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CIPRO 200 mg/100 mL solution for infusion (IV)
Ciprofloxacin

Read all of this leaflet carefully before you \hrl taking this me
+ Keep this leaflet. You may need to read it

1£'you have any further questions. ask you doctor o pharmacst or murse
« This medicine has been prescribed for you only. Do not pass it on to others. It may harm them, even if their signs of illness
are the same as yours.

+If you get any side effecets, talk to your doctor or pharmacist. This includes any possible side cffects not listed in this leaflet.
(See scction 4).

ine because it contains important information for you.

Jcll your doctor if ou have kidney problems bagause the dose of medicine to take may need to be adapted.
Dosage

The treatment usually lasts from 5 to 21 days but can be longer in case of severe infection.

The health professional will inject cach dose into your blood stream as a slow infusion into one of your veins.
In children, the infusion will last 60 minutes.

In adults, it takes 30 minutes for the administration of the 200 mg solution of CIPRO. Administering the infusion
slowly helps prevent the occurrence of immediate side effects,

Remémber to drink plenty of fluids while taking this medicine.

If you h‘ﬂvL: !zknn more CIPRO 200 mg/100 mL, solution for infusion (IV) than you should :

Not

‘What is in this leaflet >

1. what is CIPRO 200 mg/100 mL. solution for infusion (IV) and in what case is it used ?

2. What you need to know before you take CIPRO 200 mg/100 mlL., ﬁnlmmn for infusion (IV) ?

3 How fo take CIPRO 200 mgy 100 L. solution for infsion (IV) ?

4 What are the possible side cffccts |

5. How to $tore CIPRO 200 mg/100 mL, solution for infusion (IV) ?

6. Content of the packaging and other information.

1 WHAT N CIPRO 200 mg/lfm mlL, wlnlmn puul pur[u\ on (IV] AND IN WHAT CASE IS IT USED ?
C] :JOIMAO2

CH’RO contains an acu\ substance, called cxpmﬂo‘{acu

Ciprofloxacin is an antiblotic that bclongs to fluoroquinolones. Tt works by killing the infectious bacteria. It is only
active on some specific strains of

( [PRO 200 mg/100 m] lution f()r ml'uﬂnn (IV) is indicated in the treatment of the following infections. Special

attention should be paid to available information on bacterial resistance to ciprofloxacin before starting treatment.

Official the appropriate use of s should be taken into account.

In adults

+ Lower respiratory tract infections due to Grams n;gdll\: bacteria

* bronchopulmonary infections in case of eystic-ibros:s or bronchiectasis
« purulent media chronic ofitis
« Acule exac rballona of chronic sinusitis, particularly due to Gram-negative bacteria
. Unnan Ini
mduct e |rzu,t Infections
« orchi-epididymitis, including infections due to susceptible strains of Neisseria gonorrhocac
~highg el ogical infections, including infections caused by susceptible Neisscria gonorthocac strains
« Gastrointestinal infections (eg traveler's diarrhea)
Intra-abdominal infections
kin and soft tissue infections caused by Gram-negative bacteria
ixternal malignant otitis
« bone and join( infections
« Anthrax disease (post-exposure prophylaxis and curative treatment)
Ciprofloxacin can be used for the {reatnient of febrile neutropenic patients whose bacterial origin is suspected.
dolescent
ho-pulmonary infections in cystic fibrosis caused by Pseudomonas aeruginosa
. Cumphuted urinary infections and pyelonephritis
* Anthrax disease (post-exposure prophylaxis and curative treatment)
C lproﬂoxaun can also be used to treat severe infeetions in children and adolescents, if necessary.
ent should only be initiated by experienced physicians in the treatment of cystic fibrosis and / or severe
mf ‘tmus of the child and adolescent,
2. WHAT YOU NEED TO KNOW BEFORE YOU TAKE CI II’R() 200 mg/100 mL solution for inf
Never take CIPRO 200 mg/100 mL, solution for infusion (IV) :
« if you are allergic to the active substance, other quinolones or any of zhc other ingredients of this medicine (listed in section 6)
« If you are kamg tizanidine (see section 2 : Other medicines and CIPRO 200 mg/100 mL, solution for infusion (IV).
VVurnmgs nd precautions
Talk to your doctor before you receive CIPRO 200 mg/100 mL, solution for infusion (IV) :
«if you haye already had kidney problems as it may be necessary to adjust your treatment ;
« it you suffer from cpilepsy or e neurological conditions ;
« if you have already had téndon problems with antibiotics from the same family as CIPRO ;
«if you have diabetes because you may be at risk of hypoglycaemia with ciprofloxacin ;
« if you suffer from myasthenia (a rarc discase that causes muscle weakness) because symptoms may be exacerbated ;
+ if you have heart problems. Ciprofloxacin should be used with caution if you are born with or have a family history
of QT prolongation (seen on an ECG tracing, recording of the electrical tracing of the heart), if you have an electrolyte
imbalance in the blood (including low levels of potassium or magnesium in e blood). if you have a very slow heart
rate (called "bradycardia”, if you have a weakened huan( art failure), if you already have had a heart aftack
(myocardial infarction), if you are a woman or a seaior, or if you are taking oﬂm lm,dlcauons that may cause some ECG.
abnormalities (see section’: Other medicines and CIPRO 70(7 mg /100 m n for infusion (IV

