https://trungtamthuoc.cw O' HUONG DAN SU DUNG CHO CAN BO Y TE

MOSANE TABLET
iMosaprid citrat dihydrat)
Byoc ki hueimg dén si dumg trude khi ding
Néu cin thim thing tin xin héi § kidn bic s7, diege s5.
Tén thube: MOSANE Tablet.
Thiinh phin: M1 vién nén bao phim b chira.
Hoar char,
Mosaprid citrat (duwd dang mosapnid citrat dilydrat). .. .......... 5,0 mg
Lid durge: Lactose hydrat, cellulose vi tinh thé, hydroxypropyleellulose, hydroxypropyl cellulose phin tir thip, magnesi stearat, colloidal silicon
dioxid, opadry white.
Dang bito ché: Vién nén bao phim
Quy cdch dong gai: Hop 10 vi x 10 vién.
Biic tinh durgre lyre hpe
M ATC: AOIFA
Nhcim dueere [, Thube drimg néu hba
Mosapnid citrat co tic dyng chon loc trén thy thé 5-HT4, ddng thén cb tinh dli'}i khing vin thy thé 5-HT3. Mosaprid citrat kich thich céc thy thé
3-HT cia diu tin cing thin kinh dg diy - a1, lim ting tiét scetylcholin, két qud 13 ting cudmg nhu ding rupt da diy.
Durgre djng hoe _
Trong mde nghién ciru & ngudi, ndng 4 1di da dt dugce sau 0.8 = 0,1 giv dua thude, sau khi ubng mosaprid citrat liéu duy nhét § mg, nong 44
thudc 16§ da cé tromg huyét neomg 14 30,7 + 2,7 (ng/mi). Théri gian bén thii 1 2,0 £ 0.2 gitr. Ty I lién két protein huyét nromg 13 99,0%. Mosaprid
citrat chuyén héa chis yéu qua gan, vén hep chilt chuyén hoa chinh i des-4-fluorobenzyl.

Mosaprid citrat duge dio thii chi yeu qua nirde tifu va qua phén. Trong nuoe tidu thu gom 48 gidr sau khi udng 1 lidu duy nhit 5 mg mosaprid
citrat, 0,1% dugc bii tiét dudi dang hop chit khong ddi vi 7,0% duge bai tiét dudi dgng chit chuyén héa chinh (hpp chit des-4-fluorobenzyl)
Thudc chi ding khi co sy ké dom cia Béc si

