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Bug ayeia apudesoyy 

JLLONWAZYV 
Ingredients: Each sachet contain: 
Mosapride citrate 5 mg 
(as Mosapride citrate dihydrate 5.29 mg). 
Posies 

ja: Store a dry place, protect from light, 
o Apeianbidaach below 

ge and 
other Information: Please carefully read the 
istruction in the leaflet instructions in the leaflet, 
Packing: Box of 30 sachets x 0,5 g sachet 
Specification: In house 

KEEP OUT OF REACH OF CHILDREN 
READ THE LEAFLET CAREFULLY 

BEFORE USE 

REG. NO: 

WHO-GMP 

FANS Bét pha hén djch uéng 

— AZEKMOTIC 
Mosapride citrate 5mg 

HOp 30 gdi x 961 0,6 g 

CONG Dee PHAN DU'OC PHAM SOHA VIMEX 
SOHAVIMEX Budng N1- Khu cng nghiép Yén M9 Il, thi trén Yén My, huyén Yén Mg, tinh Hung Yén, Vit Nam. 
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Thanh phan: Méi oe bot chia: 
Mosapride citrate 5 
(dud Seis Mosapride citrate dihydrate 5,29 mo). 
Ta dug vira a0 0,59 
Biba td ign b 
tranh anh sang, nhiét d6 khéng qua 30°C 
Chi dinh, chéng chi dinh, ofoh ding va o&o 
théng tin kh&o: Xem trong te huéng dan sir 
dying thudc kam theo, 
Quy edoh: Hop 30 géi x 961 0,59 
Tiéu chudn chit legng: Tibu chudn co s& 

bE XA TAM TAY TRE EM 
BOC KY HUONG DAN SU DUNG 

TRUOC KHI DUNG 

SDK: 

86 16 SX/ Batch No.: 
NSX/ Mfg. Date: 
HD/ Exp. Date: 

THAN PHAN: Moi asl bot chira: 
josapride citrate 5 m 

Rx Thuéo ke don WHO-GMP (duel dang Mosapride ciate dihydrate 5,28 m9) 
Ta duge. a duO,6g 

CHI BINH, CHONG CHi BINH, CACH DUNG VA CAG 
THONG TIN KHAC: 

Bét pha hdn ajch ubng Xem trong te hudng din stv dung thudc kem theo. 

BAO QUAN: Béo quan trong bao bi kin, noi khé ro, 
trénh anh sang, & nhiét 40 dudi 30°C. 

AZEKMOTIC = 
DE XA TAM TAY TRE EM 

Mosapride citrate 6mg boc pul HUNG a DAY 80 DYNG 

86 1d SX: 
HD: 

Nha san xudt; 
ONO TY 06 PHAN DUO PHAM SOKA vi MEX 
eng N41 = Khu cSng nghiép Yén Mg Il, fn tn Yon Mig, 

G61 0,89 muon ‘Yén Mg, tinh Hung ‘Yén, Vidt Nam, 
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Ry - Thuoe nay chi ding theo don thuéc 

AZEKMOTIC 

Dé xa tam tay tre em 

Doc k¥ hwong dan sw dung trude khi ding 

1. THANH PHAN CONG THUC THUOC 
Mi g6i 0,5 g chira: 

Thanh phan hoat chat: 

Mosapride citrate (duoi dang Mosapride citrate dihydrate 5,29 mMg)........:. 5 mg 

Thanh phan ta dwoc: Mannitol, natri saccharin, polyethylene glycol 6000, natri croscarmellose, 

transcutol, tween 80, magnesium stearate, PVP K30. 

2. DANG BAO CHE 
Bét pha hén dich uéng. 

M6 ta: Bét déng nhat, khé toi, mau trang dén trang nga, h6n dich sau pha déng nhat, vi ngot. 

3. CHI DINH 
Thudéc duoc chi dinh dé diéu tri cae triéu chung duong tiéu héa lién quan dén bénh viém da day 

man tinh (o néng, buén non, non). 

H4 tro trong thao thut ruét sach hoan toan trudc khi chup X-quang 

4. LIEU LUQNG VA CACH DUNG 

Dieu tri cdc wriéu ching duong tiéu hoa lién quan dén bénh viém da day man tinh (o néng, buon 

non, non) 

Liéu ding cho ngudi Idn: 15 mg/ ngay, chia thanh 3 lan/ngay, udng truéc hoae sau an. 

