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Pyrantelum Medana
Hén dich udng 250 mg/5 ml
Pyraniel (duoi dang Pyrantel embonate)

bé xa tim tay tré em
BDoc k§ hwdng din si dung triede khi diang.

THANH PHAN CONG THU'C THUOC

Thanh phan hoat chat:

5 ml hén dich chira 250 mg pyrantel (0,72 g pyrantel embonate).

| ml hdn dich chira 50 mg pyrantel.

Thanh phci'n ta dugc: sodium benzoate, carmellose sodium, sorbitol, glycerol, aluminium
magnesium silicate, polysorbate 80, povidone, apricot flavour, simethicone emulsion, citric acid
monohydrate, sodium hydroxide, nude tinh khiét.

DANG BAO CHE
Hon dich uong
Hon dich mau vang nhat ¢6 vi mo,

CHI PINH

Bénh giun kim va giun dia ¢ tre em va ngudi lon do Enterobius vermicularis va Ascaris
lumbricoides.

Nhiém giun mée do Ancylostoma duodenale va Necator americanus.

LIEU DUNG VA CACH DUNG

- Nhiém giun diia do Ascaris lumbricoides.

Nguoi 16n va tré em co cén nang > 10 kg: mét liéu duy nhét 11 mg/kg. Thudng dung 1 lidu duy
nhit la du, luy nhién truong hop van chua higu qua thi nén ding nhic lai liéu sau hai hoic ba tuan.
- Nhiém giun kim do Enterobius vermicularis.

Ngudi [6n va tré em co can ning > 10 kg: mot liéu duy nhat 11 mg/kg. Nén dung nhic lai liéu nay
sau 2 hodc 3 tuan.

- Nhiém ky sinh trung do Ancylostoma duodenale va Necator americanus.
Ngudi 1on va tre em c6 can nang > 10 kg: 11 mg/kg ngay mét lan trong 3 ngay lién tiép.

Liéu dung cia hdn dich uéng Pyrantelum Medana dua theo khdi lugng co thé duge thé hién trong
bang dudi day:

Khbi lwgng co thé Liéu don (mL) Liéu don (mg)
11-16 kg 2,5mL 125 mg
17-28 kg 5,0 mL 250 mg
29-39 kg 7,5mL 375 mg
40-50 kg 10,0 mL 500 mg
51-62 kg 12,5 mL 625 mg
63-75 kg 15,0 mL 750 mg
Ngudi 16n khéi lugng > 75 kg 20,0 mL 7 1000 mg
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Céc dong chia do dugc dong ciing hdp thude.

Liéu diing ¢ bénh nhén suy gan o ' _
O bénh nhén bi suy gan nén xem xét liéu thap hon, vi thudce nay lam tang thoang qua nong dé men
gan aspartate aminotransferase (AST).

Cich dung

Uong thude trong hodc sau bira in.

Lic truge khi dung cho dén khi thu duge mot hon dich ddng nhét.

Khong cén thiét sir dung thube nhudn trang trude khi sir dung Pyrantelum Medana.

Neu bénh nhén bj chan dodn méc giun kim, nén diéu tri cho tit ca cac thanh vién trong gla dinh, va
can gilr gin v¢ sinh chat ché nhim tranh t4i phat bénh. Sau 14 ngay ké tir khi két thic viée diéu tri,
tién hanh kiém tra ky sinh tring.

Néu quén s dyng 1 licu:
Khong nén dung gdp doi liéu dé bu vao liéu da quén.

CHONG CHI DINH
- Min cam vai hoat chit hogc bét ky ta duge nao cua thude.
- Dung chung voi piperazine.

- Tranh sir dung pyrantel trong qua trinh diéu tri nhugc co.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Thén trong khi dung thudc diéu tri cho tré em dudi 2 tudi.

Cén than trong va can kiém sodt ndng dd AST & bénh nhan suy gan. Co thé can giam licu (xem
“Liéu dung, cach dung™).

Cin than trong khi diéu trj cho cic bénh nhén thiéu mau hoac suy dinh dudng.

Thube ¢6 chira sorbitol. Khong nén dung thude cho bénh nhan bi khéng dung nap fructose di truyén
hiém. Sorbitol ¢6 thé gdy nhuan trang nhe.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Sir dung thude cho phu nit ¢6 thai

Khéng nén diing thude cho phu nir mang thai, ngoai trir cac truong hop khi loi ich cho ba me vuot
qua nguy co dbi voi bao thai.

