FUNGISTOP VAGINAL

PATIENT INFORMATION LEAFLET
SCHEDULING STATUS:

FUNGISTOP VAGINAL 1 % m/m cream
Clotrimazole

Read all of this leaflet carefully because it contains

important information for you

« FUNGISTOP VAGINAL is available without a doctor’s
prescription for you to treat a mild illness. Nevertheless,
you still need to use FUNGISTOP VAGINAL carefully to
get the best results from it.

« Keep this leaflet. You may need to read it again.

« Do not share FUNGISTOP VAGINAL with any other person.

« Ask your healthcare provider or pharmacist if you need
more information or advice.

« You must see a doctor if your symptoms worsen or do not
improve after 7 days.

What is in this leaflet

1. What FUNGISTOP VAGINAL is and what it is used for

2. What you need to know before you use FUNGISTOP
VAGINAL

3. How to use FUNGISTOP VAGINAL

4. Possible side effects

5. How to store FUNGISTOP VAGINAL

6. Contents of the pack and other information

1.What FUNGISTOP VAGINAL is and what it is used for
The active substance in FUNGISTOP VAGINAL is clotrimazole.
Clotrimazole belongs to a group of medicines called azoles
and is an antifungal medicine which fights the cause of
infections such as vaginal thrush.

FUNGISTOP VAGINAL is used for the relief of vaginal itching
burning and discharge associated with vaginal yeast
infections (vaginal thrush).

2. What you need to know before you use FUNGISTOP
VAGINAL

Do not use FUNGISTOP VAGINAL:

If you are hypersensitive (allergic) to clotrimazole or any of
the other ingredients of FUNGISTOP VAGINAL (listed in
section 6).

Warnings and precautions

Take special care with FUNGISTOP VAGINAL:

- If you have vaginal infection, itching, burning and

sometimes a white discharge you should consult a doctor.

If there is no improvement within 3 days or if symptoms

persist for more than 7 days, you may have a condition

that requires medical treatment, you should consult your
doctor.

If you are having your menstrual period. Do not use

FUNGISTOP VAGINAL during your menstrual period.

If you have a fever, lower abdominal pain, back pain,

foul smelling vaginal discharge, nausea, vaginal bleeding,

and/ or associated shoulder pain, you should consult a

doctor.

If symptoms return within 2 months of using FUNGISTOP

VAGINAL.

« You should not use tampons, intra-vaginal douches,

spermicides or other vaginal preparations while using

FUNGISTOP VAGINAL.

Avoid vaginal intercourse as it may result in vaginal

infection and while using FUNGISTOP VAGINAL your

partner could become infected.

« FUNGISTOP VAGINAL may reduce the effectiveness and
safety of latex (rubber) products such as condoms and
diaphragms (method of contraceptive). You will need
to take additional contraceptive measures while using
FUNGISTOP VAGINAL.

« FUNGISTOP VAGINAL may reduce the effectiveness of
condoms and diaphragms, it would be best if you avoid
vaginal intercourse during treatment, to prevent the
transmission of HIV and sexually transmitted diseases
(STD’s), until symptoms of the candidiasis infection have
resolved.

« Avoid contact with eyes.

Children and adolescents
FUNGISTOP VAGINAL is intended for use by adults and
children 12 years of age and older.

Other medicines and FUNGISTOP VAGINAL

Always tell your healthcare provider if you are taking any
other medicine. (This includes all complementary or
traditional medicines.)

You should inform your doctor or pharmacist if you are
taking oral tacrolimus or sirolimus (used to prevent organ
rejection after a transplant).

The use of FUNGISTOP VAGINAL with these medicines might
lead to increased tacrolimus or sirolimus plasma levels.

Pregnancy, breastfeeding and fertility

If you are pregnant or breastfeeding, think you may be
pregnant or are planning to have a baby, please consult
your doctor, pharmacist or other healthcare provider for
advice before using FUNGISTOP VAGINAL.

Safety and efficacy of FUNGISTOP VAGINAL has not been
established in pregnancy. You should not use FUNGISTOP
VAGINAL during pregnancy.

Breastfeeding should be discontinued during treatment
with FUNGISTOP VAGINAL.

No human studies on fertility have been performed.

Driving and using machines
FUNGISTOP VAGINAL has no or negligible influence on your
ability to drive a vehicle or use machinery.

FUNGISTOP VAGINAL contains cetostearyl alcohol
Cetostearyl alcohol may cause local skin reactions (e.g.,
contact dermatitis).

3. How to use FUNGISTOP VAGINAL

Do not share medicines prescribed for you with any other
person.

