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Hép 3 vix 10 vién nén bao phim

WINPRID

Mosapride citrate 5mg

Mosapride citrate 5mg

WINPRID

KEEP OUT OF REACH OF CHILDR

PLEASE CAREFULLY READ THE INSTRSC
BEFORE USE

S6 DK/ Visa No.:

86 Lo/ Lot No. :

NSX/Mfg. Date:

HD/ Exp. Date :

WINPRID

Mesapride citrate 5mg

COMPOSITION:

Each film coated tablet contains :
Mosapride citrate................. 5mg

(as Mosapride citratz dihydrate)
DOSAGE AND ADMINISTRATION/
INDICATION/ CONTRAINDICATION/
SIDE-EFFECT/ PRECAUTION:
Please read the instruction inside,
SHELF LIFE:

36 months from the manufacture date.
STORAGE:

Store in tight container at tempersture below
30°C, avoid light and moisture
PACKING:

Box 3 blisters x 10 fim coated tablets.

THANH PHAN: Mdi vién nén bao phim cd chira:
Mosapride citrate................... 5mg

(dudri dang Mosaprids citrate dhydrate)

LIEV DUNG & CACH DUNG/ CHI BINH/
CHONG CHI BINH/ TAC DUNG PHU/ LIFU Y:
Viui ldng doc tér huémg dén sir dyng bén trong.
HAN DUNG:

36 thang ké tir ngay san xudt.

BAO QUAN:

Trong bao bi kin, ir@nh anh sang va dm, & nhiét do
dirdi 30°C.

BANG GOI:

Hép 3 vi x 10 vién nén bao phim.

DANG BAO CHE: Vién nén bag phim

Tiéu chuén: NSX
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WINPRID

Mosapride citrate 5Smg
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ﬁay chi ding theo don thudc”
\ WINPRID

(mosaprid citrat 5,0 mg)

“Dé xa tdm tay tré em”
JPHO =7 “Doc ky hudng dan sir dung trieée khi dimg”

Thanh phin cdng thirc thube

Mai vién nén bao phim chira:

- Thanh phan drgc chat: Mosaprid citrat dihydrat tuong duong vdi mosaprid citrat 5,0 mg

- Thanh phén G duge: Lactose monohydrat, tinh bét ngd, hydroxypropyl cellulose,

hydroxypropyl cellulose ti trong thap, light anhydrous silic acid, magnesi stearat, hypromellose

2910, polyethylen glycol 6000, titan dioxid, mau ving, mau xanh da trdi, sap carnauba.

Dang bio ché: Vién nén bao phim hinh tron, méau xanh 14 cdy.

Chi dinh

- Diéu trf triéu chiing dudng tiéu héa (nhu ¢ néng, budn nén, nén) do viém da day man tinh

- Hd tro trong thut thao rudt sach hoan toan trude khi thuc hién chup X-quang. Thir nghiém
ldm sang chi m&i dugce nghién ctru khi str dung phdi hop mosaprid citrat véi thude gay thut
thdo dudng rudét NIFLEC (cd chira natri clorid, kali clorid, natri bicarbonat va natri sulfat).

Cach diing, lidu diing

- Diéu trj triéu chimg dudng tiéu hoa (nhu ¢ néng, budn nén, ndn) do viém da day man tinh:
Liéu diing cho ngudi 16n: Mosaprid citrat 5 mg/lan x 3 lan/ngay. Udng trude hodc sau bifa
an.

- HG tro trong thut thao rudt sach hoan toan trude khi thyc hién chup X-quang: Liu ding cho
ngudi [6n: Mosaprid citrat 20 mg, udng cung lac véi dung dich thudc gy thut thao dudng
rudt (khoang 180 ml). Hodc 13, sau khi dung thude giy thut thao dudng rudt, ubng mosaprid
citrat 20 mg v&i mdt it nude. Luu ¥ doc k¥ ché d6 lidu cua thude gdy thut thdo dudng rudt va
nhitng canh bio lién quan dén cach ding, liéu ding clia thube nay.

Chéng chi dinh:

Qua mén cam véi mosaprid citrat hay véi bat ¢t thanh phan ndo cta thude.

Cénh bdo va thin trong khi ding thude

Than trong dac biét:

- Khi diéu tri triéu chimg dudng tiéu héa do viém da day man tinh, cAn danh gia vige cai thién
cac triéu ching tiéu héa sau mét thi gian nhét dinh (thudng 1a 2 tudn) va xem xét viée cén

thiét tiép tuc diéu tri.

