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Duspatalin@ retard
Vidn nang cfi'ng phdng thich chQm
200 mg mebeverine hydrochloride

Dgc klirdng din sfr dgng tru6c khi dtng.
DG xa tim tav tre em.

3ro;rs 
brlo niay cho bdc si ho{c du'gc si nhff'ng tdc dgng kh6ng mong mu6n gap ph6i khi sfr dung

thu6c.

THANH PHAN
Vi6n nang ph6ng thfch ch4m Duspatalin@ retard ld vi6n nang ge
"245u o' m6t mdt. Thu6c chi duo-c ding dud.ng ,Ong. IiSi
hydrochloride.

latin cring miru tr6ng duc v6i d6u hi6u
vi€n nang chfa 200 mg mebeverine

T6 duo-c phAn kh6ns ld thui5c):

Nang ch*a (cdc hqt): Magnesium stearat, methacrylic acid - ethyl acrylate copolymer ( I : I ) dang ph6n
t6n 30 oh,bit talc, hypromellose, polyacrylat dang phdn trin 30 o/o (Eudragit NE 30D), triacetin.

Vd nang: gelatin, titanium dioxid (8171).

Mqcc in: shellac (E904), propylen glycol, ammonia solution, potassium hydroxid d6m dac, oxid sit den
(E172).

QUY CACH EONG GOI
HQp 3 vi, m6i vi l0 vi€n.

Vi duoc ldm bing nh6m.

DrIgc LU. c HQC
Nh6m duqc tti6u tr!: Khdng ph6 giao cim t6ng hqp ctng nh6m amino b$c 3. Mi ATC: A03AA04

eqtL6 hoat d0ne vi cic t6c dung dugc luc hoc

Mebeverine li thu5c ch6ng co th6t hu6ng co'c6 t6c dr,rng trr,rc ti6p tr6n co tron trong dudng ti6u h6a d4
diry-ru6t mh kh6ng g6y inh huong d6n nhu tlQng binh thudng cta ruQt. Do t6c dung ndy kh6ng qua trung
gian hQ thdn kinh tg d6ng, n6n kh6ng c6 phdn ung phU kh6ng cholinergic.

DI,qC DQNG HQC

H6p thu:
Mebeverine dugc h6p thu nhanh ch6ng vd hohn todn sau khi u6ng vi€n ndn

Phin bii:
Su tich lffy thuiSc kh6ng c6 y nghia sau khi dirng da li6u.

Chuv6n h6a sinh hoc:

Mebeverine hydrochloride ch0 yr5u dugc chuy6n h6a boi c6c esterase, md budc dAu ti6n li sg thfiy ph6n
thdnh acid veratric vd mebeverine alcohol. Ch6t chuyi5n h6a chinh trong huy6t tuong li DMAC (acid
carboxylic dA khft methyl). Thdi gian b6n th6i 6'trang thrii 6n dinh cfia DMAC ld 5,77 gio. Trong thdi
gian dirng da li6u (200 mg, 2 lAn hdng ngdy) thi C.u* cria DMAC la 804 ng/ml vh t,,u* khodng 3 gid. KhA
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dung sinh hoc tuong d6i cta vi6n nang ph6ng thich kdo ddi duoc t6i uu h6a vdi ty 16 trung b\nh 97yo.

Thii trir:
Mebeverine duoc chuy6n h6a hodn todn. Circ chdt chuydn h6a du'gc th6i tru gAn nhu hodn todn. Acid
veratric vd mebeverine alcohol duoc th6i trir qua nudc ti6u, mQt phAn du6.i dang acid carboxylic (MAC)
vd m6t phAn dudi dang acid carboxylic da khri methyl (DMAC).

T16 em:

Kh6ng c6 nghiCn c['u dugc d6ng hoc ndo dd duoc thuc hi€n 0 trd em vdi b6t ki d4ng bio ch6 nio cfia
mebeverine.

