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; MAU DANG KY 
TO HUGNG DAN SU DUNG THUOC BECOTRIME 

8x BECOTRIME 

©é xa tam tay tré em 

Doc ky huéng dan sit dung trudc khi diing 

Thuéc nay chi ding theo den thuéc 

Thanh phan céng thitc thudc: Mi vién nén bao 
phim chia: 

- Thanh phan duge chat: 
Trimebutin maleat 100 mg 

- Thanh phan ta dude: 
Cellactose 80, Croscarmellose sodium, Talc, 

Magnesi stearat, PEG 6000, HPMC 606, HPMC 

615, Titan dioxyd. 

Dang bao ché: 

- Vién nén bao phim 

- Vién nén hinh tron, hai mat 16i, mot mat cd 

khac ch MY, mot mat tron, bao phim mau trang, 
bén trong mau trang. 

Chi dinh: 

Thuée chi dinh cho ngudi dn dé diéu trj triéu 

ching dau lién quan dén rdi loan chic nang cla 

duGng tiéu hda. 

Cach dung, liéu ding: 
Ngudi Idn: Uéng méi lan 1 vidén, ngay 3 lan. 

Trudng hop ngoai Ié, cé thé tang lén 6 vién/ngay. 

Thdi gian sti dyng khuyén cao la 3 ngay. Trong 

truéng hgp khdng cé dau hiéu canh bao nao, thdi 

gian su dung tdi da la 7 ngay. 

Chéng chi dinh: 
- Qua man vdi trimebutin maleat hodc vdi bat ky 

thanh phan ta duge nao cilia thuéc. 

- Tré em dudi 2 tudi. 

Canh bao va than trong khi ding thudéc: 
- Chua xdc dinh dugc chéng chi dinh tuyét déi va 

than trong déi vdi hoat chat nay. Chua c6 bat ky da 
liéu nao dugc ghi nhan tai thdi diém nay. 

- Khéng khuyén cdo ding trimebutin cho tré em 
dudi 12 tudi. 

Su dung thudéc cho phy nd co thai va cho con bu: 
- Phu nd co thai: Cac nghién cuu trén déng vat 

khong thay bang ching vé tac dung gay quai thai. 

Hién tai, chua cé d@ ligu day di: dé cé thé danh gia 
kha nang gay déc tinh ho&c di dang thai nhi khi 

ding trimebutin trong thédi ky mang thai. Do dé, 

khéng dling trimebutin trong 3 thang dau cla thai 
ky. Chi ding trong 3 thang gida va 3 thang cudi thai 

ky khi that sy can thiét. 

- Phu n@ cho con bu: Khong biét liéu trimebutin 

cé dude bai tiét trong sa me hay khong. Vi vay, 

nén tranh ding trimebutin cho phy n@ cho con bu. 

Anh huéng culia thudéc lén kha nang 14i xe, van 
hanh may moc: 

Khong cé dé liéu vé anh hudng cla thudc lén 

kha nang lai xe va van hanh may moc. 

Tuong tac, tuong ky cla thudc: 

Khéng cé bao cao vé nghién ciu tudng tac 

trimebutin. 

Tac dyng khéng mong muén cua thuéc (ADR): 
Cac phan ung bat Igi dudi day dude ghi nhan 

dya trén cac thi? nghiém lam sang va dugc bdo cdo 

sau khi thudc luu hanh trén thi trudng. 

Cac tac dung khéng mong mudn duge xép theo 

phan loai hé co quan va tan suat, sii dung cdc quy 

uéc sau day: Rat thudng gdp (ADR > 1/10); Thudng 

gap (1/100 < ADR < 1/10); it gap (1/1.000 < ADR < 

1/100); Hiém gap (1/10.000 < ADR < 1/1.000) Rat 

hiém gap (ADR < 1/10.000); Chua biét (khéng thé 
u6c tinh te dé liéu od san). 

R6i loan hé théng mién dich 
- Chua biét: Phan Ung qué man (nhu nga, néi 

may day, phu mach va dac biét s6c phan vé). 

Réi loan da va m ida 

- it gap: Phat ban. 
- Chua biét: Ban da, ban dd, eczema va di Ung 

da nghiém trong bao gém héi chting ngoai ban myn 

mi toan than cap tinh (AGEP), héng ban da dang, 
s6t phat ban. 

Théng bao ngay cho bac si hodc dugc si nhiing phan 

ung cé hai gap phai khi si dung thudéc 

Qua liéu va cach xi tri: 
- Triéu chiding: Dung qua liéu cé thé gay ra cdc 

réi loan tim nhu nhip tim cham, kéo dai khoang QTc, 
nhip tim nhanh va réi loan than kinh bao gé6m buén 
ngU, co giat, hdn mé. 

- Xe tri: Trong truéng hgp qua liéu can theo déi 
va diéu tri trigu ching. 

Dac tinh duge lyc hgec: 

Nhém dugc ly: Thudéc chéng co that co. 
Ma ATC: AO3AA05. 

- Trimebutin l& thuéc chéng co that cd tac dong 
trén co, diéu chinh su van dong dudng tiéu hoa va 

nhu déng rudt. Trimebutin la chat chi van 
enkephalinergic 6 ngoai bién, kich thich su van 

ddng 6 rudt bang cach kich hoat s6ng pha III dude 
lan truyén nhd phic hgp di chuyén van dong va 
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cOng cé thé Uc ché su van dong nay néu trudc dé 
da bi kich thich. 

- Nghién cuu trén in vitro, trimebutin cé tac dung 
ngan chan cac kénh natri (IC50 = 8,4 uM) va tic ché 

sy giai phéng chat trung gian cla nociception 
(glutamat). 

- Trén cdc m6 hinh thi nghiém, thuédc tic ché cac 

phan Ung gay chudng truc trang va dau bung & 
chudt. 

Dac tinh duge déng hoc: 

Trimebutin dude h&p thu tét sau khi uéng, dat 

néng d6 téi da trong mau sau khi udng ti 1 dén 2 

gid. Thuéc dudc dao thai nhanh chi yéu qua nudc 
tiéu: trung binh 70% sau 24 gid. 

Qui cach déng goi: 
Hop 10 vi x 10 vién nén bao phim. 

Diéu kién bao quan cia thudc: Bao quan thudéc 6 
ndi khd, nhiét dé khong qua 30°C, tranh anh sang. 

Han dung cua thuée: 36 thang ké tu ngay san xuat. 

Tiéu chudn chat lugng cua thudéc: TCCS 

Tén, dia chi cia co sé san xuéat thuéc: 

4S 
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$6 6A3 quéc [6 60, P. Phu Tan, thanh phé Bén Tre, tinh Bén Tre, 
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