THE PATIENT INFORMATION LEAFLET (PIL)

MEBENDAZOL

Read the instructions carefully before use

Keep out of reach of children

Inform your doctor or pharmacist about adverse reactions
encountered while using this medication

Do not use this medicine after the expiration date printed on
the label

Composition: Each film-coated contains:

- Mebendazole ...

- Excipients g.5 .. .
(Sucrose, Mannitol, Aspartame, Sodium starch  glycolate,
Chocolate flavour powder, Magnesium stearate,
Hydroxypropyl methylcellulose, Povidone K64, Titanium
dioxide, Talc, Polyethylene glycol 6000, Polysorbate 80,
Chocolate flavour liquid).

Description of product:
White, round film-coated tablets, plain on both sides, 13 mm
in diameter.

Packaging: Box of 1 blister x 1 film-coated tablet.

What is this medicine used for?
Mebendazole is indicated for the treatment of single and
mixed helminthic infestations caused by Trichuris trichiura
(whipworm), Ascaris lumbricoides (large roundworm) or
Ancylostoma duodenale (hookworm).

How to take thls medicine and how much to take?
The drug can be taken with or without food. If children cannot
swallow tablets, the tablet may be crushed and mixed with food.

- Adults and children older than 2 years of age: 1 tablet given
as asingle dose.

- This dose may be repeated after 2 - 3 weeks.

When should you not take this medicine?

- Mebendazole should not be taken in following conditions:

- Hypersensitivity to mebendazole or any of excipient of this drug.

- Pregnant women.

- Patients with liver disease.

- Children under 2 years of age.

Undesirable effects (ADR):
Like all medicines, mebendazole can cause side effects,
although not everybody gets them. The following side effects
may oecur with this medicine:

»Uncommon, 171000 <ADR <1/100

- Body as a whole: Dizziness.

- Gastrointestinal: Abdominal pain, diarrhea.

- During treatment with mebendazole, migration of worms
with expulsion through the mouth and nose has occurred
in some patients heavily infected with Ascaris.

»Rarely, ADR <1/1600

- Exanthema, urticaria and angioedema.

- Lower blood pressure, seizures, convulsions.

If you experience any side effects, including side effects not
listed above, inform your doctor to get treatment or go to the
nearest medical facility as soon as possible.
What other medicine or food should be avoided whilst taking
this medicine?
Before taking this medication, consult your doctor or pharmacist
if you are using other medications, including prescription and
non-prescription drugs, herbal medicines or functional foods,
especially if you aretaking the following medicines:

- Drugs used in the treatment of epilepsy (carbamazepine,
phenytoin),

- Cimetidine.

What should you do if you miss a dose?
If you forget to take Mebendazol tablets:

- Donottake the missed dose.

- Take your next dose at the usual time, and then keep taking
your medicine as your doctor has tald you.

+ Do nottake a double dose to make up for a forgotten dose.

- If you have any further questions on the use of this product,
ask your doctor or pharmacist.

How should you keep this medicine?

- Keep this medicine out of the sight and reach of children.
Store the medicine in cool and dry place below 30°C in the
original package to protect from light and humidity.

- Do not use this medicine after the expiry date which is
stated on the blister pack and carton box.

Signs & symptoms of over dosage:
When mebendazole is overdosed, gastrointestinal disorders
for several hours may occur.

What to do when you have taken more than the recommended

dosage?
If you accidentally take more Mebendazol tatlet than you
have been indicated, contact your doctor or go to the nearest
healthcare center at once to get medical advice or timely
treatment even if there are no symptoms or signs of
overdose. If possible, take the blister packs, the box and this
leaflet with you to show the doctor.

Care that should be taken when taking this medicine:
Conditions where caution should be taken:

- There have been rare reports of neutropenia and liver
functional disorders, including hepatitis when mebendazole
was taken for prolonged periods and at higher doses than
recommiended.

- Patients should be advised that cleanliness is important to
prevent reinfestation and transmission of the infestations.
Your family members or other people in your household may
also need to be treated with mebendazole or other
medicines with similar effect.

Recommendation for pregnant women and breastfeeding
mothers:

- 8ince the safety of mebendazole use in pregnant women
has not been established, therefore, the drug should not be
used during pregnancy, especially during the firsttrimester.

