
COMPOSITION
Active constituents
Quinoflox 100mg (Infusion solution): 1 vial of 50 ml infusion solution contains 127.2 mg ciprofloxacin lactate,
corresponding to 100mg ciprofloxacin. Quinoflox 200mg (Infusion solution): 1 vial of 100ml infusion solution
contains 254.4 mg ciprofloxacin lactate, corresponding to 200mg ciprofloxacin. Quinoflox 400mg DS (Infusion
solution): 1 vial of 100 ml infusion solution contains 508.8 mg ciprofloxacin lactate, corresponding to 400mg
ciprofloxacin.
450mg sodium chloride for 50ml infusion.
900mg sodium chloride for 100ml infusion.
Further constituents:
lactic acid, sodium chloride,  hydrochloric acid, water for injections.

PROPERTIES
Ciprofloxacin is a synthetic broad spectrum antibacterial agent out of the group of quinolones for oral and
intravenous administration. These substances are also known as gyrase inhibitors.

MICROBIOLOGY
Quinoflox has a strong antibacterial action against a broad spectrum of bacteria, it prevents transcription by
the chromosome (genetic material) of the information needed for the normal metabolism of bacteria. This
leads to rapid decrease in the ability of bacteria to reproduce.

Quinoflox is also characterised by the fact that, as a result of its particular mode of action, it does not generally
exhibit parallel resistance to any other antibiotic outside the gyrase inhibitor group. Therefore, Quinoflox is
highly effective against bacteria which are resistant, for example, to aminoglycosides, penicillins, cephalosporins,
tetracyclines and other antibiotics.

Additive and indifferent effects have been observed in-vitro investigations with b-lactam antibiotics and
aminoglycosides. An increase in the synergistic effect has frequently been seen in-vivo studies, particularly
with neutropenic animals (e.g. with aziocillin).

Possible combination drugs include
For pseudomonas: aziocillin, ceftazidime
For streptococci: meziocillin, aziocillin, other effective b-lactam antibiotics
For staphylococci: b-lactam antibiotics, particularly isoxazolylpenicillins, vancomycin
For anaerobes: metronidazole, clindamycin

CLINICAL PHARMACOLOGY
The table below shows serum concentrations (in mg/L) after repeated administration following a 60 min short
infusion and oral administration of Quinoflox.
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Quinoflox is present in high concentrations at the sites of infection, i.e. in the body fluids and tissues.

After intravenous infusion, 75% of the administered dose is eliminated in the urine, and a further 14% in the
faeces. Over 90% of the active substance is eliminated in the first 24 hours.

FURTHER INFORMATION
Serum elimination half-life approx. 4 hours (3-5 h)
Distribution volume (steady state): approx. 2.8 L/kg
Renal clearance: approx. 5 ML/min kg
Serum protein binding: approx. 30%
Osmolarity - infusion solution: 300mOsm
NaCI content - infusion solution: 900 mg/100 ml

100mg/50ml, 200mg/100ml & 400mg/100ml DS
(Product Specs.: U.S.P.)



INDICATIONS
Uncomplicated and complicated infections caused by ciprofloxacin-sensitive pathogens:

Infections of the
- respiratory tract. In the treatment of outpatients with pneumonia due to Pneumococcus Quinoflox

not be used as a first choice of drug. Quinoflox can be regarded as an advisable treatment for pneumonias
caused by Klebsiella, Enterobacter, Proteus, Pseudomonas, Haemophilus, Branhamella, Legionella,
and Staphylococcus.

- middle ear (otitis media), of the paranasal sinuses (sinusitis), especially if these are caused by Gram-
negative organisms including Pseudomonas or by Staphylococcus.

- eyes.
- kidneys and urinary tract.
- genital organs, including adnexitis, gonorrhea, and prostatitis.
- abdominal cavity (e.g. bacterial infections of the gastrointestinal tract, biliary tract, peritonitis).
- skin and soft tissues.
- bones and joints.

