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AU NHAN 6GC HOP AuDOMIC®
Hop 10 vi x 10 vién nén
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Mosaprid citrat 5 mg

sénwat i CONG TY ¢ PHAN DUGC ENLIE,
Buang NAG - KCN My Phude 2 - Ban Cat - Binh Dudng

&mul: bin thec don

Mosapride citrate 5mg. |

HOP 10 Vi X 10 VIEN NEN
Tiéu chudn: TCCS
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Mosoprld citrat 5mg
Théanh phéin: M3i vién nén chia:  Thude ehl diing khi 68 sy ké don cia bdc st
Mosaprid citrat 5 mg
Té dude vita dli 1 vién,

B8 xa tdm tay fré em

Doc ky hudng dén st dyng trudc kbi ding
Chi dinh, chang chi dinh, li8u lugng - céch diing & cae théng tin
khéae: Xin doc trong 8 hudng dén sit dung.

Bdo quén: P& 8 nhigt d6 dudl 30°C, trénh dm va anh sang.
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Mosapride citrate 5mg

Manufacturer by ENUE PHARMACEUTICAL JSC.
NAB street, My Piwoc 2Industiol park Ben Cal fown, Binh Duong provinge
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Mosapride cifrate 5 mg Specificalion: Manutaclurer’s,

Composition: Eoch foblet contains:  For preseriptions only of physician
Mosopride citrate § mg Keep out of reach of children
Excipients: .. for 1 taplet, Read the leafletf carelully before use

Indications, contraindications, dosage - administration & other information:
Read leaflet insert,
Storage: Temperature below 30°C, protected from humidity and light,
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CONG TY ¢O PHAN DUGC ENLIE.

Dudng NA6 - KCN My Phudc 2 - Bén Cat - Binh Dudng

NHAN GOC HOP AuDOMIC®
Hop 5 vi x 10 vién nén
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Mosaprid citrat 5 mg

Mosapride citrate § mg
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Thanh phén: M&i vién nén chiia:  Thuée chi ding khi ¢ su ké don cia bdc si
Mosaprid citrat 6 mg Dé xa tdm fay #ré em

Ta dugc vita dd 1 vién. Poc ky hudng dén st dung truéc khi ding
Chi dinh, chéng chi dinh, lidu lugng - céch ding & céc théng tin
khéac: Xin doc trong 13 hudng ddn st dung. Tidu chudn: TCCS
Bdo quén: BE & nhiét do dudi 30°C, tranh dm va anh sang. s
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Manufacturer by ENLIE PHARMACEUTICAL JSC.
K NAG street, My Phuce 2 Industrial park, Ben Cat town. Binh Duong province

Composition: Fach fablet contalns:  For prescriptions only of physician T

Mosapride cifrate 5mg——Keep-out-of-reach-of -children

— Excipients: q.s. for T tablef. Read the leaflet caretully before use

Storage: Temperature below 30°C, protected from humidity and light.
Indications, contraindications, dosage - administration & other information:
T Read leaflet insert. Specificalion: Manufacturer's,
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Hop 3 vi x 10 vién nén
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Mosaprid citrat 5 mg
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Mosapride citrate 5 mg
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Budng NAS - KCN My Phudc 2 - BEn Cat - Binh Dudng ¥ Sretnti e

Théanh phén: Mai vién nén chia: Thudc chi ding khi c¢é su ké don ctia bac si
Mosaprid cifrat 5 mg PE xa tdm tay tré em

Ta duge via da 1 vién. Doc ky huéng dén s dung trudc khi ding
Chi dinh, chdng chi dinh, lidu lugng - céach diing & cdc théng tin J
khée: Xin doc trong 18 hudng dén st dung. Tidu chuén: TCCS

Bdo quan: D& & nhiét dd dudi 30°C, tranh dm vés énh sang.
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Mosapride citrate 6 mg
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Manufacturer by: ENLIE PHARMACEUTICAL JSC.
NAG street. My Phuoc 2 Indushial park, Ben Cat town, Binh Dueng province

% ENLIE

Composition: Each tablet contains: For prescriptions anly of physician i
Masapride citrate 5 mg Keep ouf of reach of children
Exciplents: g.s. for 1 tablet. Read the leafllet carefully before use

Starage: lemnperature below 30°C, protected from h imidiity and light.

