SUMMARY OF PRODUCTS CHARACTERISTICS



1. NAME OF THE FINISHED PHARMACEUTICAL PRODUCT :

1.1 Brand Name : Ciproleb-500 Tablet
1.2 Generic Name : Ciprofloxacin Tablets BP
1.3 Strength : 500 mg per tablet

1.4 Pharmaceutical Form: Tablet

2. QUALITATIVE & QUANTITATIVE COMPOSITION :
Each film-coated tablet contains:
Ciprofloxacin Hydrochloride BP
eq. to Ciprofloxacin BP 500 mg.
Colour: Sunset Yellow FCF & Titanium Dioxide BP

3. PHARMACEUTICAL FORM
Tablet.

Orange coloured, elongated, biconvex film coated tablet having central breakline on one
face of each tablet.

3. CLINICAL PARTICULARS

4.1 Therapeutic indications
Ciprofloxacin is indicated for the treatment of Fistulating Crohn’s disease, Respiratory-
tract infections, Pseudomonal lower respiratory-tract infection in cystic fibrosis, Urinary-
tract infections, acute uncomplicated cystitis in women, Acute or chronic prostatitis,
Gonorrhoea.

4.2 Posology and method of administration

Fistulating Crohn’s disease: Adult: 500 mg twice daily.

Respiratory-tract infections : Adult: 500 —750 mg twice daily.

Pseudomonal lower respiratory-tract infection in cystic fibrosis:

Adult: 750 mg twice daily.

Urinary-tract infections: Adult: 250-750 mg twice daily.

Acute uncomplicated cystitis in women: Adult: 250 mg twice daily for 3 days.
Acute or chronic prostatitis: Adult: 500 mg twice daily for 28 days.
Gonorrhoea: Adult: 500 mg for 1 dose.

4.3 Contraindications:
Ciprofloxacin is contraindicated in patients with history of tendon disorders related to
quinolone use.

4.4 Special warnings and special precautions for use:

Acute myocardial infarction (risk factor for QT interval prolongation), avoid excessive
alkalinity of urine (risk of crystalluria), bradycardia (risk factor for QT interval
prolongation), congenital long QT syndrome (risk factor for QT interval prolongation),
electrolyte disturbances (risk factor for QT interval prolongation), ensure adequate fluid
intake (risk of crystalluria), heart failure with reduced left ventricular ejection fraction
(risk factor for QT interval prolongation), history of symptomatic arrhythmias (risk factor
for QT interval prolongation).



4.5 Interaction with other FPPs and Other forms of Interaction
Renal Impairment: Dose adjustments: With oral use in adults Give 250-500mg every
12 hours if 30-60 mL/minute/1.73m? (every 24 hours if eGFR less than 30

mL/minute/1.73 m?). In children reduce dose if estimated glomerular filtration rate less
than 30 mL/minute/1.73m? consult product literature.

4.6 Pregnancy and lactation

Pregnancy: A single dose of ciprofloxacin may be used for the prevention of a secondary
case of meningococcal meningitis. Lactation: Amount too small to be harmful, it should
be avoided during breast feeding.

4.7 Effects on ability to drive and use machines

Ciprofloxacin may impair performance of skilled tasks (e.g. driving); effects enhanced by
alcohol.

4.8 Undesirable effects
Common or very common: Arthropathy (in children). Uncommon: Akathisia, fungal
superinfection, musculoskeletal pain, oedema, renal impairment, sensation abnormal,
thrombocytosis vasodilation. Rare or very rare: Antibiotic associated colitis, asthma,
bone marrow disorders, crystalluria, erythema nodosum, gait abnormal, haematuria,
intracranial pressure increased, leucocytosis, migraine, muscle cramps, muscle tone

increased, olfactory nerve disorder, pete chiae, status epilepticus. Frequency not known:
Mood altered.

4.9 Overdose
An overdose of 12 g has been reported to lead to mild symptoms of toxicity. In acute
overdose of 16 g has been reported to cause acute renal failure. In the event of overdose,
symptomatic treatment should be implemented. ECG monitoring should be undertaken,
because of the possibility of QT interval prolongation.

