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TO HUGNG DAN SU DUNG THUOC
Mebeverine 135 mg

D8 xa tam tay tré em
Doc kj hwéng dan siv dung trwde khi ding

THANH PHAN CONG THUC THUOC
(Cho 1 vién nén bao phim Mebeverine 135 mg)
Thanh phin duge chit:

Mebeverine hydrochloride.........ccoocuuue.
Thanh phin ti duge:

Lactose monohydrate; microcrystalline
M101; Povidone K30; Sodium starch glycolate; Talc;
Magnesium stearate; Hypromellose 6cps; Macrogols
6000; Titanium dioxide.
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Cellulose,

DANG BAO CHE
Vién nén bao phim.

MO TA SAN PHAM
Vién nén tron, bao phim mau trfmg, hai mét Khum tron,
canh va thanh vién lanh Ign.

CHI DJNH
Mebeverine 135 mg dugc ding dé 1am giam tri¢u chimg
ctia hi chitng rudt kich thich.

LIEU DUNG, CACH DUNG

Liéu diing

Nguoi I6n (bao gom ngudi cao tudi)

1 vién x 3 1An/ngay, tét nhét 1a ubng trude bira dn 20
phiit. Néu triéu chimg kéo dai hon 2 tun, cin lién h¢ bac
sT d& twr véin, Liéu t6i da hang ngdy 12 405 mg.

Khuyén c4o: Khong duge ding qué liéu khoi dau.

Tré em

Khédng khuyén céo ding Mebeverine 135 mg cho tré em
va thanh thiéu nién duéi 18 tudi do dir ligu vé tinh an
toan va hiéu qua diéu tri chua diy du.

Nhém bénh nhdn ddce biét

Chua c6 nghién ctru vé lidu ding cho bénh nhan cao tudi,
suy than va/hoic suy gan. Chua cé nguy co cy thé nio
duge x4c dinh tir dif liéu hau mai sin c6 dbi véi cdc dbi
twong bénh nhan nay. Khong cén diéu chinh lidu & bénh
nhén cao tudi, suy than va/hodc suy gan,

Cich ding

Thuéc ding duong ubng. Nén nut ca vién véi mot
lugng nude vira du (it nhit 100 ml nuéc). Khéng nén

nhai vién thudc do mii vj khé chiu.

Thai gian ding thudc khéng gi6i han.

Néu bo 15 mdt hodic nhiéu lidu, ngudi bénh nén tiép tuc
ding liéu tiép theo nhwr chi dinh; khong thém (céc) lidu
da quén vao liéu thong thuong.

CHONG CHIi PINH
Qué min véi mebeverine hydrochloride hodc voi bat ky
thanh phin t4 duge nao cia thudc.

CANH BAO VA THAN TRQNG KHI DUNG
THUOC

Thube nay c6 chira lactose. Nhitng bénh nhan c6 vén dé
di truyén hiém gip vé& khong dung nap galactose, thiéu
hut Lapp lactase hogc kém hép thu glucose-galactose
khong nén ding thudc nay.

Thudc ¢6 it hon 1 mmol natri (23 mg)/vién, nghta la vé
co ban thudc khdng chira natri.

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

Phy nik ¢6 thai

Khong c6 hoiic cé it dit liéu vé viéc sir dung mebeverine
& phu nif ¢6 thai. Cac nghién ciru trén dong vit chua day
du thong tin lign quan dén doc tinh trén sinh san, Khong
khuyén cdo ding mebeverine trong thai ky.

Phy nir cho con bi

Chura 13 lidu mebeverine hoic cac chit chuyén héa ciia
né ¢6 duge bai tiét qua sira me hay khéng. Sy bai tiét
mebeverine qua stra chua duge nghién ciu trén dong
vét. Khéng nén sir dung mebeverine trong thoi gian cho
con b,

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

Chua ¢6 nghién ctru v& anh huéng ciia thudc 1én kha
niing l4i xe va van hanh mdy méc. Thong tin vé duoc lye
hoc va dwoc déng hoc ciing nhur kinh nghiém diing thube
giai doan hfu mai chura cho thdy bit ky tac dung c6 hai
ndo chia mebeverine 1én kha ning 14i xe hofic van hanh
may moéc.

TUONG TAC, TUONG KY CUA THUOC
Tuwong tic ciia thude

Chua ¢6 nghién ctru vé tuong tic thudc nao duoc thye
hién ngoai trir vdi rugu. Céc nghién citu in vitro va in vivo
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trén dong vat di chimg minh ring khong c6 bit ki tuong
tac ndo giita mebeverine hydrochloride va ethanol.

Tuong ky ciia thube

Do khong c6 céc nghién cim vé tinh twong ky cuia thuc,
khéng trén 13n thudc nay véi cc thude khéc.

