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ANNEX I 

SUMMARY OF PRODUCT CHARACTERISTICS 

1. NAME OF THE MEDICINAL PRODUCT

Ciprofloxacin Aguettant 200 mg/100 mL, solution for infusion 

2. QUALITATIVE AND QUANTITATIVE COMPOSmON

Clprofloxacin .............................................................................................................. 200 mg 
in the form of ciprolioxacin hydrochlorlde 

Per 100 mL bag. 

F0< a full list ol the excipients, see section 6.1. 

3. PHARMACEUTICAL FORM

Solution for infusion. 

4. CLINICAL PARTICULARS

4.1. Therapeutic indications 

Indications are. based on the antlbacterlal actlvity and pharmacoklneuc characterlstics of 
clprofloxacin. They take into account both the cllnlcal studies that have been conducted on 
thls medicinal product and lts place in the range of currently available antibacterlal products. 
Indications are deflned ln the hospltal settlng. 
ln adults, the Indications are llmlted to: 
·severe Infections with sensitive Gram negative bacilfi and staphylococcl in the foliowing

contexts: 

o respiratory,
o E.N.T.,

o renal and urogenital, including prostate,
o peMc and gynaecoiogical,
o bones and joints,
o Intestinal and hepatobiliary,
o skln,

• septicaemia with Gram negatlve bacllll only,
• postoperative peritonitis with sensitive Gram negatlve microbes when anaeroblc microbes

do not appear to be involved. 
soeçïai situations 
Curative treatment of anthrax. 
ln chlldren, the Indications are llmltod to: 
ln children with cystic rrbrosis, ln very rare cases, alter having assessed the benern-risk ratio, 
treatment of bronchial inflammation microbiologically documented as due to Psevdomonas

aeruginosa (clinical trials have been conducted only in children aged 5 to 17 years). 

Special situations 
Curative lreatment of anthrax. 
Since S1reptococcl and pneumococci are only moderately sensitive to ciprofloxacln, the 
product should not be prescribed as first,llne treatment when these microbes are suspected. 
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During treatment of lnfectioos with Pseudomonas aeruginosa and Staphyfococcus aureus.
the emergence of resistant mutants has been described, which may warrant the concomitant 
use of another antlbiotic. Microbiological monitoring to screen for such reslstance should be 
considered, particularly in the event of treatment tailure. 
The official gui9elines on the appropriate use of antibacteriaJ agents ShOutd be taken into 
account. 

4.2. Posology and method of adminiatratlon 

Posology 
ln adufts with normal renal function: 
The recommended dosage is 200 mg two to three limes daily as IV infusion. Il may be 
increased to 400 mg IWO to three limes dally, depending on the severity of the infection, 
panicularty in life-threatening infections (nosocomial pneumopathies, septicaemia, etc.), and 
on the sensitivity of the microbe involved (particulatly Pseudomonas sp.), in combination with 
another antlbiotic. 
Speçial situations 
Anthrax: curative treatment of persons with symptoms who are to receive parenteral 
treatment, with switch to oral route as soon as the patient's condition allows lt: 400 mg twice 
daily by IV Infusion followed by oral route with 500 mg twice dally. 
The d\Jration of treatment is elght weeks. 
ln patients with renal falluNI: 
The dosage must be adjusted based on creatlnine clearance or serum creatinine lever· 

for indications requiring for indications 
a dosage of 200 mg requirtng a dosage 
two to three limes daily of 400 mg two to 
in a patient three limes dally in 
with normal renal a patient with 
functlon normal renal 

function 
creatinine clealance Serum creatinine maximum daily dose by maxlmum daily 
(ml/min/1 . 73 m2) (µmol/l) IV (mg/day) dose by IV 

'mnldav\ 
>60 <124 3x200 3x400 

31 to 60 124 to 168 2x200 2 X 400 

s30 >169 1 x200 1 x400 
or in patients 
on haemodialysis or 
oeritoneal dialvsls 

ln pa1lents with severe hepatic fallure with ascites: 
The maximum dosage 1s 400 mg twlce daily. 

ln chlldren: 
• ln very rare cases of lreatment of cystic fibrosis in children, the dosage regimen 1s the

following: 1 0 mg/kg three times daily by IV Infusion (maximum 1200 mg/day) which
may be· followed by oral route with 20 mg/kg twlce daily (maximum 1500 mg/day).
The duration of treatment usually does not exceed 14 days.