Chi djnh:
mewﬁqumqm vil chimg khd tidu két hop viém da diy man tinh.
Litu legrmg:
Liéu diing 5 mg/lin x 3 lin'ngay. Udng trréc hojic sau bika in.
Chiéng chi dinh
Bénh nhiin c6 uén sir qui mdn cém vii mosapnid hay véi béit ki thanh phin nio cia thubc.
Thiin trong
Néu khéng thity syr cdi thign nao vé migu chimg da diy-rut sau miit thini gian diing thude (thuémg 14 2 tuln) thi nén ngumg thube.
S dyng o ngiir cao tudiz Vi chire nfing sinh 1 cia thin vi gan thuimg suy giam & bénh nhin cao. twbi, nén phii cin thin khi ding thude niy
bdng cich theo ddi tinh trang cita b{nh nhin. Néu thiy c6 bit ki phin img phy ndo, nén ép dung céc bign phép thich hop nhwr giam lidu,
St dung o tré em: D) an todn cia thude ndy tén tré em chua duge chimg minh.
Tie dyng khing mong mudbn
Trong cic thir nghi¢m 1am sing. cic phin img phy dugc ghi nhin & 40 trén 998 tnromg hop (4,0%). Cée phin img phy chi yéu 14 tidu chiy,
philn long (1,8%), khd midng (0,5%), khé & (0,3%), v-v.... Cée trj sb xét nghigém cin lim sing bit twimg dwoe nhin thiy & 30 wén 792 tnnimg
hop (3,8%), chil yéu I ting bach ciu & toan (1,1%), ting triglycerid (1,0%), AST (GOT), ALT (GPT), ALP v gamma-GTP (mdi logi 0,4%).
Ciic phin img phy khic:
- Tiing mdin cam: Phi, ndi ban, mé day.
- Huyét hoc: Ting bach cdu di toan, gidm bych clu.
- D dity — rut: Tidu chity, phin long, kho miéng, dau byng, budn ndn, ndn, thay ddi i gidc, c4m gide chirémg byng. .
- HE tim mach: Béinh tréng ngye.
- H§ thiin kinh, Chodng vang, nhire diu.
Thing bdo ngay cho bic si kki gfp phdi cdc tic dung khing mong mudn cia thudc.
Tuwomg tic vid thube khic:
Khi diing chung erythromycin liéu 1200 mg/ngiy véi thudc niy & lidu 15 mg/ngdy, so v6i khi ulng mosaprid don dde, nbng 46 mosaprid cao
nhit trong méu ting tr 42,1 ng/ml lén 65.7 ng/ml, théri gian bén hiy kéo dai tir 1,6 gio lén 2.4 gior va AUC_, thng tir 62 ng.gitvml 1én 114
ng.gie'ml.
Mosaprid lim gidm tic dung cia cdc thube khing chelinergic - atropin sulfat vd butyl-scopolamin bromid...
Sir dyng thudc cho phy ni ¢ thai vi cho con b
Chara e i tai ligu chirmg minh tinh an todn khi sir dyng mosaprid citrat cho phy nit 6 thai v cho con bi, do d6 chi sir dung thude khi thit sy
cdn thiét va clin cin nidic lgn ich nguy <0 trude khi sir dyng thudc. O phy nit dang cho con bi, néu nhit thiét phai sir dung thude, ciin cho con
ngung bi thiri gian diéu i) biing mosaprid citrat.
Anh hrémg dén khi niing ldi xe vi viin hinh méy mée
M3t s6 tic dyng phy cila thude 6 thé iy ra nbie chodng vang, nhire diu do 46 cin thin trgng khi sir dyng mosaprid citrat khi l4i xe va viin hinh
may moc.
Qui liéu v cheh xir tri
Tngu chimg qui liéu mosaprid gdm 6 dau byng v tiéu chay. Nén nira dp day, ding than hogt v theo di diu hidu lim sdng. Thube gin két cao
vin protemn huyét iromg nén khing thé lom bo biing thim tich.
Biio quin: Biéo quin trong bao bi kin, trinh dm, trdnh dnh sing, & nhig 6 dudi 30°C.
Han ding: 36 thing ké tir ngdy san xudt. BE THUOC TRANH XA TAM TAY TRE EM.
Nhik sdin xult
KOREA ARLICO PHARM. CO., LTD.
21,Yongso 2-gil, Gwanghyewon-myeon, Jincheon-gun, Chungcheongbuk-do, Hin Québc
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1. Tén sin phim

MOSANE Tablet

Poc by huning din sir dung trurcc khi diing

B xa tim tay tré em : .
Thing bdo ngay che bie sThode dwge 57 nhimg tde dung khing mong muon gdp phai khi sk dyng thudc
Thude nay chi dimg theo don cuia bde si

2. Thinh phén, him hegng cia thude

Heoat chéit;

