Curam® 457 mg/ 5 ml — Powder for cral suspension

5. SANDOZ

1. WHAT Curam 457 mg/ 5 ml powder for oral suspension IS AND
WHAT IT IS USED FOR

Curom 457 mg,/ 5 ml powder for oral suspension is an antibiofic. It belongs to
0 gioup of anfibiotics called penicilins. It is used to neat infections coused by
certoin bacteria which ore sensitive 1o the combination of amaxicillin/davulonic
acid.
Curam 457 mg,/ 5 ml powder for oral suspension is used to treat:
* Infections of the tonsils ond sinuses
* Eor infections
s Chest infections such os bronchitis and pneymonia

« Infections of the blodder and kidneys
*_Infections of the skin-and loyers just under the skin

2, BEFORE YOU TAKE Curam 457 mg/ 5 ml powder for oral
suspension

Do not take Curam 457 mg/ 5 ml powder for oral suspenxlm it:

~ You aee ollergic (hypersensitive) fo omaxicill
cephalosporins or to any of the of
Further Information in Section &).

~ You have severe liver disease or ever had any liver diseose coused by
amoxiillin/clovulonic ocid.

= You have infectious manonudlgosis or leukoemic: you may haove o higher
sk of skin reactions.

(See

Take special care with Curam 457 mg/ 5 ml powder for oral

suspension:

Tell your doctor before toking Curom 457 mg/' 5 ml powder for oral suspension

i you have, or ever hod:

~ Liver disease or if you are oged above 60 years: your doctor may hove 1o
usk you for o blood somple to follow your liver function.

= Nidney disease: your doctor may have to odjust the dose.

~ Severe ollergies or nsthma: you moy hove a higher risk of allergic rzactions

= A bladder catheter. If so, drink plenty of liquid to prevent the forming of
aystals in your urine.

— Sewere vomiting or dicrthoea: the obsorption of the medicine may not be
quaranteed.

This medicine con olso alter the results of wrine tests for sugor. If you hove

dinbetes ond routinely fest your urine, tell your doctor. This is becouse other

tests may have fo be used.

Taking other medicines:

Please tell your doctor or phormacist, if you wre fuking or hve recently taken
ony other medicines, including medicines obtained without o prescription. Same
medicines can couse problems if you toke them with Curam 457 mg/ 5 ml
powder for oral suspension.

Take care with the following medicines:

~ Antibiotics such os macrolides, tetrocydines: the effect of Curom 457 mg/
5 ml powder for orol suspension may be reduced.

— Probenecid: the levels of omoxicillin may be increased in your blood and

bile.
= Allopurinol: you may hove u higher risk of skin reoctions.
— Meth the toxidity of maoy be incrensed.

— Digoxin: the absorpfion of digoxin may be increased.

— Sufosalasin: the blood levels of sufosalasin moy be deceased

— Anticoagulonts (to prevent blood clotting) such os cumarine: the tendency to
bleed may be incrensed.

— Contraceprive pills: there is o risk of contracepfive pills not working fo their
greatest effect

— Disulfiram should not be used together with Curom 457 mg/ 5 ml powder
for oral suspension

=== Taking Curam 457 mg/ 5 ml powder for oral suspension with food
I rink:

e |1 75 Tecommended thot you tuke Curom 457 mg/ 5 ml powder for oral
s qsnension ot the stort of meals fo reduce any possible digestive discomfort.
= Pregnancy and breast-feeding:

Dato on approximately 560 exposed pragnancies indicate no adverse effects of
omaxicillin/davlanic acid on pregnancy or on the health of the foetus or
newborn child. However, in one study in women with premature rupture of the
omnion it has been reported thet prophylactic treatment with amoxicillin/
davolanic ocid can be essociated with on increosed risk of necrotising
enterocolitis (inflammation of the intestine) in neanates. As o precoutionary
measure, omoxicillin/davulanic acid shauld only be vsed during pregnancy if in
the judgement of the physician the potential benefits ouiweigh the possible
hazards.