if you or a member of your family has a glucose-6-phosphate dehydrogenase dﬂﬁuem.y (G6PD) ; because you could
then risk presenting anémia with ciprofloxacin.

For the treatment of some infections of the genital ract, your doctor may prescribe another antibiotic in combination with
CIPRO. If no improvement in symptoms is observed afler 3 days of treatment, consult your doctor.

During treatment with CIPRO 200 mg/100 mL solution for

Tell your doctor immediately if any of the following disorders occur during treatment with CIPRO. Your doctor will
determine if the treatment with CIPRO should be stopped.

+ sudden and severe allergic reaction (anaphylactic reaction/choc, Angioedema). From the first dose, there is a low risk
of developing a severe allergic reaction, manifested by the following symptoms : {ightness in the chest, dizzin

of malaise or weakness, or dizziness when standing up. If these symptoms oceur, contact your doctor immediately as the
treatment with CIPRO should be discontinued.

* Pain and swelling in the joints and tendinitis may occur occasionally, especially 1l you are elderly and also if you Jl’¢
treated with corticoids. Inflammation and rupture of the tendons can occur flmm the first 48 hours of treatment and uy
several months after stopping treatment with CIPRO. At the slightest sign of pain or inflammation of the joints or tendons,
{roatment with CIRO hould be stopped ; contact your doctor and put the painful area to rest. Avoid unnecessary effort
as this may increase the risk of tendon rupture.

« If you suffer from epiley lps\ or other neurological disease suchas cercbral ischemia or stroke, neurological side effects

seizures) could oceur. If seizures oceur, treatment with CIPRO should be Slopped ; contact your doctor immediately.

+ You may have symploms suggestive of neuropathy, such as pain, burning, tingling, numbrie:

If such symptoms oceur, treatment with CIPRO should be contact your doctor
« Psychiatric reactions can occur from the first administration of CIPRO, If ‘you suffer from depression o psychosis, your
symploms may worsen during (reatment with CIPRO. In rare cases, depression or psychosis can progress Lo suicidal
thoughts, suicide attempts, or suicide. If such reactions oceur, contact your doctor immediately

« Cases of hypoglycemia have been reported, most often in diabelic patients, mainly in the elderl» population. T this side
effect occurs, contact your doctor immediately.

« Diarrhea can oceur while taking antibiotics, mcludmg CIPRO, and even several weeks after the end of treatment. If diarrhea
becomes severe or persistent or you notice blood or mucus in your stool, treatment with CIPRO should be stopped ;contact
your doctor immediately as your life may be at risk. Do not take medicines to block or slow down the intestinal transit.

* If your eyesight worsens or you notice any effect on the eyes, consult an ophthalmologist immediately.
* Your skin becomes more sensitive (o the s and ultraviolel (UV) rays when you receive CIPRO. Avoid prolonged
exposure (o the sun or artificial UV rays such as tanning booths.
«Tell your doctor or the laboratory Siaf that you are faking CIPRO if you require blood or urine samplc
« if you have kidney problems, tell your doctor because [E» dose of CIPRO should eventually be adapted.

