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Calcium lactate, Maize starch, Crospovidone, Highly dispersed

silicon dioxide, Lactic acid, Lactose 200, Magnesium stearate,
Hydroxypropyl methylcellulose, Microcrystalline cellulose.

rdaaMadl dusdll

bl elslie e

adall ¢l gl &l ;50

uﬂluuytﬁwﬂlcmwm%‘ubuuwmm5134

L8155 3y g Ty 50e (1 (oSl — L0

e o3 Glal

‘.’r—lﬁ.\JlJLu.uu!\:LIJ”.JY".u

Ssa) 51 SLS e 1n Y Lol b am s 13] ol 5l 138 Jlamioa] ol 5 5o ¥

Al e (o ol sladl) Saliin A

oo Cuaslal 8 yLiiua Js3 ¢ gall 158 Jlaxias] ol 5 g2 ¥

el 5538 b o Jandl 538 b 05 oS Lo

RRTREN]

sl il Ui silie Sl plabd o Lol 1 e o) 0] o

ol il Y1 5pal Jagall 5 E5E e Gled i B3]

oAbel o Ll b5 i€y s Bl el 3 aboal ol aia 13]

ALY 0 V fiaa | laxi] gl

oo SY (5 & 585 (o 8 50 W1 ] Tl P ile 1] Ll 3 Lt el

u—nﬂAL)e)auAu&LAJ‘JJLwJLLJAJJJ'H.\'@S‘J'J\U.\.\)A:

gole sut Lago (335 LGN Lalse 3T s el Jls 13] ol 35U e

g )—‘J‘u—‘J‘M‘uJCJPJ'UMF cola T g o o laes 503

o 85 sy 135053 51 B shan 1 il (3 Lgaam Tl toh) Ja
sgrall G BTl e 31531 e Ll fl 8

A 13] clal) 3, L5 s C)JJJ|W?L.\4_-_MJ:.\U¢I):~J\J‘,)_‘U\».A

ALY DA dills e s Tk

sl 35Ul elile o Ml sLeBs) e (5 SN A1, ¥) S5 150

Ml i o ol o 3 51 ] ST ol gl 13 Jlana] S 5 Y

sy U3

e Lald Euia 5150 Lal3] e p LYl am g ol pulls £ )all 5538 L5

Bllaall o e giimal (Ll il o 303,58 J5a) Janl e By Jlasid

sSie JB Jandl gie i Slasll sia el 0¥ LS (Latex) bl

Vu.\.«u.\é|baL@-\LMl

L0 ol sl Bl ol i Tane ol paalill Jlanio] 5 5ms ¥ o dall L]

oA Ll Sl pdatine of Sl

el cpm B VY ¢y g0 o1l 18 Yo 3 ms ¥

o ga¥l G Sdle LS

ol el s ATl g 91 g Ml T3] STLGLATE o clalas S 13

ilaall G SNl e T3l Zelail pse i UAAY) galinl el cellaall

eliall 3lea sy ol 53) (o sl 5 S5 el ol 5 o 553 23S 13 Lualt
(g sorll puaall (255 phe Yol e

sailall gl ,e Yl

Alaias] 5,8 sUST ,elas w3 ool gall sé el Lokl oS0 ) Bl

Ll G2 e ¥ A

Lols Lobaia) i 3l &uilall y31 41

(ol ) el 5 il 3 S e (il ] Jad a5 lodle

LLS

Clotrimazole 0.2 g
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Calcium lactate, Maize starch, Crospovidone, Highly dispersed

silicon dioxide, Lactic acid, Lactose 200, Magnesium stearate,
Hydroxypropyl methylcellulose, Microcrystalline cellulose.
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PATIENT PACKAGE INSERT IN ACCORDANCE WITH THE
PHARMACISTS' REGULATIONS (PREPARATIONS) - 1986
Read this package insert carefully
in its entirety before using this medicine
The format of this leaflet was determined by the Ministry of Health
and its content was checked and approved in October 2012

AGISTEN V

Vaginal Tablets (for Intravaginal Use)
Composition: Each tablet contains: Clotrimazole 0.2 g
Inactive ingredients:

Calcium lactate, Maize starch, Crospovidone, Highly dispersed
silicon dioxide, Lactic acid, Lactose 200, Magnesium stearate,
Hydroxypropyl methylcellulose, Microcrystalline cellulose.
Therapeutic group: Antifungal.

Therapeutic activity: Broad spectrum antifungal medicine for
local treatment of vaginal fungal infections (such as candida),
which are characterized by vaginal itching, stinging, burning,
accompanied occasionally by increased discharge.

When should the medicine not be use?

Do not use this medicine if you have a known sensitivity to
any of its ingredients or to other antifungal substances from
the same group.

