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THANH PHAN:

Thanh phan dirge chét:

Trimebutin maleat 100,0 mg.

Thanh phdn té duwgc: Lactose monchydrate, Pregelatinized starch, Sodium starch glycolate, Tartaric acid, Colloidal
silicon dioxide, Magnesium stearate, Hypromellose, Titanium dioxide, Polyethylene glycol 6000.

DANG BAO CHE:
Vién nén bao phim hinh tron, mau trang, khum, hai mit tron.

CHI PINH: T
Diéu tri trigu chimg: Pau, rdi loan nhu dong rudt, khé chiu dudng rudt c lién quan dén rdi loan chirc ning dudng rudt.
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CACH DUNG, LIEU DUNG: z.\‘*" 4
- Thubc duge ding theo dudng ubng.

- Thubc chi ding cho ngudi 16n: lidu théng thudng 1a 1 vién x 3 lin mdi ngay.

- Trong céc trudmg hop ngoai 1€, lidu c6 thé tiang Ién t6i 6 vién/ngay.

CONGTY
E)UUC PH,

CHONG CHI PINH:
Bénh nhan min cam v6i trimebutin maleat hofic bt et thanh phén nao khac cia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Chua x4c dinh duoc chéng chi dinh tuyét dbi va than trong dbi vé6i trimebutin maleat. Chua c6 bat ky dif liéu ndo duge
ghi nhén tai thai diém nay.

Lacfose; Thanh phan thuéc cé chira lactose: Thén trong khi diing cho bénh nhan bj rbi loan di truyén hiém gip nhu
khéng dung nap galactose, thiéu hut lactase hoan toan hodc kém hap thu glucose-galactose.

SU DUNG THUOC CHO PHY NU CO THAI VA CHO CON BU:

Sir dung thude cho phu nit ¢6 thai

Nghién ciru trén ddng vét chua phét hign tic dung gay quéi thai. Khéng c6 nghién ciu day dit va dige kiém soét tét cua
trimebutin & phu nit mang thai. Khéng ¢6 bing chimg v& kha niing giy quéi thai hogc céc tic dung khéng mong mudn
lén sy phét trién thai nhi khi sit dung & chugt va thd mang thai. Tnmebutm chi nén dugce sit dung trong thai ky khi lgi
ich tiém nang cho bénh nhén cao hon nhiéu so vdi nguy co c6 thé xdy ra cho bénh nhan va thai nhi.

Sir dung thuéc cho phu nit cho con bi

Tinh an toan khi sir dung trong thoi k¥ cho con bii chua duge thiét 14p. Chi nén sit dung cho phy nff cho con bii khi that

sur can thiét.

ANH HUGONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chura c6 danh gid mét cach c6 hé thong ve anh huéng clia trimebutin 1&n kha niing 14i xe va van hanh my méc. Thin
trong khi sir dung thuoc cho ngudi dang l4i xe va vén hanh mdy mdc. ;

TUONG TAc TUONG KY CUA THUOC:

Twong tic thude:

Cdc nghién ciru trén dong vt da chi ra ring trimebutin 1am ting thoi gian tdn tai ciia curarization d-tubocurarin khi
diéu tri bing cuara,

Khéng ¢6 tuong tac thubc khéc duge quan st thdy hoic duoc bdo cdo trong cc thit nghiém 14m sang.

Twong ky thude
Do khéng cd céc nghién citu vé tinh tu(m ky ciia thude, khong trn 1an thudc nay véi cac thuoc khic.
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TAC DUNG KHONG MONG MUON CUA THUOC:

Céc tac dung khdng mong muon ciia thude trong bang duéi ddy da duge béo cdo trén bénh nhén sir dung trimebutin. Tan
sufit duge phén loai nhu sau: rét thumg gip (ADR = 1/10), thudng gdp (1/100 < ADR < 1/10), {t gip (1/1000 < ADR <
1/100), hiém gap (1/1000 < ADR < 1/10000) rét hiém gip (ADR < 1/10000), chua ré (khéng thé wdc luong duge tir dit
liéu c6 san).

Rit Thudng gip It gap Hiém gip inibis

He co quan " thwdng (U100 | (11000 | (UI000S | o loipp Chua ré (khong thé uée
; gip (ADR ADR < ADR < ADR < {:'1”{]000) lwgng duge tir dit ligu c6 san)
> 1/10) 1/10) 1/100) 1/10000)
R6i loan hé| Phan (mg qu4 man (ngita, noi
mién dich may day, phtt mach va dic biét
1a sbc phén vé).
Ri loan da va Nagira Phét ban dat san toan than, ban
bidu mé Phat ban do, phan tmg giéng bénh cham

va céc phan ing da dic bigt

nghiém trong bao gbm céc

trudmg hop hoi chimg ncroal

ban mun mi toan than cap tinh

(AGEP), ban do da dang, st
phét ban do thudex.,

S

THONG BAO NGAY CHO BAC ST HOAC DUQC SI NHUNG PHAN UNG CO HAI GAP PHAT KHI S[Qf
THUOC

Bdo cdo tdc dyng khdng moeng nmcm cia thudc: M
Bio cdo tac dung khong mong mudn cla thube ciia thude sau khi luu hanh 1a rét quan trong. N6 cho phep théﬁﬁ i
tuc ty 1¢ gitta lgi fch/rii ro cia thube. Céc chuyén gia chdm séc stic khde duge yéu cau béo cdo bét ky céc téc dynz
khdng mong muén ciia thube t6i Trung tam théng tin thudc va Theo doi phan {mg c6 hai cia thude (Trung ‘ra%
ADR Qudc gia. Website: http://canhgiacduoc.org.vn)

QUA LIEU VA CACH XU TRI

Trong trudmng hcrp qué lidu, céc réi loan tim nhur nhip tim chém, kéo dai khoang QTc, nhip tim nhanh vi cdc r6i loan
than kinh nhu budn ngf, co giat va hon mé da dugc quan sat thiy. Theo dai triéu chimg va diéu tri trigu chimg nén
duge thuc hién.

PAC TINH DUQC LUC HQC:

Mi ATC: A03 AAOS.

Nhom thude: Thube chéng co thit.

Thay ddi kha nang vén ddng cia dudng tiéu héa. Chét chii van trén hé enkephalin ngoai bién.

Trimebutin kich thich kha ning véin dong ciia rudt (gdy nén céc lan séng pha III lan truyén nher phirc hep di chuyén van
dong) va tc ché kha niing van dong khi da ¢6 sy kich thich trude do.

PAC TINHDUQC PONG HOC: -

Nong do dinh trong méu ciia trimebutin sau khi ding vién nén dudng uéng dat duoc sau 1 -2 gid.

Trimebutin duge thai trir nhanh sau khi ding vién nén dudng uéng, chii yéu qua nuéc tiéu, trung binh khoang 70%
trong 24 gid.

QUI CACH PONG GOT: Hop 2 vix 15 vién; Hop 10 vi x 15 vién; Hop 10 vi x 10 vién.

BAO QUAN: Nhiét do khong qua 30°C.

HAN DUNG: 36 thang ké tir ngiy sén xuat.

TIEU CHUAN: Tiéu chuén co so.

NHA SAN XUAT: CONG TY TNHH DUQC PHAM BV PHARMA. o
Pia chi: S& 18, dudng L& Thi Soc, Ap 2A, Xa Tén Thanh Tay, Huyén Ci Chi, Thanh pho HS Chi Minh, Viét Nam.