This medicine is excreted in breost milk in smoll quantities, therefore diorhoga
and colonisotion of the digestive mucasae by yeasts are possible in the suckled
infont, so thet in some cases it may be necessary fo wean the infant.

Driving ond using machines:

This medicine has no influence on the obility 1o drive and use mochines. Curom
457 mg/5 ml powder for orol suspension moy sometimes have side effects
such gs mentol confusion, rorely diziness ond even less often convulsians that
may impair the ability to diive o vehide, to operate mochines ond/or ta work
sufely

Important information about some of the ingredienis of this
medicine

Curam 457 mg/5 ml powder for oral suspension contains the swectener
asparlame, ¢ source of phenylolanine. This may be hamful for people with
phenylketonuria.

If you have been told by your doctor that you have on intoleranca to some
sugars, contact your daclor before taking this medicine.

3. HOW TO TAKE Coram 457 mg/ 5 ml powder for oral
suspension

Ahwoys toke Curom 457 mg// 5 ml powder for oral suspension exadlly os your

doctor hos told you. You should check with your doctor or pharmacist, if you ore

not sure.

To open the battle, press the childproof top down ond then tum it. After

apening the bottle remove the membrane corefully and complately ond discord

before reconstituting the product. Fill the bottle with water fo just below the

mark on the label and shoke well at once. Then odd water exactly to the mork

ond sheke vigorously ogain.

Shake the bottle well before every withdrowal.

Your doctor will rell you he exoct dose (in milllitres) you should fake each

day.

The usvel dose for children oged 2 months fo 12 years Is:

* Infedtions of the skin: 25/3.6 mg/kg per day in two doses

* Eor ink ond chest infections: 45/6.4 mg/kg per day in two doses

The dose is measured using the 5 ml measuring syringe which is provided with

e adapter info the neck of the botfle

2, Put the end of the syringe into the edapter.

3. Tum the bottle upside down and slowly pull the plunger of the syringe until
the appropriate omount of millltres (see table below) is present in-the
tube.

4. Tum the bottle upright, remove the measuring syringe, leavz the hottle
adapter on the bottle and close the bottle.

Other possible side-effects during treatment:

Following side-effects ore common (offect less than 1 out of 10 people):

* Nouseo, vomiting, diarrhoeo or soft stools. These effects are mostly mild
and disappear during treafment of very soon ofter completion of therapy,

* Anal itching.

* “Fifth doy” skin rash, which resembles measles.

Following side<ifects ore uncommon (affect less thon 1 out of 100 people):

* Superinfections coused by resistont germs or yensts,

inal itching ond dischorge.

Following side-effects are rare (affect less than 1 out of 1,000 people):

ose In blood plotelets (thrombocytosis), abnormal breokdown of red

Bood cells (hoemolytic onemia).

s (candidiasis).

oot discoloration. The discolosation con be removed by feeth

b
* Moderara rise in liver enzymes.
Following side-effects ore very rure (affect less thon 1 out of 10,000 people):

= Changes in blood count (decrease of red or white blood cells and of
platelets), prolongation of bleeding fime. These monifestotions are reversible
after stopping the treatment.

* Hypertivity, onxiefy, sleeplessness, mentol confusion, aggression.

= Black tongue.

* Hepaiitis ond chelestatic joundice. Signs usuolly appear during o shorily
ofter freatment , bt ia some cases they moy oppeer only some weeks offter

- ion of the kidneys (interstitiol nephrifis), aystals in the urine

If any of the sde sffects gets serious, or if you notice any side effects not

5. HOW TO STORE Csram 457 mg/ 5 ml powder for oral

Kzep out of the reach and sight of children.

r_'e.."zu.ynmuq"!mnr r fightly dosed.
The d suspension should be stored i & refigerator (2°8° C) and

Your doctor will vell you how long you will need ta keep foking your medicine.
Treatment should not last for more than 14 days without control by your doctor.

Peaple with liver disease
Your docios may hove 10 ask you h
function.

People with kidney disease
Your docior moy hove to fower the dose.

