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D€ xa tdm tay tré em
Boc ki hudng dén sif dyng trudc khi ding
Thudc nay chi dung theo don thudc

Thanh phén céng thuc thude: Mbi vién nén bao

phim chua:

- Thanh phén dugc chat:
Trimebutin maleat

- Thanh phén 14 dugc:
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 trdn, hai mat 16i, mdt mit cé
khdc chd MY, mot mét trdn, bao phim mau trdng,
bén trong mau trdng.

Chi dinh:

Thudc chi dinh cho ngudi I6n dé diéu tri triéu
ching dau lién quan dén rdi loan chuc ndng cla
dudng tiéu hoa.

Cach dung, liéu dung:
Ngudi I6n: Udng mbi 1&n 1 vién, ngay 3 Ian.
Truéing hgp ngoai I&, c6 thé tang Ién 6 vién/ngay.
Thdai gian st dung khuyén cédo la 3 ngay. Trong
trudng hgp khong cé ddu hiéu canh bao nao, thdi
gian su duyng tdi da la 7 ngay.

Chéng chi dinh:

- Qué méin véi trimebutin maleat hodc vdi bat ky
thanh phéan ta dugc nao cia thudc.

- Tré em dudi 2 tudi.

Cénh béo va thén trong khi ding thudc:

- Chua xdc dinh dugc chdng chi dinh tuyét ddi va
than trong ddi véi hoat chit nay. Chua c6 bat ky di
liéu nao dugc ghi nhan tai thdi diém nay.

- Khdng khuyé&n cdo ding trimebutin cho tré em
dudi 12 tudi.

100 mg

Sir dung thudc cho phy nir c6 thai va cho con bu:

- Phy ni c6 thai: Cac nghién cdu trén ddng vat
khong thdy bing ching vé tac dung gay quai thai.
Hién tai, chua c6 di liéu day di dé c6 thé danh gia
kha ndang gay ddc tinh hodc di dang thai nhi khi
dung trimebutin trong thdi ky mang thai. Do d6,
khodng ding trimebutin trong 3 thang dau cla thai
ky. Chi dung trong 3 thang gida va 3 thang cudi thai
ky khi that sy can thiét.
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- Phy nir cho con bu: Khong biét liéu trimebutin
c6 dugc bai tiét trong slia me hay khong. Vi vay,
nén tranh dung trimebutin cho phy nd cho con bu.

Anh hudng cida thuéc lén khé néng léi xe, vén
hanh may moc:

Khong c6 di ligu vé anh hudng cla thudc lén
kha nang lai xe va van hanh may méc.

Tuong tac, tuong ky ctia thudc:
Khdng c6 bdo cdo vé nghién cdu tucng tac
trimebutin.

Tac dyng khéng mong muén ciia thuéc (ADR):

Céc phan (ng bt Igi dudi day dugc ghi nhan
dya trén cdc thi nghiém lam sang va dugc béo cédo
sau khi thudc luu hanh trén thi trudng.

Céc tac dung khong mong mudn dugc xép theo
phan loai hé co quan va tan sudt, s dyng cac quy
udc sau day: R4t thuong gdp (ADR > 1/10); Thudng
gdp (1/100 < ADR < 1/10); it gdp (1/1.000 < ADR <
1/100); Hiém gdp (1/10.000 < ADR < 1/1.000) R4t
hiém gdp (ADR < 1/10.000); Chua biét (khéng the
udc tinh tu di liéu c6 sdn).

R&i loan hé théng mién dich

- Chua biét: Phan (ng qua man (nhu ngua, ndi
may day, phi mach va dic biét sé¢ phan vé).

Roiloanda va m dida

- It gdp: Phat ban.

- Chua biét: Ban da, ban do, eczema va dij ung
da nghiém trong bao gém hdi chiing ngoai ban mun
mU toan than cdp tinh (AGEP), hdng ban da dang,
s6t phat ban.

Théng bdo ngay cho bdc si hodc duge si nhiing phan
Ung cé hai gdp phai khi sif dung thuéc

Qua liéu va céch xu tri:

- Triéu chung: DUng qué lidu c6 thé gay ra cac
r8i loan tim nhu nhip tim cham, kéo dai khodng QTc,
nhip tim nhanh va r&i loan thdn kinh bao gém budn
ngu, co giat, hdn mé.

- X tri: Trong trudng hgp qua liéu can theo doi
va diéu tri triéu chiing.

Pdac tinh dugc lyc hoc:
Nhém dugce ly: Thudc chdng co thit co.

Ma ATC: AO3AAODS.

- Trimebutin la thudc ch&ng co thit c6 tac déng
trén co, diéu chinh sy van dong dudng tiéu hoa va
nhu dong rudt. Trimebutin 1A chat chi van
enkephalinergic ¢ ngoai bién, kich thich sy van
ddng & rudt béng cach kich hoat song pha Ili dugc
lan truyén nhd phic hgp di chuyén van dong va




clng co thé uc ché sy van dong nay néu trudec do6
da bi kich thich.

- Nghién cuu trén in vitro, trimebutin c6 tadc dung
ngan chan cac kénh natri (IC50 = 8,4 pM) va (ic ché
sy giai phéong chat trung gian clla nociception
(glutamat).

- Trén cac md hinh thi nghiém, thudc tc ché cac
phan (ing gdy chudng tryc trang va dau buyng &
chuot.

Dac tinh duge déng hoc:

Trimebutin dugc hdp thu t6t sau khi uéng, dat
ndng dd t8i da trong mau sau khi ubng tif 1 dén 2
gid. ThuBc dugc dao thai nhanh chi yéu qua nudc
tiéu: trung binh 70% sau 24 gid.

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

Diéu kién bdo quén cia thudc: Bao quan thudc &
ndi khd, nhiét dd khong qué 30°C, tranh &nh sang.

Han dung cua thude: 36 thang ké tif ngay san xuat.
Tiéu chuédn chét lugng ciia thuéc: TCCS
Tén, dia chi clia co sd san xuét thuéc:
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