Do not use this medicine without consulting a doctor before
starting treatment:
If you are pregnant or breastfeeding.
Warnings: If you are sensitive to any type of food or medicine,
inform your doctor before commencing treatment with this
medicine.
If this is the first time you are suffering from a vaginal infection,
consult with the doctor. If a doctor previously diagnosed you with
a fungal infection and you are suffering from similar symptoms,
use Agisten V for three days.
Consult the doctor if you have suffered from a fungal infection
more than twice during the last six months or if you or your partner
have ever suffered from a sexually transmitted disease.
Consult the doctor if you experience any of the following
symptoms: unusual vaginal bleeding; vaginal discharge with
blood spotting; ulcers, blisters or sores in the vagina or on the
vulva; lower abdominal pain; pain or difficulty on passing urine;
fever or chills; feeling sick or vomiting; diarrhea; vaginal discharge
with a bad odor.
The symptoms should pass after 7 days of treatment. If there is
no improvement in your condition within three days, you must
consult with the doctor.
If the symptoms recur within two months from completion of the
treatment, you must consult with the doctor.
Do not use the medicine during your menstrual period or vaginal
bleeding. The treatment must be completed before the start of
your menstrual period.
During treatment with this medicine it is recommended that sexual
intercourse be avoided, especially when using contraceptives
made out of latex — a natural rubber (e.g. condom or diaphragm),
since the effectiveness of such contraceptive measures is reduced
during use of Agisten V. During treatment, do not use tampons,
vaginal douching preparations, spermicides or other vaginal
preparations.
Do not use this medicine if you are under 12 years.

Drug interactions: If you are taking another drug concomitantly or
if you have just finished treatment with another medicine, inform
the attending doctor, in order to prevent hazards or lack of efficacy
arising from drug interactions, especially if you are taking a medicine
called tacrolimus (a medicine given to weaken the immune system
in order to prevent rejection of a transplanted organ).

Side effects: In addition to the desired effect of the medicine,
adverse reactions may occur while using it.

Side effects that require special attention:
Signs of an allergic reaction: rash; problems swallowing or
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breathing; swelling of the lips, face, throat or tongue; weakness,
dizziness or fainting; nausea. If one or more of these symptoms
occur, stop the treatment and refer to the doctor immediately.
Additional side effects that occur after the start of treatment:
itching, rash, swelling, discomfort, burning, local irritation or
peeling, pains in the abdomen or pelvic region. If one or more of
these side effects occur after beginning treatment, refer to the
doctor immediately.

In the event that you experience side effects not mentioned in
this leaflet, or if there is a change in your general health, consult
your doctor immediately.

Recommended dosage unless otherwise prescribed by
your doctor: One tablet in the evening before retiring for three
consecutive evenings (see paragraph “Directions for use”).

Do not exceed the recommended dosage.

If you forget to use this medicine at the designated time, use
a dose as soon as you remember, but never use two doses
together!

Attention: Do not swallow! This medicine is intended for
intravaginal use only.

Directions for use: Wash your hands before removing the
aluminum from the tablet and after using the applicator.

Insert the tablet with the help of the enclosed applicator as deeply
as possible into the vagina, in the evening before retiring. The best
way to perform this procedure is to lie down on your back with
your knees bent slightly towards the body (see drawing 2). Wash
the applicator thoroughly and dry it after each use. If the outer
genital area is also irritated and/or red, apply some Agisten cream.
In order to prevent reinfection by a partner, it is advisable that the
partner also apply Agisten cream to his genital area.

ervix
Urinary Bladder

1. Pull the inner section (a) of the applicator outwards until it stops.
Insert one vaginal tablet into the wide section (b) of the applicator.

Complete the full course of treatment in accordance with the
instructions. To ensure that the tablet comes into contact with
wetness and thus dissolves completely, it is very important that
the tablet be inserted as deeply as possible into the vagina.
Wear only cotton underwear and change them often. Stockings
should also be changed daily. Do not use a vaginal douche during
treatment with Agisten V. Underwear may become stained while
using a vaginal preparation. In order to prevent such staining, you
can use a panty liner or sanitary pad.

Avoid poisoning! This medicine, and all other medicines, must be
stored in a safe place out of the reach of children and/or infants, to
avoid poisoning. If a child has accidentally swallowed the medicine,
proceed immediately to a hospital emergency room and bring
the package of the medicine with you. Do not induce vomiting
unless explicitly instructed to do so by a doctor! Do not give this
medicine to your relatives, neighbors or acquaintances. Do not
take medicines in the dark! Check the label and the dose each time
you take your medicine. Wear glasses if you need them.

Storage: Store in a cool place, below 25°C.

Even if kept in their original container and stored as recommended,
medicines may be kept for a limited period only. Please note
the expiry date of the medicine! In case of doubt, consult the
pharmacist who dispensed the medicine to you.

Do not store different medications in the same package.
License number: 2613.25080

Manufacturer: Perrigo Israel Pharmaceuticals Ltd., Yeruham.
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