Ho tro trong thao thut ruét sach hoan toan trube khi chup X-quang 

Théng thuong, déi voi ngudi lon, 20 mg Mosapride citrate duge ding cling thudc gay thut thao 

duong rudt (khoang 180 ml) khi bat dau ding thudc ria ruét bang duong udng. Va sau khi ding 
thude gy thut thao dudng rudt, udng Mosapride citrat 20 mg voi mot it nuée. 

Cach ding: Ding duong udng 

Hoa hét 260i thudéc voi mot luong nude via dt va uéng ngay sau khi pha. 

5. CHONG CHI DINH 
Chong chi dinh str dung san pham nay trong cdc trong hop qué man vi Mosapride citrate hay 

bat ky thanh phan nao cua thudc 

6. CANH BAO VA THAN TRONG KHI DUNG THUOC 
Khi diéu tri cae trigu chung duong tiéu hoa lién quan dén bénh viém da day man tinh, sau khi 
dting thudc trong mét khoang thoi gian nhat dinh (thuong la 2 tuan), su cai thién cac triéu ching 
duong tiéu hoa nén duoc danh gia va xem xét vé vide tiép tuc diéu tri. 

Khong tu y str dung thudc trong mét thoi gian dai do nguy co viém gan cap tinh, rdi loan chire 
nang gan nghiém trong, vang da. Ngoai ra, bénh nhan nén hudng dan va lién hé vi bae si néu 
xuat hién cdc trigu ching nhu khé chiu, chan an, nude tiéu sam mau, vang mat,...sau khi dting 

thudc. 
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Negudi cao tudi: & ngudi cao tudi, chire nang than va gan thudng bi suy giam. Do dé can than 

trong khi dting thudc bang cach theo doi bénh nhan. Néu xuat hién cae tac dung khong mong 

muon trong qua trinh diéu tri cae tridu chung dudng tiéu hoa lién quan dén viém da day man, nén 

co bién phap xu tri thich hop nhu giam ligu (Mosapride citrate 7,5 mg/ngay) 

Chua co nghién ctru lam sang nao duge thuc hién trén tre em. 

Thudc nay co chtra dudi 1 mmol (23 mg) natri trong méi gdi bot. vé co ban duge coi nhu khong 

chwra natri 

7. SU DUNG THUOC O PHU NU CO THAI VA PHU NU DANG CHO CON BU 

Phu nie mang that: 

Phu ntv mang thai hoae phu ntr co kha nang mang thai chi nén dung thudc sau khi can nhac k¥ va 

loi ich diéu tri vuot tréi so vol nguy co. 

Phu nip cho con bu: 

Nén can nhac dén viée tiép tuc hoadc ngirng cho con bu, can nhac loi ich cla diéu tri va loi ich 

ctia cho con bi. Da cé bao cdo thudc duoc bai tiét vao sita trong cac nghién ctru trén dong vat. 

8. ANH HUONG LEN KHA NANG LAL XE VA VAN HANH MAY MOC | 

Mat s6 tac dung khéng mong muén cua thuédc c6 thé xay ra nhu chong mat, dau dau do d6 can 
| 

than trong khi str dung Mosapride citrate khi lai xe va van hanh may moc 90 

a ee —— On 
9, TUONG TAC, TUONG KY CUA THUOC co F 

Can than trong khi dung phéi hop OC 

Loai thuéc Biéu hién lam sang va xwr tri Co ché va yeu 10 nguy co | OHA 

Cac thudc c6 hoat tinh khing | Do tac dung ctia Mosapride Do tac dung lam tang nhu. ipo 

cholinergic: atropin, butyl | citrate co thé giam khi sw dung | dong rudt duong ticu hoa cua 

scopolamin,.... d6ng thoi véi cac thuéc khang | Mosapride citrate 14 do tac 

cholinergic, luu y dung cac | dung kich thich than kinh giao 

thudéc cach xa nhau cam, cae  thudc — khang 

cholinergic tie ché tac dung | 
nay | 
——— | 

Khi su dung Mosapride citrate 15 mg/ngay cling v6i erythromycin 1200 meg/ngay, nong do dinh 

trong huyét twong cua Mosapride tang ttr 42,1 mg/mL lén 65,7 ng/mL so voi khi khong ding ket 

hop. Thoi gian ban thai tang ttr 1,6 gid thang 2,4 gid va AUCo-4 tang tt 62 ng.gio/mL thanh 114 

ng.gid/mL (8 nguoi truong thanh khoe manh) 