RO can cause liver problems. If you notice any symptoms such as loss of appetite, jaundice (yellowing of the skin),
ddrk urine, itching or tendemess to alpation over the stomach, contact your doctor immediately.
« If you expericnce an infection with symptoms such as fever and serious deterioration of your general condition, or fever
with local infection symptoms such as sor throat/pharynx/mouth or urinary problems you should sce your doctor immediately.
« CIPRO may cause (Lcrcasc of the white blood c€lls count in your blood and reduce your resistance to infections.
A blood test will bc carried out in order to look for a possible decrease in the level of certain white blood cells
(agranulocytosis). It is important to tell your doctor that you are taking this medicine.

es and CIPRO 200 mg/100 mL, solution for infusion (IV)
Tell your doctor or pharmacist if you are taking, have recently taken or might take any other medicines
Do not use CIPRO at the same time as tizanidine as this may causc side effects such as low blood pressure and drowsiness
(see section 2 : Never take CIPRO 200 mg/100 mL, solution for infusion (IV)).
The following - medicines are known to mlcj act with CIPRO. Taking CIPRO at the same time as_these medications ; could
impact on the therapeutic effects of these products, and increase the probability of accurrence of side effects
Tell your doctor if you are takin;
« antivitamin K (eg warfarin, acenocoumarol, phenprocoumon or fluindione) or other oral anticoagulants (to thin the blood)
* Probenecid (to treat gout)
« Methotrexate (to treat some types of cancer, psoriasis, theumatoid arthritis)
« theophylline (to treat espirtory pr problems)
« tizanidine (to treat muscle spasiicity problems related to multiple sclerosis)
* olanzapine (an antipsychotic)
« clozapme (o treat some psychiatric discases)
« ropinirole (to treat Parkinson's discasc)
* phenytoin (fo treat epilepsy)
« ciclosporin (to treat skin diseases, id arthritis, and organ
* other medicines that may affect your heart rate meiisines b:longmg o the group of antiarthythmic medication ( eg,
quinidine, b id disopy de, ds sotalol, dofetilide, ibutilide), tricyclic ~antidepressants, certam
antibiotics ( Yoo belong to the macrolides family), some antipsychotics
. zolpldun (to treat sleep disorders).
CIPRO may increase the concentration of the following medicines in your blood :
. pmto‘(l line (to treat blood circulation disorders)
» caffeine
« duloxetine (to treat depression, nerve damage related to diabetes or urinary incontinence)
« lidocaine (to treat heart discase or anesthetic usc)
« sildenafil (for example, in erectile dysfunction)
« agomelatine (fo treat depression).
CIPRO 200 mg/100 mL, solution for infusion (IV) with food and drink
Food and drink have no effcet on your CIPRO treatment
pregnancy and breastfeeding
If you are pregnant or breastfeeding, if you think you are pregnant or planning pregnancy, ask your doctor or pharmacist for
advice before taking this medicine.
It is recommended to avoid using CIPRO during pregnancy.
Do not use CIPRO while breast-feeding as ciprofloxacin passes into breast milk and could affect your child's health,
sk your doctor or pharmacist for advice before taking any medicine
Driving and usi |g ‘machines
CIPRO can lower your alertness. Neurological side effects may occur. Therefore, make sure you know how you
react to CIPRO bctorc driving or using nmchmt.s If in doubt, talk to your doctor.
('ll’R() 200 mg/100 mL, solution for mlu\ /) contains sodium
This content should be taken into account in pat e e required.

3. HOW TO TAKE CIPRO 200 mg/l(ll) mL, solution for infusion (IV)
Your doctor will explain exactly how much CIPRO will be given, how often and for how long. This will depend on
the type of infection and its severity.

on (IV) ?

, and / or musele weakness.

If you forget to take CIPRO 200 mg/100 mL, solution for infusion (IV) :
ot applicable.
If you stop taking CIPRO 200 mg/100 mL, solution for infusion (IV) :
-Itis important that you follow the treatment until the end even if you start to feel better after a few days. If you stop
taking this medicine too_soon, your infection may not be completely cured and the symptoms of the infection
‘may reappear or worsen. You may also develop bacterial resistance to this antibiotic.
If you have ar
4. POSSIBLE S|
Like all medicines, this msrhcme can cause side effects, although not everybody gets them.
‘The most serious side cficets that you can recognize yourself are listed in the section below.
CIPRO should be stopped and you should contact your doctor immediately to consider another antibiotic treatment,
if you notice any of the serious side effects listed below

