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0.0INZKERAL T h 1) 7 45k
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1.58

041

0.073
0.063
0.056
0.054
0.035
0013
0.0012L°F
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0.001LLTF
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pKa:=9.97 (518 2 — FERSY)
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(1) BE TR
i e

(2) BHEEX TN ICBIET 2=
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3. B K K IR
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Tl E53BITHEY L HE S N7z (BRIFI64%) . T72. KGRI THREED G S e
FEBNX4361dH 1) . 38BITHINEM (SeabRiie’84%) &7
RIVE R ZEBMRE1X35% (2/5761) Tdh o720 BMERIE. EMIEHR18% (1/5761). IE
#1.8% (1/57f1) TH -7z,

(2) BRPREEIEHIER @ DAMHERY
TR AT T 8 It L CAKI200mg % Hnl¥ 5- L 7245 8. BRERICB VT 1
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BN olz,

(3) RFMHER - ARRCRRER
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(5) AEER
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VI. ZEXEFEIEICEIT 2IRHE

1. FIBEZHICEAE | Benzimidazole21LE&¥ . Flubendazole
BHLAMRE U b0 e
A O 3
o & o » ALY
2.0 % 1B £ B | (1) /EASA - EAEKF

BERIRT 2 — 7)) VICHERIIGROBAME DS UNEOREZEE L, R Tr v
I— AW ABEHET o TOFE, WEZ ) a—7 > O, ATPEREED
BT M- WIDBERERRE 12 X D IGHIIIEHD 2 WV IZERR S %,

(2) EhzEMT IHBRE

1) fuNVEREY ¥
AN F)— ViAscaris suum (JRUIH) OJEF 22— 7)) UZRF L, BRIV ERIE:
ZRL. ZOBMMEZFOROT 2— 7 R MM X Y B 384550 A - 720

2) JIa— 2OV AHPAEY
Din vitro
Ascaris suum (JFHIH) 7 0Va— ZAEFEHTCTH A DD A X2 ¥ — )L &R
LT, 37C. 24BfIE L., 7NV a—ZAOWY AAFBET L L, XNV TV — )i
B RAE B HE AT L,

Asuum®D 7V 3 — AJ) AR T B AN 7 — )VolER

W (1 g/mL) N a— AR AH (mg/24h/gHAR)
0 16.31+£547
0.0125 14.58+3.46
0.025 10.03+3.19
0.05 850+2.84
0.1 6.17+2.00
0.25 3.32£1.15

Mean=S.D.

Syphacia muris (T v NEHR) ([2OWTHFEERIC, HEMREIIZ VT —ZDOHY A

AHHE S N7,

@)in vivo

Syngamus trachealZJ&4ge L 72 EE B2 ARV & — )L 20.05% O00.1% 700 L 72 fil £
EVNC-T NV A= AR L 720K % 245 5- 2 EE T B LK EZ £ T M.
{RBE, AR A OB ZME L2 2 A, Z VT —ADR Y ARIEANRY 7 —

W2 &> THES N2,

Strachea®C-7" )V 2 — AR Y IABRITKE S 2 A XV ¥ — VOEH

SEPPLRE (EEHT %) HAtRE (o > b /5 /g k)
0 444571446
0.05 1462.5% 258
0.1 12434 254

3) 7Y -4 OERImEP®

in vitro

Mean=S.D.

Ascaris suum (JFRUHH) % 7))V 3 — ZATMIEEHICER R L. A XV 7 — ViR IN48IRE [
BICIES LR (5 + £82) ZEMHE L. 30%KOH20mLH1100C . 304 M L L 720
ARV =VIRINMZ LY, gfBER7-0 D7) a—7 U E&widfiedwn |\ 2iE L7z
Syphacia muris (7 v MER) (ZDOWT RO REIE S 72,




2. ¥ B 4% H
(0o%)