Indications, contraindications, dosage - adminisiration & other information:

\ Read leaflet insert., Specification: Manutacturer’s. I
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CONG TY CO PHAN DUGC ENLIE.
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Mosaprid citrat 5 mg

sdn xudt ta: CONG TY €O PHAN DUGC ENLIE.
Budng NAG - KCN My Phudc 2 - BEn Cat - Binh Duong

Théanh phén: M5 vign nén chifo; Chi dinh, chéng chi dinh, liéu lugng - céch ding & céc
Mosaprid citrat 5 mg A s ot

k 5 i 2 théng tin khéc: Xin doc trong 13 hudng ddn sif dung.
Ta dudc via da 1 vién. 4 B atere Y o g . .u_g .
Thuse chi ding khi c6 syt k8 don cio béc T Béo quén: BA & nhigt do dudi 30°C, tranh dm va anh sang.
P& xa tdm tay tré em
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Mosapride citrate 5 mg

Manufacturer by, ENLIE PHARMACEUTICAL JSC.
NAG street, My Phuoc 2 Indusliial park, Ben Cal town, Binh Duong province

Composition: Each tablef contfains
Mosapride citrate 5§ mg

Exciplents: q.s. for | 1ablet.

For prescriptions only of physician
Keep out of reach of children

Paad-iheteatiel Firtivts

Indications, contraindications, desage - administration & other
information: Reod leaflet insert.
Storage: Temperaiure below 30°C, protected from humidity and light.

Specification: Manufacturer’s.
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Mosapride citrate 5 mg
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Mosaprid citrat 5 mg

Tidu chué@n: TCCS

Mosapride citrate 5 mg
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Mosaprid citrat 5 mg. Ta duge vifa dl 1 vién. Chl dinh, ching chi d|nhyllay lugng = cdch duig &'cdo

ThuGe chi diing khi c6 su'ké don cia béc st thdng fin khac: Xin doc trong td hudng dan s dung.

D& xa tam tay iré em e Losil s SR i
Doc kf huidng dén st dyng fride khi diing Bdo qudn: Bé & nhiét dd dudi 30°9C, trdnh ém va anh sang.
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Mosapride citrate 5 mg

Specification: Manufacturer’s.

Monufacturer by: ENLIE PHARMACEUTICAL JSC.
NAG street, My Phuoc 2 Industriol park, Ben Caf fown, Binh Duong province

L I T P

Composition: Foch toblet contains: 1"‘7‘
g 3 4 Indications, contraindications, dosage - administration
Mosapride citrate & mg. Excipients: g s. for 1 tablet.

S i & other information: Read leaflet insert.
For prescriptions only of physician

Keep oul of reach of children Storage: Temperaiure below SOOC, protected from humidity
_\K Read fthe leaflef caretully belore use and light.
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Huwéng dén siv dung
dimg theo dom thude
AUDOMIC®
Dé xa tim tay tré em
Doc kj huwdng din sit dung trieée khi diing
1. THANH PHAN CONG THU'C THUOC.

Hoat chdt: Mdi vién nén chira 5 mg Mosapride citrate (dudi dang Mosapride citrate
dihydrate).

Td dirge: Lactose monohydrat (phun sdy), Microcrystalline cellulose (Avicel PH 102),
Natri croscarmellose, Aerosil-200, Magnesi stearate..............ccceeee.e. vira da 1 vién (

2. DANG BAO CHE,.

Vién nén.