Tncommon side effects (may aflect up to 1 in 100 peupl:)
« seizures (sce section 2 : Warnings and precautions)
Rare side effects (may affect up to 1 in 1 000 J)en ple)
+ Severe and sudden allergic reaction manifested by symptoms such as ugl\tne in the chest, dizziness, feelmg of malaisc
or weakness, or dizziness when standing (anaphylactic sﬁmgk) (see secti Varnings and precaution:
« rupture of the tendons, particularly of the large tendon located at the back of the ankle (Achilles tcndon) (see section 2
Warnings and precautions)
Very rare side effects (may affect up to 1 in 10 000 people)
+ severe and sudden allergic reaction manifested by symptoms such as tightness in the chest, dizziness, fecling of malaisc
or weakness, or the oceurrence of dizziness when slanding (anaphylactic reaction) (see section 2 : Warnings and precautions)
* muscle weakness, inflammation of the tendons that can lead lo tendon rupture, particularly of the large tendon located
at the ankle (Achilles tendon) (sce section 2 : Warnings and precautions)
* severe skin rash that can be life-threatening, usually in the form of blisters or ulecrations in the mouth, throat, nose,
eyes and other mucous membranes such as the genitals, and may develop into blisters or a detachment of the skin all
over the body (Stevens-Johnson syndrome, Lyell syndrome)

Not known frequency (frequency can not Ve estimated based i thelavatlable data)
» unusual sensations of pain, burning, tingling, numbness or muscle weakness in the extremities (neuropathy) (see section

Warnings and precautions)

« side effect that causes rashes, fever, inflammation of internal organs, hematological abnormalities and systemic disease
(drug 1 itivity syndrome with and systemic symptoms syndrome called DRESS [Drug Reaction with
Losinophilia and Systemic Symptom|, PEAG : G Acute
Other side effiects that have been observed during treatment with Cipro are listed below by frsqu:m of
‘Common side effects (may affect up to 1 in 10 people)

nausca, diarrhea, vomiting

joint pain and inflammation ot the j |mm< in children
* local reaction at the injectios
~ temporary elevation of certain iver enzymes present in the blood ((ransaminases).
Uncommon side eﬂem (may affect up to 1 in 100 people)
« joint pain in adul
« fungal infections (duc to fungi)
« high rate of one type of white blood cell (cosinophils), increase or decrease in the amount of blood clotting factors
(platelets)
* decreased appetite
« hyperactivity, agitation, confusion, disorientation, hallucinations
« headaches, dizziness, sleep disorders, taste disorders, tingling sensation, unusual sensitivity to sensory stimuli,
vertigo
« impaired \'si(m including dual vision

urther que:uons abom the use of this medicine, ask your doctor or pharmacist for more information.
FFE

~heatfbeat acebleraiiin (tachycardia)
- dilation of blood vessels (vasodilatation), lowering of blood pressure
digestive problems such as stomach problems (indigestion / heartburn) or flatulence
rders, increased amount of a substance in the blood (bilirubin), jaundice (cholestatic jaundice)
« itching, hives
* impaired renal function, renal failure
« muscle and bone pain, general fatigue (asthenia), fever, fluid retention
« Increased levels of a substance present in the blood (alkaline phosphatase).
Rare side effects (may affect upto 1in 1 people;
‘muscle pain, inflammation of the joints, increases tone and cramps
« inflammation of the intestines (Lulnh) related to the use of antibiotics (wh;uh can be fatal in very rare cases) (see
section 2 2 : Warnings and precautions)
* chan the number of certain white blood cells or red blood cells ( leukopenia, leukocytosis, neutropenia,
anemm) decrease in the number of red blood cells, white blood cells and platelets (pancytopenia) which can be
fatal, depletion of the bone marrow in blood cells (medullary aplasia) can also be fatal
«allérgic reaction, allergic swelling (edema) or rapid swelling of the skin and mucous membranes (angioedema)
(see section 2 : Warnings and p|ecaunm\<)
e eed o (e
« decrcased blood sugar level (%ypogl‘»ccmm) (scc section 2 : warnings and precautions)
* anxicty reactions, stmngu dreams, depression (which may lead to suicidal thoughts, suicide attempts or suicide),
psychiairic dmurd:;a ( psychotic reactions that may lead i suibidat thoughs, S icide altempts or suicide) ( see
section 2 : Warnings and precautions)
« decreased sensitivity of the skin, tremors, migraine, disorders of smell (olfactory disorders)
« tinnitus, hearing disorders
« fainting, inflammation of the lining of blood vcssqs (vasculitis)
reath, including asthmatic symptoms
« inflammation of the pancreas (pancreatitis)
. hcpatms destruction of liver cells (liver necrosis) very rarely leading to liver failure putting your life at risk (sce
section 2 : Warnings and precautions;
; c‘mlluul)y {0 ligh (see section 2 : Warnings et precautions), Small bleeding in the form of red spots under the skin
etechiae,
2 ence of blood or erystals in the urine, inflammation of the urinary tract