DU LIEU AN ToAN TIEN I,AvT SANG
Trong su5t giai doan ph6t tri6n, tidn ch6t, mebeverine, dd duoc thri nghiCm trOn m6t sO loai dQng v6t
trong c6c nghi6n cfu d6c tinh c6p tinh, ti6n (m6n tinh) vi sinh sin.
Trong c6c nghidn cfu d6c tinh duong u6ng liAu don hay lflp di lap lai, citc t6c d6ng AOi vOi hQ thAn kinh
trung uong bao gdm kich thfch hdnh vi (chri yt5u lir run vi co giQt) duoc quan srlt o chuQt, th6 vh ch6. O
ch6, co gi4t dugc quan s6t thdLy 6'lidu tuong duong v6i 1 dr5n 2 lAn so v6i li€u l6m sdng o ngudi. O chuQt
vd th6, nhirng 6nh huong niry chi quan s6t th6y o nhirng li6u cao hon d6ng ki5 so vdi li€u sri dung o nguoi
(vi dr,r d chu6t, gAp l5 lAn so v6i li6u tOi da c0a ngudi).

Mac dn chua duoc nghi€n criu dAy dri o'dQng vdt, nhung kh6ng th6y c6 hiQu qud gAy qu6i thai o chuQt
vd tho d6n li6u 100 mg/kg/ngdy. Tuy nhi6n, mebeverine dd chring t6 dQc t5 tr€n chuQt o li6u 50 mgikg:.
m6i ngdy, tuong duong v6'i I ddn 2 lAn li6u sft dung cr ngudi.

Trong m6t nghiOn criu vd sinh sin dirng duong u6ng duoc ti6n hinh o chu6t c6i vd chuQt duc, kh6ng
thdyiitc dqng trong th6 he F0 vi l€n di5n ba th6 hQ Fl bao g6m ci viQc ding lidu tuong ftng vdi li6u
lugng mQt lAn cia con ngudi.

Mebeverine kh6ng cotitc dgng dQc tinh gen trong c6c x6t nghiCm gen dQc lqc in-vitrovdin-vivoti€u
chuAn. Kh6ng c6 nghiCn criu gAy ung thu nho dugc thgc hiQn.

CHi DINH

Di6u tri tri6u chring dau vd kh6 chiu li6n quan d6n c6c r5i loan chfc ning cria dudng ti€u h6a vd duong

mat.

LIEU LIIqNG VA CACH DUNG

Dirng ducrng u6ng.

Lidu dtns
Nguoi lon

M6t vi6n nang,2 d€n 3 lin m6i ngdy. NCn u6ng thur5c v6i m6t c6c nudc truoc khi dn.

Kh6ng n€n nhai vi6n thu6c vi lop bao c6 mgc dich OC Aam bio co chti ph6ng thich k6o ddi.

D6i tuone ddc biAt:

Kh6ng c6 circ nghien ciru ndo ve tieu luo-ng o nguo'i gid, bQnh nhdn suy gan vdy'ho{c suy thQn fX !uo. 
c

thgc hiQn. Kh6ng c6 nguy co cu th6 OOi vOi ngudi giir, bQnh nhAn suy gan vd/ ho{c suy thin c6 th6 dugc

tim th6y tir.c6c an f ieu frau marketing. Do v6y, kh6ng cAn di6u chinh li6u tr€n d6i tugng ngudi giir, bQnh

nh6n suy gan vh/hoflc suY thdn.
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CHONG CHi DINH
Kh6ng.dtng Duspatalin@ retard cho b6nh nh6n b! d! fng (qu6 mdn) v6'i mebeverin hodc Udt ty thdnh
phdn ndo c0a thu6c.

cAxu nAo va rHAN rRoNG DAc BrEr KHr srf DUNG
Kh6ng c6.

TUONG TAC THUOC

Kh6ng c6 nghi€n cfu tuong t6c nio duoc thuc hi6n.

KHA NANG SINH SAN, MANG THAI vA CHo CoN BU

Mane thai
Chi c6 m6t lu<rng thdng tin r6t hpn ch6 v6 vi6c dirng mebeverine o phu nir c6 thai. C6c nghi€n cfu tr6n
dQng vat kh6ng dfi dC c6 sg li6n quan tdi ttQc tinh sinh sin (xem p-hAn D[ liQu an todn ti6n l6m sdng).
Kh6ng dtrng Duspatalin@ retard khi dang mang thai.

