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Mebendazol 500 mg
BOSTON PHARMA
Co s& san xudt: CONG TY CO PHAN DU'Q'C PHAM BOSTON VIET NAM
S 43, dwéng sb 8, khu cdng nghiép Viét Nam - Singapore, phuwrémg Binh Hoa,
thanh phé Thuan An, finh Binh Durrong, Viét Nam (Téa nha san xuét sb 1).
N

BOSTON PHARMA

Manufacturer: BOSTON VIETNAM PHARMACEUTICAL JSC
Ne 43, road N° 8, Vietnam - Singapore industrial zone, Binh Hoa ward,
Thuan An city, Binh Duong province, Vietnam (Manufacturing building No. 1).
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2 : HUONG DAN SU DUNG THUOC
05 PHAN '.'\ MEBECAR CHEWTAB

%’é) h'E ta tré em
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dﬁn st dung trwée khi dung

Moi vién nén nhai MEBECAR CHEWTAB c6 chita:
Thanh phin hoat chiit:
Mebendail i S e 500 mg

Théanh phin td dwge: Cellulose vi tinh thé type 102, tinh bt ngd, povidon K30, colloidal
silicon dioxyd, natri saccharin, natri lauryl sulfat, hwong cam dang bdt (maltodextrin, colloidal
silica, essential oils (orange, mandarine, ...), esters (ethyl iso butyrate, ..), aldehyds
(acetaldehyde, decanal, citral, ...), alcohols (linalool, geraniol, ...), natri starch glycolat,
magnesi stearat.

DANG BAO CHE

Vién nén nhai.

MG ti san phim:

Vién nén tron mau tring dén tring nga, hai mit phing, mot mat tron, mot mét c6 khic chit thap,
mui cam, vi ngot nhe.

CHI PINH

Mebendazol duoc chi dinh diéu tri trong céc trudng hop nhiém mt hay nhiéu loai giun dudng
rudt: Enterobius vermicularis (giun kim); Trichuris trichiura (giun toc); Ascaris lumbricoides (giun
diia); Ancylostoma duodenale, Necator americanus (giun moc).

LIEU DUNG, CACH DUNG
Liéu dung

1 vién mebendazol 500 mg duy nhét.

Dién sb dic biét

Tré em

Dung 1 liéu mebendazol 500 mg duy nhét.
Tré em < 2 tudi

Do nguy co co giat, chéng chi dinh diing mebendazol cho tré em duéi 1 tudi trong diéu tri hang
loat cac truong hop nhiém mét hay nhiéu loai giun (xem Chéng chi dinh, Canh bdo va thdn
trong khi diing thuoc).

Mebendazol chwa duge nghién ctu rong rai trén tré em dudi 2 tubi. Vi thé, chi sir dung
mebendazol cho tré tir 1 — 2 tudi néu loi ich tiém tang 16m hon nguy co tiém tang (xem Canh
bao va thdn trong khi diimg thuoc).

Cach dung
Khéng can ap dung cdc cach ddc biét nhu an kiéng hay dung thudc nhuéan trang.
CHONG CHI PINH
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Chong chi dinh dung mebendazol cho tré em dudi 1 tudi trong diéu tri hang loat céc trudng hop
nhiém mot hay nhiéu loai giun. Ngoai ra, chéng chi dinh dung mebendazol cho nguoi qua man
cam v6i thube hoic céc ta duoce cia thude.

Khéng ding mebendazol 500 mg cho phu nif ¢6 thai 3 thing dau va bénh nhén suy gan.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Than trong khi ding mebendazol 500 mg cho tré em dudi 2 tudi.

Trong g1am sat héu mai, cdc con co gidt ¢ tré em trong do 6 cé tré dudi 1 tudi duogc béao cao
voi tan sudt rat hiém gap (xem Zde dung khong mong mudn ciia thudc).

Mebendazol chua duge nghién ctu rong rai (rén (ré em dudi 2 tudi. Vi Lhé chi nén sir dung
mebendazol cho tré tir 1 — 2 tudi néu loi {ch tiém tang lém hon nguy co tiém tang (vi du: néu
tinh trang nhiém giun cla tré gdy anh huéng dang ké dén tinh trang dinh dudng va phat trién
thé chét cia tré).

