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1.6.3 Patient information leaflet (PIL)

PATIENT INFORMATION LEAFLET

AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/Sml

Read all of this leaflet carefully before you starts using this medicine.

Keepthisleaflet. Y oumayneedtoreaditagain.
Ifyouhaveanyfurtherquestions,askyourdoctororpharmacist.
Thismedicinehasbeenprescribedforyou.Donotpassitontoothers.ltmayharmthem,
eveniftheirsymptomsarethesameasyours.
Ifanyofthesideeffectsgetserious,orifyounoticeanysideeffectsnotlistedinthisleaflet,pleasetellyourd

octororpharmacist.

IN THIS LEAFLET:

What AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/5ml is and what it is
used for

Before you use AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/5ml

Howto use AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/5ml

Possible side effects

Howto store AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/5ml

Further information

WHAT AZITHROMYCIN FOR ORAL SUSPENSION USP 200 MG/SML IS AND WHAT
IT IS USED FOR

AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/5ml is one of a group of
antibiotics called macrolides. It is used to treatinfectionscausedbybacteriaandothermicro-
organisms.

AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/5ml isusedtotreat:
Infectionsofthelowerairways,suchasbronchitisandpneumoniaacquiredoutsideof hospital

Infectionsoftheupperairways,suchasthroatinfections, tonsillitis,sinusitisandearinfections



Infectionsoftheskinandsofttissue,suchasanabscess
Inflammationoftheurethra(thetubethatcarriesurinefromthebladder)orcervixcausedby

anorganismcalledChlamydia.

BEFORE YOU USE AZITHROMYCIN FOR ORAL SUSPENSION USP 200 MG/SML
Do NOT use AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/5ml :
Ifyouareallergic(hypersensitive)toAZITHROMY CIN oranyoftheotheringredientsofthismedicine
Ifyouareallergic(hypersensitive)toanyothermacrolideantibiotics,e.g.erythromycin.

Ifyouhavesevereliverdisease

Take special care with AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/5ml :

Tellyourdoctororpharmacistbeforeyoustarttotakethismedicine

Ifyouhavekidneyproblems—ifyouhaveseverelyreducedkidneyfunction
Ifyouhaveliverproblems—ifyouhavesevereliverdisease
Ifyouaretakingmedicinalproductsknownasergotalkaloids(such asergotamine), which
areusedtotreatmigraine
IfyouareawareofeverbeingdiagnosedtohaveprolongedQTinterval(aheartcondition)
Ifyouaretakingmedicinalproductsknownasantiarrhythmics(usedtotreatabnormalheart  rhythms),
cisapride(used to treatstomachproblems) orterfenadine(an
antihistaminethatisusedtotreatallergies)
Ifyouareawarethatyouhaveasloworirregularheartbeat,orreducedheartfunction
Ifyouknowthatyouhaveanelectrolyteimbalance,especiallylowlevelsofpotassiumor
magnesiuminyourblood
Ifyouhavebeendiagnosedwithaneurologicaldisease—adiseaseofthebrainornervous system

Ifyouhavemental ,emotionalorbehaviouralproblems.

Ifyoudevelopsevereandpersistentdiarrhoeaduringoraftertreatment,especiallyifyou

noticebloodormucus,tellyourdoctorimmediately(Seealsotheadviceunder‘Possiblesideeffects’).



IfyoursymptomspersistaftertheendofyourtreatmentwithAZITHROMY CIN FOR ORAL
SUSPENSION USP 200

mg/5ml,orifyounoticeanynewandpersistentsymptoms,contactyourdoctor.

AZITHROMYCIN FOR ORAL SUSPENSION USP 200

mg/Smlisnotrecommendedforpatientsunderémonthsofage.

