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cHi DINH Buéu tri nhiém mot hodic nhcéu loai giun duding tiéu noa Trichuris trichura (giun t6c),
Enterobius vermicularis (giun kim hodc giun chi), Ascaris Jumbricoides (giun dila), Ancylostoma
duodenale (giun mdc), Necator americanus (giun ma).

CACH DUNG, LIEU DUNG

CACH DUNG: Diing duéing udng.

LIEU DUNG

Ngudi I6n va tré em trén 2 tudi

Enterobius vermicularis (giun kim)

M@t vign 100 mg vi liéu duy nhat, 3p lai nu cdn thiét sau 2 dén 3 tudn. Tat ca cc thanh vién trong
gia dinh nén dugc didu trj ddng thai.

Trichuris trichiura (giun toc), Ascaris lumbricoides (giun diia), Ancylostoma duodenale (giun mdc),
Necator americanus (giun mo)

Mt vién 100 mg vao budi sdng va mt vién vao budi tdi trang ba ngay lién tiép. Mét liéu duy nhat chia
mit vién 500 mg ciing c6 thé cé higu qua.

Ngudi cao tudi

Liéu mebendazol & bénh nhan cao tudi gidng nhu déi vai ngudi lon.

C4 thé nhai hodc nudt vién mebendazol 100 mg.

Vign thudic cd the duge nhai hodc nudt toan b. Nghién ndt vién thudc truéc khi dua cho tré nhd. Ludn
ludn gidm sat mot dda tré trong khi ching dang ding thudc nay.

Hodc theo chi din clia Thdy thudc.

CHGNG CHI BINH: Mebendazol chding chi dinh trong thdii ky mang thai va § nhiing banh nhan qud
man cam vdi bat ky thanh phdn nao cia san phdm.

CANH BAD VA THAN TRONG KHI DUNG THUGC

Khdng nén ding trong didu tri cho tré em dudi 2 tudi. Mot nghién clu bénh chiing vé mot dgt bing
phat hoi chilng Stevens - Johnson/ hoai tir bigu bi nhiém déc (SJS/TEN) cho thdy cd thé co mai lign
quan vdi vige sif dung déng thasi metronidazol vai mebendazol. Mic dis khdng cé dil ligu bd sung vé
khd n3ing tuong tac nay, nén trinh sif dung déng thai mebendazol va metronidazol.

Lign quan dén ta duge

Aspartam: Thudc ndy chifa 12 mg aspartam trong mdi vién. Aspartam la mot ngudn phenyialanin. Cé
thé c6 hai néu ngudi sif dyng méc bénh phenylketon nidu (PKU), mat ching rdi loan di truyén higm
gdp, trong dé phenylalanin tich tu do cd thé khang thé loai bé ding cich.

Mau cam E110: cd thé gay phan iing dj ting.

U DYNG THUBC CHO PHY N O THAI VA CHO CON BU

Phy nif cd thai: Vi mebendazol chdng chi dinh trong thai ky mang thai, nhiing phu nt nghf ring ho
dang hodc cd thé dang mang thai kndng nén diing thudc nay.

Phu nif cho can bii: Vi khdng biét lidu mebendazol co dugc tigt vao sia me hay khang, vi vdy khdng
nén cho con b sau khi ding mebendazol.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MGG

Mebendazol khdng dnh hudng dén kha ndng I4i xe va van hinh may mac.

TUONG TAC, TUONG KY clA THUGC

Tudng tac thudc

Diéu trj dong thisi véi cimetidin cd thé tc ché chuyén hoa clia mebendazol & gan, din dén ting ndng
d0 thudic trong huy8t tudng.

Nén trdnh sif dung dong thdi mebendazol va metronidazal (xem Cdnh béo va thin trang khi diing
thuéc).

Tutdng ky thudt: Chua bigt.

