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Eeit Jala Pharmaceutical Co.

Patient Information leaflet (PIL)
MYCOTEN 3® 200 mg Vaginal Tablets

Clotrimazole 200 mg

Read all of this leaflet carefully before you start using this medicine. This medicine is available
without a prescription for you to treat minor conditions without a doctor's help. Nevertheless, you
still need to use your medicine carefully to get the best results.

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

e If you have any further questions, ask your doctor or pharmacist.

¢ This medicine has been prescribed for you only. Do not pass it on to others. It may harm them,
even if their symptoms are the same as yours.

e If any of the side effects get serious, talk to your doctor or pharmacist. This includes any
possible side effects not listed in this leaflet.

¢ You must contact a doctor if your symptoms worsen or do not improve in 7 days.

In this leaflet:
What Mycoten is and what it is used for.

Before you use Mycoten.

How to use Mycoten.

Possible side effects.

How to store Mycoten.

Contents of the pack and other further information
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1. What Mycoten is and what it is used for

Therapeutic Activity:
Clotrimazole belongs to a group of medicines called azoles and is an antifungal agent which fights the
cause of infections such as vaginal thrush.

Indications:

Mycoten is indicated for the treatment of vaginal thrush.

It is inserted into the vagina for treatment at the site of infection.

Only use this product if you have been previously diagnosed by your doctor as having vaginal thrush.

2. Before you use Mycoten
Do not use Mycoten:

X If you are allergic (hypersensitive) to Clotrimazole.
During your period as it may be less effective.

Before using Mycoten, you should see your doctor if:
(X You are unsure whether you have thrush or this is the first time you have had these symptoms.
You have had more than two infections of thrush in the last six months.
Xl You or your partner have ever had a sexually transmitted disease.
You are aged under 16 or over 60.
You have ever had an allergic reaction to Mycoten or any other vaginal antifungal products.
You have any of the following symptoms:
e Irregular vaginal bleeding.
e Abnormal vaginal bleeding or a blood-stained discharge.




Ulcers, blisters or sores of the vagina or vulva.
Lower abdominal pain.

Pain or difficulty in passing urine.

Fever or chills.

Feeling sick or vomiting.

Diarrhoea.

A foul smelling discharge from the vagina.

This is because Mycoten may not be the right treatment for you.

Special precautions:

As with other vaginal tablets, this product may reduce the effectiveness of rubber contraceptives, such as
condoms or diaphragms. Consequently, you should use alternative precautions for at least five days after
using this product.

Do not use tampons, intravaginal douches, spermicides or other vaginal products while using this product.
Avoid vaginal intercourse while you have thrush and during use of this product because your partner
could become infected.

Using other medicines:

Please tell your doctor or pharmacist if you are taking or have recently taken any other medicines,
including medicines obtained without a prescription.

Inform your doctor if you are taking tacrolimus or sirolimus (used to reduce the immune response to
prevent rejection after an organ transplant).

Pregnancy and breast-feeding:

If you are pregnant, breast-feeding or trying for a baby, tell your doctor or midwife before using Mycoten.
If you have informed your doctor or midwife already, follow his/her instructions carefully.

To treat internal thrush, your doctor may recommend that you use the vaginal tablet without the help of an
applicator.

3. How to use Mycoten
e Always use this medicine exactly as your doctor has told you. Check with your doctor or pharmacist if
you are not sure.

e If Mycoten has been prescribed for you by your doctor, follow any instructions he/she may have given
you. If you purchased this product without a prescription, follow these directions closely:

v The applicator should be used to insert the vaginal tablet as high as possible into the vagina,
preferably before going to sleep on three consecutive nights for convenient and comfortable
treatment.

v" Wash your hands before removing the foil from the blister pack and again afterwards when you
have used the applicator.

1. Remove the applicator from the packaging. Pull out the plunger A until it stops. Remove the vaginal
tablet from the foil blister pack and place firmly into the applicator B.




2. Carefully put the applicator as deep as is comfortable into the vagina (this is easiest when lying on your
back with your knees bent up).

Holding the applicator in place, slowly press the plunger until it stops so that the vaginal tablet is
deposited into the vagina.

Urinary Bladder

3. Remove the applicator. After use, remove plunger A completely by pulling it out of the applicator B.
Then wash it in warm (not boiling) soapy water, rinse and dry carefully.

4. After completing the treatment, dispose of the applicator in a safe place, out of the reach of children.
The applicator cannot be flushed down the toilet.

