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Patient information Leaflet: information for the user antibiotic, your i iing of your kidneys.
RIPAXIL"-750 Nev-borns (0to3 weeks)
Celuroxime sodium 750 Forevery 1kg y 0 30t g i three doses.
Powder for injectable solution (IV) and injectable suspension (IM) Babies (over
Forevery 1 kg four doses.

Please read this leaflet carefully before taking this medication as it contains important information. Adulsendacolescents
« Keepthis leaflet; youmayneed toread tagain. 750mgto 1. dose, two, three orfour times daily gperday.
« Asky or pharmacistif further questions. Patients with kidney problems
« Thi i nly. Donotgi iftheir imilarto yours, it may Ifyou have kidney problems, your doctor may need to adjust the dose.

Tell the doctor if that is the case.

What's in this leaflet?

1. Whatis RIPAXIL" 750 and when to use t?

2. Whatshould | to know before taking RIPAXIL® 7507

3. Howtotake RIPAXIL® 750?

4. Whatare the possible side effects?

5. Howtostore RIPAXIL" 7502

6. Pack contentand otherinformation.

1. WHAT IS RIPAXIL" 750 AND HOW TO USE IT?

Pharmaco-therapeutic class: SECOND GENERATION SEMI-SYSTEMIC CEPHALOSPORINANTIBIOTIC ~ATC code: J01DC02
Cefuroxime is an antibiotic used in adults and children. It acts by eliminating the bacteria responsible for infections. It belongs to the family of
cephalosporins.

Cefuroxime is used to treat the following:

* Lungs orbronchiinfections

« Urinary tractinfections

» Skinand soft tissuesinfections

+ Abdomeninfections

Cefuroxime is also used:

« Topreventinfections during a surgical procedure.

Adoctor or nurse will be administering RIPAXIL 750 therefore itis unlikely that the dose administered is too high. However, if you experience any side
effects, or think you have been given too much RIPAXIL 750 inform your doctor immediately.

Ifyou have forgotten to take RIPAXIL® 750

Notapplicable

Ifyou stop taking RIPAXIL® 750

Notapplicable

4. WHAT ARE THE POSSIBLE SIDE EFFECTS?

As with all medication, some patients may experience side effects with RIPAXIL® 750 although these are not systematic.
Situations requiring your vigilance

Immediately contact a doctor if you experience any of these symptoms:

Asmall number of patients treated with cefuroxime have developed allergic or skin reactions that can be serious.

The symptoms include:

cefuroxime.
2. WHAT SHOULD | KNOW BEFORE TAKING RIPAXIL® 7507
Never take RIPAXIL® 750:
« Ifyou are allergic (hypersensitive) to another cephalosporin-based antibiotic or any of the other ingrediets in this medication, listed in section 6.
« Ifyou have ever had a severe allergic reaction (hypersensitivity) to any other type of antibiotic i the beta-factam family (penicillins,
monobactams and carbapenems).
Inform your doctor f any of the aforementioned applies to you. You should not be administered RIPAXIL® 750,
Warnings and precautions
Talk to your doctor, pharmacistor nurse before using RIPAXIL® 750t
Youare an elderly patient;
+ Youhave impaired idney functon.

how your ki

welling i the face ormouth,
breathing.
« Skinrash, i i ring).
. e i
candidiasis). i i g alonger
Your doctor will perform tests to identify the f i jour infecti jour treatment if . {
Otherside effects

CCommon side effects: may affectupto 1in 10 patient:

« Changeir fyour whil

» Dropin haemoglobin (a blood component)

Uncommon side effects: may affectup to 1in 100 patient:
« Rash, itching, rash with pimples (hives).

« Diarrhoea, nausea, abdominal pain.

. Lo i

« Abnormeallypositive Coombs test.

Dunng your treatment with cefuroxime, you should watch for the occurrence of certain symptoms such as allergic reactions, rashes,

disorders such as diarrhoea, or fungal infections, Early managemem wil allow reducing the potential risks asso:laled with these symptoms See

« Hightemperalure fever)

RIPAXIL" 750 and other medications

Inform your doctor or pharmacist if you take, have recently taken o are likely to take any other medication.