Dé giam nguy co nghen, nén cin nhéc ding mebendazol 500 mg dang hdn dich udng cho bénh
nhan nhu tré nho khong thé nuot dang vién nén.

H1em gip nhilg bio céo vé rdi loan chirc nang gan c¢6 thé hdi phuc, viém gan, va giam bach
cu trung tinh & nhimg bénh nhan duge diéu tri v6i mebendazol & lidu chuén trong céc bénh ly
duoc chi dinh (xem Tdc dung khong mong muén cia thuoe — Dit liéu hdu mai). Nhing bién ¢b
nay, cung voi viém thén- tiéu cau, cling duge béo cdo khi s dung lidu cao hon muc lidu dwoc
khuyén cdo va diéu tri trong thoi gian kéo dai.

Két qua tir mot nghién ctru bénh ching (case-control study) nghién ctru vé su xudt hién hoi
chiing Stevens-Johnson/hoai tir biéu bi nhidm doc (SIS/TEN) goi ¥ vé kha ning ¢6 mdi lién hé
gilta SJS/TEN va vi€c sir dung ddng thoi mebendazol véi metronidazol. Khong cé thém dir liéu
vé tuong tac thudc - thude. Vi vdy, nén tranh st dung ddng thdi mebendazol va metronidazol.

Than trong voi td duoc

MEBECAR CHEWTAB chita duéi 1 mmol (23 mg) natri trong mdi vién nén nhai, vé co ban
duoc xem nhu ‘khéng chira natri’.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢ thai

Mebendazol ¢ biéu hién giy doc thai va quai thai & chudt céng va chudt nhit. Khong cé tac
dong c6 hai nao dd1 vai sy sinh san ctia cac loai dong vat thi nghiém khac.

Nén can nhic giita nguy co c6 thé xay ra va loi ich diéu tri mong mudn khi k& mebendazol 500
mg cho phu nit mang thai, ddc biét trong 3 thang dau thai ky.

Phu nir cho con bu

Ngudi ta khong biét rang liéu mebendazol ¢6 bai tiét qua sita me hay khong. Vi vay, nén than
trong khi sir dung mebendazol 500 mg cho phu nir cho con bu.

Kha ning sinh sin

Két qua nghién ciru anh hudng trén kha néng sinh san cua mebendazol cho thiy khéng c6 anh
hudng 1én kha nang sinh san & muc ligu < 10 mg/kg/ngay (60 mg/m?).

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Mebendazol 500 mg khong anh hudéng dén su tinh tdo va kha nang lai xe.

TUONG TAC, TUONG KY CUA THUOC

Twong tdc ciia thuéc

Str dung cung e v6i cimetidin ¢6 thé trc ché chuyén hoa mebendazol tai gan, két qua 1am tang
nong do thudc trong huyét tuong, dic biét trong trudmg hop diéu tri kéo dai.

Nén trénh diing déng thoi mebendazol v&i metronidazol (xem Céanh bdo va thdn trong khi dung
thudc).
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Twong ky, ciia thudc

Do khoéng co6 cac nghién cttu vé tinh twong ky ctia thude, khéng tron lan thude nay véi cac thuoc
khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Muc nay trinh bay céc phan tmg bt loi dd duoc bao cdo. Céc phan tmg bt loi 14 nhimg bién
b bét loi duoc ghi nhan 1a c6 lién quan vdi viée st dung mebendazol dua trén danh gia toan
dién cic thong tin ¢ sin vé bidn ¢b bit 1¢i. Khong thé x4c dinh chiic chiin ¢o mdi lién hé nhan
qua giita céc bién c¢b bt loi vdi mebendazol trong nhiing trudng hop riéng 1¢. Hon nita, boi vi
céc thir nghiém 1am sang duoc tién hanh trong nhimg diéu kién rat khéc nhau, ty 1& phan tmg
bét loi dwoc quan sat thiy trong céc thir nghiém 14m sang ctia mot thude khong thé so sanh tryc
tiép v6i ty 1& trong céac thir nghiém 14m sang cta thude khéc va khdng thé phan anh ty 18 dugc
quan sat trong thue hanh 1am sang.

