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“*MEXTROPOL

Trimebutine maleate 100 mg

Thuéc nay chi dimg theo don thudc!
Dé xa tam tay tré em
Doc ky hudong dadn sir dung trueéc khi dimg
Néu can thém théng tin, xin héi y kién bdc st
Théng bdo ngay cho bdc st hodc dwgc sT nhitng phan vng c6 hai gap phdi khi sir dung thuéc!

Thanh phin cong thirc thude

MJi vién nén Mextropol chira:

Thénh phan hoat chdt: 100 mg Trimebutine maleate

Thanh phan té duwoc: lactose monohydrate, hypromellose, croscarmellose sodium, citric acid
monohydrate, magnesium stearate, anhydrous colloidal silica.

Dang bao che
Vién nén.
Vién nén mau trang dén mau kem nhat, tron, hai mét 161, duong kinh 9 mm, c6 thé phai mau.

Chi dinh
D1eu tri triéu ching cta dau, rdi loan nhu dong rudt va kho chiu dudng rudt cé lién quan dén
rdi loan chirc nang dudng rudt.

Liéu lwong va cich diing

Thudc chi ding cho ngudi 16n.

Liéu thong thuong 14 1 vién x 3 1an mdi ngay.

Trong cac trudng hop ngoai 1€, lidu ding c6 thé ting 1én téi 6 vién/ngay.

Chong chi dinh

Chéng chi dinh MEXTROPOL cho cac bénh nhidn man cam véi hoat chét hodc bat ky thanh
phan t4 duoc nao khac cua thude.

Mic di thube chi dugce sir dung cho ngudi 16n, cin nhé rang trimebutine chdng chi dinh & tré
em dudi 2 tudi. :

Cénh bdo va thin trong khi dung thudc

Thuoc c6 chura lactose, do d6 khong nén sur dung cho bénh nhén bi vén dé di truyén hiém gap
vé& khong dung nap galactose, thiéu hut Lapp lactase hodc kém hép thu glucose-galactose. Mdi
vién thudc chitra 0,0116 g lactose (0,0058 g glucose va 0,0058 g galactose). Diéu nay nén dugc
tinh dén & bénh nhan tiéu dudng.

M3i vién thubc nay chtra it hon 1 mmol natri (23 mg), vé co ban nghia 1a “khong c6 natri”.

Sir dung thudc cho phu nir ¢6 thai va cho con bu

Phu nir co thai

Nghién ctru trén dong vét chua phat hién bat ky tac dung gy quai thai nao. Hién tai chua c6
day du dir liéu c6 thé danh gia anh hudng cua trimebutine dung trong thai ky den su xuét hién
cac khuyét tat bam sinh hozc ddc tinh 1én thai nhi. Khong c6 bang ching nao vé kha ning giy
quai thai hodc tac dung bét loi 1én su phat trién cua thai nhi khi sir dung trimebutine & chudt
cdng va tho mang thai. Do d6, & phong ngira, tot nhét 1a khong sir dung trimebutine trong 3
thang dau thai ky. Chi sir dung trimebutine trong 3 thang giita hodc cudi thai ky khi lgi ich
tiém tang cho bénh nhan cao hon nhidu so v&i nguy co c¢6 thé xay dén cho bénh nhan va thai

nhi.
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Phu nit cho con bu
Chua 15 lidu trimebutine c6 di vao sita me hay khong. Vi vay, d8 phong ngira, tot nhét 1a tranh
str dung trimebutine khi dang cho con bu.

7 > - K A 2w re \ A N , J

Anh hwéng cia thuoc 1én kha ning ldi xe va van hanh may moéc

Chua c6 danh gia mot cach c6 hé thong vé anh huong cla trimebutin 1én kha néng lai xe va
van hanh may méc.

Twong tac, tuwong Ky ctia thude
Chua duogc biét.

Téac dung khéng mong mudn ciia thudce

Danh sach céc tac dung khong mong mudn sau diy duoc dua trén kinh nghiém tir cac thu
nghiém 1am sang & ngudi 16n va kinh nghiém sau khi thuoc luu hanh trén thi truong.