_— N

Mo ta: Vién nén hinh tron, mau tréng, hinh caplet, canh va thanh vién lanh lan.
3. CHIi PINH.

biéu tri triéu chirmg da day-rudt lién quan dén viém da day man tinh (¢ néng, budn
nén, ndn).

H3 trg 1am r8ng da day trude khi chup X-quang dudng tiéu héa c¢é can quang (Bari).

4. CACH DUNG, LIEU DUNG.

Cdc tri¢u chitng & dwong tiéu héa (o néng, budn nén, nén) do viém da day man tinh
Nguoi 16n: 3 vién/ngdy chia 3 14n ubng trude hodc sau in.

H3 tro lam réng da day triede khi chup X-quang dieong tiéu héa cé can quang (Bari)
Ngudi 16n: ubng 4 vién cling véi dung dich rira dudng tiéu héa (khoang 180 ml), sau
d6 ubng tiép 4 vién ciing véi 1 ly nwée nho.

5. CHONG CHI PINH.

Min cam véi Mosapride hay bét ky thanh phén nao cuia thudc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC.

Thén trong véi ta duge lactose: Bénh nhén bi rdi loan di truyén hiém gip nhu khong
dung nap galactose, thiéu hut lactase hoan toan hoiic kém hip thu glucose-galactose
khong nén ding thuéc nay.

Néu cic triéu chimg da day- rudt khong cai thién sau mot thoi gian ding thube
(thudng 13 2 tudn), nén danh gia sy cAn thiét ctia viée tiép tuc dung thube.

Khéng nén sir dung thudc trong mot thoi gian dai ma khong ¢6 danh gia ddy da do co
thé bj viém gan t6i cAp, r6i loan chirc niing gan niing va vang da. Trong qu4 trinh sir
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dung thudc, cin theo ddi bénh nhan cén than. Nén dimg thubc ngay 1ap tirc va tién
hanh can thiép phit hgp néu ¢6 bit thudng xay ra. Ngodi ra, nén huéng din bénh nhén
ngimg thude va béo cho béc si hodic nhan vién y té néu giip phai bat ky tridu chitng nao
nhu kho chju. chéan dn, nuée tidu dic, vang két mac mét sau khi ding thude.

Sir dung thudc & ngudi cao tudi

Chirc niing sinh i ctia thin va gan thudng suy gidm & bénh nhan cao tudi, nén can cén
than khi diang thudc ndy bing céch theo dai tinh trang cia bénh nhan. Néu thdy c6 bt
ky téc dung khéng mong mubn ndo, nén 4p dung cdc bién phép thich hgp nhu giam
licu (vi dy gidm con 1,7 mg/ngay).

Sit dung thudc & tré em

Tinh an toan cua thudc trén tré em chua duge thiét 1ap (khong ¢ kinh nghiém 1am
sang).

Khi siv dung thudc: Dbi v6i nhitng thudc dugce déng trong vi bdm (PTP), cin huéng
din bénh nhan ldy vién thude ra khoi vi trude khi st dung. (Theo béo cdo ghi nhin
dwoc, néu nubt phai manh vi PTP, g& sic cia vi c6 thé ddm thing niém mac thuc
quan, gy thing va dan dén nhiing bién chirng nghiém trong nhu viém trung that).

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU.

Khong nén sir dung thudc ndy cho phu nir ¢6 thai, phu nit ¢6 thé c6 thai trlr khi 1¢i ich
diéu trj dy tinh vuot trdi nguy co ¢6 thé xay ra.

Trong céc nghién ciru & chudt 16n, thude da duge chiing minh 12 tiét ra sita me. Do d6
nén tranh dung thudc ndy cho nay cho ba m¢ dang cho con bi. Néu cén thi€t phai ding
thude, c4c ba me dang cho con b nén ngung cho con bi trong qué trinh diéu tri.

Tré em
Chua xéc ldp dugce tinh an toan ctia thude & tré em.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC.

