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pantone: Black

Fandex®
\ (Bupropion-Naltrexone) tablet

Fandex® i ded

presented as forms containing 8mg Naltrexone hydrochloride and
90mg Bupropion hydrochloride, 60 tablets packed in abottle, witha
leafletinacardboard box.

Category:

Opioid antagonists; Aminoketones (body weight lowering agent)
Precautions and warnings:

Do nottake Fandex, if you:

+Areallergic to Bupropion or Naltrexone

+Have orhad high blood pressure that is not controlled with medicines.
Monitoring of blood pressure and heart rate in all patients, especially
those with cardiac or cerebrovascular disease, is necessary.

. liver di d-st: Y ; diabetes;
angle-closure glaucoma; seizure orbraln tumour.

+Haverecently stopped taking sedatives or medicines used to treat
anxiety or epilepsy or plan to stop them while you are taking this
medicine.

+ Are taking any other medicines containing Bupropion or Naltrexone.
«Have an eatingdisorder orhad one in the past, such as bulimia or
anorexianervosa.

+Areregularly using opioids or opiate agonists like Methadone, or are
going through acute withdrawal (cold turkey).

+Have orhave had abipolar disorder (extreme mood swings).

+Are taking monoamine oxidase inhibitors (MAOIs) or have taken them
inthe last 14 days.

«Take CYP,B;inhibitors (do not exceed one tablet twice daily when
taken).

+Areusually aheavy drinker and have just suddenly stopped drinking a
lotof Alcohol, orare going to stop while you are taking this medicine.
+Feel icide, have a history of

suicide, panic attacks or any other mental health problems.
Pregnancy and breastfeeding:

Fandex®isnot rec ing pregnancy or breast-feeding. If
you are pregnant or breast-feeding, think you may be pregnant or are
planningto have ababy, ask your doctor or pharmacist for advice
before taking this medicine.

Dosage and administration:

«Donotgive Fandex”to other people, evenifthey have the same
symptoms thatyou have.

+Do not change the dose without talking with your physician and take
itexactly as your physician tells you.

+Response to therapy should be evaluated after 12 weeks at the
maintenance dosage. Ifa patient has not lost at least 5% of baseline
body weight, discontinue Fandex® asitis unlikely that the patient will
achieve and sustain clinically meaningful weight loss with continued
treatment.

«Swallow the table whole. Do not break, crush or chew Fandex®
tablets.

+Donot tak 2tabletsat i rmore 4
tabletsinaday.

«Total daily doses greater than 32 mg/360 mg per day (two tablets
twice daily) are not recommended.

Do not take Fandex® with high-fat meals.

Dosage of each drugis determined by physician, but the usual dosage
of Fandex®is asfollows:

Weight loss:
Morning Dose Evening Dose
week1 1Tablet
week2 1Tablet 1Tablet
week3 2Tablets 1Tablet
week4-Onward 2Tablets 2Tablets

+Fandex®indicated as an adjunctto areduced-calorie dietand regular
physicalactivity for chronic weight managementin adults withan
initial body mass index (BMI) of 30 or greater (obese) or 27 or greater
(overweight) in the presence of at least one weight-related
comorbidity (e.g. tension, type 2 diabetes mellitus, or
dyslipidemia). After 16 weeks and each year afteryourtreatment
initiation, your physician will evaluate whetheryou should continue to
take Fandex®ornot.

«Inp ithrenal or hepatici
T i Fandex®i each
i .Fandex®isnotr for patients with

end-stage renal or hepatic disease.
Adversereactions:
Like all medicines, this medicine can cause side effects, although not

dnotall of these side effects can be seenin one
person; incase of the ollowingside effects, consultwith the

pharmaci

Serious:

Tellyour physician straight away, ifyou notice any of the following

seriousside effects:

« Suicidal feeling
2l thou

eizures; lupus, skin rash or

pustulosis; erythemamultiforme and Stevens Johnson Syndrome;
rhabdomyolysis; Serotonin syndrome

Very common:

+Nausea, vomiting; constipation; headache

Comm
- Anxiety; dizziness, vertigo; remor, difficulty insleeping; dysgeusia,
drymouth; difficulty
drowsinessorIe(hargy;llnnltus;faslor|rregularheanbeat;holﬂush;
increased blood pressure; pain in the abdomen; hyperhidrosis; rash,
itching (pruritus); alopecia; rritability; feelingjittery

Uncommon:

“Hives (urticaria); hypersensitivity; abnormal dreams; feeling nervous,
tension, agitation, mood swings; balance disorder; loss of memory,
tingling or numbness of the hands or feet; motion sickness; burpin
abdommaldlscomfon Indlgesllun cholecystitis; increased Creallnme
levelsintheblood, y increased liver

Bilirubin levels, liver disorders; erectile dysfunctios feellngzbnormal.
weakness (asthenia); thirst, feeling hot; chest pain; increased appetite,
weight gain

Druginteractions:

Tellyour physician or pharmacistif you are taking, have recently taken
ormighttake any other medicines.

The following drugs interact with Fandex®:

+ MAOIs; Selective Serotonin reuptake inhibitors; TCAs; antipsychotics
(like Haloperidol, Risperidone and Thioridazine); beta-blockers (like
Metoprolol); Type lcamlarrhy\hmlcs(llkePropafenoneand
Flecainide); Digoxin; CYP,B, inhibi (liks s
CYP,B, |nducers(|lke thonavlr Loplnavlr Efavlrenz Carbamazeplne,
drugs (like Levodopa

and Amantadlne)
« Drug-laboratory test interactions: Fandex® can cause false-positive
urine test results foramphetamines.
Storage:
Store below 30" C, protect from light and moisture.
Keep outofreach of children.
ed by Pursina phar ical Co.
Tehran-Iran
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