Taking other medicines

Checkwithyourdoctorifyouaretakinganyofthefollowing:

Antacidse.g.aluminiumhydroxide

Ergotderivatives,suchasergotamine(usedtotreatmigraine)
Coumarinderivatives,e.g.warfarin(usedtostopthebloodclotting)

Digoxin(usedtotreatheartfailure)

Zidovudine(usedinthetreatmentofHIV)
Rifabutin(usedinthetreatmentofHIVandbacterialinfectionsincludingtuberculosis)
Theophylline(usedtotreatasthmaandotherlungdiseases)

Quinidine(usedtocontrolheartrhythm)
Ciclosporin(animmunosuppressantusedfollowingorgantransplant)
Antiarrhythmics—see““TakespecialcarewithAZITHROMYCIN FOR ORAL SUSPENSION USP
200 mg/5ml ™

Cisapride—see“TakespecialcarewithAZITHROMYCIN FOR ORAL SUSPENSION USP 200
mg/5ml ”

Terfenadine—see“TakespecialcarewithAZITHROMYCIN FOR ORAL SUSPENSION USP
200 mg/5ml

Pimozide(usedtotreatschizophreniaandothermentalproblems)
Astemizol(anantihistamineusedtotreatallergicreactions)

Triazolamandmidazolam(sedatives)

Alfentanil(ananalgesic).

Tellyourdoctororpharmacistifyouaretakingorhaverecentlytakenanyothermedicines,includingmedi

cinesobtainedwithoutaprescription.



Pregnancy and breast-feeding

TellyourdoctorbeforeusingAZITHROMYCIN FOR ORAL SUSPENSION USP 200

mg/Smlifyouarepregnant,planningonbecoming pregnant,orbreast-feeding.

Driving and using machines

AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/Smlmay
causedizzinessandconvulsions.Donotdriveoroperatemachineryunless

youaresureyouarenotaffected.

Important information about some of the ingredients of A ZITHROMYCIN FOR ORAL
SUSPENSION USP 200 mg/5ml

Ifyouhavebeentoldbyyourdoctorthatyouhaveanintolerancetosomesugars

contactyourdoctorbeforetakingthismedicinalproduct.

3. HOW TO USE AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/5ml

AlwaysuseAZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/Smlexactly

asyourdoctorhastoldyou.Y oushouldcheckwithyour doctororpharmacistifyouarenotsure.

Evenifyoustarttofeelbetter,itisimportantthatyoufinishallofthedosesprescribed by the doctor,

because this prevents the infection from returning.

Preparation of the suspension
Bythepharmacist:yourpharmacistshouldpreparethesuspension.Ifyounoticethatthiswas

notdone,thenyoushouldgobacktothepharmacytohavethesuspensionprepared.

Byyourself:followtheinstructions.

Dosage

AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/5Sml

suspensionshouldbeadministeredinonesingledailydose,withorwithoutfood.



Shakethebottlewellbeforeyouusethesuspension.
Theusualdoseis:

Children and adolescents with a body weight above 45 kg, adults and the elderly

ThetotaldoseofAZITHROMYCIN FOR ORAL SUSPENSION USP 200
mg/Smlis37.5ml(1500mg)over3days(12.5ml(500mg)oncedaily). Asanalternative,thedosecanbedi
stributedover5days(12.5ml(500mg)asonesingledoseonthefirstdayandthen6.25ml(250mg)oncedai

ly).

Thedoseforinflammationoftheurethraorcervixcausedby Chlamydiais25ml(1000mg)
inonesingledose.
Forsinusitis,treatmentisaimedatadultsandadolescentsover16yearsofage.

Children and adolescents with a body weight under 45 kg

TheAZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/5ml
shouldbemeasuredascarefullyaspossiblewiththeaccompanyingdosingsyringeforchildrenwithawei
ghtof10to15kg.Forchildrenwho  weighmorethan15kg,theAZITHROMYCIN FOR ORAL
SUSPENSION USP 200 mg/5Smlshouldbeadministeredwiththehelpof

thedosingspoonaccordingtothefollowingplan:

Weight 3-day course S-day course

10-15 k 0.25ml/kg(10mg/kg)once | 0.25ml/kg(10mg/kg)onceondayl,followedby
£ dailyon days 1 to3 0.125 ml(5 mg/kg) once dailyon days 2 to5