- Viém gan tdi cép, suy gan ning, vang da c6 thé xay ra. Vi viy, khong str dung thude trong
thoi gian dai. Trong qua trinh sir dung thude, theo dbi chat chd va néu phat hién c6 bat cir bit
thudng, nging ding thube ngay va xir tri thich hop. Pdng thii, néu 6 cdc triéu chimg nhu la
mét mdi, chdn &n, nurée tidu ddm dic, phat ban, vang mét. .. sau khi bt ddu ding thudc, bénh
nhan can phai ngirg diing thudc va lién hé vdi bac s.



- Khihé trg trong thut théo rudt sach hoan toan trude khi thuc hién chup X-quang: Luu y doc
ky canh bio, than trong, chong chi dinh, cach dung, tac dung khong mong muén... droc md
té trong to hudng dén st dung cta thube gay thut théo dudng rudt.

Nguoi cao tudi: O ngudi cao tudi, cac chire nang sinh ly nhu thén, gan théng thudng bi suy giam.

Vi vdy, than trong khi sir dung thude béng cach theo d3i tinh trang ctia bénh nhan. Mit khéc, néu

phat hién cdc tac dung khéng mong mudn trong khi str dung diéu trj triéu chirng duong tiéu hoa

do viém da day man tinh, c6 bién phap xir trf thich hgp nhu bing céch giam lidu (mosaprid citrat

7,5 mg/ngay).

Tré em: Tinh an toan cia thudc trén tré em chua dugc thiét lap, do thiéu kinh nghiém sir dung

trén doi tuong nay.

Cdnh bdo khac: Trong mot thir nghiém trén mét quén thé dong vét gim nhim (100 chudt ddng,

92 chudt nhit) duoc cho udng trong thoi gian dai lidu gap 100-300 lan lidu str dung trong l4m

sang (30-100 mg/kg/ngay), c6 ghi nhan duge viée tang tin sudt xudt hién khéi u (u tuyén & gan

va u tuyén gidp thé nang).

Luu y trude khi sic dung: Khi cdp thude, hily huéng din bénh nhan béc thude khai vi va méi

dung thudc. DA cé béo cdo trudng hop do v6 tinh nudt phai vi, mdt phin canh séc cua vi ddm vao

niém mac thuc quan va tiép dé gdy thiing thuc quan din dén bién chimg nghiém trong nhu viém
trung thit.

Thuéc cé chira lactose nén than trong khi ding bénh nhdn co 761 loan di fruyén hiém £4p nhy

khong dung nap galactose, thiéu hut lactase hode kém hép thu glucose-galactose.

Sir dung thude cho phu ni¥ ¢6 thai va cho con bi:

Dbi véi phu nir ¢6 thai hodc cé kha ning mang thai, thudc chi duoc sir dung khi da dénh gia loi

ich vuot trdi so v6i nguy co. Tinh an toan cla thude trong thai ky chua dugc thiét 1ap.

Trénh st dung thude cho phu nir cho con bu. Khi ding thude, phu ni phéi ngung cho con bu. B3

¢6 bdo cao thude dugc bai tiét vao sira trong cdc thi nghiém trén dong vat,

Anh hwéng cita thude 1én kha nang l4i xe, vAn hanh may mée

M6t s6 tac dung phu cua thude c6 thé xay ra nhu chéng mit, dau ddu do @6 cin than trong khi sir

dung mosaprid citrat khi lai xe va vin hanh mdy méc.

Tuong tic, twong ky ciia thude

Khi ding chung erythromycin 1200 mg/ngdy v6i mosaprid citrat 15 mg/ngay, so véi khi udng

mosaprid citrat don déc, ndng d6 dinh cia mosaprid citrat trong méu ting tir 42,1 ng/mL &n

65,7 ng/mL, thdi gian bén hiy ting tir 1,6 gid dén 2,4 gid va AUCq ting tir 62 ng.gido/mL 1én

114 ng.gid/mL.
Thén trong khi st dung ph(fz' hop
Loai thuée Bién hién ldm sang, xie tri Co ché twong tdc, yéu 16 nguy co

Céc thudc c6 hoat tinh | Do tic dung ciia mosaprid | Do tac dung lam tang nhu ddng
| khang cholinergic: | citrat c6 thé giam khi sir dung | dudng tiéu héa clia thude duoc giai |

atropin, butyl | chung véi cac thube khang | thich bang co ché

scopolamin... cholinergic, luu v ding cac | kich hoat than kinh giao cam, céac

thudc cach xa nhau. thuéc khang cholinergic ¢6 thé Gc |
ché téc dung nay.