5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties
Pharmacotherapeutic group:
Mechanism of action:
Ciprofloxacin is active against both Gram-positive and Gram-negative bacteria. It is
particularly active against Gram-negative bacteria, including Salmonella, Shigella,
Campylobacter, Neisseria, and Pseudomonas. Ciprofloxacin has only moderate activity
against Grampositive bacteria such as Streptococcus pneumonia and Enterococcus
faecalis; it should not be used For pneumococcal pneumonia. It is active against
Chlamydia and some mycobacteria. Most anaerobic organisms are not susceptible.

Ciprofloxacin can be used for respiratory tract infections (but not for pneumococcal
pneumonia)



5.2 Pharmacokinetic properties
Ciprofloxacin following oral administration absorbed rapidly and extensively, mainly
from the small intestine, reaching maximum serum concentrations 1-2 hours later. The
absolute bioavailability is approximately 70-80%. Protein binding of Ciprofloxacin is
low (20-30%). Ciprofloxacin is largely excreted unchanged both renally and, to a smaller
extent, faecally.

5.3 Preclinical safety data
None Known

6. PHARMACEUTICAL PARTICULARS
6.1  List of Excipients

SN Ingredients Spec.
1 | Starch (Maize) BP
2 | Microcrystalline Cellulose BP
3 | Sodium Methyl Hydroxybenzoate BP
4 | Sodium Propyl Hydroxybenzoate BP
5 | Purified Talc (Talcum) BP
6 | Magnesium Stearate BP
7 C_o_lloidal .An_hydrous Silica (Colloidal 5P

Silicon Dioxide)
Sodium Starch Glycolate BP
Citric Acid Monohydrate BP

10 | Hydroxypropyl Methylcellulose BP
11 | Diethyl Phthalate BP
12 | Colour Titanium Dioxide BP
13 | Macrogol-4000 (P.E.G.- 4000) BP
15 | Sunset Yellow FCF IH
16 | Dichloromethane (Methylene Chloride) BP
17 | Methyl Alcohol BP

6.2 Incompatibilities
Not Known

6.3  Shelf life
36 months



6.4  Special precautions for storage
Store at a temperature not exceeding 30°C. Protect from light. Keep away from
moisture. Keep out of reach of children.

6.5 Nature and contents of container
10 blisters of 10 tablets packed in an inner carton. (10 x 10)

6.6 Instructions for use and handling
Please see the package insert.

7. MARKETING AUTHORISATION HOLDER AND MANUFACTURING SITE
ADDRESS
LEBEN LABORATORIES PVT. LTD,,
Business Address:
RO & Works : Plot No. L-4, Phase-11l, MIDC, AKOLA-444 104 (MS), INDIA
Ph.:0091-724-2259401/02/03 & Fax:2258371
E-mail- export@lebenlab.com, gad@Iebenlab.com, ra@lebenlab.com
Mumbai Off. : 11, Mahavir Mansion, 70, Trinity Street, Near Metro Cinema,
MUMBAI-400 002 (MS), INDIA
Ph.: 0091-22-2207-5301, 02, Fax: 2207-5303
E-mail — mumbai@Iebenlab.com.
Country - INDIA

8. MARKETING AUTHORISATION NUMBER
06861/07400/REN/2020

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
Date of latest renewal: Nov 28, 2021

10. DATE OF REVISION OF THE TEXT
01/01/2023
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1.10.1. LABELLING INFORMATION (IMMEDIATE AND OUTER LABEL)
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Ciproleb-500

10 BLISTER STRIPS COF

TABLETS EACH

| Protect from light.
| Keep away from moisture.
| Keep out of reach of children.
Store at a temperature not exceeding 30°C.
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Brand Name : Ciproleb-500 Tablet 2020-21
Generic Name: Ciprofloxacin Tablets BP )
Module 1 : ADMINISTRATIVE AND PRODUCT INFORMATION conrigential

1.10.2. PATIENT INFORMATION LEAFLET (PIL)
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PRODUCT INFORMATION LEAFLET

Ciprofloxacin Tablets BP

Ciproleb™
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STORAGE INSTRUCTIONS ; Store at ing 30°C. Pry ight. K '] f chikiten. Keap away from

moitture.

PRESENTATION: (SUPPLIEQPACKAGE QUANTITIES)

Clprsieb-250 10's x 1 blisversin aninnar carton.
1000 1ablets in & well closed HDPE jar.

Ciproleb-500 0’ x 10blisters inan innar camon
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