If you take more Coram 457 mg/ 5 ml powder for orel suspension
than you should:

1f you toke too much of this medicine (overdose), tulk fo your doctor or go to
0 hospital stroight away, and show them the pack. The most Fkely signs of
overdose ore: nausec, vomiting, diartheo, obdominal pain, convulsions (fits).

If you forget to take Curam 457 mg/ 5 ml powder for oral
suspension:

If you forget to take your dose of this medicine, toke the forgotten dose os
soon gs you remember. But do not give.the next dose Yoq soon, it must be of
minimum 4 hours between two doses. Try to camry on os before (ofter 12 hours
give the next dose). Do not toke o double dose fo make up for forgotten
individual doses.

If you stop toking Curam 457 mg/ 5 ml powder for oral suspension:
Ahwoys keep toking this medicine until the course is finished, even if you feel
better. | you stop toking this meditine too soon, the infection may come back.
Alsa, the bocterio moy become resistant fo the medicine.

If you have any fusther questions on the use of this product, ask your doctor or
phormadist.

4. POSSIBLE SIDE EFFECTS

Like all medicines, Curam 457 mg/ 5 ml powder for orol suspension can cause
side effects, although nof everybody gets them.

If you notice any of the following serious side effects, talk fo your

doctor immediately or go fo o hospital straight away:

Following serious side-effects ore rare (affect less thon 1 out of 1000 people}:

» Sudden difficulty in breathing, spaoking ond swallowing

« Painful swelling of lips, tongue, foce or neck

= Extrame dizziness or collapse

= Severe or ifchy skin rashes, especiolly if this shows blistering and fhere is
soreness of the eyes, mouth or geniul oigans

= Diorthoea thot is serious, lusts g long fime or hos blood in it: This con be o
sign of serious bowel inflammaion.

Following side-effects are very rare (offect less thon 1 out of 10,000 people):

* Yellowing of the skin or whites of the eyes, or urine getting darker and
sioals poler: This is @ sign of fiver problems,

Powrder for preparing a suspension for oral pse: Do not store above 30°C. Keep

Do not use Curom 457 mg,/ 5 m! powder for oral suspension ofter the expiry
date which is stoted on the corton ofter EXP. The expiry date refers to the lost

Medicines should be not be disposed of vi wostewoter or household wuste. Ask
your pharmacist how fo dispase of medicines no longer required. These

Body Weight 25/3.6 mg/kg/doy 45/6.4 mg/kg/doy

(k) (ml twie daily (ml twice coiy Ireatment has besa stopped.

3 05 08 nfl

4 06 11 (crysiolluri).

5 08 14

b 09 [H listed in this leofie, plessz velf your doctor.
7 1 0

8 13 23

9 14 25

10 16 28

1 17 31

12 19 34 used within 7 days.

13 20 a7

T 27 39 tha container in the oufercorlon.

15 23 42

1L L) %5 doy of that manth.

[TZ1 25 50

2229 40 75

3040 50 10,0 measures will help 1o protect the environment.

6. FURTHER INFORMATION
Whaot Coram 457 mg,/ 5 ml powder for oral suspension contains

Thz ndwa substonces are amoicilin and clovulonic odd.

oasiituted suspension confuin:
Ammh iriydrote, coesponding fo 400 mg omaxicillin.
Potassium dovulongte, corresponding to 57 mg dovulanic acid.
Qther ingredients are: Giric ccid, frisodium cifvate, asportome (E951), tal, Guor
golactomonnon, silicon dicide, lemon flavouning, peach-opricot flavouring,
orange flovouring.

What Curam 457 mg/ 5 ml powder for oral suspension looks like
and contents of the pack

Coram 457 mg/ 5 ml powder for oral suspension is avuilable in original packs
of 1 bottle, containing 11,8 g powder for preparing 70 ml suspension for oral
use + 1 groduated syringe (5 ml).

Marketing Authorisation Holder ond Manufacturer
Sandaz GmbH, Kund!'= Aushia
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