Product: AZITRINE-250/ 500

[ Market: IMEX 2 (FR+PT+EN)

Size: 390 x 270mm

Component: Leaflet

| Artwork code :XXXXXXXX

Pack Size

Color Shades: Black

Mfg Location: Plant -10

Barcode: NA

| Substrate: 40 gsm Bible Paper

Reason for Issue: Change in text matter,

| Date of Initiation:23-03-2020

[ Superceded Code :13003616 \

| Ramesh

\ | change control no. cc/co/P/17/004 \

G:\IMEX 3 Language Port-F-ENG/ AZITRINE 250 & combine leaflet

English

French

PATIENT INFORMATION LEAFLET: INFORMATION FOR THE USER

Azithromycin 250 mg / 500 mg
Tablet

+ Keepthisleaflet. You may need!to read tagain.
. nurse.

Mode of administration

Duration of treatment
The duration of the treatmentis;

days
+ 5days forthe treatment of bronchitis.
Tobesffect

NOTICE: INFORMATION DE L'UTILISATEUR

AZITRINE

Azithromycine 250 mg / 500 mg
Comprimé.

identicalto yours.

mentionedin thislkeaflel. See section 4

‘Whatis inthis leaflet?
1.Whatis AZITRINE" film coated tablet and where s t used?

7
3.howitotake AZITRINE, film coated tablet 7
4.Whatare the possible side effects?
5-howto sore AZITRINE- fim cogted tablet?
6.package contents and otherinformation.
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Dot oo ASTRINE: et
+ I you are allergic to aznlhmmydn evylhromyc\n to any macrolide antibioti, to the ketolide o one of the ofher components
contained i this drug, mentioned in section

* line associaion withcisaprde (anirrefux medication).
+ Ifthe association with colchicine (treatmentof gout).

~ incasectsovero et falare,

Warmrbﬂs and precautions

Ask
you expetence swellng of ihe face of e (edema) of & ssvers Sinraa wih blsers on the ki, ores n the moulh, or

danger,or resultin death.

il notice avant de prendre co informations i
any other pourvous.
Priniing possible fatigue. is not due (o anibioli treatment but the infection itsel. The fact 0 reduce or suspend your treatment .
ctonthi .
Ifyou take more AZITRINE" than you should .
pharmaci Tos signes delour maladie sont deniques aux votres.
ftyouforgettotake AZITRINE® - ©
e stop taking AZITRINE " "
Vot gt Que contientcetignatice? .
nurse. - ’ et )
& Commantprencre AZITRINE” comprimé pellcdé
R T T T ey occur 4. Quels sontlos effts ndésirabios éventut
5. Comment conserver E°, campr\rv\épellh:ulé7
hithoey ) 6. Contenu defemballage ot autres Informaior
patient ) . i pelli
e o Lot o e Hood, increased blood evels of 1.QUIEST-CE QUE AZITRINE', comprimé pellcul ET DANS QUELS CAS Esm.;mus&v
e C
Infection due to microscopic fungi n the mouth, pneumonia, infection due to bactaria, pharyngits, gastroentertts, troubled
breathing, rhinits, dedine in the number of white cells in the blood (while blood calls, neutrophis, Eosinophilic), allergy. -, 7
nervousness, insomnia, vertiginous sensation, drowsiness, disorder of aste, tingling sensation, disorder of the view, trouble m
hearing, dizziness, loss of appeie, palpitafions, puffof heat. ipation, flatulen
abdominal discomfort, difficult digestion, difficulty swallowing, abdommal d\slenslom dry mouth, red, ucemuo" of the moum a 3
sy hyporsacroton ki rash fhing,uricar, i,y skin, g, osteoarthrits, my .
i
di joedeme), p the members N g
o ond. redse 1 boed levels o lver ar rial al bilrubin, urea, - encas dnsuffisance hépatique sévere,
creatiin hlorides, glucose, platelets, i
potassium, bicarbonate, sodium, post-procedure complications. g
,000) si
Agitation, disorder of the liver, hepatiis cholestatique (lver disease characterized by fever and pain), photosensitivity (skin peau, T yeux, VOUS DEVEZ ARRETER LE TRAITEVENT ET CONTAGTER
/OTRE i

tothefacoort

“The use of this drug s not recommended in patients with intolerance to galactose, Lapp lactase deficiency or a syndrome of

Before taking this treatment, tell your doclor if during a previous antibiotic treatment you have had a rash or other skin rashes,
itching,
Before rolakngnstreament. tellyour doctorif:
+ ki

v depase,

prolongation o the Gt (anomaly observed on the ECG),
hypokaler

+ bradycardia, Gardiac ahythmia, severe heartfalure,
+ concomitant treatment with treatments lengthening the QT interval mdudmg antiarythmic medications (ex: quinidine,
amioderone, sotalol) (ex pimozide). (ex) citalopram) or other
antiblobiques (ex- moxifioxacin, levofloxacin).
- Reacive o food orvomiting of your newborn,

Notapplicable:
Othor drugs and AZITRINE®, film coated tablot

AZITRINE').
Torder

ergotamine, cisapride, ‘do ot take.

cabergoline (excess prolactinhormane medication causing the) lactation), pergolide (indicated medication i the treatment of

1t 100000)

Allergic reaction with increase in the number of eosinophils (a type of white blood coll) and systemic symptoms (DRESS