Tuong ky ctia thuéc: Do chua cé cdc nghién ctru vé tuong ky ctia thudc, khong tron lan thude 

nay voi thudc khac. | 

10. TAC DUNG KHONG MONG MUON 
Cac tac dung khéng mong muén cé thé xay ra. Vi vay, can theo déi sat bénh nhan va néu quan 

sat thay bat ky dau hiéu bat thudng nao, can thu hién cae bién phap thich hop nhu ngimg thudc 

Cac tac dung khéng mong muén nghiém trong : viém gan kich phat, vang da (khéng rd tan sual), | 

viém gan cap tinh, roi loan chire nang gan nghiém trong voi su gia tang rd rét vé AST, ALT va y- 

GTP, vang da... c6 thé xay ra va da cé trudng hop tt vong. 

Cac tac dung khong mong muon khac 
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-  Khi diéu tri cae triéu chitng dirong tiéu héa lién quan den viem da day man tinh 

Phan loai co quan 0,1% 2% <0,1% ‘Khéng rd tan suat 

Qua mn t—i<i Ph may day 7 Phat ban 

Mau Tang bach cau Ai toan | Gidm bach cau — 

/Hétiguhda =—«S:Tiéu chay, phan long, | Rdi loan vi gidc, day | Mat cam gidc bung 

khdé migéng, dau bung, | bung /miéng nhu lu6i, mdi 

budn non, nén 

| Gan Tang ALT (GPT) Tang AST (GOT), 

ALP, — y-GTP va 

bilirubin 

Tim mach Danh trong nguc 

' Than kinh tam than Chong mat, mé sang, 

dau dau 

Khac ‘| Mét moi, téng md] Run 

bung 

- Ho tro trong thut thao rudt sach hoan toan truéc khi chup X-quang 

/ Phan loai co q uan | 1%- dudi 5% Duoi 1% _| 

‘Tituhda Day bung, buon nén, dau bung | Kho chiu, ¢ hoi 

r 

Buén ngu 

Gan ang bilirubin 

Dau dau 
a ar re Ween cs Ue Te” ne 
Nude tiéu lan mau, protein | Tire ngue, én lanh, kho chiu, | 

Than kinh tam than 

Khac 

| miéu sung mat, tang LDH 

Bao cao cac tac dung khong mong muén 

Vice bao cao cac tac dung khéng mong muon sau khi thuédc duoc phe duyét la rat quan trong. 

Diéu nay cho phép tiép tuc theo déi danh gia loi ich/rui ro cua thudc. Cac chuyén gia chim soc 

stre khoe duoc yéu cau bao cao bat ky tac dung kh6ng mong musén nao toi: 

Trung tam DI & ADR Quéc gia, 13 - 15 Lé Thanh Téng, Hoan Kiém, Ha NOi, Viet Nam. 

Website: http://canhgiacduoc.org.vn/ 

11. QUA LIEU 

Chua c6 bao cao ve su dung thudc qua liu. Trong trudng hop udng qua liéu, can dua bénh nhan 

den cac co so y té gan nhat dé duge diéu tri kip thoi. 

12. DAC TINH DUOC LUC HOC 

Nhém duoc bp: Vhudc tiéu hoa 

Ma ATC: A03FA99 

Co ché tac dung: Mosapride la chat chu van chon loc thu thé serotonin 5-HT4, kich thich thu the 

5-HT4 co trong dam r6i than kinh trén dung tiéu hoa. No duge cho la cé tae dung lam tang nhu 

d6Ong ruot. 