- Itis not known whether mebendazole is excreted in breast milk,

therefare, caution should be exercised when mebendazole is
administered tonursing women.
Effects on driving and operating machinery:
It should be noted this drug causes dizziness which may
affect the ability to drive and use machines.
When should you consuit your doctor, pharmacist?
You should consuityour doctor if you have following conditions:
- fthere are any side effects apart from side effects described in
the section "Undesirable effects”, you should informyourdoctor
immediately.
- Ifyou have signs of an allergic reaction: Hives, difficuit breathing,
swelling of your face, lips, tongue, orthroat.
- If you have a known history of allergy to drugs, foods, or
othersubstances.
- Ifyou are treated with cimetidine, phenytoin or carbamazepine.
- If you are pregnant, plan to become pregnant or think you
may be pregnant orif you are breastfeeding.
Shelf.life: 36 months from the date of manufacture.

MEDICATION GUIDE FOR MEDICAL OFFICER

Pharmacological properties:
Pharmacodynamic properties:

-Mebendazole is a& benzimidazole derivative with a broad
spectrum of anthelmintic activity. The drug is highly effective
against both adult and farval stages of roundworms (Ascars
lumbricoides), pinworm (Enterobius vermiculans), whipworm
(Trichuns trichiura), hookworm (Ancylostoma duodenale), Necator
amencanus and Capillana philippinensis. It is also ovicidal
against Ascatis lumbricoides and Trichuris trichiura. With high
doses, the drug has some effects against hydatid disease.

-All members of the benzimidazole class have a similar
mechanism of action. These drugs appear to bind to parasite
tubules with subsequent inhibition of the polymerization of
tubules to microtubules which is vital for the normal function
ofthe parasite cells.

Pharmacokinetic properties:

-The oral bioavailability of mebendazole is less than 20%.
However, its absomption can be increased several fold if taken
with a fatty meal. Peak plasma concentrations are reached
within 4 hours, butlarge intra- and inter-individual variability have
been reported. Its volume of distribution is around 1.2 L/kg.
Approximatefy 95% ofthe drugis bound to plasma proteins.

- Mebendazole is mainly metabolized in the liver to inactive
metabolites (hydroxy- and amino metabolites), which have
lower rates of clearance than the parent drug.

- The plasma elimination half- life of mebendazolke is approximately
1 hour. The drug and its metabolites are excreted via the bile
into the feces. Small amounts are excreted with the urine.

Indications, dosage, administration and contraindications:
indications:
Mebendazole is indicated for the treatment of single and mixed
hetminthicinfestations caused by Trichuris frichiura (whipworm),
Ascaris lumbricoides (large roundworm) or Ancylostoma
duodenale (hookworm)
D and admi ti

‘ﬂ\edmgcanbetakmwmormhwtfood If children cannoiswallow
tablets, the tablet may be crushed and mixed with food.

- Adults and children older than 2 years of age: 1 tablet given
as asingle dose.

: This dose may be repeated after 2 - 3 weeks.
Contraindications:

- Hypersensitivity to mebendazole orany of excipient ofthis drug.

- Pregnant women.

- Patients with liver disease.

- Children under 2 years of age.

Precautions:

-There have been rare reports of neutropenia and liver
functionai disorders, including hepatitis when mebendazole
was taken for prolonged periods and at higher doses than
recommended.

- Patients should be advised that cleanliness is important to
prevent reinfestation and transmission of the infestations.

Pregnancy and laciation:

- Since the safety of mebendazole use in pregnant women
has not been established, therefore, the drug should not be
used during pregnancy, especially during the first trimester.

- It is not known whether mebendazole is excreted in breast mitk,
therefore, caution should be exercised when mebendazole is
administered to nursing women.

Effects on ability to drive and use machines:
It should be noted this drug causes dizziness which may
affect the ability to drive and use machines.

Interactions:

- Cimetidine inhibits the metabolism of mebendazole and may
increase plasma mebendazole concentration.

- Coadministration with phenytoin or carbamazepine reduces
piasma mebendazole concentrations.

Undesirable sffects:

»Uncommaon, 1/1000 <ADR <1/100

- Body as a whole: Dizziness.