Always use FUNGISTOP VAGINAL exactly as described in
this leaflet or as your doctor, pharmacist or nurse have told
you. Check with your doctor, pharmacist or nurse if you are
not sure.

The usual dose is the content of one applicator every
evening for six (6) successive days.

You should insert FUNGISTOP VAGINAL as deeply as possible
into the vagina in the evening before going to bed (see
instructions for use of the applicator below).

Insertion is best achieved when lying back with legs slightly
drawn up.

For thrush or inflammation of the outer vaginal area, the
vaginal cream should be applied thinly to the external areas
2 -3 times a day for 1 - 2 weeks.

For the prevention of re-infection, your partner should be
treated locally with clotrimazole cream at the same time.
FUNGISTOP VAGINAL does not stain underwear.

Directions for using the applicator:

1. Wash your hands thoroughly.

2. Screw the open end of one of the applicators over the
opening of the tube of cream.
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3. Gently squeeze the bottom of the tube so that the cream
fills the applicator to the top, pushing the plunger out to
almost its full extent.

4. Unscrew the tube of cream and replace its cap.

Inserting the applicator:

5. Carefully insert the end of the applicator as deeply as
possible into the vagina. (Making sure the plunger does not
fall out). This is best achieved when lying on your back with
your legs pulled in a little towards your body.

6. Slowly push the plunger with your forefinger until it stops.
7.Remove the applicator from the vagina and discard it.

Each applicator is for single use only.

The surplus cream may be used to treat any inflammation of
the vulva (outer vaginal area) and nearby areas. The cream
should be applied thinly and rubbed in gently two to three
times a day.

If you use more FUNGISTOP VAGINAL than you should
In case of unintended oral ingestion, stomach pain, loss of
consciousness and shortness of breath may occur.
Treatment is symptomatic and supportive.

In the event of overdosage, consult your doctor or
pharmacist. If neither is available, contact the nearest
hospital or poison centre.

If you forget to use a dose of FUNGISTOP VAGINAL
Do not use a double dose to make up for a forgotten
individual dose.

4. Possible side effects

FUNGISTOP VAGINAL can have side effects.

Not all side effects reported for FUNGISTOP VAGINAL are
included in this leaflet. Should your general health
worsen, or if you experience any untoward effects while
using FUNGISTOP VAGINAL, please consult your
healthcare provider for advice.

If any of the following happens, stop using
FUNGISTOP VAGINAL and tell your doctor
immediately or go to the casualty department at your
nearest hospital:

- swelling of the hands, feet, ankles, face, lips, mouth or
throat,

- swallowing or breathing problems,

« hives, skin rash or itching,

« abnormally low blood pressure, which includes
symptoms like dizziness, light-headedness, feeling sick
(nausea), or fainting.

These are all very serious side effects. If you have them, you

may have had a serious allergic reaction to

FUNGISTOP VAGINAL. You may need urgent medical

attention or hospitalisation.

Tell your doctor immediately or go to the casualty
department at your nearest hospital if you notice any of
the following:

« pelvic pain,

- vaginal bleeding.

These are all serious side effects. You may need urgent
medical attention.

Tell your doctor if you notice any of the following:
Frequency unknown

« stomach pain or lower abdominal cramps,

nausea (feeling sick),

increased need to pass urine,

vaginal- or genital peeling (this is as a result of the
exfoliation process of removing the damaged vaginal skin
cells),

itching, rash, redness, discomfort or burning,

vaginal discharge,

irritation,

swelling,

- pain (e.g., vulvovaginal pain).

If you notice any side effects not mentioned in this leaflet,
please inform your doctor or pharmacist.

Reporting of side effects

If you get side effects, talk to your doctor, pharmacist or
nurse. You can also report side effects to SAHPRA via the
“6.04 Adverse Drug Reaction Reporting Form”, found
online under SAHPRA's publications: https://www.sahpra.
org.za/Publications/Index/8. By reporting side effects,
you can help provide more information on the safety of
FUNGISTOP VAGINAL.

5. How to store FUNGISTOP VAGINAL

« Store at or below 25 °C in a well closed container,
protected from light.

- Store all medicines out of reach of children.

- Do not use after expiry date printed on the tube or carton.

« Return all unused medicine to your pharmacist.

« Do not dispose of unused medicine in drains and
sewerage systems (e.g., toilets).

6. Contents of the pack and other information

What FUNGISTOP VAGINAL contains

The active substance is clotrimazole.

The other ingredients are propylene glycol, purified water,
imidurea (preservative), Gujstat (mixture of parabens)
0,275 % m/m, liquid paraffin, Cremophor A25, Cremophor
A6 and cetostearyl alcohol.