¢ Since the vaginal tablet dissolves in the vagina, it may be helpful to wear a panty liner because it is quite
common to notice a white chalky residue after using the vaginal tablet. This does not mean that the
treatment has not worked. However, if you notice pieces of undissolved vaginal tablet, speak to your
doctor or a pharmacist, as the treatment may not have worked properly.

e The symptoms of thrush should disappear within three days of treatment. If no improvement is seen
after seven days you must tell your doctor.

e If the infection returns after seven days you may use one further treatment, but if you have more than
two infections within six months you should see your doctor.

Mycoten is for use in the vagina only:

Do not put the vaginal tablet in your mouth or swallow it.

If the vaginal tablet is swallowed accidentally, tell your doctor straight away or contact the Accident and
Emergency Department of your nearest hospital.

If you forget to use Mycoten:

Mycoten should be used for three consecutive nights.

However, if you forget to insert a vaginal tablet, follow the advice given below:

When you remember, continue with your course of treatment. If you have forgotten for more than one
day, your infection may not be fully treated, so if symptoms persist upon completion of this course, see
your doctor.

4. Possible Side Effects

Like all medicines, Mycoten can cause side effects, although not everybody gets them.

As with all medicines, some people may be allergic to the vaginal tablet. If you are allergic, a reaction will
occur soon after you have used the medicine. If you experience an allergic reaction or the redness,
burning, pain, itching or swelling get worse, stop using this product and tell your doctor straight away or
contact the Accident and Emergency Department of your nearest hospital. Signs of an allergic reaction
may include:

e Rash.

e Swallowing or breathing problems.

e Swelling of your lips, face, throat or tongue.

e Weakness, feeling dizzy or faint.

e Nausea.

After you use the vaginal tablet you might experience:
¢ ltching, rash, swelling, redness, discomfort, burning, irritation, vaginal peeling or bleeding.



e Pain in the abdomen or pelvic area.
If you experience any of the above effects, tell your doctor or pharmacist immediately.

Reporting of side effects

+» If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet, please
tell your doctor or pharmacist.

++ To report any side effect(s) directly to ministry of health, using the on-line reporting form at the
following link: https://www.pharmacy.moh.ps/index/Form/Language/ar & to the company web site
https://www.beitjalapharma.com

5. How to store Mycoten

o Keep this medicine out of the sight and reach of children.

e Store in the original container at a temperature between 15-30°C.

¢ Do not use Mycoten after the expiry date which is on the carton. The expiry date refers to the last day of
that month.

e Medicines should not be disposed of via wastewater or household waste. Ask your pharmacist how to
dispose of medicines no longer required. These measures will help to protect the environment.

6. Contents of the pack & other further information

What Mycoten contains:
The active substance is Clotrimazole 200 mg.

What Mycoten looks like and contents of the pack:
Mycoten 3 Vaginal Tablets are white oval plain tablets with no discoloration. These are available in a
blister of 3 vaginal tablets with 3 applicators.

Marketing authorization holder and manufacturer:
Product Licence held by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine
http://www.beitjalapharma.com

Manufactured by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine
http://www.beitjalapharma.com

Further information about vaginal thrush:

Vaginal thrush (candidiasis) is a common infection that most women suffer from at some time in their
lives and is not caused by lack of personal hygiene.

Thrush is caused by a yeast (fungus) called Candida which lives harmlessly in the vagina and other parts
of the body, without you even noticing it. However, the natural balance that keeps Candida under control
can be upset by many factors such as hormonal changes (menstruation, contraceptive pill, pregnancy,
menopause), poor health, antibiotics, perfumed soaps, bath additives and tight clothing.

If the natural pH balance is altered, the level of yeast increases and can develop into a thrush infection
causing any of the following symptoms: persistent burning and/or itching around the vagina and vulva,
redness, swelling and soreness of the tissues of the vagina and vulva and a whitish, odourless discharge
from the vagina. Not everybody who has thrush has all these symptoms; you may have only one of them.

How to avoid future recurrences:

v Wear cotton knickers and loose clothing.

v Wash daily.

v' After going to the toilet, wipe yourself from the front to back as a thrush infection may be transferred
from the bowel.

v" Change your sanitary protection regularly.

