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THANH PHAN
M&i vién nén bao phim chira:

— Thénh phdn hoat chdt
Mosapride CHrate ..o cnaanmnsnming 5mg
(Twong dwong Mosapride Citrate Hydrate 5,29 mg)

— Thénh phan td diege
Lactose Monohydrate, Corn Starch, Hydroxypropyl Cellulose, Low
Substituted Hydroxypropyl Cellulose, Magnesium Stearate, Hypromellose,
Triethyl Citrate, Talc, Titanium Oxide, Carnauba Wax.

MO TA
Nippon Mosapride 5 12 vién nén hinh oval, bao phim mau tring, hai mat
tron va c6 khic vach.
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Kich thudc Mit bén

Buong kinh dai khoang 9,1 mm

Puéng kinh ngiin khoang 4,6 mm

Do day khoang 3,6 mm

Khai lugng khodng 140 mg

DANG BAO CHE: Vién nén bao phim.

CHI PINH

= Chc tridu chimg tiéu hoa kém theo viém da day man tinh (¢ néng, budn
non/nén).

* HG tro diéu tri trude khi chup X-quang dai trang c6 can quang bari bing
thude rira rugt duong udng,

CACH DUNG, LIEU DUNG

= Cic triéu chimg tigu héa kém theo viém da diy man tinh (¢ néng, budn
nén/nén)

— Ngudi 16n: Liéu ding théng thuong doi véi ngudi [6n 1a 15 mg Mosapride
Citrate/ngay, chia 3 14n, udng truée hogic sau n,

= Hj trg didu trj truée khi chup X-quang dai tring cé ciin quang bari
bing thude rira rujt dudng ubng

— Lidu diing théng thudng déi véi ngudi 16n khi bit ddu ding thude rira rudt
duong udng 12 20 mg Mosapride Citrate ciing vai thudc rira rudt dudng ubng
(khoang 180 mL). Ngoai ra, sau khi bt ddu diing thude rira rudt dudng uéng,
tiép tuc udng 20 mg Mosapride Citrate véi mot lugng nhé nudgc,

CHONG CHi PINH
Nippon Mosapride 5 chéng chi dinh & bénh nhan 6 tidn sir qué mén vdi
bt cir thanh phén nio cta thuéc.

CANH BAO VA THAN TRONG KHI DUNG THUOC

= Luwu ¥ lién quan dén tic dung hoiic hidu qué

Hb trg didu tri trude khi chup X-quang dai tring ¢6 cin quang bari

biing thube rira rugt dwdng udng.

Chua tién hanh thir nghiém 1am sang vé viée dimg ddng thoi véi cic thube

rira rudt dudng uéng khéac ngoai thude rira rudt dudng uéng ¢6 chira natri

clorua, kali clorua, natri bicarbonate va natri sulfat khan).

= Luu ¥ lién quan dén cich diing va litu diing

— Cic triéu chirng tiéu héa kém theo viém da ddy man tinh (¢’ néng, budn
nén/ndn)
Sau khi dung thude trong mot khoang thoi gian nhét dinh (thuong 14 2 tudn),
cdn danh gia mirc 49 cai thién cac triéu chimg tiéu héa va xem xét sy cin
thidt cia vide tiép tuc didu tr.

" Luu ¥y co biin quan trong
Khong tiy tién sir dung thudc nay trong khoang thoi gian dai do c6 thé gay
viém gan tdi cép, rdi loan chirc ning gan niing, vang da. Ngoai ra, cdn huéng
din bénh nhan ngimg sir dung thude nay va lién hé vai bac si néu gip cdc
triéu chimg nhu mét méi, chan #n, nude tiéu dic, vang két mac mét, v.v. sau
khi ding thudc nay.
Lru ¥ lign quan dén bénh nhin cé bdi canh diic bit
— Tré nhé
Chura thyre hi¢n thir nghiém 14m sang trén tré nho.
— Nguwbdi cao tudi
C#n theo ddi tinh trang ctia bénh nhdn va than trong khi ding thude. Nhin
chung, cac chirc nang sinh 1y nhu chire ning than va chirc niing gan thuong

bi suy giam. Ngoai ra, truding hop xay ra tac dung phu khi str dung thuéc dé
diéu tri céc trigu chimg tiéu hoa kém theo viém da day man tinh, can ¢ bién
phép xir tri thich hgp nhu giam lidu ding (vi du 7,5 mg 1 ngay).