• ln very rare cases ol treatment of severe Infections in children outslde of cystlc fibrosls alter
havlng assessed the benefrt-risk ratio (see section 4.3), when no other treatment 1s possible
or alter failure ol conventlonal treatment, the recommended dosage regimen is: 7.5 mg/kg
two to lhree limes daily by IV infusion (maximum 400 mg/dose, maximum 1200 mg/day)
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depending on the severily of the infection, particularfy ln r.fe-threatening infections 
(nosocomial pneumopathies. septicaemia, etc.) and on the sensitMty of the microbe lnvolved 
(particular1y Pseudomonas sp.) whlch may be followed by orat rou1e with 10 to 15 mg/kg 
twice daily (maximum 1500 mg/day). 
• Ciprofloxacin treatment must be lnltiated in hospi1al.

Speclal situations 

Anthrax: curative treatment of persons with symptoms who are to recelve parenteral 
treatmenl, with switch to oral route as soon as the patient's condition allows lt. 7.5 mg/kg Iwo 
to lhree limes daily by tV Infusion (maximum 400 mg/dose, not to exceed the adutt dosage 
(800 mg/day]) followed by oral route with 10 to 15 mg/kg twlce daily, not to exceed the aduH 
dosage (1 g/day). 
The duraliOn of treatment is eight weeks.

Me1hod of administration 

Ciprofloxacln 200 mg/100 ml should only be adminlstered by lntravenous route: 
' ln adults, as a 30-mlnute infusion. 
• ln chlldren, as a 60-minute Infusion.

4.3. Contralndlcatlons 

This medicilléll product must never be used in the followlng situations: 
• Previous hlstory of tendonitis with a fluoroquinolone (see sections 4.4 and 4.8)
• Hypersensitivlty to ciproflox.ac,n or to any product from lhe quinolor.ie lamily.
• Administration of thls medlclnal product is a contralndlcatlon to breastfeeding

This mediclnal product can generally nol be used in chlldren untll the end of growth, due to 
its joint toxlclty ln children and adolescents: severe arthropa1hy preferentially affecting the 
large joints; nonetheless, very rarety, alter microbiological documentation and aftar having 
assessed the benefit-risk ratio, prescription or ciproftoxacln 1s possible in children for 
treatment of certain severe infections, particularty in the event of fBJ1ure of convenUonal 
treatment. for which microbiologlcal data may warrant the use of ciprofloxacin. 

4.4 Speclat ,warnings and precautlons for use

Wamlnas 
Due to the presence of glucose, this medicinal product fs contraindicated ln the case of 
glucose-galactose malabsorption syndrome. 
• Avold exposure to the sun and ultraviolet radiation during treatment, due to the rfsk of 
photosensitiSalion.
• cases of tendonitis, which have been observed rarely, may sometlmes lead 10 a rupture,
partlcutarty affecting the Achilles tendon, for which tong-term cortlcosteroid treatment seems
to be a promoling factor (see section 4.3, precaulions for use and section 4.8).
The risk of occurrence of arthropathy should be monitored, partlcular1y ln chlldren.
• The actlvlty of clprofloxacfn on Mycobacterium tubercutosls could cause negative results on
bacteriological 1es1s.
• Risk of crystalluria in the presence of urine with neutral or alkaline pH.
• Emergence of resistance or sefection of resistant strains is possible, particularty in long·
term treatments and/or nosocomial Infections, particuiarty among staphylococcus and