Str dung thude cho phu nit cho con bu _
Khong nén diing Pyrantelum Medana cho phu nir cho con bu. Néu can phai dung thude, nén ngung
cho con bu trong thoi gian diung thude.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Do thude ¢6 tac dung khdng mong mudn trén hé than kinh trung wong (dau dau, chong mit, lo
mo), can than trong khi dung cho bénh nhan dang 1am cdng viéc doi hoi tap trung cao va sirc khoe
tdm vén dong tot.

Cén khuyén bénh nhén tranh lai xe hay van hanh may moc gay nguy hiém cho dén khi c6 thé biét
dugce chic chin khong bi anh hudng.

TUONG TAC, TUONG KY CUA THUOC
Dung ddng thoi voi theophyllin ¢6 thé lam tang nong do thcophyllm huyet tuong.
Do dbi khang tac dung, pyrantel khong dugc ding dong thoi véi piperazin, vi ¢6 thé din t6i giam

tac dung cac thuoc_nay )
TAC DUNG KHONG MONG MUON
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Nhu tit ca cc thube khac, thude c6 thé gay téc dung khong mong mudn di khong phai ai ciing
gip phai.

Tac dung khong mong mudn cua pyrantel nhin chung nhe va thoang qua.

Céc tac dung khong mong mudn dugc phan loai nhu sau: Rét thuong gap (= 1/10); thuong gap (2
1/100 dén < 1/10); It gap (= 171000 dén < 1/100); Hiém giip (= 1/10000 dén < 1/1000); Rat hiém
gap (< 1/10000).

R&i loan hé tiéu héa

Thuong gap: tiéu chay, dau bung, budn non.

Hiém gép: mét cam giac thém an, day hoi, tdo bon va non mira.
Rat hiém gap: hoat dong cac enzym gan gia tang.

Réi loan_da va md dudi da
It g@p: ban da.

Réi loan hé than kinh
Thuong gép: dau dau.
ft gap: chéng mat, lo mo hoic mét ngu.

Néu trai qua bit ky phan ieng phu nao, gom cdc phan iing khong mong muén dwge ligt ké ¢
ddy, hdy xin tw vin cia bdc sj.

QUA LIEU VA CACH XU TRI
Triéu chimg qua liéu: mo thi luc, 1 13n, chodng vang, ngét do ha huyet ap thé dimg, toat md hai,
yéu 6t, nhip tim bét thuong, co cimg va run co, thiéu oxy (khé thé, mat ¥ thirc).

Céach 1:;1': tri khi dung thude qua lidu: Khong cé chét giai doc dac higu cho py[antel‘ Truong h(;rp
qua liéu, nén diéu tri triéu ching (rira da day sém, duy tri duong thé va hé hap, duy tri huyét 4p).

PAC TINH DUQC LUC HQC , , ;P
Nhom diéu tri: chéng ky sinh tring, thudc tri giun tron, din xuit tetrahydropyrimidin, .:{i
Ma ATC: P02CCOI. l'ri
Pyrantel dugc dung diéu tri nhiém giun tron & rudt., Thude tac dong Ién co cua ki sinh tring & rudt V0
(giun tron) bang cach khir cuc ban van dong tan cung [HSDB] trén than kinh co cia giun. Thude -

gan vadi receptor nicotinic trong ban van dgng tin cﬁng cua sgi co trén giun tron va chin enzyme
choline esterase. Giun bj bt dong s& bi x0 ra ngoai do nhu dong rudt. Thude khong kich thich
rugt va khong kich thich giun di chuyén. Thudc téc dong Ién giun trudng thanh va giun dang &
giai doan som cua sy phat trién, nhung khong ¢ tac dung trén au tring giun khi ching di chuyen
qua md.

Pyrantel chii yéu duge dung trong nhiém giun kim (Enterobius vermicularis) va giun dia (Ascaris
lumbricoides). Thubc c6 thé ding diéu tri giun mée, giun mo, tuy nhién hiéu qua ddi voi
Aneylostoma duodenale t6t hon véi Necator americanus.

DPAC TINH DUQC DPONG HQC

Pyrantel it bj hip thu qua dudng tiéu hoa. Pyrantel embonate chuyén héa rit nhanh & gan. it hon
15% pyrantel dao thai qua nudc tiéu duéi dang khdng ddi va dang chuyén héa. Trén 50% dao thai
qua phan dudi dang khong dbi.