* Luwu y khi sir dung
pébi véi nhimng thluéc duge dong trong vi bim (PTP), gén huéng din bénh
nhén ldy vién thudc ra khéi vi trude khi sir dung. Néu nudt phéi manh vi PTP,
canh sfic ciia vi c6 thé dam vao niém mac thyc quéan, gay thimg va dan dén
nhiing bién chimg nghiém trong nhw viém trung thét.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

— Phu nir mang thai
Chi nén ding thudc cho phu nit ¢6 thai hodc co kha ning dang mang thai khi
xac dinh rf’mg lgi ich diéu tri [6n hon rii ro.

— Phu ni dang cho con bi
Cén xem xét viéc tiép tuc hay ngimg cho con b sau khi cin nhic giira loi
ich diéu trj va lgi ich ciia viée nudi con bing sita me. Pa ¢6 béo céo vé vide
thudc chuyén qua sita me trong céc thir nghiém trén dong vit (chudt),

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

MAY MOC
Chua c6 bing chimg vé anh hudng cua thudc 1én kha nang 14i xe, van hanh
may moc.

TUONG TAC, TUONG KY CUA THUOC
* Thiin trong khi sit dung déng thoi (Diéu cin luu y khi sir dung d(’ing
thovi véi cic loai thube khic)
Tri¢u chimg 14m sang -
Bién phap xir tri

Tén thudc Co ché - Yéu té nguy co

Thudc khang Téac dung cna thude co|Tac dung trg van dong dudng

cholinergic thé giam, nén than trong|tiéu héa cia thude nay duge
Atropine khi ding cic thudc|phat huy théng qua viéc kich
Butylscopolamine, khang cholinergic,|hoat hé thén kinh cholinergic,

. ching han nhu ding|do do khi ding dbng thoi véi
thudc cach nhau mét|thudc khéng cholinergic co thé
khoang thdi gian. lam giam tac dyng cta thudc
nay.

* Twong téc thube
Erythromyciu

= K.hl phéi hUp crythromycm 1.200 mg/ngay véi thude nay & lidu 15 mg/ngay,
nong do ti da trong huyét trong ciia mosapride tang tir 42,1 ng/mL 1én 65,7
ng/mL, thoi gian ban théi kéo dai tir 1,6 gio 1&én 2,4 gid, va AUCo~s tang tir
62 ng * h/mL 1én 114 ng * /mL) (nghién ciru trén ngudi trudng thanh khoe
manh) so véi khi chi ding thudc nay.

= Tuwong ky, ciia thude

— Do khong c6 cac nghién ciru vé tinh twong ky cta thude, khéng tron 13n
thudc nay vai cac thube khéc.

TAC DUNG KHONG MONG MUON CUA THUOC
Vi ¢6 thé xudt hién céc tac dung phu sau ddy, nén can theo ddi cdn than,
néu phat hién bat thuong thi phai ngimg sir dung thudc va thye hién cac / i
phép xr tri thich hop.

* Téc dung phu nghiém trong

— Viém gan t5i cAp, ri loan chirc niing gan, vang da (tit ¢a déu kho
tin sudt) A
Viém gan tdi cAp, r6i loan chirc ning gan ning di kém véi ting AST, ANT,
¥-GTP, v.v. 1 rét, vang da c6 thé xdy ra va mdt s trudng hop gay tir vonf\g\

