Patient Package Insert

Prescription only Medicine
Carefully read the entire leaflet before startingu  se

SUPRAVIR® SUSPENSION

COMPOSITION: Each 5 ml of Supravir Suspension contains 200 mg Ac iclovir.

1. WHAT IS SUPRAVIR SUSPENSION AND FOR WHAT IS IT USED? It is indicated to prevent the growth of certain vi rus infections (virustatic agent). Itis
used in the treatment of Herpes simplex in particul ar herpes genitalis, infections of the skin and muc ous membranes (first and recurrent in the genital
region). Preventive treatment in adults sufferingf ~ rom very severe forms of recurrent genital herpes s implex infections should be attempted.

2. WHAT MUST YOU TAKE INTO ACCOUNT BEFORE TAKING SU PRAVIR SUSPENSION?

2.1. Supravir must not be taken:  If you are allergic to Aciclovir or Valaciclovir. | f your kidney function is restricted or your produc tion of urine is reduced.
2.2. Particular caution is necessary when taking/us  ing Supravir Suspension:

Elderly people: The kidney function of the elderly people is more often restricted than in other patients. If necessa  ry your doctor will check your kidney
function and tell you that you should drink suffici ent liquid during treatment. Your doctor might adju st the dose ( see section” how should you take
Supravir Suspension?”).

Pregnancy: No sufficient experience on the use of Supravir Su  spension during pregnancy is available. If treatmen t is necessary during pregnancy, the
doctor must carefully weight up the benefits and th e risks.

Breastfeeding : The active ingredient of Supravir Suspension pass es into the breast milk. As unwanted effect on the breast-fed child cannot be ruled out,
breast-feeding not be carried during treatment with Supravir Suspension.

Driving and operating machinery: _ Direct effect of Aciclovir on reactions or road saf ety are not known, however you must remember that i n rate cases side-
effects such as drowsiness, dizziness, and hallucin ations may occur, particularly if your kidney funct ion is damaged.

Interactions with other medicines: _ Please inform your doctor or pharmacist if you are taking or have recently taken other medicines, even if they do not
require a prescription. Probenecid (a medicine give  n if the level of uric acid in the blood is too hig h) and cimetidine (a stomach medicine) reduce the
removal of Aciclovir from the body via the kidneys. Therefore the effect of Supravir Suspension may la st longer than usual. Certain medicines which are
used on organ transplantation (e.g. Mycophenolate m  ofetil, cyclosporine, Tacrolimus) might also prolon g the effect of Supravir Suspension; your doctor
will monitor your kidney function.

3. HOW SHOULD YOU TAKE SUPRAVIR SUSPENSION? You should take Supravir Suspension exactly accordi ng to your doctor’s instructions. You should
check with your doctor or pharmacist if you are not quite sure. Unless otherwise prescribed by your do ctor, the usual dose is:

Herpes simplex infections in adults: __ Adults take 5 ml of Supravir Suspension five times daily every four hours.

Prevention of severe forms and recurrent genital he rpes simplex infections: _Patients whose immune system is intact 5 ml of Supr avir Suspension four
times daily every six hours. Alternatively, you may also take 10 ml of Supravir Suspension twice daily every 12 hours. In some cases effective prevention
can also be obtained with a dose of 5 ml of Supravi  r Suspension three time daily every eight hours or 5 ml of Supravir Suspension twice daily every 12
hours.

If your immune system is defective, you should take 5 ml of Supravir Suspension four times daily every of six hours.

If your immune system is severely suppressed, e.g. after organ transplantation, 10 ml of Supravir Susp  ension four times daily every six hours may be
prescribed.

Children 2 years of age and older: _ For the treatment of herpes simplex infections rec  eive the adult dose.

Children below the age of two years:  Half the adult dose.

Treatment of Chickenpox: _ When therapy is indicated, it should be initiated a  t the earliest sign or symptom of chickenpox. There is no information about
the efficacy of therapy initiated more than 24 hour s after onset of signs and symptoms.

- Children (2 years of age and older): 20 mg/kg per  dose orally 4 times daily (80 mg/kg per day) for5  days.

- Adults and Children over 40 kg: 800 mg (20 ml of ~ Supravir Suspension) 4 times daily for 5 days.