- Gastrointestinal: Abdominal pain, diarrhea.

- During treatment with mebendazole, migration of worms
with expulsion through the mouth and nose has occurred in
some patients heavily infected with Ascaris.

»Rarely, ADR <1/1000

- Exanthema, urticaria and angioedema.

- Lower blood pressure, seizures, convulsions.

Guldelines for ADR management:
When high doses of mebendazole are used, serum
transaminase levels, white blood ¢cell count and platelets
should be monitored regularly.

Overdose and management:

- Qverdose:

In the event of overdosage, gastrointestinal disturbances iasting
up toafew hours may cocur.

- Treatment:

Vomiting and purging should be induced. Activated charcoal
may be given.
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HUONG DAN S’ DUNG THUOC CHO
NGOl BENH

MEBENDAZOL

Boc k¥ hwéng dan sie dung treéee khi diing

Pé xa tam tay tré em

Thong bao ngay cho bic sy hogc dwgce s§ nhirng tic
dyng khéng mong mudn gap phai khi st dung thuéc
Khong diing thubc qua thei han sir dung ghi trén nhan

Thanh phin: Céng thirc cho 1 vign:
- Mebendazol .
-Taduogevd...

(Puwérng trang, Mannitol, Aspartam, Natri starch glycolat, Bot
huwong Chocolat, Magnesi stearat, Hydroxypropyl
methylceliulose, Povidon K64, Titan dioxid, Talc, Polyethylen
glycol 6000, Polysorbat 80, Hrong Chocelat long).

Mb t3 san phdm: )

Vién nén hinh trdn, bao phim mau trang, hai mat tron,
dudngkinh 13 mm.

Quy cach déng goi: Hop 1 vix 1 vién nén bao phim.

Thubc ding cho bénh gi:

Thubc duee ding digu tri nhidm mét hodic nhidu logi giun
dudmg rudt nhee giun toc, giun diia hodc giun méc.

Nén ding thudc nay nhwthé nao validu hegng:

Thudc co thé udng ciing véi thirc dn hodc khéng. Néu tré
em khong nudt dugc vién thudc cé thé nghién nat vien
thudc va tron véi thire &n.

- Ngueri [&rn va tré em trén 2 tudi: Ubng 1 vien duy nhéat.

- Catha diing 4p lai sau 2 - 3 tudn.

Khi nao khéng nén diing thudc nay:

- Khéng nén diing mebendazol néu co nhirng tinh trang sau:

- Qua m&n véi mebendazol hodc véi bat cl» thanh phan nao
clia thube.

« Phy nir o thai.

- Nguwéri bi bénh gan.

- Tré em durél 2 tubi.

Téc dung khéng mong mudn (ADR):

Gibng nhir tAt ca cac loai thubc, khi ding thube nay ca thé
gap cactac dung phy nhwrsau:

» It gép, 171000 <ADR < 1/100

- Toan than: Chong mat.

- Tigu héa: Dau bung, tidu chay.

- Catrurdng hep giun dia bé ra mbm va miii.

»Hiém g&ip, ADR < 1/1000

- Ngoai ban, may day va phi mach.

- Gidm huyét ap, ddng kinh, co giat.

Né&u ban gap bét ky tAc dung phu nao & ca nhirng tac dung
phy chura liét k& trén day, lién hé vol bac sy hodc dén ngay
co s& y té gan nhatcang som cang tht.

Nén trénh ding nhirng thudc hodc thyc phé&m gi khi dang

s(pdyng thudc nay:

Trirére khi dung thudc ndy hay tham khao y kién bac SY hoac
duwoc sy néu ban dang sir dung thubc khac bao gom ca
thudc ké don va khéng ké don, thubc tir dwac liéu hodc
thwe pham chirc nang. Dac biét ndu ban dang ding cac
thude sau:

- Thudc digu tr ddng kinh (carbamazepin, phenytoin).

- Cimetidin.

Céin lam gi khl mét14n quén khéng dung thube:

Né&u ban quén khong ding thude:

- Khéng udng lidu da quén.

- Uéng lidu tiép theo vao théi gian thudng 18, va tiép tuc dung
thuéctheo hwéng dan clabacsy.