1625 k Sml(200mg)oncedailyon | 5ml(200mg)onceondayl,followedby2.5 mi(100
£ days 1 to3 mg) once dailyon days 2 to 5

2635 k 7.5ml(300mg)oncedaily | 7.5ml(300mg)onceonday1,followedby3.75ml
£ on days 1 to3 (150 mg)) once dailyon days 2 to5

35.45 k 10m1(400mg)oncedaily 10m1(400mg)onceondayl,followedby5 ml(200 mg)
£ on days 1 to3 once dailyon days 2 to 5




>45 kg | Dose as withadults

Forthetreatmentoftonsillitis/pharyngitisinchildrenaged2yearsormore: AZITHROMYCIN ~ FOR

ORAL SUSPENSION USPp 200 mg/5ml
inasingledoseof10mg/kgor20mg/kgforthreedays,inwhichthemaximumdailydoseof500mgshouldn
otbeexceeded.

Sinusitis

Forthetreatmentofsinusitis,limiteddataisavailableforthetreamentofchildrenunder16 yearsofage.

Evenifyoustarttofeelbetter,itisimportantthatyoufinishallofthedosesprescribed by the doctor,

because this prevents the infection from returning.

WARNING:GIVETHEMEDICINESLOWLYTOTHECHILDWHILEHE/SHEIS
SUPPORTED IN AN UPRIGHT POSITION.THISWILLAVOIDTHERISKOF
CHOKING.

If you use more AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/5ml than you
should

Ifyou(orsomeoneelse)havetakentoomuchAZITHROMYCIN FOR ORAL SUSPENSION USP
200
mg/5ml,contactyournearesthospitalcasualtydepartmentoryourdoctorimmediately. Anoverdoseisli

kelytocausetemporaryhearingloss,nausea(feelingsick),vomitinganddiarrhoea.



If you forget to use AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/Sml

Ifyouhavemissedadose,takethatdoseasquicklyaspossible,however,ifitisalmosttimeforyournextdo
se,thenskipthemisseddoseandtakeyournextdoseatthenormaltime.Do

nottakeadoubledosetomakeupforaforgottendose.

Ifyouhaveanyfurtherquestionsontheuseofthisproduct,askyourdoctororpharmacist.

POSSIBLE SIDE EFFECTS

Likeallmedicines, AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/5ml

cancausesideeffects,althoughnoteverybodygetsthem.

Ifthefollowinghappens,stoptakingAZITHROMYCIN FOR ORAL SUSPENSION USP 200
mg/Sml and tellyourdoctorimmediatelyor go to the casualty department at your nearest

hospital:

e Anallergicreaction(itching,rash,sensitivitytolight,difficultybreathingandswellingof

thelips,faceandneck).

e Thisisaseriousbutraresideeffect. Y oumayneedurgentmedicalattentionor hospitalization.

Alsotell your doctor immediately and stop taking AZITHROMYCIN FOR ORAL
SUSPENSION USP 200 mg/5ml if you notice:

Severeorpersistentdiarrhoeawithbleedingormucus.Severeandpersistentdiarrhoeacanoccurduringt
hetreatmentorafewdaysafterthetreatment. Thiseffectoccursinless

thanoneineveryl,000patientstreated.

Thefollowingsideeffectshavebeenreportedattheapproximatefrequenciesshown:

Common (affecting fewer than one person in 10 but more than one person in 100):

Feelingsick,vomiting,diarrhoea



Stomachpain,cramps.

Uncommon (affecting fewer than one person in 100 but more than one person in 1,000):

Dizziness,sleepiness,headache
Convulsions,smellandtastedisorders
Loosestools,wind,digestiveproblems,lossofappetite
Allergicreactionssuchasitchingandrash

Jointpain

Inflammationofthevagina.