* Téc dung phu khic

— Cic trigu chitng titu héa kém theo viém da ddy man tinh (¢ néng, budn
nén/ndn)
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Hé co quan 1~ dwéi 2% Duéi 1% Khong ro
R&i loan hé mién Phu Phat ban, mé day
dich
R&i loan hé méau va |Tang bach  |Giam bach cu

bach huyét cdu 4i toan

Réi loan da day - |Tiéuchay- [Khd mi¢ng, ri loan| Budn non, cam
rudt phén léng vi gidc, dau bung, |gidc ddy bung, cam

non giac té miéng (bao
gdm ludi, mbi,
v.v.)
Réi loan gan Tang AST, ALT,
ALP, y-GTP,
bilirubin

R&i loan tim Panh tréng ngue
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1~ dwéi 2% Duéi 1%
Chéng mat -
choang vang, dau

diu

H¢ co quan Tén sufit khéng rd

Réi loan tam than

Triéu chimg khic | Ting Kho chiju Run

triglycerid

— Hd trg didu trj trude khi chup X - quang dai trang c6 cin quang bari
biing thudc ria rujt dwdng udng

H¢ co quan 1~ dwéi 5% Duw6i 1%

Cam giac ddy bung, budn
nén, dau byung

Réi loan da day -
rudt

Cam giac kho chju & da
day, ¢ hoi

Réi loan gan Ting bilirubin

R&i loan tim thin  [Pau diu Budn ngii

Mau 4n trong nudc tiéu,
protein trong nudec ticu

Triéu chimg khac Cam giac kho chju &

nguc, 6n lanh, mét moi,

sung mat, tang LDH

Théng bdo ngay cho bdc st hogic dirge st ddi véi ede phan img c6 hai 6 thé
gdip phdi khi str dyung thude, hodc béo cdo cde phan img co hai ciia thudc vé
Trung tim Qudc Gia vé thong tin thuéc va theo dsi phan img cé hai cia
thude (Trung tam DI and ADR Quéc Gia).

QUA LIEU VA CACH XU TRi

— Kinh nghi¢m qui liu & ngudi

Khong c6 dir lidu vé sir dung thube qué lidu, khéng ding qué lidu chi dinh
ciia thudc,

— Xii tri qud lidu

Chura ¢6 thudc giai doc dic hiéu. Nén 4p dung cac diéu trj nang d chung
trong moi trurong hop qua liu.

— Kinh nghi¢ém qué litu & dgng vit

Théng tin dya trén cac thir nghiém tién 1am sang.

Trong céc thir nghiém cho loai géim nhdm uéng thudc trong thoi gian dai véi
lidu gép 100 dén 330 I3n lidu dung thong thuong & ngudi (30 ~ 100
mg/kg/ngay) (104 tudn & chudt cdng, 92 tudin & chudt nhit), da quan sat thiy
ty 1& xudt hién khdi u (u tuyén té bao gan va u nang tuyén giap dang nang)
tang Ién.

PAC TINH DUQC LUC HQC

= Nhém dwge Iy

Thude diéu hoa nhu dong da day-rudt,

Mi ATC: AO3FAQ09
= Co ché hoat djng
Thude nay la ché.t chii van thy thépem}onin 5-HT.4, dugc cho 14 ¢6 tac dung
kich thich thy thé 5-HTs & dam roi than kinh trong da day - rut, [am tang
phéng thich acetylcholin, dén dén ting cuong sy van dfng cia dudng tiéu
hoa trén va dudi va ting cudng su théo rdng da day.
TAc dung trg viin djng dudng tiéu hia trén

— Téc dung trg vin ding da diy, ta trang

Cho thiy tac dung trg vén dong da day, ta trang giai doan sau an phu thudc
vao lidu diing (thir nghigm trén cho).

— Tiéc dung tiing cudng thio ring da day

(1) Trong thir nghiém 1am réng da day dugc thuc hién trén ngudi truéng
thanh khoe manh va bénh nhén viém da day man tinh, thudc nay cho thiy
tac dung ting cudng thao rdng da day khi ding liéu 5 mg 1 1an.

(2) Cho thdy tac dyng tang cuong thao réng da day dbi vai chit long (thir
nghié¢m trén chudt nhét va chudt cdng). N goai ra, tac dung ting cudng théo
rdng da day giam dan sau khi ding lap lai trong 1 tudn (thir nghiém trén
chudt cong).

