Cipropharm’

Ciprofloxacin



G y igon
("w- 250 mg FC ublets: Each tablet contams cypwofloxacm

M egovalen w 2350 mg ciprofloxacin
C"*- 300 mg FC mblets: Each tablet contans ciprofloxacm
Fvarachlonde equnvalent to 500 mg ciprofloxacin.

Pharmacological Properties

Cipropharm® is a broad spectrum, bactericidal antibiotic. belongs to
fluoroquinolone group. It acts by inhibiting gyrase enzy e whichis essentialin
the metabolic activity of the bacteria. It is widely distributed to most body

2T 2 e T ET posErve and gram negative

R = b SN and media.

* Gastrointestinal ract imfecuons

« Skin and soft tissue infections.

= Gonorrhea.

» Bone and joint infections.

+ Eve infections.

« Blood poisoning (sepsis).

+ Prophylaxis or reament of infections in patients with a compromised mmmmsme
system.

« For the wreatment of anthrax.

For children between 5-17:

Ciprophﬂrm8 is used for acute infection episode of cystic fibrosis caused by

pseudomonas aeruginosa .

Dosage and Administration

Dosage Guidelines

Type of infection Severity Dose  Frequescy

- Urinary tract infections. 12br
B 250 mg Q12
Uncomplicated Mild / moderate .

A Severe 500 mg QI '
Complicated )
Cystitis in women 250m '—&w}

: S Mild / mod: 250 mg Q12hr
-Lo tract
erresp v e Severe 500 mg O 12hr
-Bacterial infectious diarrhea. Mild/moderatz 500 mg QI2hr !
/ severe
- Bone and joininfections 50 mg Ql2hr
- Blood poisoning
- peritonitis
i Single
Gonorrhea acute, uncomplicated 250 mg Ung,
| Anthrax 500 mg QI12hr
Orher infections | 250-500mg  QI2hr

—Cipropharmsmblﬂs could be taken regardiess 1o meals.

- In case of missed dose. continue trearment with the usual dose.

- Refer to the doctor incase of discontinumng the drug

- Usually the doctor decides the duration of treatment depending on the severity
The usual duration of is as foll

————



Adults

= Up to 7 days for infections of the kidneys, urinary tract and abdominal cavity,

= In patients with a compromised immune system, therapy should be continued
for as long as the total white blood count is depressed.

= A maximum of 2 months for mflammation of the bone marrow (osteomyelitis),

= 7-14 days for all other infecuons.

= In streptococcal infections therapy should be continued for at least 10 days
because of the risk of late complications.

* Chlamydia infections should likewise be treated for at least 10 days.

* In andrax. 60 days of treatment.

For childres and adolescents aged between 5 and 17

10 - 14 days for acute infecwon episodes of cystic fibrosis caused by P.
acTegmosa.

Use in children:

The recommended dose for the treatment of cystic fibrosis is 15-20 mg\kg in 2
divided dose. Maximum dose up to 1500mg\day.

In case of anthrax the dose is 15 mg \ kg twice daily.

Use in elderty:

Elderiy pancms shoaid recers 2 dose as low a5 15 compasbde with the severity of
The miiccyion and thew dncy fancoos (ST Cerae

Pmirwe

Adbmdry

L T doses & recorTxned for mode e W sevare iagramment of
renal fancrion

- For paticrts with a creanmme chemramcr erweoen 31 mimsm and 60 ml/min
{scrum creammme between 1.4 2] & L5 e 1o mei 1. the maximum
dose for oral adm ov 11000 Acvacr per dry

- For patients with a ceafinine clezame < 3 {sormm creatmine > 2

mg 100 ml), the mavimum dose for @l amsTanoe s 500 mg
ciprofloxacin per day.

2. Patients with impaired renal n whe T ImaTRoem dialysis
should recaive the same dose afwery cach Gmaldyws scssaxm as panents with
modarE 10 severe Enparmmen of Eal “Ihon pount 1)

6-hour ntervals for peritonitis.
4. It is not necessary to adjust the dosage for patients with impaired
function.
5. In patients with impaired renal and hepatic function, the dosage showi- be
djusted as for impaired renal function; it may be necessary to monmnce e
concentration of ciprofloxacin in the blood.

Children and adolescents
No information is ilable on the infl of i
function on the dosage for children and adolescents.

paired renal and hepsr:

Contraindications

Ciprofloxacin is contraindicated in cases of hypersensitivity to ciprofloxac= or
any other drug of the same class, children and adolescents (below 18 years of
age), pregnancy and nursing mothers.

Side Effects

(= ]

Ol of ooainrs Lompiorw o rpemai wse
Crprosth can rece the ialey of o n

ciprofioxacin: this means that the panent may becore mfected agam by the
same organism or yeast-like organisms before the mwmal infectuon has been
eradicated.

Rarely:  Allergic reactions, drug fever. hvpearsensitivity reactions
(anaphylactic/anaphylactoid i eg. facal vascular and laryngeal
oedema; dyspnoea ranging up to life-threatening shock), in some instances
after the first administration; pain (e.g. pain m the tombs. back, chest).

