To be used only under the Supervision of a Doctor.

Fluorouracil Cream USP

FLONIDA® Cream

Available in Strengths of 1% and 5%

(For topzca! dermatologlcal use on!y)

The person using this drug must possess
prescription of a Doctor in his or her name.

COMPOSITION: Mfg. Lic. No.: KD-258
Fluorouracil Cream USP 1% w/w Fluorouracil Cream USP 5% w/w
Fluorouracil IP 1.00% w/w Fluorouracil IP 5.00% w/w
Methyl Paraben IP 0.20% w/w Methyl Paraben IP 10.20% w/w
Propyl Paraben IP 0.05% w/w Propyl Paraben IP 0.05% w/w
(As Preservatives) (As Preservatives)

in a Cream base q.s. In a Cream base q.s.

GENERALINFORMATION:;
Fluorouracil or 5-FU is a fluorinated pyrimidine antagonist which acts by interfering with DNA
synthesis,

CLINICALINFORMATION:

Reportedinthe treatment of:

e Multiple actinicorsolar keratoses

» Genital warts that fail to respond to treatment with either podophyllum resin or
podophyllotoxin.

CONTRAINDICATIONS:

Known hypersensitivity to fluorouracil.

Pregnancy : Fluorouracil may cause fetal harm when administered to pregnant women and is contra-
indicated in women who are or may become pregnant. If this drug is used during pregnancy, or if the
patient becomes pregnant while taking this drug, the patient should be aware of the potential
hazard to the fetus.

Nursing mothers: It is not known whether this drug is excreted in human milk. As many drugs are
excreted in human milk, and because there Is some systemic absorption of fluorouracil after topical
administration, mothers should not nurse their infants while receiving this drug.

Pediatric use: Safety and effectiveness in pediatric patients has not been established.
!

WARNINGS: Application to mucous membranes should be qvoided due to the possibility of local
inflammation and ulceration. Additionally, cases of miscarriage and birth defects have been
~ reported when fluorouracil was applied to mucous membranes during pregnancy.

PRECAUTIONS:

Care should also be taken to avoid contact with eyes.

Since exposure to ultraviolet light intensifies the inflammatory reaction, prolonged exposure to
sunlightshould be avoided during treatment.

ADVERSE REACTIONS: ) _
The most frequent adverse reactions to fluorauracil occur locally and are often related to an
extension of the pharmacological activity of the drug. These include burning, crusting, allergic
contact dermatitis, irritation, pain, pruritus, scarring, rash, soreness and ulceration.

FOR EXTERNAL USE ONLY

PRECAUTIONS WHILE USING THIS MEDICINE:

It is very important that Doctor checks patient’s progress regularly to ensure that this medicine is
working properly and to check for unwanted effects.

This medicine should be applied very carefully when using on-face and should not get into eyes, nose
or mouth.

While using this medicine, and for 1 or 2 months after stopping it, the skin may become more
sensitive to sunlight than usual and too much sunlight may increase the effect of the drug.

DURING THIS PERIOD OF TIME:

« Stayoutofdirectsunlight, especially between 10.00a.m.and 3.00 p.m., if possible.

e Wearprotective clothing, cover head and wear sunglasses.

e« Applyasunscreen lotion that has a sun protection factor (SPf) of at least 15. Some patients may
require a lotion with a higher SPF number, especially if they have a fair complexion.

e Donotuseasunlamp.
If there is a severe reaction due to sunlight, patient should check with Doctor.

STORAGE:

¢« Keep outofreach of children.

e« Store below 30°C. Do not freeze.

e Keepthetubetightlyclosed after use.

General: The patient should use this medicine for the full course of treatment. However, It should
not be used more often or for a longer period than advised by the Doctor. Enoygh medicine should
be applied each time to cover the entire affected area with a thin layer as advised by the Doctor.
A cotton-tipped applicator or fingertips should be used to apply the medicine in a thin layer. If
applied with fingertips, hands should be washed immediately to prevent any medicine acudentally
getting into eyes or mouth.

5-FU may cause redness, soreness, scaling and peeling of affected skin area after 1 or 2 weeks of use.
This effect may last for several weeks after stopping the medicine and is expected. Sometimes a pink,
smooth area is left as the skin treated with this medicine heals. This area will usually fade after 1 to 2
months. The treatment should not be stopped without first consulting your Doctor. If the reaction is
very uncomfortable the patientis advised to consult the Doctor.

Presentation: Available in a tube of 10g in two strengths: Flonida®1% (Fluorouracil 1%) cream & :
Flonida® 5% (Fluorouracil 5%) cream.

Manufactured by:
Aurochem Laboratories (1) Pvt Ltd.
8, PT.I.C.E. Ltd., Palghar - 401 404. Dist.: Thane, Maharashtra.

Marketed in India by:
2 A. Menarini India Private Limited
_ 2102, Tower 3, Indiabulls Finance Center, Senapatj Bapat Marg,
Elphinstone Road (W), Mumbai - 400 013.
MENARINI ® - Registered Trademark of A. Menarini Asia-Pacific Holdings Pte. Ltd., Singapore.
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COMPOSITION: Mfg. Lic. No.: KD-258
Fluorouracil Cream USP 1% w/w Ffluorou racil Cream USP 5% w/w
Fluorouracil IP 1.00% w/w Fluorcuracil IP 5.00% w/w
Methy! Paraben IP 0.20% w/w Methyl li'araben P 0.20% w/w
Propyl Paraben IP 0.05% w/w Propyl Paraben IP 0.05% w/w
(As Preservatives) - . . (AsPreservatives) '
in a Cream base Q.5. In a Cream base q.s.
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