- Tac dung lam tang nhu déng tai phan trén cua éng tiéu hoa 

+ Tac dung lam tang nhu dong da day, ta trang 

Thudc c6 tac dung lam tang nhu d6éng da day ta trang sau khi an va tac dung nay phu thudc liéu 

(0 cho) 
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+Tac dung lam tang téc dé lam rong da day 

Thudc co tac dung lam tang nhu dong da day, ta trang di voi thire an dang long (6 chudt nhat, 

chudt déng) hoae dang dae (0 chudt dong). Mat khac, ding thudc lap lat trong mot tuan lam 

giam tac dung lam tang téc dé lam réng da day cua thude (chudt déng) 

- Tac dung lam tang nhu déng tai phan dudi éng tiéu hoa 

+Tac dung lam tang nhu dong dai trang va su van chuyén thie 4n qua dai trang 

Thuéc c6 tac dung lam tang nhu d6éng dai trang va su van chuyén thtre 4n qua dai trang va tac 

dung nay phu thudc liéu (6 chudt lang) 

+ Tac dung tay x6 va giam long nude 6 dai trang (khi str dung déng thoi voi cac thudc gay thut 

thao duong rudt) 

Thudc lam tang cudng tac dung lam sach rudt cia cdc thudc gay thut thao duong rudt va tiép do 

lam giam luong nuoéc tai dai trang (0 chudt lang) 

13. DAC TINH DUQC DONG HOC 
Hap thu 

- Khi dung ligu don (5 nguéi truéng thanh khoe manh, str dung Mosapride citrate 5 mg/ngay, lic 

doi) 

Tmax (gid) - | Cnax(ng/mL) Tin(gid) “AUC o-» (3 ng. e.gid/mL) ) 

Ol ~—«(30.7427~—*~é<“<«~*WLC HED —~<C*sé«*iS COT Bas 
Gia tri tru. ung » binh dé lech chuan a» 

- Khi dting phdi hop voi thuée gay thao thut dudng rudt 

Neuoi truong thanh khoe manh dung Mosapride citrate 20 meg (1 liéu dau tién) luc déi va thudc 

gay thut thao dudng rudt, 2 gio sau liéu dau tién, uéng Mosapride citrate 20 mg (licu thir hai) | 

Thoi diém dting thudc 

Lieu dau tién (N= 24) 1,040.5 | 116,14 35,1 

Li icu ther hai (N=23) 2,5 + 0,2 ee | 272,6 + 80,9 

“Gia ti trung binh + do léch chuan 

Set = ee eae — 

Tmax ( eo _ | Cmax (ng/mL) “AUC | (ng. gid/mL ) | 

8+ 301.4 (0 -24) 

Phan bo 

99.0% (invitro, huyét thanh ngudi, 1 meg/mL, xdc dinh bang phuong phap siéu loc hay tham 

phan can bang) 

Chiuven hoa 

Chat chuyén hoa chinh cua Mosapride citrate la des-4-fluorobenzyl. Mosapride bi chuyén hoa 

chu yeu bang cach loai bo g6c 4-fluorobenzyl thong qua cytochrom P-450 CYP3A4 tai gan, sau 

dé tiép tuc bi oxy héa @ vi tri s6 5 trén vong morphorin va hydroxyl héa tai vi tri sé 3 én vong | 

benzen. | 

Thai tri | 

Thudéc dao thai qua phan va nue tiéu. Ti 1é thude trong nude tiéu 48 gid sau khi udng 1a 0.1% 

duoi dang kh6ng d6éi va 7.0% duéi dang chat chuyén héa chinh (des-4-fuorobenzyl) (6 ngudi 

truong thanh khoe manh, liu duy nhat 5 mg, udng llc di) 

14. QUY CACH DONG GOI 

H6p 30 goi x 0,5 g | 

15. DIEU KIEN BAO QUAN 
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Noi kho rao, tranh anh sang, nhiét do khong qua 30°C. 

16. HAN SU’ DUNG 
36 thang ké tir ngay san xuat. 

17. TEU CHUAN CHAT LUQNG 
Tiéu chuan co so. 

18. TEN, DIA CHI CUA CO SO SAN XUAT 
CONG TY CO PHAN DUGC PHAM SOHA VIMEX 

Dia chi: Duong NI - Khu céng nghiép Yén Mf IL, thi tran Yén My, huyén Yén M9, tinh Hung 

Yén, Viet Nam. 