% Try to avoid wearing tights, nylon knickers and close fitting jeans.


https://www.pharmacy.moh.ps/index/Form/Language/ar
https://www.beitjalapharma.com/
http://www.beitjalapharma.com/
http://www.beitjalapharma.com/

x Try to avoid washing with perfumed soaps or using vaginal deodorants.
x Do not wash or rub yourself hard with sponges or flannels and avoid hot baths with strong perfumed

oils.
If you are still worried or have any questions about the symptoms or the treatment of thrush, do not

hesitate to ask your doctor or pharmacist for advice.

The information provided applies only to Mycoten 3 Vaginal Tablets.
This leaflet was last revised in April 2019, version number 1401215-0



0.4.‘.)“3‘ Gla gloa 3)&3
daliga ol B aada 200 ®3 5 sSila
axla 200 J g bas 5sls

el Baclaca ¢y gy Aasy s 30 Al dda g 09 A gia o gal) 138 o) gal) 138 Jlanica) JB Cpreaiy ALalS 3 il (5] )
G Juad e gaaadl dling ¢ gall Jlaniaad ) Aplag 55 Y Q3 aa

(A B Lgte) i Cpaliag 08 3 5500 03gy adia) @

(Swall }\«ﬂ.\.\.\kglbd (s AT A Lﬁ\ Shal K1) o

Sl e Y Al agunal jel CuilS o) in cab jumy 38 0 A aglaas Y L oll o) all 138 Cngai @

Bl eda Ada je e Aldise dgla U1 Gl elld ey Janall o dlih xal ) dpils JUT gl el Gaa 1) o

AU 7 Gt A Gaial ) elal Gal je Y1 el 13 culally Juaiy) clile o

+Bpdl) o la gﬁ

Alaain) el o0 A Loy Sl 9o L]
S lasily oLl Jd 2

GsSike Jlasin 44 3

sl sl BV 4

‘ GisSle (2 )AT A4S 5
AN e gl (ol gt el i 6

Adlanin) (S99 (A Lag rigsila 98 Lo 1

s dgadlal) Ll il
Aligall il yhadl) Jia (5 ganl) Caans JilE; il yladll sliaa g 5 Y 5 HY) Alsad ) aiiy J g e i IS

s Lania)
bl il il a5 5K Jamio

(sl e b Sall AT Jigall 8 4la] oy

Al il padll 3 g g3 ik U (e Sleasdil o3 13) i o gall 138 Jlasiiad o

i sSiba Jlaniaaly oLl J8 2
1igSbe (arind ¥

s iU (Baadnl Lo ) Lo (g0 (ila i€ 1Y)
Allad J8 5K a8 A8 Ayl 5y 0l 5 s DA [X]

3 Gl Ay el g (8 9S0la Jlania) S8

o) e sl selal VW15l oda o of Auliga ol ylad clial (S 1Y) Lasd 38l je i€
SV G BI85 5a m SSY gl il Jadll 5 2a) Casle 8 S

) coin e e la dla g f ol cuile

Lle 60 (e ST 5l e 16 oo Sl & jae

il phadll 3l (5 AT Lliga ilaita (5l 5l (i 5Sila ol s Jad 3 (5l (e Cusile
) A Gl e Y1 e (s oplas CiS

AL ASLL ) o e e e i

oA sl dagall (8 5 s a s il

Lokl Jaud lf

Joiill 84 smaa sl ol

Boa ol gl an

ol 3l (s sl

Jiend

igal) (pa gy S Al 53 1)




A alial) Mall (580 Y B (i gSila oY il g

W EQUIL AN

@S B Jie philladl Jeadl aie Jilur s ddled (e o) sall 138 JIy 38 <5 5aY) dligall Gal BY) ae Jlall 52 LS
138 Jlexiasl 22y JBY1 e bl dised 3add Alad) cillalia W) Jlesiad elle cang celly e oy g 551 316l

) sall

) matiaall (e la e sl A giall bl gaall ABEN f gall o Jagal) Calalil cl yantiiie of <l gaaldll Laninii ¥
i) 138 Jlaxinsd ¢U gl

(653l liay 38 ala 5 Y o sall 138 Jlerdiasl ¢ U5 dpligall iy padll aa) 55 o U dpuiad) A8Mall 4 jlaa aind