Tac dung khong mong muén ciia thude
1. Khi diéu tri triéu chimg dmi’ng tiéu héa do viém da day man tinh:
Tac dung khong mong muén dugc ghi nhan & 40 trén 998 truong hop (4,0%). Céc téac dung nay
chil yéu 1a tiéu chay, phan long (1,8%), kh6 miéng (0,5%), mét méi (0,3%)... Céc tri s xét
nghiém can 1am sang bat thudng dugc phéat hién & 30 trén 792 trudng hop (3,8%), trong do co
tang bach cu 4i toan (1,1%), tang triglycerid (1,0%), ting AST (GOT), ALT (GPT), ALP va y-
GTP (mdi loai 0,4% ) duoc ghi nhan trong cdc thir nghiém 1am sang trudce khi luu hanh.
Theo két qua gidm sat hau mai ctia thudc, tic dung khong mong mudn duoc ghi nhin & 74 trén
3014 truong hop (2,5%) dugce dic biét theo dai do st dung kéo dai: tiéu chay, phan ldng (0,8%),
dau bung (0,4%), khé miéng (0,3%)...
2. Khi hé tro trong thut thao rudt sach hoan toan trude khi thuc hién chup X-quang:
Tée dung khdng mong mudn (bao gdm nhitng bt thudng trong xét nghiém can lam sang) duoc
phat hién & 35 trén 241 truong hop (14,5%), trong d6 ¢6 chuéng bung (3,7%), budn nén (3,3%),
héng ciu niéu (2,1%), dau bung (1,2%), dau dau (1,2%), protein niéu (1 ,2%)... duoc ghi nhén
trong cac thir nghiém 1am sang trude khi luu hanh.
Theo két qué gidm st hau mai ciia thuée, téc dung khéng mong mudn duoc ghi nhan & 3 trén
1.306 truong hop (0,2%).
- Téc dung khdng mong muén nghiém trong:
Viém gan t6i cdp, suy gan ning, vang da (m&i tic dung c6 hai xay ra ¢ tin sudt < 0,1%)
Suy gan nghiém trong c6 kém theo viém gan tdi cép, tang dang k& cac chi s6 AST (GOT),
ALT (GPT), y-GTP..., vang da ¢6 thé xay ra va thim chi cé truong hop ti vong. Theo ddi
chit ch&, néu phat hién c6 bét cir bét thudng, ngling dung thude ngay va cé bién phap xu tri
thich hop.
- Céc tée dung khdng mong mubn khac:
Khi diéu tri triéu chung duong tiéu héa do viém da day man tinh:

Phan loai co quan 0,1% -<2% <0,1% Tan suiit xay ra
chwa ré
Qué4 mén Phu, may day Phét ban
Mau Tang bach cau 4i toan | Gidm bach cau
Hé tiéu héa Tiéu chdy, phan léng, | Ri loan vi giéc, day | Mat cam giac & ving
khé miéng, dau bung, | bung miéng nhu ludi, moi
budn nén. non
Gan Tang ALT (GPT) Tang AST (GOT),
ALP, vy- GTP wva
bilirubin
Tim mach Dénh tréng nguc
Than kinh tam than Chong mit, mé sang,
dau dau
Khac MéEt moi, tang m& bung | Run
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Phan loai co quan
He tiéu hoa

Than kinh tam than
Khac

Khi b6 tro trong thut thdo rugt sach hoan toan truée khi thuce hién chup X-quang.
Gan

0,1% - <5%

Tang bilirubin

Cam gi4c chudng bung, budn non, dau bung,
r6i loan da day, o hoi

Pau dau, budn ngl

Qua liéu va cach xiv tri

bic tinh dwge lwe hoe

Pau ngue, run, mét moi, phi mat, hong cau
niéu, protein niéu, ting LDH

nhén dén céc co'sd y té gin nhét dé didu tri kip thoi.
day.
2. Tac dung lam ting nhu ddng tai phan trén cia ong tiéu héa:
- Tac dung lam ting nhu ddng da day, ta trang:
(& cho).

- Téc dung lam ting t6c d8 lam rdng da day:

Thuée cho tac dung lam ting nhu déng da day, ta trang sau khi &n va tac dung nay phu thudc lidu

3. Téc dung lam ting nhu dong tai phan dwdi ciia 6ng tiéu héa.

dung nay phu thudc lidu (& chudt lang).

