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CONG TY ¢S PHAN DUGC PHAM SAVI (SaWipharm J.S.C)

L& Z01-02-03a, Khu cbng nghiép trong Khu ché& xuit Tan Thuin,
Phuting T4n Thuin Pdng, Quin 7, Thanh Ph& Hé Chi Minh

NMAUANHASNEDIANN GOV
Trimebutine Savi 200
(Hép 3 vi)

Mau hép Trimebutine maleate 200 mg
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TO HUGNG DAN SU DUNG THUOC
RYTRIMEBUTINE SAVI 200

Dé xa tim tay tré em
Doc kjf lnréng din siv dung triede khi dimmg
Thudc nay chi dimg theo don thudc

THANH PHAN CONG THUC THUOC
(Cho I vién nén bao phim Trimebutine SaVi 200)

Thanh phin duge chit:
Trimebutine maleate..........coviiniininniniiiinenn 200 mg

Thanh phin ta dugc:

Lactose monohydrate, pregelatinized starch 1500,
croscarmellose  sodium, colloidal anhydrous silica,
hydroxypropyl cellulose, magnesium stearate,

hydroxypropyl methylcellulose 6¢ps, polyethylene glycol
s 6000, titanium dioxide, talc.

DANG BAO CHE

Vién nén bao phim.

MO TA SAN PHAM

Vién nén tron, bao phim mau tr?mg, hai mit khum, tron,
canh va thanh vién lanh Ign.

CHi DINH

Pidu trj tridu chimg dau, rdi loan nhu déng rudt va kho
chju & rudt do 16i loan chirc ndng rudt & ngudi lon.

LIEU DUNG, CACH DUNG
Ligu ding
Ngwoilon

/ Liéu thuong dung: 300) mg/ngay.

Trudong hop ngoai 18 ¢6 thé cn tang lidu lén dén 600
mg/ngay (2 vién Trimebutine SaVi 200 x 3 lin/ngay).

Trimebutine SaVi 200 chi ding dé didu trj trong thoi gian
ngn.

(*) Trimebutine SaVi 200 khéng phit hop cho liéu ding
nay. Can dimg ché pham khéc cé ham heong phit hop.

Ciéch ding

Ding dudng udng.
Nubt vién thude cling véi nuée.

Néu quén dimg thudce

Bo qua lidu di quén va udng lidu tiép theo nhu binh
thuomg, Khong udng gép d6i lidu dé bu cho liu da quén.

CHONG CHI PINH

Quéa man véi bat ky thanh phan nio ctia thude.

Mc du thudc nay chi ding cho ngudi 16n nhung cin nhé
ring trimebutine chi chdng chi dinh cho tré em <2 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Lactose

Thube ndy cé chita ta dugc lactose monohydrate. Bénh
nhan mic bénh di truyén hiém gap khong dung nap
galactose, kém hép thu glucose-galactose khéng nén ding
thubc nay.

SU DUNG THUOC CHO PHU NU CO THAI VA
CHO CON BU

Phu nik ¢6 thai

Cac nghién citu trén dong vat khong thdy c6 anh huéng
gdy quai thai.

thai ky.
Do d6, tt nhat 1a khong nén ding trimebutine trong 3
thang diu thai ky. O giai doan 3 thang gitta va cudi thai
ky, trong truwong hop du dodn khdng xdy ra tic dung
khong mong mubn déi véi ngudi me va thai nhi, nén can
nhéic ding thudc nay khi that can thié.

Phu nit cho con bii

Chura biét trimebutine ¢6 duge tiét vio sira me hay khong.
Tét nhét 1a tranh ding thudc nay cho phu nit dang cho con
bu.

ANH HUONG CUA THUOC LEN KHA NANG LAl
XE, VAN HANH MAY MOC

Chura ¢6 bang chirng vé anh hudng cua thudc 1én kha ning
lai xe, véin hanh may méc.

TUONG TAC, TUONG KY CUA THUOC

Twong tdc cia thube

Chura ¢ thong tin.

Tuong ky, ciia thudc

Do khéng c6 cac nghién ciru vé tinh tuong ky cia thudc,
khong trén I14n thude nay véi cac thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)
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It gdp (1/1.000 £ ADR < 1/100) DUQC PONG HQC
Da va mb dudi da: Phat ban. Hép thu
Chuea ré tan sudt Sau khi uéng, nbng @6 trimebutine 16i da trong méu dat

Hé mién dich: Phan tmng quia man (ngira, may day, phi duge sau 1-2 gid.

mach va trudmg hop ngoai 1¢ séc phan v§). Thai trir

Da vid md duéi da: Ban da dt sin, hdng ban, phan éimg | D&i véi dang bao ché vién nén ding dudmg udng,
eczema va chc phan (g trén da nghiém trong gdm hdi trimebutine dugc thai trir nhanh chong chi yéu bai than
chitng ngoai ban mun mu toan thin cép tinh (AGEP: (trung binh 1a 70% trong 24 gid).

Acute generalized exanthematous pustulosis), hong ban da QUY CACH PONG GOI

dang, s6t nhidm doc do di 0 ing thude. " s
Hop 3 vix 10 vién.

PIEU KIEN BAO QUAN
Noi kho, nhiét dd khong qué 30 °C. Tranh dnh sdng.

QUA LIEU VA CACH XU TRI

Khi diing thudc qué liéu, c6 thé quan st thy tinh trang rdi
loan tim nhu chdm nhip tim, kéo dai khoang QT, hoiic
nhip tim nhanh va r&i loan than kinh nhu budn ngu, co gidt HAN DUNG

va ngdt. Cn dic biét theo ddi bénh nhén va didu tri tridu 36 thang k& tir ngay san xuét.

chiing khi cin thiét, TIEU CHUAN CHAT LUQNG

( DUQC LYC HQC Tiéu chuén co so.

Nhém duge Iy: Thube chéng co thit co tron, CO SO SAN XUAT
Ma ATC: AO3AAQS
Trimebutine chi gy anh huong 1én nhu dong rudt & dudng

tiu hoa. llAuncL-.l TRON VEN " ]/"N "
o
Trimebutine ¢6 dic tinh chi van enkephalinergic. Thudc CONG TY CO PHAN DUGC PHAM SAVI Py A M g

kich thich nhu ddng rudt bﬁng cach kich hoat céc song pha (Savipharm J.5.() / g-

111 lan truyén nhe phirc hop din truyén vin dong; gay tc A!\\
L6 Z01-02-03a, Khu Céng nghiép trong Khl}(Qh ‘

ché nhu dong rudt da duge kich thich trude dé (& dong 2
Tén Thuén, Phuong Tan Thudn Pdng, Quarn 7, Thanh

vit).

Trong nghién ciru in vitro, thube giy tic dong bing cich pho HO Chi Minh.

chen kénh natri (ICsp = 8,4 uM) va (rc ché sy gidi phéng

che chét trung gian ciia thy cam dau (glutamate).

& chudt, thubc gay tc ché phan ting dau & dai trang va

truc trang trong cdc md hinh thi nghiém khéc nhau. Tp. Hd Chi Minh, ngéy 0% théng [0 nam 20 2+
KTFIONG GIAM pOC

N@% OC (CL - KHCN), /.
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