Mosaprid citrat (dwdi dang mosaprid citrat dibydrat).......eieee S0mg
Ti dirgs: Lactose hvdrat, cellulose vi tinh thé, hydroxypropyleellulose, hydroxypropy! cellulose phén tir thilp, magnesi stearat, colloidal silicon
daoxid, opadry white.
3. M td sin phim |
Vién nén bao phim thudn dii, mdu tring.
4. Quy cich ddng géi: Hip 10 vix 10 vidn.
5. Thude diing cho binh gi?
Bénh trdo nguoc dg diy thye qudn, ¢ ndng va chimg khd tidu ket hop viém da diy man tinh
6. Nén diing thubc niy nher thé nio vi lidu lugng?
Thube dimng dwimg uong. Udng trude hofic sau bits &n.
Litu diing: nghy wing 3 ln, mdi ln 1 vién.
7. Khi nio khing nén ding thube niy?
Binh nhin cb tin < qud min cim véi mosaprid hay vai bit ki thinh phin ndo cia thube.
8. Tic dyng khing mong mudn
Téc dung khing mong mubn chia yéu 14 tiéu chiy, phin long, khé mifng, kho chiu...
Cie phin img phy khde:
- Tang min cim. Phi, ndi ban, mé day
- Huyét hoe: Tang bach clu 41 toan, gidm bach clu, _ _
- Da diy — rudt: Tidu chiy, phin 1ong, khd mi¢ng, dau bung, buda ndna, nbn, thay 861 vj gidc, cim gide chudimg bung...
- H¢ tim mach: Diénh tréng ngye.
- H¢ thiin kinh: Chodng ving, nhirc diu.
Thing bde ngay che bdc s7 khi gip phdi cde e dung khing mong mudn cita thudc.
9. Nén trinh ding nhimg thufc hodic thye phiim gi khi dang sir dyng thube nay? _ :
Khi diing chung erythromycin liéu 1200 mg/ngiy voi thudc ndy & lidu 15 mg/ngiy, so véi khi ubng mosaprid dom dic, ndng 4§ mosaprid cao
nhit trong méu ting vir 42,1 ng/ml n 65,7 ng/ml, théi gian ban hiy kéo dii vl 1.6 gid ¥a 2.4 gidr vi AUCO4 ting tir 62 ng.gid'ml 1én 114
ng. giivml. i
Hspnftpri.d lim gidm tic dyng cla céc thudc khing cholinergic - atropin sulfat va butyl-scopolamin bromid.. ., nén thin trong ubng cic thubc
cich nhau mit thiri gian.
10. Ciin lim gi khi miit Hin quén khing dimng thuic? )
Khi ban mét lglml&n khéng ding thudc, hiy ding cang sém cing tdt. Tuy nhién, néu gln v lidu ké tiép, hiy bo qua lidu 43 quén va ding lidu
ké tiép theo ligu phap di duge khuyén cdo. Khing duge gp dbi lidu dé bi vio liéu 43 quén.
I1. Ciin béo quin thube ndy nhir thi nao?
Bidio quéan trong bao bi kin, trinh am, trénh dnh sang, & nhiét 46 ddd 30°C
12. Nhimg diu hifu va tri¢u chimg khi diing thuic qui lidu
Triéu chimg qud lidu mosaprid gbm cé dau v tidu chay.
13. Chn lim gl khi diing thubc qud litu khuyen cio? e :
Khi c6 nhimg triéu chimg qué lidu, nén rira da diy, ding than hoat vi theo d8i diu hidu lim sing. Thude gin két cao véi protein huyét trong
nén khong thé logi bo bing thdm tich, tidp tuc theo ddi sit sao cho dén khi bénh nhin binh phye.
14. Nhimng diéu ciin thin trgng khi ding thube niy?
Néu khong thiy s ci thién nao vé tridu chimg dp diy-rudt sau mdt thivi gian ding thude (thudmg a2 tusdin) thi nén ngung thude.
Sir dung & ngui cao tudi: Vi chire ndng sinh 1§ ciia thin va gan thudmg suy gidm & bénh nhin cao wdi, nén phii cin thin khi ding thudc ny
biing céch theo ddi tinh rang cia bénh nhin. Néu thiy o6 bdt ki phin img phy ndo, nén ép dung céc bién phap thich hop nhur gidm lidu.
Sir dung & tré em: B9 an todn cia thube ndy trén tré em chira duge chimg minh.
St s (e ek o o o Tk ol bic

Chura c6 i tai ligu chimg minh tinh an 1odn khi sir dung mosaprid citrat cho phy nir o6 thai ﬂchpmqhﬁ. tﬂk‘-d’ﬁ chi sir dgng tl:l.mh!:hl thiil sy
cin thiét vi cdn ciin nhic lgi ich nguy ca e khi sir dyng thubc. O phy nir dang cho con bd, néu nhat thiét phii sir dyng thutc, cin cho con
ngung bi trong thii gian dicu trj bing mosaprid citrat.

Mt 56 the dpng phy ciia thude cb thé xiy ra nhu chodng ving, nhire diiu do 46 ciin thiin trong khi sir dyng mosaprid citrat khi 14i xe vi vin hinh
My M.

15. Khi ndo cin tham vin bic si, dugpe si?

- Néu c6 bit ki phén img khong mong mudn nio xdy ra.

- Néu ban 6 thai hojc dang cho con bi, tham vin bac s§ truée khi ding thude.

- Néu ciin thém thing tin xin héi § kién bde s hode duge si.

16. Han diing ciia thufic?

36 thang ke tr ngay sdn xuat.

17. Tén, dja chi ciia nhi sdn xuit

KOREA ARLICO PHARM. CO., LT,

21,Yongso 2-gil, Gwanghyewon-myeon, Jincheon-gun, Chungeheongbuk-do, Hin Quibec.

18, Ngiy xem xét sira dbi cip nhit lai ndi dung hwdmg diin sir dung: ngay 100082017 theo cing vin sé 11867/QLD-BK
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