Téc dung trg vin djng duwdng tiéu héa dwéi

— Tie dung trg vin djng dai tring v phiin bd cfe chilt trong dai tring

Cho lhéy tac dung trg van ddng dai trang va phan bé céc chét trong dai trang

phu thue vio lidu ding (thir nghigm trén chudt lang).
— Tac dung tang cwong lam sach bén trong rudt (dai traing) va lam giam
tich nuée (khi ding két hep v6i thube riva ruft dudng ubng)
Tang higu qua lam sach bén trong dai trang khi ding thude rira rudt duong
udng, déng thdi [am giam trong Iwong nudce trong dai trang (thir nghiém
trén chuft lang).
PAC TiNH DUQC PONG HQC
* Hip thu
Nong d§ thude trong miu
= Khi dung thube don 1&
(5 ngudi trudng thanh khoe manh, uéng lidu 5 mg 1 14n khi d6i)
Tmax (h) Cmax (ng/mL) T1/2(h) |AUC 0™ (ng * h/mL)
0,8+0,1 30,727 2,0£0.2 67+8

Gid tri trung binh + Sai s chudn
= Khi diing két hep v6i thube ria rut dudng uﬁng
Tac dung ting cudng [am sach rudt va giam tich nude (khi ding két hop véi
thudc 1am sach rudt dudng udng).
(G ngudi trudng thanh khée manh, sau khi udng mot lidu 20mg thude nay lac
doi (14n 1), tiép tuc ubng thudc rira ruot duong u(")ng, va sau 2 gio ké tir lidu
du tién, ubng tip liéu 20mg thude nay (14n 2)

Théi diém diung thude | Tmax(h) |Cmax(ng/mL)| AUC(ng + h/mL)
Lin | (24 truong hop) | 1,0+0,5 | 16,1 +35,1 | 150,3 45202
Lin2 (23 truong hop) | 2,502 | 272,64 80,9 | 8488+ 301 A-2s

Gia tr trung binh + Sai s chudn

Phén bd

Ty 1¢ giin két v6i protein huyét thanh

99,0% (in-vitro, huyét thanh ngudi, & nﬁ‘mg dd 1pg/mL, phuong phap siéu
loc hogic thdm tach can bing).

Chuyén héa

— Chét chuyén héa chinh: Chét tach nhom 4-fluorobenzyl,

— Pudng chuyén héa: Chi yéu duge chuyén hoa & gan thong qua qua trinh
tach nhém 4-fluorobenzyl, sau do [4 qué trinh oxy héa tai vi tri sé 5 ciia vong
morpholin va hydroxyl hoa tai vi tri sb 3 ctia vong benzen,

— Enzyme chuyén héa: Phan nhém cytochrome P-450: Chu yéu 1a CYP3A4,

= Thai trir

— Dudng théi trir: Trong nude tiéu va phan,

— Ty 1¢ thai trir: Ty 18 thai trir qua nude tiéu 48 gio sau khi udng thude 1a
0,1% dang chit khong ddi va 7,0% dang chét chuyén hoa chinh (des-4-
fluorobenzyl mosapride) (Ngudi lén khoe manh, udng lidu duy nhét 5 mg
Mosapride Citrate khi doi).

QUY CACH bONG GOI

CT Ty
Hop [ thix 10 vix 10 vién nén bao phim. 4',5,

PIEU KIEN BAO QUAN
Béo quan trong bao bi kin, noi kho, khong qua 30°C.
HAN DUNG ;

36 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUQNG THUOC
.2 . . : = “\\\Q
Dugc dién Nhét Ban, 4n ban hién hanh. 1',
SAN XUAT TAI

CONG TY TNHH NIPPON CHEMIPHAR VIET NAM

$676 Pai 16 Boc Lép, Khu Coéng Nghiép Viét Nam-Singapore,
Phuong An Phii, Thanh phé Hb Chi Minh, Vigt Nam.
Dién thoai: 02743 721 357 Fax: 02743 721 358
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