What FUNGISTOP VAGINAL looks like and contents of
the pack

A soft smooth cream, free from gritty particles.
FUNGISTOP VAGINAL is packed into a 30 g printed
aluminium tube with 1 vaginal applicator and placed in an
outer carton.

FUNGISTOP VAGINAL is packed into a 50 g printed
aluminium tube with 6 or 8 vaginal applicators and placed
in an outer carton.

Not all pack sizes may be marketed.

Holder of certificate of registration and manufacturer
Biotech Laboratories (Pty) Ltd

Ground Floor, Block K West, Central Park

400 16" Road, Randjespark, Midrand 1685

South Africa

Tel.no.: 011 848 3050

This leaflet was last revised
29 September 2023

Registration number
27/20.2.2/0338
PIL 270338/2



FUNGISTOP VAGINAL

PASIENTINLIGTINGSPAMFLET

SKEDULERINGSTATUS:

FUNGISTOP VAGINAL 1 % m/m room
Klotrimasool

Lees hierdie hele pamflet noukeurig deur omdat dit

belangrike inligting vir jou bevat

« FUNGISTOP VAGINAL is beskikbaar sonder n dokter se
voorskrif vir jou om‘n ligte siekte te behandel. Nietemin
moet jy FUNGISTOP VAGINAL steeds versigtig gebruik om
die beste resultate daaruit te kry.

- Bewaar hierdie inligtingspamflet. Jy sal dit dalk weer moet

lees.

« Moenie FUNGISTOP VAGINAL met enige ander persoon
deel nie.

- Vra jou gesondheidsorgverskaffer of apteker as jy meer
inligting of advies benodig.

« Jy moet'n dokter raadpleeg as jou simptome vererger of
nie na 7 dae verbeter nie.

Wat is in hierdie pamflet

1. Wat FUNGISTOP VAGINAL is en waarvoor dit gebruik word
2. Wat jy moet weet voordat jy FUNGISTOP VAGINAL gebruik
3. Hoe om FUNGISTOP VAGINAL te gebruik

4. Moontlike newe-effekte

5. Hoe om FUNGISTOP VAGINAL te bewaar

6. Inhoud van die pakkie en ander inligting

1. Wat FUNGISTOP VAGINAL is en waarvoor dit gebruik
word

Die aktiewe bestanddeel in FUNGISTOP VAGINAL is
klotrimasool. Klotrimasool behoort aan 'n groep medisyne
wat asole genoem word en is‘n teenswammedisyne wat die
oorsaak van infeksies soos vaginale sproei beveg.
FUNGISTOP VAGINAL word gebruik vir die verligting van
vaginale jeuk wat brand en afskeiding geassosieer word met
vaginale gisinfeksies (vaginale sproei).

2.Wat jy moet weet voordat jy FUNGISTOP VAGINAL
gebruik

Moenie FUNGISTOP VAGINAL gebruik nie:

Indien jy hipersensitief (allergies) is vir klotrimasool of enige
van die ander bestanddele van FUNGISTOP VAGINAL (gelys
in afdeling 6).

Waarskuwings en voorsorgmaatreéls

Neem spesiale sorg met FUNGISTOP VAGINAL:

- Indien jy vaginale infeksie het, jeuk, brand en partykeer'n
wit ontslag het, moet jy‘n dokter raadpleeg.

- Indien daar geen verbetering binne 3 dae is nie of as
simptome vir meer as 7 dae voortduur, kan jy‘n toestand
hé wat mediese behandeling vereis, moet jy jou dokter
raadpleeg.

« Indien jy jou menstruasieperiode het. Moenie FUNGISTOP
VAGINAL tydens jou menstruasie gebruik nie.

« Indien jy'n koors, onderbuikpyn, rugpyn, onwelriekende

vaginale afskeiding, naarheid, vaginale bloeding en/ of

gepaardgaande skouerpyn het, moet jy 'n dokter
raadpleeg.

Indien simptome terugkeer binne 2 maande na die

gebruik van FUNGISTOP VAGINAL.

« Jy moet nie tampons, intra-vaginale spoele, spermdoders
of ander vaginale preparate gebruik terwyl jy FUNGISTOP
VAGINAL gebruik nie.

- Vermy vaginale omgang aangesien dit tot vaginale
infeksie kan lei en tydens die gebruik van FUNGISTOP
VAGINAL kan jou maat besmet raak.