A A gl Jlaniad

A 5091 ety ey 5 AT 350l 200l (e 1 )i e cgil ST AT 2150 Glenin i€ 131 Janal) of dlpla e
; ; Aph dda s g2
(sbae Yl g ) any (b )l el dpe Liall Alain¥) il sirolimus sl tacrolimus ol shis <€ 1) clinla ale

dela g Jaall

caalif 28 i€ 1Y) sSile Jlantinnd 8 AL 5 el 5yl Slala aad of cl sl sl daia ya o) Sl i< 1)
D Al la/aslagdsd el ALEN G Caglall

DAY 31 saeLsa ¢y 5 lagall il Laniasi ol il o 53 38 dglalal) gl il il Sl

ChSila Jlarina) 43S 3
Baslia 5585 A 13) Japall sl eluda g puiiinl dlida @ il LeS Ll o sall 138 Jlaxial e Wiy aa jal e
o34 (ol Ak ddia 5 () s geinall 138 ¢ iy cuad 1)) el allae | a8 Cilaglas (ol ol (53 sSle Caadall Gl Caa g 131 @
K e calala Y
okt Al L b saad 4 il U Jucady s cJagall (8 (S Lo (Baely gl a3l QLAY JLaa¥) 8l Jlasins) g v/
; ; ; s ek
Ry 81y llleaind ey 5 A1 3 30 5 Jiulill da s e a il A ) Jd iy L) v

Al 8 (e JS gy il da s (g el Ga il LT iy in T QaSall ansl 35l e JaaY 81 LT

R

e Sl sie Jeud (<) 4iplad () 5)) Jugal \gﬁxkﬁfwsﬁujﬁ‘;cuwdmwmig;ai:guq,z
o (daS) e dyeh
gl ) sgad) a8l 580 25 s JAaY) sl Gue e Jaial Gl aey

o (e ) ey sl i) &5 o Akl (e dnmas Adass) 5o JalSIL T Sl L 1 cdlaniaal) ey Jaaylslal L5 3
Ading dgdia g agilaldl 5 O sl
olaall 3550 8 L) axe 5 JAkY) Jslite e o (Cal (S 3 JAaY) 31 Jlada) (2Bl (e eV 20y 4



bl Ly ddaa e las allill e 4 Ghase A1 Gl o)) adall (e 0588 38 Jagall (A (35S gl (il Glisd (Ve
A ye gl Ga il e ol jal calaa¥ 13 @l pe aiy ol 3l o i Y 12 ,M\wﬂ\gm\m@i
@MJ&LMY@)CM\ oY csjw\}\&ﬂ.\:\.\ké\éiﬁ

Obd) elle Cang ¢ ol A a6 el o1 1)z Dall (g ol D (et A Aligall il phadl) (il e f 585 () ange
A

G, e A IS (5 52l bl e ST elial (IS 13 (ST ¢ AT 2 3ke Jlasinl @liSas ¢ all Ao ey (5 522)) ke 13 @
bl daal e dlile

2ol L al) 2)adiud aada o5 gSila
Agalisi ol olad 8 gl (o 8l aaai Y
sbitane B (A 15 ) shall 5l sall andy Lai) o gl e b g sl dadll 55k e gl Gl g 3 K5 13)

10 g8k Jlantioa) (lmad 5 13)

Agllie U GO s8] (55 Sk larias () ray

R 33l @LA.J\ ‘é.z.ﬁ\ ‘gl,\@.d\ ua foa g (s 13) ¢lld &

ny il 5o Y1 @ el 13) QA (Al S (5 50l ke A Y S8 cand 5 a s e SV S 13) #0dl ali d SE b
Lﬂ.\.\.\L ‘;aé.\J scjﬂ\ JlaSiud

dlaiaall Aslal) ozl e 4

el ma Lgisan Jayid ¥ o005 Aila Lal el (58 6Sibe G 38 o 50 JS LS
amﬁi@uf@?;ah\s;\,g@\%ﬂ\w@mw;mw@@wﬁ‘:\wa‘y\@g@dmﬁus
PE P TN IR I PN I [ VO Y VTN, % S RENERGNS f kP PN (E DS VS S P 3 Sy
csiiiie ol 8 15 ) shall 5 ol gl andy Lol gl sl e e (g 5l 5 o) sall 138 Jlasind e 855 (LY
sJeii 38 Aulal) Cldle

zibe

osill sl a8 JSliae

Ol g Bl gl as ) el b sl e

eyl gl Al H el gl Caniae

e e

i) 55 8 hgall a8l Jlesial any

3 sl Jagall Al 8 HulE gt 8 s zle 31l sl L) sl xik iSse

o sall dihi of ladl e

Josh Sl o dluda gl el s ) Sl cl 3 e BY Caca i 1)