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)

Céc tac dung khong mong mudn sau day dd duge bdo
céo mdt cach tyr phat trong qua trinh sir dung thudc giai
doan hdu mai. Khéng thé ude tinh tin sudt chinh x4c tir
dir lidu sén co.

Céc phan {mg di g chii yéu nhung khong chi gii han
& da di duge quan sat thiy.

Réi loan hé mién dich

- Qué mén (phan @mg phan vé)

Réi logn da vt mé dwdi da

- May day, phit mach, phi mit, ngoai ban

Théng bdo ngay cho bde st hogc dwge si nhitng pldn
ieng cd hai glip phéi khi sir dung thuéc.

QUA LIEU VA CACH XU TRi
Trigu chirng

V& mit Iy thuyét, c6 thé xay ra kich thich than kinh trung
wong trong trudng hop qué lidu. Khi xay ra qué lidu
mebeverine, c6 thé khong cé triéu ching hoic triéu
chimg nhe va thudng hdi phyc nhanh chéng. Cic trigu
chimg qué lidu duge quan sat thiy c6 lién quan dén than
kinh va tim mach.

Céch xik tri

Chua ¢6 thuée giai ddc dic hiéu va khuyén céo diéu tri
triéu chang.

Rira da day chi nén dugc xem xét trong trudng hop
nhiém déc nhidu 1An hoic néu phat hién qué lidu trong
vong khoang mot gid. Cée bién phép gidm hép thu 12
khéng cén thiét.

DUQC LY'C HOC
Nhém duwge Iy: Thude khéng cholinergic tng hop, este
c6 nhém amino béc ba

M3 ATC: A03AA04

Co ché tic dung

Mebeverine Ia thubc chéng co thit huémg co, tic dong
tryc tiép 1én co tron clia dwdng tiéu héa ma khong anh
huéng dén nhu dong rudt binh thudmg. Co ché hoat dong
chinh x4c chwa dugc biét, nhung ¢6 nhidu co ché, nhu
giam tinh thdm kénh ion, Wrc ché tai hép thu

noradrenaline, téc dung gdy té cuc b, thay ddi kha ning
hdp thu nuéc cling nhu tdc dung e ché khing
muscarinergic va phosphodiesterase yéu c6 thé gép phin
vio tac dung tai chd ctia mebeverine trén dudng tiéu hoa.
Khong thdy tac dung khdng mong muén toan thén nhu
& céc thube khang cholinergic dién hinh.

Hiéu qud 1dm sAng va an toin

Tét ¢4 cac dang bao ché clia mebeverine nhin chung déu
an toan va dugc dung nap tét & lidu ding khuyén cdo.
Dén s6 nhi khoa

Tinh an toan va hiéu qua cia san phdm chi dugc danh
gia & nguoi lom.

DUQC PONG HQC
Hip thu

Sau khi ubng, mebeverine dugc hép thu nhanh chéng va
hoan toan.

Phén bo

Thuée khéng tich lity dang ké sau khi uéng da liéu.
Chuyén héa

Mebeverine hydrochloride duge chuyén héa chi yéu béi
c4c esterase, dAu tién céc enzyme nay tach céc lién két
este thanh acid veratric vd mebeverine alcohol.

Chét chuyén héa chinh trong huyét twong 14 DMAC
(demethylated carboxylic acid). Thoi gian ban thai &
trang thai én dinh ciia DMAC 14 2,45 gidr. Khi uéng da
lidu vién nén bao phim mebeverine 135 mg, Cmax clia
DMAC 12 1670 ng/ml va tmac 12 1 gidr.

Thai trir

Mebeverine duge thai trir & dang chuyén héa hoan toan.
Céc chét chuyén hoa duogc thai trir gn nhu hoan toan,
Acid veratric vd mebeverine alcohol dugc thai trir vao
nude tiéu, mot phan dusi dang acid carboxylic tuong
{mg (MAC) va mdt phén dudi dang DMAC.

Tré em

Hiéu qua va do an toan cua thude chi duge danh gia &
ngudi lém.

QUY CACH PONG GOI
Hép 3 vix 10 vién.

PIEU KIEN BAO QUAN
Noi kho, nhiét d6 khéng qué 30 °C. Tranh 4nh sdng.

HAN DUNG
36 thang ké tir ngay san Xuit.
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TIEU CHUAN CHAT LUQNG
Tiéu chuan co s&

CO SO SAN XUAT

TRACH RHPEM TRON VEN

CONG TY CO PHAN DUGC PHAM SAVI

( SaWipharm j S.C)

L6 Z01-02-03a, Khu cong nghiép trong Khu ché xuét
Tén Thufin, Phuong Tan Thugn Péng, Quén 7, Thanh
phd Hd Chi Minh,

Dién thoai: (028) 37700142-143-144

Fax: (028) 37700145

Tp Ho Chi Minh, ngay 3© thdng 12 ndm 2024
KT. TONG GIAM POC