Dit liéu thir nghiém ldm sang

Tinh an toan ciia mebendazol 500 mg duoc danh gia trong 39 thir nghiém lam sang trén 6276
bénh nhan duge didu tri nhiém mot hay nhiéu loai ky sinh tring duong tiéu hoéa. Trong 39 thir
nghiém 14m sang nay, khong cé phan tmg bét loi ndo xuét hién > 1% bénh nhan diéu tri bang
mebendazol 500 mg. Nhimg phan tng bt loi xudt hién < 1% bénh nhén diéu tri bing
mebendazol 500 mg duoc thé hién trong Bang 1.

Bang 1. Phan tng bét loi duge béo céo < 1% bénh nhan didu tri baing mebendazol 500 mg
trong 39 thir nghiém Iam sang

Phén loai theo hé théng/ce quan Phén témg bit lgi
Kho chiu & bung
R6i loan ti€u hoa Tiéu chay
Pay hoi
Réi loan da va mé dudi da Phat ban

Dt liéu hdu mai

Céc phan tng bt loi ctia mebendazol 500 mg 14n dau tién dwoc x4c dinh ddu tién trong qué
trinh hdu mai duoc thé hién trong Bang 2. Trong bang nay phan loai tan suat dua trén qui udc
sau:

Rét thuong gip > 1/10

Thudng gip > 1/100 va < 1/10

It gap >1/1000 va < 1/100

Hiém gip > 1/10000 va < 1/1000

RAt hiém gap < 1/10000, ké ca cac bao cdo riéng 1é

Trong Bang 2, céc phan tmg bt 1oi duoc trinh bay theo phén loai tAn sudt dua trén ty 18 bao cao
tur phat.

Bing 2. Phan tmg bét loi ciia mebendazol 500 mg duoc xac dinh trong qua trinh hau mai theo
phén loai tan suat dugc udc tinh trén ty 1€ bao cao tu phat

Phién loai co quan | Phan loai tin suit Phan ng bat loi

RO6i loan mau va hé

o e Rat hiém gép Giam bach cau trung tinh

i{lc():lh loan hé mien Rét hibm gip Qud mén bao gdbm phan img phan vé va phan img

giong phan vé
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Phin loai co quan | Phén loai tAn suit Phin wng bit lgi
Réi loan hé than T .
. B Rét hiém gip Con co gidt, chong mit
kinh
Réi loan hé tié foaam
gt Rat hiém gap Dau bung
hoa
Roéi loan gan mat | Rét hiém gip Viém gan, bat thuong xét nghiém chirc ning gan
Réi loan da va mé Bk o u Hoai tir biéu bi nhidm doc, hoi chimg Stevens-
> Rat hiém gap : . ; :
dudi da Johnson, ngoai ban, phtt mach, may day, rung toc

Bao cao ADR

Viéc béo cdo cac phan ting c6 hai duoc nghi ngdr ciia thude sau khi luu hanh rét quan trong, nd
cho phép theo ddi lién tuc ty 1¢ gitra loi ich/ rui ro cua thude. Cac chuyén giay té nén dugce yéu
cau tién hanh bao cdo cac phan timg c6 hai duoc nghi ngd thong qua hé théng béo céo qubc gia
vé thong tin thude va theo ddi phan tng c6 hai cia thude (Trung tim DI & ADR Qudc gia).

Théng bdo ngay cho bdc si hodc dwoc st nhitng phin ting cé hai gip phdi khi sie dung thuéc.
QUA LIEU VA CACH XU TRi

Qud liéu

O nhitng bénh nhan sir dung liéu cao hon liéu khuyén cdo hodc trong thoi gian kéo dai, nhiing
phén tmg bat lgi duge bao céo thuong hiem gép, bao gom: rung téc, r6i loan chirc nang gan c6
héi phyc, viém gan, giam bach cau hat, giam bach céu trung tinh, va viém céu thén-tiéu cau.
Ngoai trir truomg hop giam bach cu hat va viém cau than-tiéu cau, nhiing phan tmg bét loi nay

ciing dugc thong bao ¢ nhitng bénh nhan diéu tri véi mebendazol & lidu chuén (xem Tdc dung
khéng mong muén cia thuéc — Dit liéu hdu mdi).