BEH O 7 1) 3 — 7 SRk B AR Y 5T — LR

#20 ORI 7Y Ay %
(# g/mL)
0 1441271 100.1
A.suum 0.1 92.4+20.0 64.1
(mgZ' ) a—%4 > /gfkEE)
0 2955+476 100.1
S.muris 5 196.1%£299 66.3
(ugZ) a—7% > /100H4k)
Mean=S.D.
in vivo

Syphacia muris\ZEge & 72T v MIANYF Y — L% 1 [ARELOHRS L, 2412
HEEEDTKOHTHIL Lz 2 A, 7)) a—F ryEmiE ANV T — Vo ke

A L 72

Smuris® 7 ) A=V EBRIINTHARY Z ) — )VOVEH

SEYEE (mg/kg) sy a—rrasE (ug/10001E)
0 383.4%56.5
0.63 252.7+126
125 211.9+108
25 179.7+325
5 1616149
10 129.0+84

Mean =S.D.
4) ATPOERIMEIER® 7

Moniezua expensa,Haemonchus contortus % (’Fasiola hepaticalZ HARIEG: L 72712 X
NYF = Va5 L (Wi HICH L Tidl0mg/kg, #1246 L Tld100mg/kg) . %
Sy e BEICERBH L. B2 ED T AVEF RO Ebr T/ 7T
OHEIZBWT, X7 L4 F F, ATPL X )V B X PATP/ADPHE MK L 720 in
vitro T & A DAE RS N7z,

5) BFEMEEEICHT 51EH
Ascaris suumZJEGe U 72 RIS AR Y 77— )b % 30ppmim il L 7z fl ek 2 B s 2, &5
6, 9, 15K U2UREZICKZERL T, IBE,O BRT £ 7, BT HMEN. Ml
MBS L2 2A, TR OTRIUEREDS A XY Y = VI > THESNTE
0. BE24FE OB L TUEZALDSA T A TEILTH - 72
—H. TBETH BLIKOZERGOWIPGHAL T 5 O L L B bk o 72,
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1. MAREOHRE | (1) BELFEHCMARE - 4L %0,
Ao E & ARHNZAMAGRE B L DERT 20 TI3 % <, BIRICHEBIER T 25848 TH 5,
(2) mEEMmpiREIERRE
TN T T~ 8 B AH & 200mgHL [l 3% 5- L 72 D Tmaxid, (ROl ) TH - 720

| Tmax (hr) | 193+094 |
Mean = S.D.
(3) BFEHETOIMBEE
(L[RPG5 050 2
fEEFE R N - 8 B AR % 200mg B IR 15 L 720
(ng/mL)
100
1
e
10
EF' L}
-3
L \ Mebendazole
1 .
T T T T T
6 12 24 48 72 (hr)
I [
B OB GRS /8T A — &
Tmax (hr) Cmax (ng/mL) tie (hr) AUCo- (g g hr-mL")
1.93+0.94 39.4+39.5 4.43+0.90 0.29+0.28
Mean=S.D., n=8

(4) hBERERRT 5MARE | 250 L

BEBEEOKE/NNTA—4

(1) RARREES | Uk L

(2) NAATALSEYF ¢

R AT AHI200mg % HIFHRE L1 5 L 72 G 1L 7 © OIIUZ01~03% T - 72

(3) BEEEER | HUTOH 2 L

(4) ZUTIL R Glishin L

(5) DA : Lk L

(6) MPFEPMAE : LUBHZ L

N
5
~m§
et
* @
(="
w3

JAY

3. % YR | REEE RS AHI200me & BRI 1S L 72 Rg, THALE 2> 5 OWIIE01~03% Tdh - 72,
4. 4 | (1) mR-REBEFTEENE « R4k L

(2) BRREAOBITH : B8EH 2 L
(3) FLAHRAOBITH - ZNEkZ L
(&%)

7Y CHRIT T S Twv b,
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jﬁi 1x10°%g/mL : BRI 1)
| e L RE <A 200mg/kg po. EHZ L
7 ) 1 X 300mg/kg po.T TIEMZ L
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\ZFEC L2 DAL, i AMERE 2 4R L. 1TE. YMBLIS BB b e h o 72,