Pseudomonas bacteria.
• Any persistent, severe <fiarrhoea during and/or alter treatment should be reason to suspect
potenlially fatal pseudomembranous colitis, requiring lmmedlate treatment and
discontinua1ion of clprofloxacin. Medicinal products 1hat lnhibit peristalsis are contraindlcated
in lhis situation (see section 4.8).
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• ln very rare cases. anaphylaclic reactions/shock have been observed, which may ·be life­
threatening. starting with the first dose. Ciprofloxacln treatment must be suspended
immediately, al!(1 approprlate treatment must be initiated.
• Neurotogical reactklos may occur trom the first dose of treatmenL ln rare cases. psychosis
and/or, more rarely, depr01;sive syndrome may occur from the lirst dose of treatment. wtth
behaviour that may be dangerous for the patient. ln this case, ciprolloxacin must be
discontinued and the doctor must be informed immedlately.
Precautions for use

Tendonills: the occurrence of symptoms of tendonilis requlres the discontinuation of 
trealment. resting of the 1endon involved, and more specttically .of bolh Achilles tendons, 
using an appropriate reslraint 0< heel straps and an opinion ln a specialised setting (see 
section 4.3 Wainings and seclion 4.8). 

With regard to chlldren more specilically, if joint pain occurs durlng ciprotloxacin treatment, 
the treatment must be suspended and the Joint rested; a speciaUst's opinion will be requlred, 

Ciprofloxacln must be used wlth caution in patients with a previous histO<y of selzures or 
factors predisposlng them to the occurrence of seizures (see section 4.8) 

Ciprofloxacln must be used with caution in patlenls with myasthenia (see section 4.8) 

This medicinal product contains 5 g of glucose per 100 ml of solutlon for injection: this 
should be taken into account in the dally ration in lhe case ol low-glucose diet 0< dlabetes. 

4.5. Interaction wlth other medlclnal products and other forms of Interaction 

Combinations regutrlnq orecavtions for vse

+ Oral anticoagulants (described for warfarln)
lncrease in the 11ftect of the oral anticoagulant and in the risk of haemorrhage. More frequent
monitoring or prothrombln levels and INA monitoring. Dosage adjustment of the orar
anticoagulant during treatment with clprofloxacln and alter discontlnuation of IL
+ Theophyllines (bases and sarts) and amlnophyUlne
lncrease ln serum theophylline level, wlth risk ot theophytline overdose (reductlon ln
metabollsm of theophylllne). Clinicat monitoring. and possibly monitoring of serum
theophy11ine lever.
+ Roplnlrole
lncrease of pta�a concentrations of ropinirole with risk of overdose (reduction in lts hepatlc
metabolism). Clinical monitoring and reductlon ln the dosage of ropinirole during treatment
with clprotloxacin and alter discontinuation of it.

Comb/nations to be taken /nto account 
+ Caffelne
tncrease in caffeine revels ln the body (reductlon ln hepatic melabolism of caffeine).

Particutar problems of INR imbalsnce 
Multiple cases of lncrease ln the actlvily of oral anticoagulants have been reported in pallents 
receiving antlbiotics. Marked lnfectious or lnflammatory coote>d, age and general condition of 
the patient appear to be risk factors. ln these circumstances, Il appears to be difficurt to 
dlstlnguish between the infectious disease and ils treatment in lhe occurrence of I NR 
imbalance. However, certain classes of antiblotics are lmplicated more than others: these 
lnclude malnly rtuoroquinolones, macrolldes. cyclones. cotrîmoxazole and certain 
cephatosporins. 