Syndrome)

effects, the frequency is notknown

Severe diathea (pseudomembranous colls), decreased pltelt levls i the blood (mportant elements of coagultion),
nioty, delirium, hallucination,

syncope, convulsion, decreased skin sensitivity, nyperaawny Toss of smell or taste, gum disease, myasthenia gae (muscle

autoimmune disease), hearing disorder including deafness andior Ringing, heart rhythm disorders (nigh-speed cables,

ayihmia, prelonging of he QT mtal viide (0t sleckrocardiogram. ket (sndon. nfammalon of e | panueas,

Reporting Side effects

Si vous remarquez sur volre peau un symptome correspondant a une éruption culanée méme sans autre effel associé, une

da vl compartement, Iz sunenue oe diarthées sévéres, de myasthénie (el aimming musciare qu s acut
par uno faitloss afin

b
a <
L

allergique).

discoloration of the tongue, hepatic impairments that can rarely Puting into play the Iife of the patient, ranting hepatits (severs N maladio rénale,
acute hepatits), hepatic necrosis, skin detachment that can rapidly extend to the whole body induding mucous membranes « maladie dufoie sévére,
(Stevens-Jonnson syndrome and Toxic epidermal necrosis), erythema Mulifaceted, joint pain, acute renal falure, intersttial . ar,
nephiits inflammation of the kidney). + hypokal

+ bradycardi
If you experience any side effects, talk to your doctor or pharmacist. This also applies to any adverse effects that would not be .

quinidine, amiodarone, sotalo), les (ex pimozide). les trieycliques (ex
5. Howto store AZITRINE', film coated tablot?
Store below 30°C. Protect fromlight and moisture, .
Keep outof reach and sightof children.
D Sans objet,

Fergotami e

Do not throw vith
longer use. These measureswillhelp (o protect the environment.

in certain disorders of the heart), drugs that can cause torsades tip (heart rythm disorder) and the antivitamines K (medication

pac

ZITRINE®

E" film coated tabl
Each fim coated tablet contains:

Telly Azitromycindihydrate
AZITRINE film coated tablet with food and beverage equivalenttoAzitromycin Anhydious 250 mg
Notapplicabl Exciients s
rognancy and breastfoading
pregnancy. E o h fed el n
drugwillbe used on the advice of your doctor. there i coldos, Wiz
o u b rdoctoror
ot emtcaion - lenning 2 AZITRINE' 500, coated tablots:
Driving and using machines Each fim coatedtablet contains:
drowsiness,
asvomyn.You e schvin o ooy ey o Saulonioheivomc Anvdous $00ma
tired, Exciplents with known Effects: Sodium Benzoate.
n ired el )
o ek TR Jcohol, Wincoal WT-1001 White,
ake sure E
pharmacist if you doubt. WhﬂﬁSKEA‘IINNE N
INE :
+ " Itcanbe adaptedtoanotherone; AZITRINE' fim coated tablet
Sonreuse jcalachice: AZITRINE 500", fm coatod tablot:
- donotrecommend tio another person. Boxof 3tables

age
AZITRINE® 250 film coated tablets:
Asanindication, the usual dosage s n aduls:

1" day, then
Tostteycomplyithyourcocors precrpton.
AZITRINE 500, film, blets:
Ao anincaion e vecpidosage S aduls:
1 1" day, then 1 tablet AZITRINE 2501 3

“To strictly comply vith your doctors prescriptor
you have the mprasson that the efecs f AZITRINE, fim coate tble s 100 srong or 100 weck, talk o your docior or
pharmacist.

This leafletwasast updatedin 1012021
Ifyou have any questions about this product or would ike to report an adverse reaction contact us by
phone : +225 27 212552 38

MA Holder & operator: IMEX PHARMA

Rose Belle Bulding, Unit 3, Rose Belle Business Park, Mauritus.

00000000

Manufacture
BUSSGVS PHARMALTD,
Alyal, Pelghar, INDIA.

c
pas prendre AZITRINE »).

de lait, contre la maladie de Perkinson), la cabergoline (médicament contre Iexcés de prolectine-hormone provoquent la
lactal

Fatorvasiatine et la simvastatine
la digoxine (médicament

lactation),

maladie de Parkinson ou conlre lexces de prolactine-hormone provoquant
ux P

il faut signal
cours avotre médecin ou & votre pharmacion.

AZITRINE”, comprimé pelliculé avec des aliments et boissons
Sansobjet.
crmmg etallaitement

e poursuivre.
i vous étes enceinte ou que vous allaitez, si vous 8 planifiez 3 votre.

Conduite de véhicules et utilisation de machi
Vous poves rssanir des afcs naarable, e qu'ute sensation verigineuss, somnclance, cetains roubes visuels ou

telles que conduire des véhicules, et utliser des outls ou des machines, Si vous ressentez une fatigue, Vous devez éviter

fler
3. COMMENT PRENDRE AZITRINE' comprimé pelliculé 7

de votre médecin ou pharmacien en cas de doute,
c

+ line peutlie adaptéa unaulre cas
- nepasle réutliser sans avis medic
ne pasle conseiller & une autre personne.
Posologie
AZITRINE", 250 comprimé peflicul:
.l posologie ususlo i, chezl adulie

Alitreindicali,

- pou prise par jour
 pendant3 jours.

1 jour,puis 1
* Svants.




