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1.Thanh phan

M&i vién nén bao phim chira:

Hoat chdt: Mebeverin hydroclorid 135mg

Td durgre: Natri starch glycolat, cellulose vi tinh thé, lactose monohydrat, talc, magnesi stearat, opadry
white.

2.Dangbao ché: Vién nén bao phim

3.Dugclychocvaduwocddng hoc

Dugcluchoc

Nhém dugcly: Thudc khéng cholinergic t8ng hop, este véi nhdm amin bac ba.

M3 ATC: AO3AAO4

Mebeverin I thuSc chdng co thét c6 tac dung truc ti€p 1&n co tron dudng tiéu hda ma khong énh
huéng téi nhu dong rudt binh thudng. Thudc ciing dugc sir dung trong céc truding hgp nhu hi chirng
rudtkich thich.

Co ché tac dung chinh xac clia thudc chura dugc biét r, nhung cé nhiu co ché khéc nhau nhu gidm
tinh hap thuion qua mang thdm tébao, phong tda viéc tai hdp thu noradrenalin, gy té cuc b, thay déi
s hdp thy nudce ciing nhu tac dung khéang muscarinic va tre ché téc dung phosphodiesterase yéu c6
thégdp phan vao hiéu qua trong tac dung tai chd ciia mebeverin trén dudng tiéu hda.

Duworcdéng hoc

Hdp thu: Mebeverin dwgc hap thu nhanh chéng va hoan toan sau khi uéng.

Phén bé: Khdng thdy ddu hidu tich Ity thuc dang ké sau khi usng da ligu.

Chuyén héa: Mebeverin hydroclorid dugc chuyén héa chii yéu béi enzym esteraza chia tach lién két
este thanh acid veratric va alcol mebeverin trudc tién.

Chat chuy&n héa chinh trong huyét tong la DMAC (demethylated carboxylic acid).

Thoi gian ban thai & trang thai 6n dinh cla DMAC |a 2,45 gidv. Khi uéng da liu vién nén bao phim 135
mgC,.la1670ng/mlvaT, 1a1gio.

Thdi trir: Mebeverin khdng dugc thai trir dudi dang chura chuyén héa, thudc dugc chuyén héa hoan
toan, chat chuyén héa duoc bai tiét gan nhu hoan toan. Acid veratric va mebeverin alcohol duoc bai
tiét vao nudc tiéu, mot phan 1a dudi dang céc axid cacboxylic twong &ng (MAC) va mét phan la dudi
dang axid cacboxylic khir methyl (DMAC).

Bénh nhdn nhi: Tinh an toan va hiéu qua ctia thudc chi dugc thiét 1ap & ngudilon.

4.Quy cach déng géi

Hop 3/6/9vix 10vién nén bao phim.

Hop 1/2/4/6vix 15 vién nén bao phim.

5.Chidinh

Mebeverin dugc dung trong diéu tri cac triéu chirng cta hdi chirng rudt kich thich (kich thich dai
trang, bénh dai trang do co thit, réi loan co ndng clia rudt, tdo bon do co that, tiéu chay lién quan dén
than kinh), nhu dau bung va dau quén bung, tiéu chay khéng dic hiéu dai ding (cé hodc khéng cé tdo
bén xen k&) va day hoi.

Mebeverin con dugc dung trong diéu tri chirng co that da day rudt thir phat do bénh ly thuc thé,

6. Lidu dung va cachdung

Ngudilénva tré emtrén 18 tudi: 1viénx 3 [an/ ngay.

Nén udng thudc trudre bira #n 20 phut. C6 thé giam ligu sau khi dat dwgc ddp rng mong mudn.

Bénh nhén nhi: Vién nén bao phim mebeverin 135 mg khéng dugc khuyén cdo dung cho tré em va tré
vithanh nién duéi 18 tudi, vi chura ¢ d0 dit liéu vé an toan va hiéu qua cta thudc khi dung cho cac ddi
tugng nay.

Nhém bénh nhdn déc biét: Dit liéu nghién ctru vé lidu dung cho bénh nhan Ién tudi, suy gan, suy than
chua dugcthiétlap.

Trong cc bdo cdo hau mai chua thay cé céc nguy co cy thé khi dung thudc cho cac bénh 1én tudi, suy
gan, suy than. Khong can diéu chinh liéu dung duoc coi la can thiét cho cac d6i twgng nay.
7.Chéngchidinh

Qua man cam véi mebeverin hydroclorid hay véi bat ky thanh phan nao clia thudc.

Bénhnhan liéttacrut.

8.Lwuyvathantrong

Tranh dung thudc & bénh nhan réiloan chuyén héa porphyrin.

Khéng nén dung thudc dé diéu tri triéu chirng cha hdi chirng rudt ngoai bién trong xo' hda u nang.
Dung thudc than trong & bénh nhan suy gan hodc suy than, block tim.

Str dung thudc cho phu ni¥ cé thai: Tinh an toan va hiéu qua clia thudc trén phy nit mang thai van chua
duocthiétlap. Khong ghi nhan thudc gay qudi thai trong nghién ciru trén dong vat. Tuy nhién, can than
trong khi dung thudc trén phu nir mang thai.

Str dung thudc cho phu nir cho con bu: Mét lrgng nhd mebeverin dugc bai tiét trong sita me. Vi vy
trdnh dung thudc nay cho phu nit cho con bu.

Anh huédng 18n kha ning l4i xe va van hanh may méc: Mebeverin cé thé gay chong mit, nhirc du.
Can than trong khi dung thudc & ngudi dang diéu khién tau xe va van hanh may méc.

9. Twong tac cia thudc véri cac thudc khac va cac dang twong tackhéc

Khong cé bdo cdo.

10. Tac dung khéng mong muén

Rat hi€m: Réi loan tiéu héa, chéng mét, nhirc dau, médt nga, chén &n, gidm nhip tim.

Céctruwdng hop di ing, ké cd ban d6, may day, va phu mach cling d3 dugcbdo cdo.

Ngung st dung va héi y kién bdc sTnéu: Xudt hién céc triéu chirng méi bt thuong hay céc tac dung
khéng mong muén kéo dai hodctrdnén ndng hon.

Théng béo cho bac sy nhirng tac dung khdng mong mudn gip phai khi sir dung thuéc.

11. Qua liéu va xir tri

Trong trudng hgp qud lidu cé thé xay ra kich thich than kinh trung wong. Khdng cé thudc gidi doc dic
hiéu. Xl tri bang cach sdc rira da day va diéu trj triéu chirng.

12. Piéu kién bdo quan: D& noikhd rdo, tranh anh séng, nhiét d6 khéng qué 30°C.

13. Han duing: 48 thang ké tir ngay san xuét.

14.Tén, dja chi clia co’ s& san xuat:

CONG TY TNHH DU'QC PHAM GLOMED
a Dia chi: S8 35 Dai Ld Ty Do, KCN Viét Nam — Singapore, phudng An Phq,

thij xa Thu@n An, tinh Binh Duong. DT: 0274.3768823; Fax: 0274.3769095
Abbott Chu s& hiru GLOMED: ABBOTT INVESTMENTS LUXEMBOURG S.A.R.L

15. Ngay xem xét stra d3i cap nhat lai ndi dung huéng din sir dung thudc: 30/11/2016