For patients with restricted kidney function: As a result of aging, kidney function may be reduc ed. Therefore care should be taken to see that suff icient
liquid is drunk during treatment. In-patients with restricted kidney function a lower dose of Aciclovi r than that mentioned above may be sufficient. The
doctor may possibly adjust the dose according to ki dney function.

Mode of administration: ~ Supravir Suspension should be, if possible, taken a  fter meals with ample amounts of liquid (e.g. glass of water) if your kidney is
restricted, which may occur particularly in the eld erly you must make sure that your drink is sufficie nt liquid during treatment.

Special note: You should take Supravir Suspension as soon as pos  sible after the first signs of a herpes virus infec  tion (e.g. itching, feeling of tension, first
blisters) especially in recurrent herpes simplex in fections.

How long should you take Supravir Suspension? Your doctor will decide on how long you should use Supravir Suspension:
In herpes simplex infections _: The duration of treatment is usually five days, b ut it may longer, depending on your condition.
In the prevention of severe cases and recurrent gen ital herpes simplex infections : Your doctor will adapt the duration of treatment with Supravir

Suspension to the severity of the disease and frequ  ency of recurrences. However, you should not take S upravir Suspension for more than 6-12 months.

If your immune system is severely suppressed (immun osuppression) and you are to take Supravir Suspensi on as a preventive measure, your doctor will
decide on the duration of the treatment depending o n the degree of immunosuppression. Please consulty  our doctor if you feel that the effect of Supravir
Suspension is too strong or too weak.

Overdose : In case of accidental overdose or if a child take s this medicine by accident, seek professional assi stance or rush to a hospital emergency room
accompanied with the medicine’s package. Do not ind uce vomiting unless explicitly instructed to do so by a doctor! Nausea, vomiting, headache and
confusion are the symptoms associated with an overd ose of oral Aciclovir.

Missed Dose: If you missed a dose, take it as soon as you remem  ber, then continue to take it at the usual times, a nd never take a double dose to
compensate the missed one. If you have missed sever  al doses, please inform your doctor. Do not exceed the recommended dosage

Effects if treatment with Supravir Suspension is st opped: Even if you feel much better, you should carry on taking Supravir Suspension right to the end in
order to make sure that you are completely cured. |  f you are uncertain, e.g. because of side-effects, please consult your doctor before stopping treatmen t
on your own.

4. WHAT SIDE-EFFECTS MAY OCCUR? Like all medicines, Supravir Suspension may have si de-effects. After administration of Supravir Suspen sion side-
effects have occasionally been observed: stomach or bowel troubles such as nausea, vomiting, diarrhea and stomach ache. Allergic reactions, such as
rash, including sensitivity to light, nettle rash, itching and fever up to rare cases of difficulty in breathing, swelling of the skin and mucous membran es
(angioneurotic oedema), and acute shock reactions h  ave also been reported. Neurological symptoms have sometimes been observed, mainly in the form
of dizziness, confusion, hallucinations and drowsin ess. These side effects which disappeared after the medicine was stopped usually occurred in patients
whose kidney function was damaged or who had other diseases which encouraged the appearance of these s ide effects. Moreover, there have also been
isolated cases feeling of estrangement, which after stopping the medicine. Brief fits, psychoses and c onsciousness disorders up to coma have been
observed especially in complicated cases. Rare and temporary changes have been observed in certain liv  er, kidney and blood tests (increases in
bilirubine, liver enzymes, serum urea and creatinin ~ e). On very rare occasion's anemia together with a decrease in white blood corpuscles and platelets
have occurred. There have been isolated reports of acute renal failure, hepatitis and jaundice. Headac  he, listlessness, insomnia and tiredness have been
also observed on rare occasions. There have also be en occasional reports of loss of hair, but it is no t certain whether this was connected with the
administration of medicines containing Aciclovir. | f you notice any side effects not mentioned in this leaflet, please inform your doctor or pharmacist.

5. HOW SHOULD YOU STORE SUPRAVIR SUSPENSION? Store at temperature not exceeding 25C. Keep medic  ines out of reach and sight of children. You
must not take the medicine after the expiry date pr  inted on the folding box and the label.

PRESENTATION: A carton box of one bottle of 60 ml.

PHARMACARE PLC “” ””
Beitunia-Industrial Zone- P.O. Box 677 - Ramallah, Palestine
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