Rare (affecting fewer than one person in1,000 but more than one person in 10,000):
Blooddisorderscharacterisedbyfeverorchills,sorethroat,ulcersinyourmouthor
throat,unusualbleedingorunexplainedbruising,lowbloodcountcausingunusualtirednessorweakne
ss
Aggression,restlessness,anxiety,nervousness
Afeelingofthingsbeingunreal
Confusionespeciallyintheelderly

Pinsandneedlesornumbness

Fainting,lethargy,sleeplessness,weakness,hyperactivity

Hearingdisturbancesincludingpoorhearing,deafhessandringingintheears

Changeinheartrate,abnormalityoftherhythmorrateoftheheartbeat,lowbloodpressure(whichmaybe

associatedwithweakness,lightheadednessandfainting)

Constipation,tongueandteethdiscolouration,pancreatitis(inflammationofthepancreaswhichmaybe

associatedwithnausea,vomiting,abdominalpain,backpain)

Changesinliverenzymesorhepatitis(inflammationoftheliver),jaundice,liverdamage,liverfailure(ra

relylife-threatening)

Nettlerash,sensitivitytolight,skindisorderse.g.skinredness,Stevens-Johnson

syndrome(blisters/bleedingofthelips,eyes,nose,mouthandgenitals),asevere,blisteringrash

Kidneydisorders/problems

Y eastinfectionsofthemouthandvagina(thrush).



The frequency of the following side effects is not known:

Sightdisorders
Chestpain,swelling
Indigestion,inflammationofthestomachwithstomachpain

Pain

Ifanyofthesideeffectsgetserious,orifyounoticeanysideeffectsnotlistedinthisleaflet,pleasetellyourd

octororpharmacist.

HOW TO STORE AZITHROMYCIN FOR ORAL SUSPENSION USP 200mg/Sml.

Store in dry place, below 30°C. Protect from light.

Shake well before use.

Keep the medicines out of the reach of children

Store the reconstituted suspension in a cool place. Content suspension should be consumed
within 7 days after preparation; any extra portion left should be thrown away.
DonotuseAZITHROMYCIN  FOR  ORAL  SUSPENSION  USP 200 mg/5ml
aftertheexpirydatethatisstatedonthecartonandbottle.

Medicinesshouldnotbedisposedofviawastewaterorhouseholdwaste. Askyourpharmacisthowtodisp

oseofmedicinesnolongerrequired. Thesemeasureswillhelptoprotecttheenvironment.

FURTHER INFORMATION

What AZITHROMYCIN FOR ORAL SUSPENSION USP 200 mg/5ml contains:

o TheactiveingredientisAzithromycin (As dihydrate ).

o TheotheringredientsSucrose (Pharma grade) ( 100% passed through 40#) BP,
Xanthan gum BP, Carmellose Sodium (L VP) BP, Trusil Peppermint Powder
HIS, Saccharin Sodium BP, Tribasic Sodium Phosphate Dodecahydrate (Dried)
BP, **Additional Sucrose (Pharma grade) BP, *** Additional Tribasic Sodium



Phosphate Dodecahydrate BP

What AZITHROMYCIN FOR ORAL SUSPENSIONUSP 200 mg/Sml looks like and

contents of the pack:

*  Powder: White coloured free flowing powder with mint odour.

* After reconstitution: White homogeneous suspension with mint odour.

The powder for oral suspension is packed in Amber glass bottle of 30ml with 25mm Plain

Aluminium silver caps along with 10ml measuring cup.

Name and full physical address of Marketing Authorization Holder and Manufacturing site
Marketing Authorization Holder

S Kant HEALTHCARE Ltd.

PLOT NO. 1802-1805, G.I.D.C. PHASE III, VAPI 396 195. GUJARAT.

INDIA.

Tel: 91-260-6549517

Fax: 91-260-2430527

Manufacturing Site

S Kant HEALTHCARE Ltd.

PLOT NO. 1802-1805, G.I.D.C. PHASE III, VAPI 396 195. GUJARAT.
INDIA.

Tel: 91-260-6549517

Fax: 91-260-2430527

For any information about this medicinal product, please contact the <local representative of

the> supplier:

COMPANY NAME: ABACUS PHARMA(A)LTD
ADDRESS: B.P.4344, OPP CITY PLAZA, KIGALI -RWANDA,
COUNTRY: RWANDA



TELEPHONE:+250 502973/570000.

<as appropriate, add additional local representatives to the above table>