- Téc dung lam ting nhu dong dai trang va su vin chuyén thic an di qua dai tring
Thuéc cho tac dung 1am ting nhu dong dai trang va su vén chuyén thirc 4n di qua dai trang va tac
dudng rudt)

tiép d6 lam giam luong nudc tai dai trang (& chudt lang).

- Téc dung tay x4 va giam lugng nudc & dai trang (khi sir dung ddng thoi véi thube gay thut théo
Thude 1am ting cuong téc dung lam sach rudt cia thube gdy thut thdo dwong rudt (NIFLEC) va
4. Co ché tdc dung: Mosaprid citrat c6 tac dung chon loc trén thu thé 5-HT4, déng thoi ¢é tinh

ddi khang véi thu thé S- HT3. Mosaprid citrat kich thich céc thy thé 5-HT4 trong d4m t5i thén
kinh tiéu héa, lam tang phdng thich acetylcholin, dan dén ting curdng nhu dong cia bng tidu hoa.

Thong bdo ngay cho bdc sj hodc dwoc sy nhitng phin keng cé hai gdp phii khi sir dung thubce

Chua cé bao céo v& viée sir dyng thude qué liéu. Trong truéng hop udng qué lidu, cAn dua bénh
Nhom diwoe [y: Nhém thude tiéu héa.
Ma ATC: AO3FA99

Thubc cho tac dung lam ting nhu déng da day, ta trang ddi véi thire an dang long (& chudt nhét,
chudt ddng) hodc dic (& chudt ddng). Mit khac, diing thube 13p lai trong mét tudn [am giam tac
dung lam ting téc do lam rdng da day cia thude (& chudt ddng).

1. Tée dung duoc ly: Khi tién hanh the nghiém tac dung ldm réng da day & ngudi khoe manh va

bénh nhin viém da day man tinh, mosaprid citrat 5 mg cho téc dung lam ting toc d6 lam rng da
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Dic tinh dwoe dong hoc
1. Hdp thu
- Khi dung thuée don doc (5 nguoi trudng thanh khde manh, sir dung mosaprid citrat 5 mg mdi
ngay, lic déi)
[ Tmax (gio) Cmax (ng/mL) T1/2 (gio) AUC0-o0o(ng" gio/mL)
| 0,820, 30,7+2,7 2,0+0,2 67+8
Gia tri trung binh £+ d9 1&ch chuan
- Khi ding phdi hop véi thude gdy thut théo duéng rust
Ngudi trudng thanh khoe manh ding mosaprid citrat 20 mg (litu dAu tidn) ltc doi va thube gay
thut thdo dudng rudt (NIFLEC), 2 gio sau lidu diu tién udng mosaprid citrat 20 mg (lidu thir hai)

Thoi diém ding thude | Tmax (gid) Cmax (ng/mL) AUC (ng-gio/mL)
Lieu dau tién (N=24) | 1,0+0,5 | 116,1235,1 150,345,2 (0-2)
Licu thi hai (N=23) | 2,5+0,2 | 272,6+80,9 848,8+301,4 (0-24)
Gid tri trung binh = d6 léch chuin

2. Phén bé

99.0% (in vitro, huyét thanh ngudi, | meg/mL, x4c dinh bing phuong phép siéu loc hay thdm
phan can bang (equilibrium dialysis).
3. Chuyén héa
Chit chuyen hoa chinh cua mosaprld citrat 14 des-4-fluorobenzyl. Mosaprid citrat bi chuyén héa
cht yéu bing cach loai bd gbe 4- -fluorobenzyl théng qua cytochrom P-450 CYP3A4 tai gan, sau
d6 tiép tuc bi oxy héa & vi tri sb S trén vong morpholin va hydroxyl héa & vi trf s6 3 trén vong
benzen.
4. Thai trie \
Thubc dao thai qua phén va nudc tiéu. Ty 18 thude trong nudc tidu 48 gity sau khi ubng 12 0, 1%, §
dudi dang khong d6i va 7,0% dudi dang chét chuyen hoéa chinh (des-4-fluorobenzyl) (¢ ngudi
trudng thanh khde manh, liéu duy nhét S mg, ubng ltc déi). by
Quy cich dong goi: 10 vién/vi X 3 vi/hép.
Diéu kién bio quin:
Bao quan trong bao bi kin, tranh anh sdng va im, & nhiét d6 dudi 30°C.
Han ding: 36 thang ké tir ngay san xudt.
Tiéu chuin chit lugng cia thude: TCCS
Tén, dia chi ciia cor sé san xuit thube
CONG TY CO PHAN DUQC HA TINH
167 Ha Huy Tép, Thanh phé Ha Tinh, Viét Nam
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