Very rarely: Reactions similar to those associated with serum sickness (with,
for example, fever, swelling of the lymph nodes. reddening of the skin,
urticaria, swelling [oedema]), worsening of the symptoms of myasthenia
gravis (load-related fatigue of the muscular system. particularly the muscles of
the face, pharynx and respiratory tract).



Central nervous system

Occasionally: Headach neme. oS

Rarely: Hall sweatmy porpheral ~wacaivaa aoen  ghersarss.
depression, tremor, comveisams. doareasad soasIvEy 10 Wwach

Very rarely: Unsicady gam d cramal Y . peychons
reactions (psychalogpcal g alscred percep TEFTmE W o

the point of self-endangerment). m some @ses afier first use. anpamred
coordination, increased sensitnity to touch, increased muscular tone,

muscular twitching.
e

_ m=pared digestion, abdominal pain, flatulence. loss

mfemmaxn of the large bowel (pseudomembrance:

moomscanestess. bot flushes. swelme =
Bead
o bhood ol

Rarely: Reduced eveis .- rec = = Sl 2l anaemia,

~ " granulocytopenia) or blood platelets (thrombocytopenia), d levels of
while blood cells (leukocytosis) or blood platelets (thrombocytosis). changed
blood coagulation factors (prothrombin values'

Very rarely: Increased degradation of red blood corpuscles (haemolync
anaemia), a reducton in all blood cells (pmywopenia possibly
life-threatening), a severe decease in a cerwaim ivpe of white blood cell with
the possible symptoms of shivering. fever, blisters m the oral and dwoar
mucosa (agranulocytosis), reduced bone marrow functon (possibly
life-threatening).

Locomotor system
Occasionally: Joint pain.
Rarely: Muscle pain, swelling in the joints.

Very rarely: Inflammation of the tendons (tendinitis), inflammation of the
tendon sheath (tendovaginitis) and torn tendons (e.g. the Achilles tendon),
lar weakness ( henia)

Skin
Frequently: Skin rash.

Ocrasionally: Itching, elevated blotchy skin rash (maculopapular exanthem),
pettle rash (urticaria).

Rarety: Light sensitivity with reddening of the skin (pt itivity),

Very Rarely: Punctate skin haemorrhages (petechiae), blister formation with
accornpanying  haemorrhages (haemorrhagic bullae) and small nodules
(papules) with crust formation showing vascular involvement (vasculitis),
ervnema sodosum, rash on the skin and mucous membranes close to the skin

frxed drug eruption). erythema exsudativum multiforme (minor) ranging up
1o severe forms (Stevens-Johnson syndrome), blister-like loss of the skin and
oral msal mosa (Lyell's syndrome).



Semsory organs

OccasionaBy: Impamred sense of wste and smell.

Rarely: Tmnitus. mansient Joss of hearing. particularly with high tones, visual
disturbances (e.g. double vision, colourec vision). loss of the sense of taste
R S R B et dte D aation YR trenpy.— —

Very rarely: Loss of the sense of smell which is usually reversible after
discontinuation of therapy-

Urogenital tract
Rarely: Inflammation of the kidney
impairment in kidney function ranging up to rarsient Ldes T

Laboratory findings

Occasionally: Particularly m pateos
temporary effect on lver funcmon =
(transaminases. alkaline phosphatase
increase in the levels of urez. crezunme 2ac i
blood.

Rarely: Raised levels of blood giucose thypergh @em:z ) ad blood or orvszs
in the urine (haemaruria and cr}smllunay

Very rarely: Increased levels of certain enzymes (amylase. lipase).

Warnings and Precautions
In pauents with epilepsy or central nervous system damage, risk-benefits

i

r should he measured car If persistant dmrrha occurred

threateming

Tachieny of acwvin

TREJUCTNE TIEICH FeERamess

Drag [mseractions

Ammangs. RuTE 2. calciom mag . . won. drugs

e mrvr kpent didanosme . oral pument solutions ,drinksenriched with

=2 quanunes of dairy products may decrease the absorption of
zs 1f used concomitantly. its preferable to take ciprofloxacin

or 4 hours after

Tk J:vIn:w-*-_ drugs have showed interactions with ciprofloxacin:

sporin.  warfarin. glibenclamide. probenecid.
ohenytoin. diazepam. methotrexate. omeprazole

stomach acid and thus reduces the absorption of ciprofloxacin into the
bloodstream.

A few cases of transient (reversible) kidney damage have been reported
following extremely large overdoses.

Use in pregnancy and lactation
There is no experience for the use of ciprofloxacin in pregnant women,
therefore Ciprofloxacin should not be used during pregnancy or lactation.

Presentation
Ciprnphnrm® 250 mg: 10 F\C tablets per pack.
Cipmpharm® 500 mg: 10 F\C tablets per pack.

( This is a medicament - keep medicaments out of reach of children )

contrary to instructions is dangerous for you
« Follow strictly the doctor’s proseription, method far use and the
Pharma instructions of the pharmacist who sold the medicament .
. [ ist are experts in medicine, its benefits and
risks .
« Do not by yourself interrupt the peried of treatment prescribed for you.
« Do ot repeat the same prescription without consulting your doctor.

® « Medicament is a product which affects your health, and its consumption
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