SEPSIS
Infections or imminent risk of infection (prophylaxis) in patients whose immune system has been weakened
(e.g. patients on immunosuppressants or in state of neutropenia).

Selective intestinal decontamination in immunosuppressed patients.
According to in-vitro investigations, the following pathogens can be regarded as sensitive: E. coli, Shigella,
Salmonella, Citrobacter, Klebsiella, Enterobacter, Serratia, Hafnia, Edwardsiella, Proteus (indole-positive and
indole-negative), Providencia, Morganella, Yersinia, Vibrio, Aeromonas, Plesiomonas, Pasteurella, Haemophilus,
Campylobacter, Pseudomonas, Legionella, Neisseria, Moraxella, Branhamella, Acinetobacter, Brucella,
Staphylococcus, Listeria, Corynebacterium, Chlamydia.

The following show varying degrees of sensitivity:
Gardnerella, Flavobacterium, Alcaligenes, Streptococcus agalactiae, Streptococcus faecalis, Streptococcus
pyogenes, Streptococcus pneumoniae, Streptococcus viridans, Mycoplasma hominis, Mycobacterium
tuberculosis and Mycobacterium fortuitum.

The following are mostly resistant:
Streptococcus faecium, Ureaplasma urealyticum, Nocardia asteroides. With a few exceptions, anaerobes are
moderately sensitive (e.g. Peptococous, Peptostreptococous,) to resistant (e.g. Bacteroides).
Quinoflox is ineffective against Treponema pallidum.

CONTRAINDICATIONS
Quinoflox must not be used in cases of hypersensitivity to ciprofloxacin or other quinolone chemotherapeutics.

Quinoflox must not be prescribed for children, adolescents, pregnant women or nursing mothers, since there
is no experience on the drug's safety in these patient groups and since, on the basis of animal studies, it is
not entirely improbable that the drug could cause damage to articular cartilage in the immature organism.
Animal studies have not yielded any evidence of teratogenic effects (malformations)

PRECAUTIONS
In epileptics and in patients who have suffered from previous CNS-disorders (e.g. towered convulsion threshold,
previous history of convulsion, reduced cerebral blood flow, altered brain structure or stroke), Quinoflox should
only be used where the benefits of treatment exceed the risk, since these patients are endangered because
of possible central-nervous side effects.

SIDE-EFFECTS
The following side-effects have been observed:
- Effects on the gastro-intestinal tract

Nausea, diarrhea, vomiting, dyspepsia, abdominal pain, flatulence and anorexia. In the event of severe
and persistent diarrhea during or after treatment a doctor must be consulted, since this symptom can hide
a serious intestinal disease (pseudomembranous colitis), requiring immediate treatment. In such cases,
Quinoflox must be discontinued and appropriate therapy initiated (e.g. vancomycin, orally, 4 x 250 mg/day).

Drugs that inhibit peristalsis are contraindicated.
- Effects on the nervous system

Dizziness, headache, tiredness, agitation, trembling: very rarely: insomnia, peripheral paralgesia, sweating,
unsteady gait, convulsions, increase in intracranial pressure, anxiety states, nightmares, confusion,
depressions, hallucinations, in very rare cases psychotic reactions. In some instances, these reactions
occurred after the first administration of Quinoflox already. In these cases Quinoflox has to be discontinued
and the doctor should be informed immediately.

- Reactions on sensory organs
Very rarely: impaired taste and smell, visual disturbances (e.g. double vision, colour vision), tinnitus,
transitory impairment of hearing, especially at high frequencies.

- Hypersensitivity reactions
In some instances, the following reactions occured after the first administration of Quinoflox already. in
these cases Quinoflox has to be discontinued and the doctor should be informed immediately.
Skin reactions, e.g. rashes, pruritus and drug fever.

- Very rarely
Punctate skin hemorrhages (petechiae), blister formation with accompanying haemorrhages (hemorrhagic
bullae) and small nodules (papules) with crust formation showing vascular involvement (vasculitis).

