg tablet onderskebdelbk. 
ZbXADbN CDT bsvat suiker (mannitnl 27,8 mg, 55,6mg en 111,2mg per 0,5 mg, 1 mg en 2mg tablet, 
onderakebdelbk(. 
Hoe ZOXADON OOT h/k en die verpakicingainhoad 
ZOXADON CDT 0,5 mg: Ronde )deursnee = 5mm), effenx bbkunvekse, pienk gcvlekte orasl-dispergerendo tablet 
ZOXABON CDT 1 mg: Ronde desrsnee = 6mm ,cffens bbknnvekse, pienk geolektc nraal-dbspergcrende tablet 
ZOXADON CDT 2mg: Rondo desrsnee = 8mm ,effcns bbkusvekso, pienk gcolckte sraal-dispergerende tablet. 
ZOXADON CDT word verpak in stolpstmoke wat bestass sit koud-gevomide OPNAI/PVC film en PEF/AI aftrek-fyelie 
in vsrpskhbngs van 30's in 'n buitonsto kartonhosor. 
Eienaar van die Registrasiesertifikaat 
Pharma Dynamics (Edmo.) Bpk. 
1" VIsor Grapevine Husse, Stoesbcrg Office Park 
Sliverwood Close 
Wesitake 7945 
Kaspotad, Suid-Afrike 
Tel:+2721 7077000 
of 0860-Pl'tARMA (742762) 
Hierdle inligtingsbiad was voorheen hersien 
07 Nyvember 2024 
Regiatraaienomrnera 
ZOXADON CDT 0,5 mo: A46/2.6.5/0362 
ZOXADON CDT 1 mg:M6/2.6.5/0363 
ZOXADON CDT 2mg: A46/2.6.5/0364 
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