Certain medications may affect the mechanism of action of cefuroxime or increase the likelihood of side effects. These include:
« Antibiotics of the aminoglycoside group,

« Diuretics such as furosemide,

« Probenecid,

« Oralanticoagulants

Informyour doctor
RIPAXIL® 750 with food and drinks
Non-applicable,

Pregnancy and breastfeeding
Ask your doctor, pharmacist or nurse before taking this medication if you are pregnant or breastfeeding, suspect or plan a pregnancy.
Your doctor will assess the risk/benefits of a treatment with cefuroxime for your child.

Pregnancy

¥
consultyour doctor ly he/sh i not.

Askyour doctor, nurse
Breastieeding
Sreasif

However,f the nevi-borm h diarrhoea, skin rash, candidiasi it d by certain i tell your doctor
immedately. i i
Askyour doctor,nurse
Driving and using machinery
Do not drive or use machines if you do not feel well.
RIPAXIL" 750 contains sodium

i.0.:40,6 mg of sodium per vial of 750 mg. This should be taken into accountif you
are onalow-sodium diet.
3,HOW TO USE RIPAXIL" 7507
it §

ornurse. i i i injection directly i muscle.
Usualdose
Your doctor will establish the dose of cefuroxime according to the severity and type of infection, whether you are lready being treated with another

"Siluations requiring your vigilance” in section 4. If you have h to other aniibiotics you

cefuroxime. * Dy

In case of blood tests .

Cefuroxime can falsify the results of test to control blood sugar levels, as well as the results of Coombs test. .

If you have to take a blood test Declaring side effects.

Inform the person taking the sample that you have been administered cefuroxime. Inform your doclor, pharmacist or nurse if you experience any side effect, including any not mentioned in this leaflet, By declaring the side effects you
Children and adolescents i i i i icai

Notapplicable. 5.HOW TO STORE RIPAXIL®750?

Store below 30°C, protect from ight and moisture.
Keepoutofreachandsightofchildren.
D !

EXP The ey
fer 7 fori i i
The colo

Donot ulspose ofinthe sewer or with household wastes. Ask your ist how o dispose of unused d

environi
6.PACKCONTENTANDDTHERINFDRMATION
Composition:
Exchcomipack conans
1. Sterlle Cefurodme sodium

equivalent to Cefuroxime 750 mg
2. Sterlle water for injection 10 ml
Excipients: Notapplicable.

formforsoktionfor injecton (1 injection IM). Boxof1 forinjection) 10ml
This leaflet was last updated in 12/2019.
Iy y quesii i phone: +22521 255238,
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Notice: information de I'utlisateur
IPAXIL’-750

Votre médecin décidera de la dose de céfuroxime appropriée & votre cas, en fonction : de la sévérité et du type dlinfection, selon que vous soyez déja traité par

Céfuroxime sodique 750 mg Nouveausnés (04 3 semaines)
Poudre pour soluton injectable (IV) et suspension injectable (IM) Pourchague 1 o 3.
" " - — o Bébés (plus de 3 semines) et enfanls
utliser g Pourchague 1 6302

e 750mga dew D Jour.

ontvousagié Pation nt de problémes rénaux
del‘eurmahd\esonhdenlwquesauxvﬁne& ) ) - Siv olredose.
Voirrubrique 4. . "

Que contient cette: nom:e? Etant ir 750, Toutefois,

1. Quest<eq lutlsé ? é 6

2. Q ! s i RIPAXIL*750? Sivous oubliez d'utiiser RIPAXIL" 750

3. Commentutliser RRIPAXIL® 75007 Sansobiet.

4. Quels sontleseffets indésirables éventuels ? si vous am«ud'utulussrRPAle”m

5. Commentconserver RIPAXIL*750? Sans,

6. Contenu delemballage et autres informations. A.QUELS SONTLESEFFETS INDESIRABLES EVENTUELS ?

X “T50ET DANS QUEL UTILISE? C i
deATC : J01DCO: Situations nécessitantvotrevigilance

La céfuroxime est un antibiotioue unhse chez Fadute et Fenfant. Il agit en deétruisantles bactéries responsables dinfections. Il appamenl alafamille des i

medlcamentsappelescsw lospor
traiter .

