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(HOP 2 Vi x 10 VIEN)
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Trimebutine maleate 100 mg
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TRIMESPA’ 100

THANH PHAN: Tiéu chudn: TCCS
Trimebutine maleate. .. BE€ xn tim tay tré em,
Ta duge vifa dil..... Boc ky hudng diin sil dyng trudc khi diing.
Chi dinh, cich diing, lidu ding, chéng chi dinh vi cic Car 58 sin xudt:
thong tin khic: Xin doc trong & hudng din st duny, CONG TY o PHAN DUGE PrAM 0PV
Bao quin if nhi¢t 4o dudd 30°C, noi khé rdo, winh dnh sing. 58 27, buiing 3A, Khu Céing Nghigp Bien Hoa I,
Phuimg An Binh, TE. Bién Hix, Tinh Béng Nai.
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Pharmaceuticals

TRIMESPA® 100 WHO-GMP

Doc k¥ hwéng dan sit dung trwde khi ding

THANH PHAN CONG THUC THUOC: M3i vién nén bao phim chira:

Thanh phan hoat chét:

Trimebutine maleate ............... 100 mg.

Thanh phén t4 dwoe:

Lactose monohydrat, cellulose vi tinh thé 101, natri starch glycolat. povidone K30, magnesi stearat.
opadry II white.

DANG BAO CHE:

Vién nén tron bao phim. mau trang hay trang nga.

CHI PINH:

Diéu tri triéu chung cta dau, r6i loan nhu dong rudt va khoé chiu dudng rudt cé lién quan dén rdi loan
churc nang duong rudt.

LIEU DUNG, CACH DUNG:

Liéu dung:

Thube chi ding cho ngudi 16n: Liéu théng thudmg 1a 1 vién 100 mg x 3 1an mdi ngay.

Trong céc truong hop ngoai 18, lidu dung co thé ting lén t6i 2 vién 100 mg x 3 1an mdi ngay.

Cach dung:

Thube duoc dung theo dudng udng.

CHONG CHI PINH:

Qué man véi hoat chat hodc bat ky thanh phan t4 duoc nao cia thube.

Mac du thude chi duoc st dung cho nguoi 16n, can nhé ring trimebutine chdng chi dinh & tré em dudi
2 tudi.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Thude nay co chita Lactose. Bénh nhén cé vin dé vé di truyén hiém gap khéng dung nap galactose,
thiéu hut lactase toan phén hoac kém hép thu glucose-galactose thi khong nén dung thube nay.
Thube nay c¢6 chia dudi 1 mmol (23 mg) natri trong mdi vién. vé co ban duoc xem nhu “khong chira
natri”.

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

St dung thudce cho phu nir ¢6 thai:

Nghién ctru trén dong vat chua phat hién tac dung gdy quai thai. Chua co cac nghién ciu day du va
duoc kiém soat t6t cua trimebutine & phu nfr mang thai. Khéng cé bang chimg vé kha nang gy quai
thai hodc cac tdc dung khong mong mubn 1én su phat trién thai nhi khi st dung ¢ chudt va tho mang
thai. Trimebutine chi nén duoc sir dung trong thai ky khi loi ich tiém tang cho bénh nhéin cao hon
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nhiéu so v&i nguy co ¢6 thé xay dén cho bénh nhan va thai nhi.

Sir dung thude cho phu nit cho con bi:

Tinh an toan khi st dung trong thoi ky cho con bu chua duoc thiét lap.

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

Chua cé danh gia mot cach c6 hé thdng vé anh hudng clia trimebutine 1én kha nang 14i xe va van hanh
may moc.

TUONG TAC, TUONG KY CUA THUOC:

Twong tac thube:

Chua dugc biét.

Twong ky thube:

Do khéng ¢6 cac nghién ciru vé tinh tuong ky cua thude, khong tron 14n thude nay véi cac thube khéc.
TAC DUNG KHONG MONG MUON CUA THUOC:

Danh sach phan ing bét loi sau déay duoc dua trén kinh nghiém tu cac thir nghiém lam sang ¢ nguoi
lon va kinh nghiém sau khi thu6c luu hanh trén thi truong.

Trong tung hé co quan. cac phan ung bat loi duoc liét ké theo tan suat. sir dung phan loai sau: rat
thuong gap (>1/10); thuong gap (>1/100 dén <1/10): it gap (>1/1000 dén < 1/100); hiém gap
(=1/10000 dén <1/1000): rat hiém gap (<1/10000); chua r6 (khong thé udce tinh tir dir 1iéu c6 san).

Ro6i loan hé mién dich

Khong 16 tan suat: Qua man (ngira, may day. phu Quincke va c4 biét la soc phan vé).
RO6i loan da va m6 dudi da

r

It gép: phat ban

Chua r5: ban dét san toan than, hong ban, phan tng dang eczema va cac phan tmg ning trén da bao
o0m ngoai ban mun mu toan than cép tinh, hong ban da dang, phat ban nhiém déc da kém theo sot.
Thong bao ngay cho bac st hodc dwge si nhitng phan Wng c¢6 hai gap phai khi sw dung thude.
QUA LIEU VA CACH XU TRI:

Triéu chumg:

Trong truong hop qua lidu, da quan sat thdy céac rdi loan trén tim, chang han nhu nhip tim cham,
khoang QTc kéo dai hoac nhip tim nhanh va rdi loan than kinh, chéng han nhu budn ngu, co giat va
hoén mé.

Cdch xur tri:

Cén theo ddi chuyén khoa va tién hanh diéu trj triéu chimg.

DUQC LUC HOC:

Nhém duoc Iy: Thube chbng co that

Ma ATC: AO3AAOQS.

Thay dbi kha ning van dong cua duong tiéu hoéa. Chat chii van trén hé enkephalin ngoai bién.
Trimebutine kich thich kha nang van dong cua rudt (gay nén céac lan song pha I1I lan truyén nho phic
hop di chuyén van dong) va tc ché kha nang van dong khi d c6 su kich thich trude do.

Trimebutine: Thude chong co thit.
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DUQC PONG HOC:
Noéng d6 dinh trong méu cua trimebutine sau khi ding vién nén duong ubng dat duoc sau 1 - 2 gio.
Trimebutine dugc hap thu nhanh va bi anh huong dang ké cua su chuyén héa bude dau qua gan.

O nguoi. trimebutine duoc chuyén hoa nhanh chong. Trén thuc té. khong phat hién thay thude dudi
dang khong chuyén hoa trong huyét tuong hoac nude tiéu sau 7 ngay.

Trimebutine duoc thai trir nhanh sau khi dung vién nén dudng ubng. chii yéu qua nude tiéu. trung
binh 70% trong 24 gi0. St dung liéu uong lap lai (200 mg, 3 lan moi ngay trong 10 ngay) khong gay
ra bat ky su tich liiy nao.

QUY CACH PONG GOI:

Hoép 2 vi x 10 vién nén bao phim.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Bio quan: O nhiét do dudi 30°C, noi kho réo, tranh anh sang.

Han dung: 36 thang ké tir ngay san xuat. Khong dung thube khi qua han sir dung.

Tiéu chuén chit lwong cia thudc: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM OPV

S6 27, Pudng 3A, Khu Cong Nehiép Bién Hoa II, Phuong An Binh, Tp. Bién Hoa, Tinh Pon
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