increase in the concentration in the blood of an anzyme derived from the pancreas (amylase).
Very rare side effects (may affect up to 1 in 10 000 people)
* particular tyL)s of decline in the number of red hlnnd cell: in the blood (hemolytic anemia), very low number of
certain white blood cells (1gram|lncvlm|<) (see section 2 : Warnings and precautions)
« allergic reaction called serum sic} action (see section 2 : Warnings and precautions)
« coordination disorders, unsteady gait (gall disorders), pressure on the brain (intracranial hypertension and cercbral
seu r
N Qi i Golbe persanhion.
« various skin rashes
* worsening of myasthenia symptoms (sce scction 2 : Warning dgs and pmaunons)
Unknown frequency (frequency can not be estimated based on available dat
« fecling of being cxcited (mania) or fecling of great optimism with hnzcncumw (hypomania)

« abnormlly fat heartbeat, iregular heartbeat threatcning your life, modified ‘heart thythm (called "QT interval
prolongation”, observed on CG recording of the electrical iracing of the
+ change in blood uuumg (m patients treated with vitamin K antagonists).
Reporting of side effec
If you get any side ot alk to your doctor or pharmacist, This also applies to any undesirable effects that are
1ot mentioned in this leaflét. You can also report side effects dircetly via the national reporting system. By reporting
side cffects you can help provide more information on the safety of the medicine.

HOW TO STORE CIPRO 200 mg/100 m1, solution for infusion (IV) ?

‘cp this medicine out of sight and reach of children,
Do not use this medicine after the expiry date which i is stated on the box and on the vial after "EXP"
date refers to the last day of the stated month.
Store away from light.
Do not put the vial in the fridge or freezer.
From a microbiological point of view, even if the mexhud uf opening and mixing with other medicines
prevents any risk o% contamination, the produc! must immediately. If it is not used immediately, the
responsibility of the conditions and time of storage d\\nmz use belongs to the user.
Do not throw away any medicines via wastewater or houschold waste. Ask your pharmacist to eliminate medicines
youne lenacruse These measures will help protect the environment.

‘NT OF THE PACKAGING AND O INFORMATION
PRO 200 mg/100 mL, solution for infusion (IV) contains
« The active substance is : ciprofloxacin.
Each glass bottle of 100 mL of solution for infusion contains 200 mg of ciprofloxacin.
r components are :

lactic acid. sodium chloride, water for injections.
‘What CIPRO 200 mL, solution for infusion (IV) looks like and content of the outer packaging
I'h|< ‘medicine is under the form of a 100 ml. bottle of neutral type I glass with a stopper and a capsule in a box of 1 bottle and 12 Imltlee

iption and supply condition : List

Medmne Tor hospilal tse.

[ 1pro 700 mg/100 mL, Box of 01 bottle of 100 mL.9233291H
lpm 200 mg/100 mL, Box of 12 bottles of 100 mL 9233295H
arketing Alltllorlzanon Holder & Manufacturer :
Les laboratoires McdiS . Route de Tunis - KM 7 - BP 206 - 8000 Nabeul - Tunisie
Tél : +216 72235 006/ Fax : +216 72 235 016/ E-mail : contact@labomedis.com
This leaflet was last reviewed in : 03 /2021

‘The expiry

This is a Medicine
- A medicine is a product but not like any other pro
- A medicine is a product that affects your health. T ¥ not used properly ; it can
- Strictly adhere to the prescription of your Doctor and the use instructions plcscrll)cd health threatening.
follow your pharmacist advice.
- Your doctor and your pharmacist know the medicine. its use and side effect
- Don't $top the use of the treatment on your own during the prescribed time.
- Don't retake, don't increase the doses without doctor’s advice.

Keep the medicines out of reach of children
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