Cho con bri

Chua duo. c bii5t ln mebeverine hay cilc ch6t chuy6n h6a c0a n6 duoc ti6t qua sira me hay kh6ng. SU bdi
ti6t ctia mebeverine qua sira me chua dugc nghiCn ciru tr6n d6ng vQt. Kh6ng dirng Duspatalin@ retard
trong thdi gian cho con bri.

Khi nine sinh sin
Kh6ng c6 dfr liQu l6m sirng cho thdy tfuc d6ng cria mebeverine tr€n khi ning sinh sdn cta nam hoic nfr.
Tuy nhi€n, c6c nghiOn c[ru s8n c6 tr6n tlQng v4t kh6ng cho th6y c6c 6nh huong c6 hai (xem phAn Dir liQu. .:.
an todn ti6n ldm sing).

ANH nUONc rnnN KHA NANG lAr xn vA vAN HANH rvrAy Moc
Kh6ng c6 nghiCn cfu nio tr6n nhirng 6nh huong tdi kha nlng l6i xe vd vdn hinh m6y m6c duoc thuc
hiQn. M6 ti dugc dQng hqc vd dugc luc hoc cfrng nhu kinh nghiQm hdu marketing kh6ng cho th6y 6nh

huong c6 h4i cfia mebeverine vdi khi ndng l6i xe vi vdn hdnh m6y m6c.

TAC DUNG KHONG MONG MUON

Cdctitc dgngkh6ng mong mu5n duo. c b6o c6otp ph6t tir quri trinh sri dung h4u marketing. TAn s6 chinh
x6c kh6ng th€ dugc udc tinh tir c6c th6ng tin s5n c6.

R6i loan h6 miSn dich:

Qu6 m6n cAm c6p tinh ch0 ytlu bao gOm nOi md day, phir mach, phD m4t vd n6i ban da, c6 ho{c kh6ng
ngira. M6t si5 trulng hgp c6 biQt ph6n f'ng ndng hon, ph6n ring ph6n vQ dd dugc b6o c6o.

86o c6o c6c ph6n (mg nehi ngd c6 hai:

86o c6c phin irng f6t lqi nghi ngd sau luu hdnh cria sin phAm ld qu-an trong. N6 cho ph6p tiiip tuc gi6m

s6t nguy col tqi (ch ctathu-5c. C6c chuyOn gia y t0 duoc y6u cAu <l€ b6o c6o titchcilc ph6n r?ng U6t tqi

nghi ngo thOng qua trung tdm cAnh gi6c duoc c0a BO Y t6 qua dla chi email di.pvcenter@gmail.com
ho{c qua b0 phfln cdnh gi6c dugc cfia COng ty t4i dla chi email pv.vietnam@abbott.com
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R6t tri6m c6c truong hop co gipt dugc biio crio khi ding mebeverine qu6 li6u. Vi€c di€u tri s€ dua tr6n
giiim s6t y t6 vd di6u tri tri€u ch0'ng.

ruoNG KI
Kh6ng c6.

HAN DT]NG VA DIEU KIEN NAO QUAN
SAn ph6m niy c6 th6 duoc b6o quin trong vdng 3 ndm k€ tir ngdy sdn xudt.

Kh6ng dDng thui5c quil han sri dung ghi tr6n bao bi.

Kh6ng b6o quin tr6n 30'C.

86o qu6n trong bao bi g6c.

OC tnuOc xa tAm tay vd tAm nhin c0a trd em.

NHA SAN XUAT
Mylan Laboratories SAS

Route de Belleville, Lieu dit Maillard

0 1400 Chdtillon-sur-Chalaronne - France (Ph6p)

NGAY XEM XET SUA DOI, CAP NHAT LAI NQI DUNG HUO'NG DAN SU DUNG THU6C:
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