Active Ingredient:

Nadifloxacin 10 mg

In a cream base q.s.

inactive Ingredients:

Ulquid - Parafin (Heavy). Cetosteryl _alcohol, Alpha
tycol, Edetate,

Cetomacrogol 1000, Sodium Hydroxrde. Diethanolamine,
Purified Water

DESCRIPTION:

Cream) is a
with potent broad-spectrum anhbadenal activity.
Nadifloxacin Cream is intended for the treatment of acne
vulgarla caused by Proplombac(ev(um acnes and

aphylococcus spp. Promlnem efficacy, low potential in
and high
antibacterial .-thy -gmnsx qu—rss-s‘am mleroorg anisms
have been well documented in extensive clinical
PHARMACOLOGY:
1. Antibacterial Spectrum:
In vitro, nadifloxacin showed a potent and broad speclmm
ibacterial activity against aerobic Gram-positive, Gram-
negative and lr\neroblc bacteria,

including

The ‘drug activity s bactericidal. Nadifioxacin showed
potent antibacterial activity_against methicilin resistant
aureus (MﬂSA) that was similar to the

microorganisms will develop as a result of therapy, the
treatment duration Q’vould be the shortest feasible.

1. General Precaution:

This drug shouid e discontinued if the desired thera: |

peutic effect is not uchxevad at the recommended dose.

2 leactions |
Pruritis, irritation, redness, flushes, papules, feeling 01 ta-

cial warmth, |

ness of the sKin, and hm flushes may infrequently occur

3. uu duri ng p

The safety of i drug for use during pregnancy has not
been established. (cnmeal experience in pregnant
women s insufficient) |
Use in Premature Balties, New-borns, and Infants:
The safety of this drug in premature babies, new-borns,
and infants has not been established (the drug has not
been studied in these patients)
5. Caution in use: 2 .

ls ﬂrug is intended for topical (dermal) appnumon onl

t intended for ophthaimologic The drug |

should notbe SPpilec 10 e coma or conjunciva; 1

»

Phomsonslﬂvlly has been reported In patients taking |
synthetic quinolone antibacterial agents.
DRUG INTERACTIONS:
As the drug is topically applied and systemic absorption is
low, the Tiak of elinically significant iteraction is_ smail.
There are no reported drug interactions.
EFFECTS:

was also active against new
ISA. Nadifioxacin was not cross-
Polstant e with m.hernewqumolor\es

Pruritis, iritation, redness, flushes,

papules, feeling of facial
I et
|

o ‘contact
skin, and hot flushes may may infrequently occur.

2. Mechanism of Acti OVERDOSE |
Nadiioxaem nhibite the enzyme DNA gyrase that Is Overdosage is_unlikely wih Nadifloxacin. In the event of
involved in bacterial DI and gene normally |
inhibiting the bacterial rnullvpllcatlon adopted to treat poisoning it Glatholona should be used. 1}

3. Pharmacokinetics: 23 1

RS e eipie vapical of 10gm STORAGE: Store below 30°C. Protect from light & moisture.
1% cream to normal human back skin, the highest plasma TATION: cream is in 10g
was determined to be with an and 20g tube.
imination hait-ifle of 19.4 hours. Approximately 0.08% of Manufactured |
the administered dose was excreted in the urine over 48 WOCKHARDT MAITED
hours post-dosing. The plasma concentration reached a Mumbai, India.
sle;yﬂyw"smte on "l;':;y 5 of tne repeated admlmslrslvosg
st en Nadifloxacin at Regional Marketing Offi o9l
twice daily to normal healthy v S B peE i | P e 25 g8
sys plasma concentration reached a peak of S
ing/mi at 8 hours post-final dosing with an e B:"‘ Zqe I, UAE gS
-of 23.2- hours. The urinary rate

reached 0.16% on Day 7.
INDICATIONS:
[reatment of acne vuigaris (patients with multiple lnllamsa
lesions),
bacterial infections causod by susoepﬂbla bacteria.
DOSAGE AND ADMINISTRA
IO Crvarn shesid e apo appiied 1o the lesions twice
daily. However, in case of acne, it should be applied after
washing the face.
CONTRAINDICATIONS:
Known_ hypersensitivity to nadifioxacin or any of the
ingredients of the cre:

PRECAUTIONS:
As a rule, susceptibility testings should be performed prior
actu; l use of this dru e

- !

THIS IS A MEDICAMENT |
Msdlcamem is a product, which affects your health, and

contrary
you Follow. stactly the doctors prescrption, the attiod
of use and the instructions of the pharmacist who sold
the medica

= The doctor wmyemuxpensm

= Do not g yuurse« ‘interrupt  the period of
troatment groscribed.
Do not repeat lhe same prescription, without
consulting your Doct

= Keep all dtdicsments Gut ot the reach of ahikiren.

Council of Arab Health Ministers, Union of Arab Pharmacists. |

susceptibility. To minimise the chance that