Ddu hiéu va triéu chimg

Trudng hop vo tinh ding thude qué liéu, c6 thé gip co cimg bung, budn ndn, nén va tiéu chay.
Piéu iri

Khéng c6 thude giai doc dac hidu. C6 thé dung than hoat tinh néu thich hop.

PAC TINH DUQC LUC HQC

Phan nhém diéu tri: Thude trir giun san dudng ubng, dan xuit benzimidazol.

Ma ATC: PO2CAO1.

Co ché hoat dong

Trong nhig chi dinh d1eu tri, mebendazol hoat ddng tai cho trong dudng rudt bang viéc can
tré sy hinh thanh vi dng té bao ¢ rudt giun. Mebendazol gan két déc hiéu voi vi Ong va gay ra
cac thay ddi thoai hoa siéu ciu tric & rudt giun. Do do, dan dén rbi loan su hap thu glucose va
chirc nang tiéu hoa cta giun gay ra qua trinh tu phén giai.

PAC TINH DUQC PONG HOC

Hép thu

Sau khi dung dudng uéng, < 10% liéu dimg duoc hép thu vao hé tudn hoan do sw hip thu khong
hoan toan va do chuyén héa 16n truée khi vao hé tuin hoan (tac dong chuyén héa budc dau)

Nong d6 t6i da trong huyet tuong thuong dat dugc sau 2 dén 4 gid ding thubc. Ubng thube
cling véi bita an gidu chat béo dan dén tang sinh kha dung ctia mebendazol mirc d6 vira phai.

Phan bb
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Sur gén két véi protein huyét twong ctia mebendazol khoang 90 dén 95%. Thé tich phan b tir 1
dén 2 L/kg cho thdy mebendazol c6 thé xuyén qua t6 chirc ngoai mach. Diéu nay dugc chimg
minh bing nhig dit liéu v& ndng dd thudc trong mé trén cac bénh nhén didu tri man tinh véi
mebendazol (vi du lidu 40 mg/kg/ngay trong 3 — 21 théng).

Chuyén hoa

Mebendazol diing dudng ubng duge chuyén héa chii yéu boi gan. Nong do trong huyét twong
cua nhimg chét chuyén hoa chinh (dang amino va amino hydroxyl héa ctia mebendazol) cao
hon hin so v6i mebendazol. Chirc ning gan suy giam, chuyén hoa kém hodc suy giam thai trir
qua dudng mét co thé dén dén ndng d6 mebendazol trong huyét twong cao hon.

Thai trir
Mebendazol, cac dang lién két cia mebendazol va nhitng chét chuyén hoa ciia né co thé trai

qua nhiéu vong tai tuin hoan gan rudt va duoc thai trir qua nudc tiéu va mat. Thoi gian ban thai
sau mot lieu uong la khoang 3 dén 6 gio ¢ hau hét cac bénh nhan.

Trang thdi dwec dong hoc 6n dinh

Nong d6 ctia mebendazol va cac chit chuyén hoa chinh trong huyét tuong tang 1én khi sir dung
dai ngay (vi du 40 mg/kg/ngay trong 3 — 21 thang), dan dén ndng dd & tinh trang 6n dinh cao
gép 3 1an so véi sir dung liéu don.

QUY CACH PONG GOI
Vi xé A/AL Hop 1 vi x 1 vién nén nhai kém theo t& huéng dan str dung.
Vi xé AVAL Hop 1 vi x 4 vién nén nhai kém theo t& huéng dan sir dung.
PIEU KIEN BAO QUAN
Bao quan noi kho, dudi 30°C, tranh anh sang.
HAN DUNG
36 thang ké tir ngay san xut. Khong dimg thudc qua thoi han sir dung.
TIEU CHUAN CHAT LUQNG
Tiéu chuin co sd.
TEN, PIA CHI CUA CO SG SAN XUAT THUOC
Co s& san xudt: CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM.

Dia chi: S6 43, duong sb 8, khu cong nghiép Viét Nam - Singapore, phuong Binh Hoa, thanh
phé Thuan An, tinh Binh Duong (Tda nha san xuét s6 1).

NGAY XEM XET SUA POI, CAP NHAT NQI DUNG HUONG DAN SU DUNG THUOC
Binh Duong, ngabeﬂ thangil nam 2023
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