« FUNGISTOP VAGINAL kan die doeltreffendheid en
veiligheid van lateks (rubber) produkte soos kondome en
diafragmas (metode van voorbehoedmiddel) verminder.
Jy sal addisionele voorbehoedmaatreéls moet neem
terwyl jy FUNGISTOP VAGINAL gebruik.
FUNGISTOP VAGINAL kan die doeltreffendheid van
kondome en diafragmas verminder, dit sal die beste wees
as jy vaginale omgang tydens behandeling vermy, om die
oordrag van MIV en seksueel oordraagbare siektes (SOS'e)
te voorkom, totdat simptome van die candidiasis infeksie
opgelos het.

- Vermy kontak met oé.

Kinders en adolessente
FUNGISTOP VAGINAL is bedoel vir gebruik deur volwassenes
en kinders van 12 jaar en ouer.

Ander medisyne en FUNGISTOP VAGINAL

Vertel altyd jou gesondheidsorgverskaffer as jy enige ander
medisyne gebruik. (Dit sluit komplementére of tradisionele
medisyne in.)

Vertel veral jou dokter of apteker as jy orale takrolimus of
sirolimus neem (wat gebruik word om orgaanverwerping na
‘n oorplanting te voorkom).

Die gebruik van FUNGISTOP VAGINAL saam met hierdie
medisyne kan lei tot verhoogde takrolimus- of
sirolimusplasmavlakke.

Swangerskap, borsvoeding en vrugbaarheid

Indien jy swanger is of borsvoed, dink jy is dalk swanger of
beplan omn baba te hé, raadpleeg asseblief jou dokter,
apteker of ander gesondheidsorgverskaffer vir advies
voordat jy FUNGISTOP VAGINAL gebruik.

Veiligheid en doeltreffendheid van FUNGISTOP VAGINAL is
nie tydens swangerskap vasgestel nie. Jy moet nie
FUNGISTOP VAGINAL tydens swangerskap gebruik nie.
Borsvoeding moet gestaak word tydens behandeling met
FUNGISTOP VAGINAL.

Geen menslike studies op vrugbaarheid is uitgevoer nie.

Bestuur en gebruik van masjiene

FUNGISTOP VAGINAL het geen of onbeduidende invioed
op jou vermoé om'n voertuig te bestuur of masjinerie te
gebruik nie.

FUNGISTOP VAGINAL bevat cetosteariel alkohol
Cetosteariel alkohol kan plaaslike velreaksies veroorsaak (bv.
kontakdermatitis)

3. Hoe om FUNGISTOP VAGINAL te gebruik

Moenie medisyne wat vir jou voorgeskryf is met enige ander
persoon deel nie.

Gebruik altyd FUNGISTOP VAGINAL presies soos beskryf

in hierdie inligtingspamflet of soos jou dokter of apteker

vir jou gesé het. Gaan praat met jou dokter, apteker of
verpleegster indien jy nie seker is nie

Die gewone dosis is die inhoud van een toediener elke aand
vir ses (6) opeenvolgende dae.

Jy moet FUNGISTOP VAGINAL so diep as moontlik in die
vagina plaas, in die aand voor jy gaan slaap (sien instruksies
vir die gebruik van die toediener hieronder).

Invoeging word die beste bereik wanneer jy agteroor |é met
bene effens opgetrek.

Vir sproei of ontsteking van die buitenste vaginale area,
moet die vaginale room dun aan die eksterne areas 2 - 3
keer per dag vir 1 - 2 weke toegedien word.

Vir die voorkoming van herbesmetting moet jou maat
terselfdertyd plaaslik met klotrimasoolroom behandel word.
FUNGISTOP VAGINAL vlek nie onderklere nie.

Aanwysings vir die gebruik van die toediener:

1. Was jou hande deeglik.

2. Skroef die oop punt van een van die toedieners oor die
opening van die buis room.
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3. Druk die onderkant van die buis liggies vas sodat die
room die toediener tot bo vul, en druk die suier byna sy
volle omvang uit.

4. Skroef die buis room af en sit sy doppie terug.

Innl di
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5. Plaas die punt van die toedlener versigtig so diep as
moontlik in die vagina. (Maak seker dat die suier nie uitval
nie). Dit word die beste bereik wanneer jy op jou rug lé met
jou bene effens na jou lyf ingetrek.

6. Druk die suier stadig met jou wysvinger totdat dit stop
7.Verwyder die toediener uit die vagina en gooi dit weg.

Elke toediener is slegs vir eenmalige gebruik.

Die oortollige room kan gebruik word om enige ontsteking
van die vulva (buitenste vaginale area) en nabygeleé areas
te behandel. Die room moet dun aangewend en liggies
twee tot drie keer per dag ingevryf word.

Indien jy meer FUNGISTOP VAGINAL gebruik as wat jy
moet

In die geval van onbedoelde orale/ mondelikse inname,
maagpyn, verlies van bewussyn en kortasem mag voorkom.
Behandeling is simptomaties en ondersteunend.

