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, *-Vaginal Cream

Clindamazol®

Clindamycin 2% / Clotrimazole 2%

(XN XN o000 o0 0000
o0
LN

MAH:

Sina Pishgam Darou Novin Co.| Tehran-lran
www.sinapishgamdarou.com

Clindamzol 2%-2% is for vaginal use. Each aluminum tube contains 40 grams
clindamycin (as phosphate) 2% - clotrimazole 2% w/w as active ingredients.
- Category: antibiotic and antifungal.

- Indications:

Bacterial vaginosis treatment (previously known as Haemophilus vaginitis,

Gardnerella vaginitis, Coryne bacterium vaginitis, or anaerobic vaginosis.)

Vulvovaginal Candidiasis treatment caused by Candida albicans or other

species of Candida.

Guidance for proper use:

This medicine has been prescribed for you personally and you should

not pass it on to others. It may harm them, even if their symptoms are the

same as yours.

- Read all of this leaflet carefully before you start taking this medicine.
Keep this leaflet. You may need to read it again.

- Before you take this drug consult your doctor if:

< Hypersensitivity to this drug or any other drugs.

« Using any other medications

« Having any other medical conditions.

« Pregnancy and breast-feeding.

- If you have further questions, please ask your doctor or pharmacist.

- Contraindications:

Do not use this drug in case of following conditions:

- Hypersensitivity to clindamycin, lincomycin, clotrimazole, itraconazole,
fluconazole and other drugs in azoles category.

- Gastrointestinal disorders including:
history of antibiotic associated colitis, regional enteritis, ulcerative colitis.

- Pseudomembranous colitis (although there is minimal systemic absorption
of vaginal clindamycin from the vagina, it is important to consider
pseudomembranous colitis if patient presents with diarrhea, onset of
symptoms may occur during or after antimicrobial treatment.)

- Pregnancy and Breast-feeding:
- Pregnancy:
FDA Pregnancy Category B; adequate and well-controlled studies in
human have not been done during the first trimester. Well-controlled clinical
trials on up to 177 pregnant females using vaginal clindamycin and clotrimazole
during the second and third trimesters showed no adverse effects in the
fetus. Vaginal clindamycin-clotrimazole should be used during pregnancy
only if your physician decides it is clearly needed.

- Breast-feeding:

Itis not known if vaginally administered clindamycin-clotrimazole is distributed

into breast milk. A decision should be made whether to discontinue nursing

or to discontinue the drug, taking into account the importance of the drug
to the mother.

- Warning and precautions:

« Avoid getting medication into your eyes; if medication does get into your
eyes, wash your eyes out immediately with large amounts of cool tap water;
check with your physician if your eyes continue to be painful.

« To know how to use applicator properly, read "Dosage and administration"
section in this leaflet carefully before use.

« Continue medicine for full time of treatment, even if menstruation begins.

« Insert missed dose as soon as possible; Do not insert if it is almost time
for next dose.

« Check with physician if no improvement within 3 days, if symptoms do not
disappear within 7 days, if symptoms worsen during use, if symptoms return
within 2 months or if exposure to human immunodeficiency virus (HIV) occurs.

« Follow-up visit to physician after treatment for bacterial vaginosis to ensure
that infection has been properly treated.

« Discontinue immediately and contact with your physician if diarrhea or
colitis develops.

« Use protecting clothing because of possible soiling with vaginal clotrimazole
and clindamycin, avoid the use of un-medicated tampons, use hygienic
measures to cure infection and prevent reinfection, wear cotton panties,
wear only freshly washed underclothes, sexual abstinence is recommended
during treatment to prevent reinfection. Avoid use of latex products such

as condoms, diaphragms and cervical caps during treatment and for 3 days
after discontinuing medication.

« Caution if dizziness occurs.

« Clindamycin should not be used with neuromuscular blocking agent, ex:
butox. Clindamycin has been shown to have neuromuscular blocking properties
that may enhance action of other neuromuscular blocking agents.

« Vaginal applicators should be used with caution after the sixth month of
pregnancy.

« Do not use the medicine after the expiry date stated on the carton.
- Dosing and administration:
The exact amount of medicine should be prescribed by your doctor. However
usual dosing is mentioned as follow:
* Usual adult dose:
one applicator into vagina once a day for three or seven consecutive days
in non-pregnant females and one applicator into vagina once a day for
seven consecutive days in pregnant females.
Read below instruction to know how to use the drug properly:
Use the drug at bedtime, unless otherwise directed by your physician.
Wash your hands immediately before and after vaginal administration.
1)Remove the cap from the tube, open the tube with cap bottom, attach
the applicator in its place and screw it tight. Squeeze the tube from the
bottom to fill the cream into the cylinder and push out the plunger as far out
till the cylinder is filled. Remove the filled applicator from the tube and close
the tube with the cap.

2) Lie on the back with the knees bent and spread out. Hold the filled applicator

by the cylinder and gently insert the applicator into the vagina as deeply as

possible. Press the plunger completely to empty the contents of the applicator.

With the plunger still depressed, remove the applicator from the vagina

holding it by the cylinder.

3) Throw the applicator away in the trash after each use.

- Side/Adverse effects:

Like all medicines, CIindamazoI®may have side effects. If you notice any

side effects not mentioned in this leaflet, or if any of the side effects

become serious, please inform your doctor or pharmacist immediately.

Those indicating below need for medical attention:

-Incidence more frequent: ltching of the vagina or genital area; pain

during sexual intercourse; thick, white vaginal discharge with no odor or

with a mild odor not present before therapy.

-Incidence less frequent:

Headache, dizziness, gastrointestinal disturbances (diarrhea, nausea or

vomiting, stomach pain or cramps)

-Incidence rare: Hypersensitivity (burning, itching, redness, skin rash,

swelling, hives or other signs of skin irritation not present before the

therapy.)

Those indicating need for medical attention only if they continue or

are bothersome:

-Incidence less frequent or rare:

burning or irritation of penis of sexual partner.

- Overdosage:

In case of intake of an accidental or voluntary overdose, inform your doctor

immediately.

- Storage:

Store below 30°C. Protect from light, moisture and freezing. Keep out of

the reach of children.

- Packaging:

Clindamazol® is supplied in aluminum tubes, each containing 40 gr

clindamycin (as phosphate) 2%- clotrimazole 2%.

One tube and 7 applicators with a leaflet are packed in one cardboard box.

- References:

1. United State Pharmacopia Drug Information ( 2007 Edition )

2.BNF ( 68! Edition )