TAC DUNG KHONG MONG MUGN CUA THUGE

Muyc ndy trinh bay cdc phdn dng bat Igi da dugc bao cdo. Phan Ung bt Igi 2 céc tic dung phy dugc
coi la cd lign quan hop Iy d&n vidc sif dung mebendazol dva trén dénh gid todn dign vé thong tin tac
dung phy ¢ sdn. Méi quan hé nhin qué véi mebendazol khdng thé duge thiét 1ap mt cdch déng tin
cdy trong cdc trubing hgp riéng 18, Ngodi ra, do cdc thir nghiém I1Am sing dugc tign hinh trong cic
didu kién rit khdc nhau, ty 18 phan ing b4t lgi quan st dugc trong cc thi nghigm 1am sang ciia mot
loai thuic khdng thé so sdnh tryc tiép véi ty 18 trong cdc thir nghiém lam sing clia mét loai thudc
khac va cd thé khang phan dnh ty 18 quan st dugc trong thyc hanh [am sang.

B0 an toan clia mebendazol dugc dénh gid trén 6.276 ddi tugng tham gia vao 39 thir nghigm lim
sang dé didu tri nhiém mdt hay nhiéu loai ky sinh tring & dubing tidu hoa. Trong 39 thif nghigm 14m
sang nay, khdng c6 phan tng cé hai chia thudc (ADR) ndo xdy ra d = 1 % d8i tugng dugc didu tri bing
mebendazal.-

Céc ADR dugc xdc dinh tif cdc thir nghidm [&m sang va kinh nghigém hdu mai vdi mebendazol dugc
trinh bay dudi day. Cdc loai tn suat duge sir dung quy u6c sau: RAt thuding gap (= 1/ 10); thuding gap
(=1/100 d&n < 1/ 10); it gap (= 1/ 1.000 d&n < 1/ 100); hi&m gdp (= 1/10.000 d&n < 1/1.000); rat

higm gap (< 1/ 10.000) va khdng rd (khdng thé tién dodn duge tir T liéu hién co).

Rdi loan mdu va hé bach huyét

Hi#m géip: Gidm bach cdu trung tinh®,

Rdi loan hé thang mién dich

Hi#m gaip: Qud man bao gdm phan (ng phdn vé va phan ing gidng phan vé°,

Rai loan hé thdn kinh

Hi#m gaip: Co gidt’, chéng mat'.

Rdi loan tigu héa

Thuding gdp: Baubung”.

it gap: Khd chiu & bung’, tiéu chay’, day ha".

Rdi loan gan mat

Hi&m gap: Viém gan’, xét nghiém ¢hic ndng gan bt thung®.

Rdi loan da va mé dudi da

Hiém gap: Phat ban’, hoai tir biéu bi nhidm dac’, hdi ching Stevens - Johnson®, ngoai ban’, phii
mach®, may day’, rung t6c’.

* DI lidu tAn sudt ADR I4y tir cdc thi nghiém lim sang ho4c nghién ciudich 1 hoc.

" Cdc ADR khong dugc quan sat thédy trong cdc thi nghiém 1am sang va t4n suat duge tinh biing
“Quy tdc 3", duge trinh bay chi tiét trong tom t&t dic diém sdn phdm ndm 2009. 6.276 bénh
nhan trong cdc thir nghiém 1am sang va nghign ctu dich t& hoc, chia cho 3 (tdn sudt = 1/2092).
Luu y: Tén sudt khde vdi t4n sudt dugc bo cdo trong CCDS thang 8 ndm 2009, vi ching khéng
dugc tinh bing cang thifc chi tiét trong tom tit dic diém san phdm nam 2009.

B4o cdo cdc phan iing bt Igi nghi ngdl

B4o cdo cdc phan dng bat Igi nghi ngd sau khi cAp phép sin pham thudc 12 rat quan trong. NG
cho phép tigp tuc theo ddi vé Igi ich/ nquy ca clia sdn phdm thudc. Cc chuyén gia chdm sdc sic
khde dugc yéu cu bao cdo bat ky phan (ng bat Igi ndo bj nghi ngil thang qua hé thdng bao co
qudc gia.

Théng béo cho bdc sTnhiing tac dyng khdng mong mudn gip phai khi sif dung thudc.

QUA LIEU VA CACH XU TRi

@ nhiing bénh nhan sif dung liéu cao hon lidu khuyén cdo hodc sif dung trong thasi gian kéo dai,
nhiing phén ting bét lgi duge bao cdo thubing hiém gip, bao gdm: ryng téc, réi loan chic néng
gan cd hdi phyc, viém gan, mdt bach cdu hat, gidm bach cdu trung tinh, va viém cdu thin. Ngoai
trif trubing hop mdt bach cdu hat va viém cdu thin, nhitng phén Ung bat Igi nay cling duge bao
cdo & nhilng bénh nhan diéu tri vdi mebendazol & lidu chudn (xem Tac dung khdng mong mudn
cua thudc).