(3) &FEHESMHR
1) IRRT RO IREA R 5 508R
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A X OEARAIIE (1 ~56H) 1220mg/kg% #5145 5 L 723 BRTlE, sk O
IR SN o 72,

(4) ZOfOFHFEM
1) PAREM
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% /|
v W52 : Janssen-Cilag Ltd
W74 Vermox 100 mg tablets

AU - bt

FE# © 100mg

DI BEEYES

4.1 Therapeutic indications

For the treatment of Trichuris trichuria (whipworm), Enterobius vermicularis (pinworm or
threadworm), Ascaris lumbricoides (roundworm), Ancylostoma duodenale (common hookworm),
Necator americanus (American hookworm) in single or mixed gastrointestinal infestations.

There is no evidence that Vermox Tablets are effective in the treatment of cysticercosis.
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4.2 Posology and method of administration
Adults and children over 2 years:

For the control of trichuriasis, ascariasis and hookworm infections, one tablet twice a day for
three consecutive days.

For the control of enterobiasis a single tablet is administered. It is highly recommended that a
second tablet is taken after two weeks, if re-infection is suspected.

Tablets may be chewed or swallowed whole. Crush the tablet before giving it to a young child.
Always supervise a child while they are taking this medicine.

Vermox oral suspension should be considered for patients such as young children who are
unable to swallow the tablet.

L O &=
Children under 2 years:

Vermox has not been extensively studied in children below the age of 2 years.

Currently available data are described in section 4.4, 4.8 and 5.2, but no recommendations on a
posology can be made.

Because of the lack of sufficient safety data, Vermox should not be used in children below the
age of 1 year.

Method of Administration
Oral use.

Vermox oral suspension should be considered for patients such as young children who are
unable to swallow the tablet

(20234 6 H B iT)

2. BICH T BERARZIRIEE

21

(1) 3w I(CEY 5 @5HER

HADOEFRXD [956w ], [9682FiF] OHOLEIILUTOLB) THY), EERMNLE, £ —A P77
SHEEIERR D,

9.5 1Ehw
G JUIIEIR L TV A RO & 5 W3R G L awZ & BiER (F v ) THRABEEIHRE S
Tb\60

9.6 &3lLIw

HEREOBEZMER OB EEOR Y ZZ B L., BAOME Ihi2mEds2 &, 8% (v) TH
HHABITT L EPPEINT VDL, /20 AXRVT Y — LA P THAIFA~ET (5ng/mL) 52
EDHE SN TS,

<FEE ORI IE (20234 6 AkgE) >

4.6 Fertility, pregnancy and lactaction

Pregnancy

Since Vermox is contraindicated in pregnancy, patients who think they are, or may be, pregnant should not
take this preparation.

Breast-feeding

Limited data from case reports demonstrate that a small amount of mebendazole is present in human milk
following oral administration. Therefore, caution should be exercised when Vermox is administered to breast-
feeding women.




(2)

<F—ANMZY 7454 (The Australian categories for prescribing medicines in pregnancy) > Category B3 :
(20234 6 H ki)

Drugs which have been taken by only a limited number of pregnant women and women of childbearing age,
without an increase in the frequency of malformation or other direct or indirect harmful effects on the human
fetus having been observed. Studies in animals have shown evidence of an increased occurrence of fetal
damage, the significance of which is considered uncertain in humans.

NREADREICET 2155
HAOEFHRLO [9.7/NEE ] OHORLBIILTOLB) TH Y, EEORM CEDORLHMEITEL S,

07 MEE
INRAN DR CEAESIEE DT STz & DD D D

RLENZY
4.4 Special warnings and precautions for use
Not recommended in the treatment of children under 2 years

Convulsions in children, including in infants below 1 year of age, have been reported very
Y E DI S rarely during post-marketing experience. Vermox has not been extensively studied in
(20234F- 6 HEEA) | children below the age of 2 years. Therefore, Vermox should be used in children aged 1-2
years only if the potential benefit justifies the potential risk.

Because of the lack of sufficient safety data, Vermox should not be used in children below

the age of 1 year.
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