- Khéng ding 21iéu cing lGc dé bu lidu da quén.

Tham vén bac s§ hay duec s§ néu ban can thém théng tin.

Can bdo quan thudc nay nhwthé nao:

- B&o quan thuéc trénh xa thm nhin va tAm véi clatré em.

- Noi kht mat dudi 30°C, tranh énh sang, trong bao bi ban
d3u dé bao va tranh &m.

- Khdng strdyng thubcnay sau han sirdung duoc ghiténviva hép.

Nhirng dAu higu va trigu chirng khi diing thudc qua lidu:

Khi bj qua liu, c& thé xdy ra rdi loan dwdng tiéu héa kéo dai
vaigidr.

C&n phai lam gi khi duing thubc qué lidu khuyén céo:

Khi dung qua liéu kh uyén cao can gap béc s§ ngay hozc
dén co s& y t& gan nhat dé duoc tw van va diéu tri kip thei
mé&c di chira 6 tridu ehirng hay dAu hiéu qua l1du. Néu ¢
thd, nén mang theo hop va vithudc va t hwéng din nay.

Nhirng didu cin than trong khi diing thuéc nay:

Cactinh trang cin than trong:

- BE cd mot s6 it théng bé&o v& gidm bach céu trung tinh va réi
loan chirc néang gan, ké ca viém gan khi dung kéo dai
mebendazol va dung liéu cao hon lidu khuyén cao.

- Cin thdng béo cho ngudi bénh gik v& sinh d& phong nglra t4i
nhi&m va lay lan bénh. Cac thanh vién khac trong nha cling cin
dugredidutr véi mebendazolhodic cac thubckhéc ciing tac dyng.
Cac khuyén cao diing thudc cho phu nir cé thai va cho
cortbua:

- Do chua xac dinh dugc tinh an toan khi dang mebendazol
cho ngwdi mang thai, vi véay vé nguyén téac khéng nén dung
cho nguéri mang thai, nhit |a trong ba thang dAu thai ky.

- Can chwa 1o mebendazol o6 tiét vac siva me khdng, nhung van
canthan trong khi dung mebendazol trong th&iky cha conbu.
Tac déng cla thude dén kha nang lai xe va van hanh
midy méc:

Gn e y tac dung phu gay chong mat cla thudc co thé anh
huwdng dén kha nang lai xe va stk dung may mée.

Khi nao can tham vién bac sy, dwegc sy:

Tham vén bac s§ néu ban co cactinh trang sau day:

-IN&u'ban ¢6 bt ky tac dung Khdng mong mubdn nao khac
hon tac dung-dioc md-ta trong phan "Tac dung khong
mong mudn". Ban cAn théng bdo cho bac s§ ngay.

- Néu ban c6 dau higu ciia phdn (mg dj ing: May day, kho
thay, swng mat, mdi, lwdi, hodchong.

- Néu ban c6 mét tién st d| (rng v6i thude, thirc phdm, hogic
cacchatkhac.

- N&u ban dang dugc didu trj véri cimetidin, phenytoin hodc
carbamazepin.

-Néu ban dang mang thai, dy dinh ¢6 thai ho3ic nghi réng
ban o6 thé mang thai hoéc dang cho con bu.

Han diing cia thudc: 36 thang ké tiz ngay san xuét.

HUGNG DAN SU’ DUNG THUOC CHO
CANBO Y TE

Céac déc tinh dwoc Iyc hoc, dwge 6ng hoc:
Bic tinh dwerc I hoc:

- Mebendazol 4 d&in chét benzimidazol ¢6 phé chéng giun san
rong. Thude ¢6 higu qua cao trén cac giai doan trrdng thanh
va &u trung cia giun dla (Ascarfs lumbricoides), giun kim
(Enterobius vermicularis), giun toc (Trichuris trichiura), giun
méc (Ancylostoma duodenale), giun md (Necator
americanus) va Capillaria philippinensis. Thubc cling diét
duroc trieng clia giun dia va giun toc. V&i lidu cag, thube co
tac dung nhét dinh trén nang séan.