D&u higu va tridu chiing

Truting hop vd tinh dilng thudc qud liéu, ¢d thé gdp co ciing bung, budn nn, ndn va tidu chdy.
Biéu tri: Khong cé thudc gidi dic higu. CO thé ding than hoat néu thich hgp.

DAC TINH DUGC LYC HOC

Nhom duge ¥ didu tri: Thudc tri giun sén duiing udng, din xudt benzimidazol. M3 ATC: PO2CAO1.
Cd ché tac dung

Nghién ciu in vitro va in vivo cho thdy mebendazol ngdn chan sy hép thu glucose cla cdc dang
qiun sdn trung thanh va du tring mdt cdch chon loc va khang thé ddo ngugc. Sy e ché hap thu
glucose d&n dén sy can kidt ngudn dy trit glycogen ndi sinh trong co thé giun sdn. Thigu glycogen
dan dén gidm hinh thanh ATP va thay ddi siéu cdu triic trong t& bao.

Khang cd bing chitng cho thdy mebendazol cd higu qua trong didu tri bénh &u triing sdn lgn.

DAC TINH DUGC BONG HOC

Hap thu: Sau khi ding duling udng, < 10 % liéu ding duge hap thu vio hé tudn hodn do sy hdp thy
khong hoan toan va do chuyén hda manh trudc khi vao hé tdn hoan (tic ddng chuyén hoa ban
d4u). Néng dé tdi da trong huyét tudng thubing dat dugc sau 2 dén 4 gi¢ ding thudc. USng thudc
cling véi bifa &n gidu chat béo d&n d&n tang sinh kha dyung clia mebendazol.

Phan b Sy gén k&t vai protein huyét tuong ciia mebendazol khodng 90 dén 85 %. Thé tich phan
b tir 1 dén 2 L/ kg cho thdy mebendazol ¢6 thé xuyén qua td chifc ngodi mach. Didu nay dugc
chiing minh bing nhitng dIr lidu vé ndng dé thudc trong ma trén céc bénh nhan didu trj 1u dai véi
mebendazol (vi du lidu 40 mg/ kg/ ngay trong 3 - 21 thang).

Chuyén héa: Mebendazol ding duéing udng duge chuyén hda manh chil y&u qua gan, Ndng do
trong huyét tuong cla nhiing cht chuyén hda chinh (dang amino va amino hydroxyl héa clia
mebendazol) cao hdn so vdi mebendazol. Sy suy gidm chifc nang gan, chuyén hda, hodc thai trir
qua dudng mat co thé din dén ndng dd mebendazol trong huyét tudng cao han.

Thai trir: Mebendazol, cic dang lién hdp clia mebendazol va nhiing chat chuyén héa clia nd co
thé tri qua nhigu vong téi tudn hoan gan rudt va dugc thai trir qua nudc tidu va mat. Thai gian ban
thai biéu kién sau mét liéu wing khodng 3 dén 6 gids @ hdu hét bénh nhan.

Durge ddng hoc & trang thai dn djnh: Néng do clia mebendazol va cac chdt chuyén hda chinh
trong huy&t tuong ting 1&n khi sif dung dai ngay (vi du 40 mg/ kg/ ngay trong 3 - 21 thang), ddn
d&n ndng do & trang thai 8n dinh cao g&p 3 14n so i sif dyng lidu dan.

QUY CACH DONG GOl Hap 1 vix 1 vién.

HAN DUNG: 36 théng ké tis ngay san xuat.

DIEY KIEN BAO QUAN: Nai khd, nhigt dd khdng qud 30°C, tranh nh sing.

TIEU CHUAN: TCCS.

Cd sd san xudt:

CONG TY CO PHAN DUGC HAU GIANG - Chi nhénh nha mdy dugc phim DHG tai Hau Giang
Ld B2 - B3, Khu cdng nghigp Tan Phi Thanh - giai dogn 1, x Tan Phd Thanh, huyén Chdu Thanh A, tinh Hau Giang, Viét Nam

DT: (0293) 3853454 e Fax: (0293) 3953555
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