4.6. Pregnancy and lactation 
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Preqnancy 
As a precautionary measure. il ls preferable not to use ciprofloJ(8cin during pregnancy. 
lndeed, although animal studies have not demonstrated any teratogenlc elfecis, clinical data 
are still insufficient 
Cases of joint damage have been described in children treated with qulnolones. but to date, 
no cases of artl)ropalhy secondary to exposure in utero have been reported. 
Lactation 
Administration of this medicinal product ls a contralndication for breaslfeeding, due to the 
excretion of fluoroquinolones in the breast milk and the rlsk of joint damage ln the nurslng 
infant 

4.7. Effects on the abillty to drive and use machines 

As wlth any treatment thal may cause neurological reactions, this potential rlsk should be 
indicated to drivers of vehicles and users of machines. 

4.8. Adverse effects 

- Digestive disgrdgrs
Gastrie dlscomfort, abdominal pain, anorexia, nausea, vomiting, cfiarrhoea, tympani1es. 
Very rarely: acU1e pancrealitis and pseudomembranous colltis that may be life-threatening. 
- Skln reactlons
Rash, prurltis, maculopapular erythematosus rash:
Rarely: photosënsttisation, vascular purpura:
Very rarely: petechia:
Extremely rarety: polyform erythema, Stevens-Johnson syndrome, Lyell syndrome. nodular
erythema, Hxed pigmented erythema:

Pain or lrrilalion al the injection site, and more rarely phlebitis or thrombophlebltis. 

- Cardlovascular reactions
Palpitations, syncope;
Vary rarely: vasculitis.
- Damage to locgmotor system
Muscle and/or joint pain, stiffness and/or swelling of the joints:
Rare cases of tendonms and tendon rupture which may occur lrom the flrst 48 hours of

treatment and become bilateral (see sections 4.3 and 4.4).
ln addition, in children: arthropa1hy (see section 4.4).

- Neuroosyçholoqicat reactJons
Selzures (see · section 4.4), confusion, hallucinations, headaches, dizziness, fatigue,
lnsomnia, vision dlsorders, feeling of drunkenness, paresthesia, lntracranial hypertension,
trembling, psychosis, restlessness and anxlety:
Very rarely: hypoesthesia, walking disorders, hypoacousia, possible worsening ol
myasthenia (see section 4.4);
Extremety rarely: depressive syndrome, grand mal selzures, peripheral neuropathy.

- Rena/ damage
Crystafluria; 
Cases of reversible acute renal failure by tubulolnterstitlal nephropathy have been reported, 
partlcularty ln elderty patients. 

-Allergie reaçtlons
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Urticaria, llushing, hot flashes, peripheral oedema anG'0< oedema ol the face, arterial 
hypotension, lever, anaphytactic shock/reactlon that may be IHe-lhreatening. 
Extremely rarely: angloedema. 

- Haematological eHects
Rarely: leucopoenia, lhrombocytopenia, hypereoslnophilia, anaemla: 
Very rarely: haemolytic anaemia, agranulocytosis; 
Extremely rarefy: pancytopenla and medunary aplasie lhat may be life-threatening. 

- Hepatlç effects
Rarely. increase in transaminases, alkaline phosphatases, servm bilirubin, cholestatic 
Jaundice; 
Extremely rarely: hepatitîs and hepatic necrosls, which may develop into rile-threatening 
hepatlc failure, 

4.9. Overdose 

Cases of reversible acute renaf failure have been reported ln the event of massive votuntary 
Ingestion (suicide anempt). 
ln addition to usuaf emergency measures, lt ls recommended to monitor renal function. A 
small percentage of clprofloxacin ( < 1()%) 1s extracted by haemodialysls and perltoneal 
dialysls. 

5. PHARMACOLOGICAL PROPERTIES

5.1. Pharmacodynamie propertles 

Pharmacolherapeutic group: SYSTEMIC ANTIBACTERIAL AGENTS, 
ATC code: J01MA02 
Ciprofloxacin 1s a synlhetic antibiotic belonging lo the qulnolone tamily, in the fluoroquinolone 
group. lts activity 1s hlghly bactericidal by inhibition of bacterlal DNA-gyrase preventing 
bacterial chromosomaf DNA synthesis. 