- Stevens Johnson Syndrome, Lyell Syndrome
Interstitial nephritis, hepatitis, hepatic necrosis very seldom progressing to life threatening hepatic failure.
Anaphylactic/anaphylactoid reactions (e.g. facial, vascular and laryngeal oedema: dyspnea progressing
to life-threatening shock), in some instances after the first administration. In these cases Quinoflox has
to be discontinued, medical treatment (e.g. treatment for shock) is required.



- Effects on the cardiovascular system
Tachycardia, very rarely, hot flushes, migraine and fainting.

- Other side effects
Joint pains, very rarely, general feeling of weakness, muscular pains, tendovaginitis, photosensitivity and
transient impairment of kidney function including transient kidney failure.

- in single cases during the administration of Quinoflox achilotendinitis was observed. Achilotendinitis
possibly is leading to tendon rupture. Therefore, at any signs of an achilotendinitis (e.g. painful swelling)
the administration of Quinoflox should be discontinued and a physician should be consulted. Long-term
or reported administration of Quinoflox can lead to superinfections with resistant bacteria or yeast-like
fungi.

- Effects on the blood and blood constituents: Eosinophilia, leococytopenia. granulocytopenia, anaemia,
thrombocytopenia, very rarely, leukocytosis, thrombocytosis, haemolytic anaemia, altered prothrombin
values.

- influence on laboratory parameters/urinary sediment:
There can be a temporary increase in transaminases, alkaline phosphatase or cholestatic jaundice,
especially in patients with previous liver damage, temporary increase in urea, creatinine or bilirubin in
the serum, in individual cases, hyper-glycaemia, crystalluria and haematuria.

- Local reactions
- Phlebitis.

Note for drivers
Even when the drug is taken exactly as prescribed, it can affect the speed of reaction to such an extent that
the ability to drive or operate machinery is impaired. This applies particularly in combination with alcohol.

INTERACTIONS
Concurrent administration of Quinoflox and theophylline can caused an undesirable increase in the serum
theophylline effects. This can lead to theophylline induced side effects. If concurrent use of the two products
is unavoidable, the serum theophylline concentration should therefore be checked and the theophylline dose
appropriately reduced. Animal studies have shown that the combination of very high doses of quinolones
(gyrase inhibitors) and certain nonsteroidal anti-inflammatories (but not acetylsalicylic acid) can provoke
convulsions. A transient rise in the concentration of serum creatinine was observed when Quinoflox and
cyclosporin were administered simultaneously Therefore, it is necessary to control the serum creatinine
concentrations in these patients frequently (twice a week). The simultaneous administration of Quinoflox and
warfarin may intensify the effect of warfarin. In particular cases, concurrent administration of Quinoflox and
glibenclamide can intensify the action of glibenclamide (hypoglycaemia). Probenecid Interferes with renal
secretion of Quinoflox. Co-administration of probenecid and Quinoflox increases the Quinoflox serum
concentrations. Metoclopramide accelerates the absorption of Quinoflox resulting in a shorter time to reach
maximum plasma concentrations. No effect was seen on the bioavailability of Quinoflox.

DOSAGE
Unless otherwise prescribed, the following guideline doses are recommended.
indications

Single/daily doses for adults
(mg Ciprofloxacin)
(2 x daily every 12 hours or
3 x daily every 8 hours)
Intravenous

Respiratory tract infections
according to severity and organism ................................................................................2 x 100 -400

Urinary tract infections
- acute, uncomplicated ...............................................................................................2 x 100
- cystitis in women (before menopause)......................................................................single dose 100
- complicated ...............................................................................................................2 x200

Gonorrhea
- extragenital................................................................................................................2 x 100
- acute, uncomplicated ................................................................................................single dose 100

Diarrhea .........................................................................................................................2 x 100-200

Other Infections (see indications)..................................................................................2 x 100-400
- Particularly severe, life threatening infections i.e ......................................................3 x 400
- Streptococcal pneumonia
- Recurrent infections in cystic fibrosis- Bone and joint infections
- Septicemia
- Peritonitis

in particular when Pseudomonas, Staphylococcus or Streptococcus is present. After intravenous administration
the treatment can be continued orally. Elderly patients should receive a dose as low as possible depending
on the severity of their illness and the creatinine clearance.