QUY CACH DONG GOI
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Chai thiy tinh biing chat ligu natri-canxi-silicat mau ndu hodc hd phach. Nap bing PE ¢6 vong
dam bao. Céc dong bang PP ¢6 chia dd.
Hép | chai chira 15 mL hdn dich.

DPIEU KIEN BAO QUAN
Bao quan duéi 30°C, & noi kho rdo, thoang mat. Tranh anh sang.
Dé xa tim tay cua tré.

HAN DUNG

Lo con nguyén ven: 24 thang tir ngay san Xuét.

Lo da ma: 21 ngay ké tir khi m& nap.

Khéng dugce stir dung thude qué han dung in trén bao bi.

TIEU CHUAN CHAT LUQNG: Tiéu chudn co s&

CO SO SAN XUAT:

Pharmaceutical Works POLPHARMA S.A.

Medana Branch in Sieradz

B;a chi sén xuat 57 Polsklc_j Orgammql WOJSKOWEJ St, 98 -200 Sieradz, Poland
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Pyrantelum Medana
oral suspension, 250 mg/S ml
Pyrantel (in form pyrantel embonate)

Keep out of the reach of children,
Read this leaflet carefully before use.

COMPOSITION

Active substance: 5 ml of suspension (one measure) contain 250 mg of pyrantel (0.72 g pyrantel
embonate). 1 ml of suspension contains 50 mg of pyrantel.

Excipients: sodium benzoate, carmellose sodium, sorbitol, glycerol, aluminium magnesium
silicate, polysorbate 80, povidone, apricot flavour, simethicone emulsion, citric acid
monohydrate, sodium hydroxide, purified water.

DOSAGE FORM
Oral suspension.
Light yellow suspension with an apricot flavour.

INDICATIONS
Enterobiasis and ascariasis in children and adults caused by Enterobius vermicularis and
Ascaris lumbricoides. Infestation with Ancylostoma duodenale and Necator americanus.

POSOLOGY AND METHOD OF ADMINISTRATION

- Ascariasis caused by Ascaris lumbricoides.

Adults and children with body weight > 10 kg: one dose of 11 mg/kg. Usually it is sufficient to
administer one dose, but in lack of effectiveness the dose should be repeated after two or three
weeks.

- Enterobiasis caused by Enterobius vermicularis.

Adults and children with body weight > 10 kg: one dose of 11 mg/kg. The dose should be
repeated after two or three weeks.

- Infestation with Ancylostoma duodenale and Necator americanus.

Adults and children with body weight > 10 kg: 11 mg/kg once a day for 3 consecutive days.

Below, there is a table presenting posology of Pyrantelum Medana oral suspension, depending

on body weight.
Body weight One dose (mL) One dose (mg)
11-16 kg 2.5 mL 125 mg
17-28 kg 5.0 mL 250 mg
29-39 kg 7.5 mL 375 mg
40-50 kg 10.0 mL. 500 mg
51-62 kg 12.5 mL 625 mg
63-75 kg 15.0 mL 750 mg
Adults with body weight > 75 kg 20.0 mL 1,000 mg
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The package contains a measuring cup with the scale.

Posology in patients with hepatic impairment
In patients with hepatic impairment lower doses may be considered, because the medicinal
product causes transient elevations in aspartate aminotransferase (AST) levels.

Method of administration

The product should be administered orally during or after meal.

Shake before use to obtain a homogeneous suspension.

There is no need to use laxatives prior to administration of Pyrantelum Medana suspension.

If the patient is diagnosed with enterobiasis, treatment should be provided to all household
members, and hygiene procedures should be followed to prevent recurrence of infestation. After
14 days of treatment parasitological control tests should be performed.

If you forget to use a dose of Polebufen
Do not take a double dose to make up for a forgotten dose.

CONTRAINDICATIONS

Hypersensitivity to the active substance or to any of the excipients.
Concomitant use with piperazine.

The use during the treatment of myasthenia gravis.

WARNINGS AND PRECAUTIONS FOR USE

Caution should be exercised when treating children below 2 years old.

Caution should be exercised and AST levels should be controlled in patients with hepatic
impairment. Dose reduction may be necessary (see “Posology and method of administration™).
Caution should be exercised when treating malnourished or anaemic patients.

Oral suspension contains sorbitol. It should be not used in patients with rare hereditary fructose
intolerance. Sorbitol may cause slight laxative effect.