Trong timg h¢ co quan, céc tac dung khong mong muén duoc liét ké theo tan suét, sir dung céc
nhém phan loai sau: rt thuong gip (> 1/ 10); thuong gap (= 1/100, < 1/10); it gép (= 1/1000, <
1/100); hiém gap (= 1/10 000, < 1/1000); rat hiém gap (< 1/10 000), chua rd (khong thé udc
tinh tir dir liéu c6 san).

R6i loan hé mién dich

Chuea r: qua man (ngira, may day, phu Quincke va ca biét 1a sbc phan vé).

Réi loan da va md dudi da

It gdip: phat ban

Chuea ré: ban dét sén toan than, hong ban, phan ung dang eczema va cdc phan Umg néng trén
da bao gom ngoai ban mun mu toan than cép tinh, hdng ban da dang, phét ban nhiém doc da
kém theo st.

Al DIEN

Qua liéu va cich xir tri
Trong trudng hop qua lidu, di quan sat thdy céc rbi loan trén tim, ching han nhu nhip tim |/
cham, khoang QTc kéo dai hodc nhip tim nhanh va r01 loan than kinh, ching han nhu budn
ngu, co giat va hon me. Cén theo doi chuyén khoa va tién hanh didu tri triéu chimg.

Théng tin vé dwge Iy, 1im sing

Pac tinh dwoc lue hoc

Nhém duoge 1y: thude chéng co that

Ma ATC: AO3AAOQS

Thay d6i kha nang van dong ctia duong tiéu hoa. Chét chu vén trén hé enkephalin ngoai bién.
Trimebutine kich thich kha ning vn dong cta rudt (gdy nén céc lan séng pha III lan truyén
nho phue hop di chuyén van dong) va tc ché kha ning van dong khi da c6 su kich thich trude
do.

Trong éng nghiém, né hoat dong béng céach chin cac kénh natri (IC50 = 8,4 uM) va tic ché su
giai phong chét trung gian cam thu dau (glutamate)

O chudt, n6 trc ché phan tmg ctia dong vt d6i voi tinh trang cang phong cia truc trang va dai
trang trong cadc mo hinh thi nghiém khéac nhau.

Dic tinh dwoc dong hoc

Nong do dinh trong mau cua trimebutin sau khi dung vién nén dudng uong dat dugc sau 1-2
gid. Trimebutin dugc hap thu nhanh va bi anh hudéng déng ké cua su chuyén hoa budc diu qua
gan.

O ngudi, trimebutin duge chuyén héa nhanh chéng. Trén thuce té, khong phat hién thdy thude
dudi dang khong chuyén héa trong huyét twong hodc nudc tiéu sau 7 ngay.

Trimebutin duoc thai trir nhanh sau khi dung vién nén dudng ubng, chu yeu qua nudc tiéu,
trung binh khoang 70% trong 24 git. Su dung lidu udng 13p lai (200 mg, 3 1an mdi ngay trong
10 ngay) khong giy ra bét ky su tich liiy nao.
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Dir liéu an toan tlén 1Am sang

Cac nghién ciru vé doc tinh dudng udng vai liéu lap lai kéo dai dén 6 thang 7y trimebutine
khong cho thdy bat ky tac dung doc hai nao & chudt va ché. Cac nghlen ctru vé& doc tinh gen
(xét nghiém Ames in vitro, quang sai nhiém sdc thé va xét nghiém vi nhan in vivo) khdng cho
thiy tac dung géy dot bién hozc gdy bénh cuia trimebutine. Trimebutine khong anh huong dén
su phat trién va kha nang sinh san ctia chudt duc va chudt cai. Cac nghién ctru vé sinh san va
phét trién véi trimebutine da khong dua ra bat ky bang chung nao veé tac dung gdy quai thai &
chudt va tho. Cac nghién ctru vé kha ning giy ung thu véi trimebutine chua dugc thuc hién.

Quy céch déng géi: Hop 3, 6, 10 vix 10 vién nén.

Han dung: 36 thang ké tlr ngay san xuat Khéng ding thuoc d qud han in trén bao bi.
Tiéu chuin chit lwong: Nha san xuét

Diéu kién biao quian: Bao quan dudi 30°C, trong bao bi gbc, tranh am.

Xuit xir: Ba Lan

Nha sin xuét:
POLFARMEX S.A.
9 Jozefow Street, 99-300 Kutno, Poland
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