SPECTRUM OF ANTIBACTE.RIAL ACTIVITY 
Critical concentrations separate senslllve strains from strains With lntermediate sensitivlty, 
and the latter from reslslant strains: 
S s I mg/1 and R > 2 mg/1. 
The prevalence of acquired reslstanœ may vary based on geographlcat location and time for 
certain species. 11 is lherefore useful to have Information available on the prevalence ol local 
resistance, particularly for treatment of severe infections. These data can only provide a 
general guidefine on the probability ol sensitlvity of a bacterial strain to lhls antibiotic. 
When the variability of prevalence ot resistance in Europe is known for a bacterial specles, il 
is indicated in the table below: 

LABORATOIRI! AGUl!TTANT 
Parc Scientifique Tony Garnier 

1, Rue Alexandre Fleming 
69007 LYON 

Tél. 04 78 fi1 51 41 /)V,fJ-
Fax 04 78 fi1 51 21 
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Cltogof!H 

SENSmVE SPEÇIES 

Gram poshlve aeroblç blelerb 
lfçlljyt en1hracfl0 

Melfoll- Slaphytoooocus 

Gram negadw NtOblc bacterl• 
Acneecbactor o.,.,,.,. 

_,. pttfl""is 
�c,er 
Cl>.-:ow lreund/1 

�OlYcte. �cao 
-coll
H•Mr>opltills inllUonzJII 

Kl<tbs/cNa � 
K/e/)$/e/18 ,,,,..,,.,,... 
legio,>Olla 
- .... ,,,.. .. {Bn,nhamelt• t»�nNls) 
�morgani 
-

P41teurelfa 

,.__ 

PtoleusMJ/p,lis 
Pto-
PSBudOmonas � 
Salmonolt.t 
S.,,at/,t 
Shi(/èllo 
Vblolll>P, 
y-

Af\Nnllbicbactlf11 

-

p.,,_,_ 
p�-

Olht< 

ma-

f!!OOEffAffLY ifiNsmvE IPECr§§ 

(-_,_ -•�""Y /0 """') 

Gram poaltlve NrOblc bacterla 
Co,y,,-
Strep,00/JCCIA 

5-,,,,.....,.,., ... 

-

·---

RESISTANT Sl'EQES 

a,,m poo�t.... -• "'"""" 
-

u,--
�0$­

t.lelicafwesl$1an1 s,�' 

Anaerobic baclarla 
·- lor -- l'opfo&rn,ptoccoc,,o """ 
Ptop/Ottll>oot« _,.. 

F;.quonoy Ol aequtred ... 1111n .. 1n e.....,. (> 10%) 
(e:IC1rlffle values) 

-

-

0-26'J, 
0-13% 
()-ll)'JI, 

2-13%

<HO% 

10-6&% 
1-45% 

(>-21% 

2&-30'll 
5-10!' 

• The frequency of resistance to meticillin is approximately 30 to 50% of an staphy1ococci,
and is encountered mainly in the hospital settlng.
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• 571 30 2.9 or 34009 571 302 99: 100 ml ln bag (PVC) wi1h wrapped connection and
Infection unit, cartons ol 10 
• 571 303.5 or 34009 571 303 50: 100 ml ln bag (PVC) with wrapped connection and
Injection unit, cartons of 16
• 571 304.1or34009571 304 11: 100 ml ln bag (PVC) wilh wrapped connectlon and
Injection unit. cartons of 20
• 571 305.8 or 34009 571 305 89: 100 ml in bag (PVC) with wrapped connection and
lnjeciion unit, cartons of 50

9. DATE OF FIRST AllTHORISATlON/RENEWAl OF ntE AUntORISATlON

20 March 2006 

10. DATE OF REVISION OF ntE TEXT

24 August 2007 

CONDITIONS FOR PRESCRIPTION AND DISPENSING 

Listl 
Medicinal product requirlng hospilal prescriplion. 
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