USING DURING PREGNANCY AND BREASTFEEDING

Pregnancy

It is not recommended to use this product during pregnancy, except in cases where the
expected benefit to the mother outweighs the risk to the foetus.

Breast-feeding

It is not recommended to use Pyrantelum Medana in breastfeeding women. If treatment is
necessary, breast-feeding should be stopped during therapy.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES

Regarding possible Central Nervous System undesirable effects (headache, dizziness,
drowsiness) caution should be taken in patients who are performing tasks, requiring high
attention concentration and high psychomotor performance during therapy with Pyrantelum
Medana.

Patients should be advised to avoid driving a car or operating hazardous machinery until they
are reasonably certain that their performance is not affected.

DRUG INTERACTIONS AND INCOMPATIBILITIES

During concomitant use it may increase plasma concentration of theophylline.

Due to the antagonism of action, pyrantel should not be used simultaneously with piperazine,
as this may lead to a weakened action of both medicinal products.
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ADVERSE DRUG REACTIONS

Like all medicines, this medicine can cause side effects, although not everybody gets them.
The adverse effects of pyrantel are generally mild and transient.

The following convention has been used for the classification of adverse events in terms of
frequency: very common (>1/10), common (=1/100 to <1/10), uncommon (=1/1000 to <1/100),
rare (>1/10,000 to <1/1000), very rare (<1/10,000).

Gastrointestinal disorders

Common: diarrhoea, abdominal pain, nausea.

Rare: loss of appetite, flatulence, constipation and vomiting.

Very rare: elevated activity of hepatic enzymes.

Skin and subcutaneous tissue disorders

Uncommon: skin rash.

Nervous system disorders

Common: headache.

Uncommon: dizziness, drowsiness or insomnia.

Immediately inform your doctor or pharmacist about any adverse drug reactions you
experience during using this drug.

OVERDOSE AND TREATMENT

Symptoms: blurred vision, confusion, dizziness, orthostatic syncope, sweating, weakness,
irregular heartbeat, muscle spasms and tremors, hypoxia (difficulty in breathing, loss of
consciousness).

Treatment: There is no specific antidote for pyrantel. In the event of overdose, symptomatic
treatment (early gastric lavage, maintaining airway patency and respiration, maintaining blood
pressure) should be applied.

PHARMACODYNAMIC PROPERTIES

Pharmacotherapeutic group: antiparasitic agents, medicinal products against nematodes,
tetrahydropyrimidine derivatives

ATC code: P02CCO1

Pyrantel is used to treat intestinal infection with roundworms. It acts on the muscles of intestinal
parasites (roundworms) by depolarization of their motor end-plate [HSDB]. It binds to nicotinic
myocyte receptor in the motor end-plate of the roundworm and blocks its choline esterase.
Immobilized parasites are removed from the intestine by peristaltic movements. It does not
irritate intestines or cause worms migration. In has an influence on mature forms and parasites
in an early developmental stage, but has no effect on the larvae during their migration through
the tissues.

Pyrantel is used primarily in Enterobius vermicularis and Ascaris lumbricoides infection. It can
be used in the treatment of hookworm infestation, but it is more effective in Ancylostoma
duodenale infestation than Necator americanus infestation.

PHARMACOKINETIC PROPERTIES

Following oral administration pyrantel embonate is poorly and incompletely absorbed from the
gastrointestinal tract. Pyrantel pamoate is very rapidly metabolised in the liver. Less than 15%
of pyrantel is excreted in the urine in an unchanged form and as metabolites. Over 50% is
excreted in the faeces in an unchanged form.

PACKAGING SIZE
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Brown or amber sodium-calcium-silicate glass bottles. PE cap with a guarantee ring. PP
measure with a scale.
Box of | bottle containing 15 mL of the suspension.

STORAGE CONDITION
Store below 30°C, at dry and cool place. Protect from light.
Keep this medicine out of the sight and reach of children.

SHELF-LIFE

Unopened: 24 months.

Shelf life after first opening bottle: 21 days.

The medicine should not be used after expiry date.

SPECIFICATION
In house.

MANUFACTURER

Pharmaceutical Works POLPHARMA S.A.

Medana Branch in Sieradz

Manufacturing site: 57 Polskiej Organizacji Wojskowej St, 98-200 Sieradz, Poland
Releasing site: 10 Wladystawa Lokietka St, 98-200 Sieradz, Poland
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