« despoumons oudes bronches Tespirer.

+ desvoies urinaires

+ delapeauetdestissusmous bordée d'un anneau sombre).

« defabdomen o nupli C

Lacsfuroxime est égalementutlisse épidemique toxique).

« pourprévenir . ; .
Votre médecin pourra effectuer des tests afin didentiier e type de bactérie responsable de votre infection et controler pendant votre traitement si la i Py o
bactérie estsensiole  l céfuroxime, longue période.

2.QUELLES SONTLS DUTLL 7507 .o

Nutilisezjamals RIPAXIL® 750 Autres effets indésirables

. é & jusqu 1 personne sur 10
médiament, mentonnés dans rubrique. + douleur, g ine.

« sivous avez déja 4 tout autre type dantibiotique de la famille des béta-lactamines (pénicil . lefole.
monobactamesetcarbapénémes). .

! . . .
administrée. Jusquat 100:
Avertissemonts et précautions . o nupli & é
IPAXIL 750 i « diarrhées, nausées, douleurs abdominales.

* vous étesagés; . é

« vous avez une altération de la fonciion rénal. Vous pouvez avoir besoin de tests sanguins supplémentaires pour surveiller la fagon dont vos reins o
fonctionnent pendant que vous prenez céfuroxime. +testde Goombs anormalement posit,

Au caus de vote riement par s cérome, vousdavez e ltent 3k surienue ce etains symatames (el que e réccions allrgaues, des I

Joir“Si igil qued. .

Encas d'analyse de sang ou d'urine .

Lacs fausserles & pour e control It e sang, ainsi que d' e test de

Coombs. Déclnlatlon :hs effets secondaires

Sivous devez subir cestests: parlezena Cecis'

En(ﬁnl;elladolesoenls 5.COMMENT CONSERVERI nrAle'vso’i

ans ol
Autres médicaments et RIPAXIL"750. Temr rorsdela poriéeet de Ia vuedesenfans.
apresEXP.L jourdu

C moismentionne.

Ceuxiinchient i

« les antibiotiques dugroupe des aminosides, D Ces

. lesdlure(lques comme e furoséice, mesures. oomnnusmmapmégsrrsnwmnnemem

* leprobénéc LAGEET

. lesanncuagulams oraux, Cnmposmon

¢ o " " e néeeseat e

votre raiternent parla céfuroxime. L(Zémmx\mssmdique stérile

RIPAXIL® 750 avec des aliments et des boissons équivalenta Céfuroxime 750

Sansobe, 2.Eaustérilepourinjection 10ml

Grossesse etallaitement Excipients: sans objet.

Sivous étes enceinte ou que vous allaitez, si vous pensez &t a 4 votre médecin, pharmacien ou Qu IPAXIL® 750 I

o ) q érieur o .

Infemierfre avan de prende co médicame obébe, Ce médi forme d soluton injectable (V) et suspersion injectable (IM). Bote de 1 lacon en verre et solvant (eau pour

iy préparation injectable) 10ml.

oseese L i I jaune pale.

Cette noticeatemise ajouren 12/2019,

Allaitement

L i édi partéléphone:: +22521255238,

i le nouveau-né présente des troubles tels que diarhée, éruption sur la peau, candidose (affection due & certains champignons microscopiques),

i Titulai Pharma
Unit3, i , Mauritius.

Conduite de véhicules et utilisation de machines.

RIPAXIL" 750 contient du sodium
v

; flacon de 750 mg. Vous devez en fen compte s vous,
stivez un régime controlé en sodium.
3.COMMENT UTILISER RIPAXIL" 750 7
La céfurorime est habituellement administiée par un médecin ou par un(e) infimie(ére). Elle peut étre adminisrée en goute-goute (perfusion

Dose habituelle

Fabriqué par: INJECT CARE PARENTERALS PVT. LTD.
GIDC, Vapi, INDIA.
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