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) MAU DANG KY
TO HUGNG DAN SU DUNG THUOC MEYERSAPRIDE 2,5

Rx Thuéc k& don

MEYERSAPRIDE 2,5

D& xa tdm tay tré em
Doc ky hudng dén sif dyng trude khi ding
Thuéc nay chi ding theo don thudc

Thanh phén céng thirc thudc:

- Thanh phan dugc chét:

Mosaprid citrat (Mosaprid citrat dihydrat) 2,5 mg
- Thanh phén ta dugc: Lactose, Tinh bdt mi, PVP
K30, Natri laury sulfat, Natri starch glycolat, Aerosil,
Magnesi stearat, HPMC 606, HPMC 615, PEG 6000,
Talg, Titan dioxyd vifa dii 1 vién.

Dang bao ché:
Vién nén nho, hinh tron, hai mét tran 18i, bao
phim mau trdng, bén trong mau tréng.

HUGNG DAN SU DUNG THUSC CHO CAN BO Y TE

Chi dinh:

Céac tridu chung da day-rudt k&t hgp vdéi kho
tiéu chic nang (viem da day man tinh, ¢ néng,
budn ndn, ndn).

Cach dung, liéu ding:

- Lidu dung: Ngudi I8n udng 2 vién/ 1&n, 3 1an/
ngay.

- Cach dung: Udng trudc hodc sau ba &n.
Chéng chi dinh:

Bénh nhan co tién s qué man vdi mosaprid,
cdc thudc chl van thy thé 5-HT4 hay vdi bat ky
thanh phan ndo clia thudc.

Canh bso va thén trong khi dung thudc:

- N&u khong thdy sy cai thién nao vé tridu
chiing da day-rudt sau mot thdi gian dung thudc
(thuéng 12 2 tudn) thi khong nén ding thuBc nay
mdt cach vo ich trong mot thdi gian dai.

- Sif dyng & ngudi cao twdi: Vi chic ndng sinh
ly clia than va gan thudng suy gidm & bé&nh nhan
cao tudi, nén phai cdn than khi ding thudc nay
bang cach theo déi tinh trang clia bénh nhan. N&u
thdy c6 bat ky phan (ing phu nao, nén ap dung
c4c bién phap thich hgp nhu giam liu (vi dy giam
con 7,5 mg/ ngay).

- Sif dung & tré em: DO an toan ciia thudc nay
trén tré em chua dugc ching minh (khdng co kinh
nghiém lam sang).

Sir dyng thuéc cho phy nir cé thai va cho con
bu:

- Khdng nén diung thudc nay cho phy nil co
thai, phy nd ¢c6 thé dang mang thai, trir khi Igi ich

diéu trj dy tinh vugt trdi hon cac nguy cd co thé co
do diéu tri (B9 an toan cla thudc nay trén phy nd
¢0 thai chua dugc ching minh).

- Nén tranh ding thudc nay cho ngudi me dang
nudi con bu. NEu nhat thiét phai ding, ngudi me
nén ngung cho con bu me trong thdi gian didu tri
(Thi nghigém trén chudt cho thdy thudc dugc bai tit
qua sia me).

Anh hudng cia thudc Ién kha ndng léi xe, van
hanh may mdc:
Chua dugc ghi nhan.

Tuong téc, tuong Ky cua thubc:

Si dyng dbng thoi vdi
cholinergic (nhu atropin sulf
bromid), c6 thé lam giam
Do dé, néu diung vdi cac thudc khang
cholinergic, nén tham™fong udng cac thudc cach
nhau mdt thdi gian (it nhat 2 gid).

Do khéng c6 cdc nghigén cdu vé tinh tudng ky
cla thudc, khong trdn Ian thudc nay vdi cac thudic
khac.

Téc dyng khéng mong muén cua thuée:

Tiéu chay/ phan long, khd miéng, dau bung,
buén ndn/ ndn, thay dbi vi gidc, danh tréng nguc,
khé &, choang vang, nhic ddu, thay ddi huyé&t hoc,
tang triglycerid, tang men gan.

Théng bdo cho bdc sT hodc dugc si cac tdc dung
khéng mong mudn gdp phai khi s& dyng thuéc

Qué liéu va cach xr tri:
Chua ¢0 tai liéu bao céo.

Pac tinh duge lyc hgc:

Thuéc nay 1a chat chl van thy thé 5-HT4 chon
loc. Thude duge cho la ¢é tac dyng kich thich thy
thé 5-HT4 & dam rdi thdn kinh da day-rudt, lam
tang phéng thich acetyicholin, din dén tang cudng
sy van dong cla da day-rudt va sy thdo rdng da
day.

Ddc tinh dugc déng hec:

1. Ndng do trong huyét tudgng (5 ngudi I6n khoe
manh nhijn dé6i, udng liéu duy nhat 5 mg mosapride
citrat)

thudc khang
butyl scopolamin
dung clia mosaprid.

Tmax (gid) Cmax T1/2 (gi&)
(ngmt) |
08+0,1 30,7 +2,7 2002

Trung binh + sai s6 chudn.

2Ty 18 gdn k&t vgi protein huyét tudng: 99,0%
(trong 6ng nghiém, huy&t thanh ngudi, & ndng do
1mcg/mL, phudng phap siéu lpc hodc thAm phan
can bang).

3. Chat chuyén héa chinh va dudng chuyén
hoa: Chat chuyén hoéa chinh: hgp chit des-4-
fluorobenzyl. Budng chuyén héa: Mosaprid citrat
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dugc chuyén héa chil yéu & gan, ndi nhém 4- Qui cach déng goi:

fluorobenzyl bj Idy di, ti€p theo 1A su oxy hoa vong -HOp 3 vi x 10 vién nén bao phim.
morpholin & vi tri 5, va hydroxyl héa véng benzen ¢ -HOp 10 vi x 10 vién nén bao phim.
vitri 3.
! _ . Diéu kién bdo quén ciia thude: Bao quan thubc
4. Budng bai ti€t va ty 1§ bai tiét: ndi khd, nhidt dd khdng qua 30°C, tranh dnh séng.
- Buéng bai tiét: Trong nudc tiéu va phan. e
- Ty 1& bai tiét trong nudc tiéu thu gom 48 H1@n ddng cua thudc: 36 thang ody ean

gié sau khi udng thudc: 0,1% dugc bai tist dudi xudt.
dang hgp chat khéng ddi va 7,0% dudc bai tiét  Tiéu chuan chét lugng cia thuéc: TCCS.
duéi dang chat chuyén héa chinh (hop chitdes-4-  cg sd sdn xudt thudc:

fluorobenzyl) (Ngudi I6n khde manh, udng liéu duy
nhét 5 mg mosapride citrat khi déi). -/A
5. Men chuyén hoa: Phan hg cytochrome P- g
450: chil y§u la CYP3A4, CONG TY LIEN DOANH MEYER-BPC

S& 8A3 qudc 18 80, p. Phi Tan, thanh phd B&n Tre, tinh Bén Tre-Vidt Nam
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