Impaired renal or liver function
1. Impaired renal function

Where creatinine clearance less than 20 ml/min or where the serum creatinine is greater than 3mg/ 100
ml.
2 x half of the normal unit dose/day or 1x1 normal unit dose/day.



2. Impaired renal function + haemodialysis
Dosage as in 1; on dialysis days after dialysis.

3. Impaired renal function + CAPD
a) Addition of Quinoflox infusion solution to the dialysate (Intraperitoneal): 50 mg Quinoflox/Litre

dialysate administered 4 times a day every 6 hours.
b) Administration of Quinoflox film coated tablets (oral) as 1 x 500 mg film coated tablet

(or 2 x 250 mg film coated tablets) administered 4 times a day every 6 hours.

4. Impaired liver function
No dose adjustment is required.

5. Impaired renal and liver function
Dose adjustment as for 1 above, with possible determinations of Quinoflox concentrations In serum.

ADMINISTRATION
Intravenous administration
The intravenous infusion is administered over a period of 30min for 100 and 200 mg or 60 min for 400 mg.

The infusion solution can be infused either directly or after mixing with other infusion solutions.

The Quinoflox Infusion solution is compatible with physiological saline i.e. Ringer solution and Ringer lactate
solution, 5% and 10% glucose solutions, 10% fructose solution, and 5% glucose solution with 0.225% NaCl
or 0.45% NaCI.

When Quinoflox infusion solutions are mixed with compatible infusion solution for microbiological reasons
and light sensitivity these solutions should be administered shortly after admixture.

Important incompatibilities
Unless compatibility with infusion solutions/drugs has been confirmed, the infusion solution must always be
administered separately.

The visual signs of incompatibility are e.g. precipitation, clouding, and discoloration, incompatibility appears
with all infusion solutions/drugs that are physically or chemically unstable at the pH of the solution (e.g.
penicillins, heparin solutions), especially on combination with solutions adjusted to an alkaline pH (pH of the
Quinoflox infusion: 3.9-4.5).

Duration of Use
The duration of treatment depends on severity of the illness and on the clinical and bacteriological course.
It is essential to continue the treatment systematically for at least 3 days after disappearance of the fever or
of the clinical symptoms. Mean duration of treatment: I day for acute uncomplicated gonorrhea and cystitis,
up to 7 days for Infections of the kidneys, urinary tract, and abdominal cavity, over the entire period of
neutropenic phase in patients with weakened body defence, a maximum of 2 months for osteomyelitis, and
7-14 days in all other infections in streptococcal infections the treatment must last at least 10 days because
of the risk of late complications. Infections caused by Chlamydia should also be treated for a minimum of 10
days. Initial intravenous treatment may be replaced by the oral form of Quinoflox after a few days.

INSTRUCTION FOR HANDLING
At cool storage temperatures, precipitation may occur, which will re-dissolve at room temperature.
It is therefore recommended not to store the infusion solution in a refrigerator.
Quinoflox should not be administered after the expiry date.

PRESENTATION
Quinoflox 100mg/50ml
1 vial of 50ml infusion solution containing 100mg ciprofloxacin.

Quinoflox 200mg/100ml
1 vial of 100ml infusion solution containing 200 mg ciprofloxacin.

Quinoflox DS 400mg/100ml
1 vial of 100ml infusion solution containing 400 mg ciprofloxacin.

DIRECTIONS
- Protect from light & moisture, Store at room temperature.
- Not to be used if solution is not clear.
- Do not store above 25oC.
- Do not refrigerate or freeze.
- Keep out of the reach of children.

Warning:
- To be sold on prescription of a registered medical practitioner only.
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