In die geval van oordosis, raadpleeg jou dokter of apteker.
Indien hulle nie beskikbaar is nie, kontak die naaste
hospitaal of gifsentrum.

Indien jy vergeet om ‘n dosis FUNGISTOP VAGINAL te
gebruik

Moenie 'n dubbeldosis gebruik om‘n vergete individuele
dosis op te maak nie.

4. Moontlike newe-effekte

FUNGISTOP VAGINAL kan newe-effekte hé.

Nie alle newe-effekte wat vir FUNGISTOP VAGINAL
aangemeld is, is in hierdie pamflet ingesluit nie. Indien

jou algemene gesondheid versleg, of as jy enige nadelige
effekte ervaar tydens die gebruik van FUNGISTOP VAGINAL,
raadpleeg asseblief jou gesondheidsorgverskaffer vir advies.

Indien enige van die volgende gebeur, hou op om

FUNGISTOP VAGINAL te gebruik en vertel jou dokter

dadelik of gaan na die ongevalle-afdeling by jou naaste

hospitaal:

- swelling van die hande, voete, enkels, gesig, lippe, mond
of keel,

« sluk- of asemhalingsprobleme,

« korwe, veluitslag of jeuk,

- abnormale lae bloeddruk, wat simptome kan insluit soos
guiseligheid, lighoofdigheid, siek gevoel (naarheid) of

oute.

Hierdie is alles baie ernstige newe-effekte. As jy dit het, het

jy dalk’n ernstige allergiese reaksie op FUNGISTOP VAGINAL

gehad. Jy mag dalk dringende mediese aandag of

hospitalisasie benodig.

Vertel jou dokter dadelik of gaan na die ongevalle
ling by jou hospitaal as jy enige van die

volgende opmerk:

- bekkenpyn,

- vaginale bloeding.

Hierdie is alles ernstige newe-effekte. Jy benodig dalk

dringende mediese hulp.

Vertel jou dokter indien jy enige van die volgende

opmerk:

Frekwensie onbekend

- maagpyn of laer abdominale krampe,

- naarheid (siek gevoel),

- verhoogde behoefte om te urineer,

- vaginale of genitale afskilfering (dit is as gevolg van die
afskilferingsproses om die beskadigde vaginale velselle te
verwyder),

- jeuk, uitslag, rooiheid, ongemak of brand,

- vaginale ontslag,

- irritatasie,

« swelling,

« pyn (bv. vulvovaginale pyn).

Indien jy enige newe-effekte opmerk wat nie in hierdie

pamflet genoem word nie, stel asseblief jou dokter of

apteker in kennis.
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As jy newe-effekte kry, praat met jou dokter of apteker. Jy
kan ook newe-effekte aan SAHPRA aan meld deur die vorm
“Adverse Drug Reaction Reporting Form”, wat aanlyn
gevind word onder SAHPRA se publikasies: https://www.
sahpra.org.za/Publications/Index/8. Deur newe-effekte aan
te meld, kan jy meer inligting verskaf oor die veiligheid van
FUNGISTOP VAGINAL.

5.Hoe om FUNGISTOP VAGINAL te bewaar

« Bewaar teen of benede 25 °Cin‘n goed geslote houer,
beskerm teen lig.

« Bewaar alle medisyne buite bereik van kinders.

« Moet nie gebruik na die vervaldatum wat op die buis of
karton gedruk is nie.

- Gee alle ongebruikte medisyne terug aan jou apteker.

« Moenie ongebruikte medisyne in dreine en rioolstelsels
(bv. toilette) weggooi nie.

6. Inhoud van die pakkie en ander inligting

Wat FUNGISTOP VAGINAL bevat

Die aktiewe stof is klotrimasool.

Die ander bestanddele is propileenglikol, gesuiwerde water,
imidureum (preserveermiddel), gujstat (mengsel van
parabene) 0,275 % m/m, vloeibare paraffien, Cremophor
A25, Cremophor A6 en cetosteariel alkohol.

Hoe FUNGISTOP VAGINAL lyk en die inhoud van die
verpakking

‘n Sagte gladde room, vry van growwe deeltjies.
FUNGISTOP VAGINAL word in‘n 30 g bedrukte
aluminiumbuis met 1 vaginale toediener verpak en in'n
buitekarton geplaas.

FUNGISTOP VAGINAL word in‘n 50 g bedrukte
aluminiumbuis met 6 of 8 vaginale toedieners verpak en in
‘n buitekarton geplaas.

Nie alle verpakkingsgroottes word dalk bemark nie.
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