- Co ché tac dung clia c4c benzimidazot ddu gibng nhau.
Nhirng thube nay lién két voi cac idu quan cia ky sinh tring,
qua 36 G ché sir triing hop tiéu quan thanh cac vi quan, can
thiét cho sy hoat @ang binh thurang clia té bao ky sinh tring.
Bictinh dwge ddng hoc:

- Mebendazol ding dudng udng. Kha dung sinh hoc clia
thudc khi udng Ia dudi 20%. Tuy nhién, su hap thu cé thé
tang 1&n nhidu 1an, nédu uéng thudc cling véi thire n co chat
béo. Nbng do dinh trong huyét twong dat dwoc trong vong 4
gi¢r, nhung ¢6 sw khac nhau lén gilra cac ca thé va trong
ciing mt cé thé. Thé& tich phan bd khoang 1,2 litrkg. Khoang
95% thudc lién két v&i protein huyét trong.

- Thudc chuyén héa chi yéu & gan tao thanh cac chat chuyén
héa hydroxy va amino hda mat hoat tinh va ¢ toc 46 thanh
thaithdp honthubcme.

- Niba dét théi triy trong huyat trong clia mebendazol khodng 1
git. Thudc va cac chét chuyén héa sé thai qua mat vao
phan. Chi mot lwgng nhd thai qua nwéc tidu.

Chidinh, lidu dung, céch ding, chéng chidinh:
Chidinh:
Bidu tr| nhim mot hosic nhidu loal giun dwdng rudtnhe giun
tdc, giun diia hodic giun mée.
Liéu lwrong va cach diing:

- Thubc co thé ubng cling vdi thirc &n hodc khong. Néu tré em
khéng nubt duirgc vien thubc co thé nghién nat vién thudc va
trgn véithiec an.

- Nguedri Ion vatré em trén 2 tudi: Udng 1 vién duy nhét.

- Céthé diing 1ap lai sau 2 - 3tudn.

Chéng chidinh:

- Qua man v&i mebendazol hodc véi bét el thanh phén nae
cliathudc.

- Phu nir c6 thai.

- Ngw&i bj bénh gan.

- Tré em durdi 2 tudi.

Thén treng khi diing thudc:

- D3 c6 mét 56 itthong bao v gidm bach ciu truag tinh va rdi
loan chirc ning gan, k& ca viém gan khi ding kéo dai
mebendazol va dung liéu cao hon lidu khuyén cdo.

- Cén théng bao cho ngudi bénh gilr vé sinh @& phang ngira
tainhiém va lay lan bénh.

Strdung cho phu nir ¢6 thai va cho con ba:

- Do chura xac dinh dugre tinh an toan khi ding mebendazol
cho nguwdi mang thai, vi vay v& nguyén tc khdng nén dung
cho ngwei mang thai, nhét [a trong ba thang déu thai ky.

- Cén chira ré mebendazol c6 tigt vao sira me khéng, nhwng
van can than trong khi ding mebendazol trong thoi ky cho
con b,

Técdungcaa thube khi 141 xe va van hanh may méc:
Can lwu ¥ tac dung phu gay chéng mat cha thubc co thé anh
hwirng dén kha nang l4i xe va st dung may mac.

Twong tac thube:

- Cimetidin (¢ ché chuyén hod mebendazol va cé thé lam
ting nbng d9 mebendazol trong huyét trong.

- Diing d8ng th&i vei phenytoin hodic carbamazepin sé lam
giam ndng do clia mebendazol trong huyét tong.

Téc dung khéng mong mudn:
»It gap, 1/1000<ADR<1/160

- Toan than: Chdng mat.

- Tigu héa: Dau bung, tiéu chay.

- Cé trwdrng hop giun dia bo ra mém va mii.

»Hiém gdp, ADR < 171000

- Ngoai ban, may day va phu mach.

- Gidm huyét ap, dong kinh, co giat.
Hwérng dén cach xiv trf ADR:
Khi dung mebendazol liéu cao, phai tién hanh theo doi déu
dan ndng dd transaminase trong huyét thanh, s6 Iwgng
bach cAu vatiéu ciu.

Qua liéu va cach xir tri:

« Céc trigu chamg qua lidu:

Khibi qua lidu, oo thé xdy ra réiloan durdmgtiéu héa kéo daivaigier.

- Cachxirtri:

Nén gay non va thy, o thé dung than hoat.
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