L) JBY) ce E3Y)
tamall ol el LA a6l a3 A Aa jae e dgila HUT gl claa 1) 5l 3 phad dilall HEY) (e gl S 1Y) o
Ul a5 e 55 IV & Y 3 gai Aaad 5 5k (e dAaall 515518 8l ils i ol o £330 o
AS,all g SV &8 04l g https://www.pharmacy.moh.ps/index/Form/Language/ar
http://www.beitjalapharma.com

CrsSila (AT 4 5
kY Jglie e 1m o gall 13 Jada) o
6030_15uucj\)ﬁ'é)\‘);ﬁ‘)dj.\c@m‘y\‘ﬁj.\c@;\}ﬂ\.ks;\ °

DAY ol ) Al el gl il A HAl) Adal) e Gl AaSlal) elgiil g )l a5 sSile Jenii Yo
el Ay e

Oe oalidll 48 e daall Jlad Al a5 aaall Coyeall sl ok oo 4 90Y) e palddll axe Cnve
Al Ales o ol Coga el 038 Lt 2 ol i) 4 50Y)

1 sSke gl Naka
22de 200 Jsoley 5i61S 4 Alladll sl



https://www.pharmacy.moh.ps/index/Form/Language/ar
http://www.beitjalapharma.com/

rAdatl) o ginag ol gall gau S

3 ao dalige al A1 3 (e 4058 il Ay o) (e Bd e (s (s A sl B (o Aaligall 3 (S al B
Il el gal

s 55 9 (o geall 3t ASIAY) AS ) A

G s Vs A58 (5 el i i
Ol Vs G ¢ 58 o pa ¢ paladdl g L« 81
http://www.beitjalapharma.com

4500 Yls Gy AS il gl il
Ol Vs Gy ¢ 58 o pa ¢ paladdl g L ¢ 81
http://www.beitjalapharma.com

rlagal) il phadll (12 e Jga Al cila glaa

oai (e aniy Y5 Ol e le g 3 el alans die Il @l i ge sp (Cliagall £1) dlgall iy yladl)
s al) dalail)

b e J (et Al (Candida) il e xi ) (@l hadl) 3 i) e 20l Aligall iy yadl)
i ) el ) sl ol o Sy ¢ @l pay @l Baadl () 0 90 i el e s 5aT 6l a5 Jigdll
Uil cJaall (Jaall wie Cagen pmmll) A3 s edl <l yuil) Jie Jal gadl (e aell Cansy 3 yanuadl it Ciliagaal)
Al (aSl) 5 sleaaind) clilial sl o sibeall ¢y gl Cilaliaal) i) aal) DA ((Eulall

Sl pladl) G e 5530 G skt OF S 9 8 et 6 ssa 303 50 e oraall (S5 puell B0 ) 58 S o513
Aol aa g Ul |l yea) = 8l 5 Jagall Jsa ASall 51/ 5 Gl ) ) paiasl (AN (al pe V) (e (5 Liaae Aligall
o2 pan (e (Al Apligall il shadll (2 ye Lol e IS G L digall (e Al 1l Aapae eliany 518 5 2 Al 5 Jagall
i Lgie aa) 5 e Jlad 28 ¢yl ye V)

el (B ) S cuiad Adg

Aaliimd e s ks Ala 10 Gudle g5 ) v/

Loy Jpadll V7

slaall (e daligall iy yhaill (5 sae Ji 8 i (i) ) alaY) (e oamsel) colaall 35 90 I Gl a2y v
Al Al bl jps5 e el v

Gamaall jiall JUaid) g oy sl e Ao gicaadl g Aduall Aala)al Gadall elat ) e of Jola x

Al w050 U S phatind ol Jlawdll ) sleally doestl Cint Jga x

A sl 5 lamall gy 5 Al cilalaadl a5 Saldl) adad of midnY) aladinly 5 6y cluds S o s Y x
o (523 55 b ciglagall iy il im s 3le 5l Gl e O m Al 6 Sl (3L 03 5085 il Lo S 1Y
tall sl a3 Ll

Aligall 3 555 pal i1 e Jad il slaal) 038 (akais
0-1401215 laa¥) ad ) 2019 o 8 5_il) o34 Zaal ya o


http://www.beitjalapharma.com/
http://www.beitjalapharma.com/