Chuwa c6 bing chimg vé anh huéng 1én kha niing l4i xe va vn hanh mdy méc.
9. TUONG TAC, TUONG KY CUA THUOC.

r A r 2 ~
Cac thuoc ¢6 kha ning

r K *A -A r
Cac dau hiéu, triéu chirng

A r p. ¥ r
Co ché tac dong va cac

1. Atroine sulfate
2. Butyl scopolamine
bromide,...

thé 1am giam tac dung cia
thubc, cén than trong khi
str dung, nén sir dung céc
thudc ndy cach xa nhau.

tuwong tac va dicu trij yéu té nguy co
Céc thudc khéng Sir dung ddng thdi v6i caec | TAc dung 1am ting nhu
cholinergic: thudc khang cholinergic c6 | dong da day cia thude tao

ra do hoat héa hé than kinh
cholinergic, khi st duyng
dbng thoi véi céc thube
khéng cholinergic cé thé
lam gidm tdc dung nay cua
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thudc.

10. TAC DUNG KHONG MONG MUON CUA THUOC.

Trong cAc thir nghiém 1am sang khac nhau, tic dung khéng mong mudn duge quan sét
& 40/998 (4,0%) bénh nhan, tdc dung khong mong mudn chi yéu la tiéu chay/ phan
16ng (1,8%), khd miéng (0,5%), khé & (0,3%), ... Quan sat thiy céc gia tri xét nghidm
bat thuong & 30/792 (3,8%) truong hgp bao gom ting bach cau ai toan (1,1%),
tryglyceride (1,0%), SGOT, SGPT, ALP va y-GTP (0,4% mbi loai).

Cac tac dung khong mong mudn cé y nghia 1am sang

Viém gan tbi cip, roi logn chitc ning gan va vang da (mdi loai duéi 0,1%)

Viém gan t6i cAp, rdi loan chirc ning gan ning di kém véi ting AST (GOT), ALT
(GPT) va y-GTP 15 rét, ... va vang da c6 thé xay ra & mot sb truong hop gly tir vong.
Vi vay, cin theo ddi bénh nhan cdn than va néu c6 bit cir bit thudng ndo phai ngung
dung thudc ngay va tién hanh can thigp thich hop.

Quy udc sau ddy dugc sir dung d& phén loai tic dung khéng mong mudn: rit thudng
gip (>1/10), thuong gip (>1/100 dén 1/10), it gdp (>1/1.000 dén <1/100), hiem gip
(>1/10.000 dén <1/1.000).

Hé co quan | Thuwong gip it gzip Hiém giip Chwa rd
R6i loan h¢ Phu Phét ban
mién dich May day
R6i loan hé | Ting bach cau Giam bach céu
méu' va bach | 4i toan
huyct
R6i loan da | Tiéu chay Khé miéng Thay ddi vi|Cam gisc t&
day- rugt Phén 1ong Dau bung gtac ggf;l%é luffibsg
Budn ndn/nén Cém’ Bhac mdi, ....)
chudng bung B H
Réi loan gan Ting AST | Viém gan t6i
(GOT), ALT |cap
(Gg'[]:}); AL5; R6i loan chiic
¥- o
bilirubin AslE Bl
Vang da
R&i loan tim Danh trong
nguc
R6i loan tam Choang vang
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than Vang dau

Pau diu
Triéu ching | Téang Kho chiu Run
khac triglyceride

Thong bdo ngay cho bdc si hodc dwgc si nhitng phan teng co hai gap phai sau khi
ste dung thuoc.

11. QUA LIEU VA CACH XU TRI.
Kinh nghiém qud liéu & dong vdt:

Theo két qua nghién ctru sir dyng Gamostin dwong udng trong thoi gian dai & loai gim
nhdm (chudt céng trong 104 tudn va chudt nhét trong 92 tudn), lidu ding tir 30 - 100
mg/kg/ngay, cao gép 330 1an lidu théng thudng trén 1am sang cho thiy sy gia ting ty 18
khéi u (u t€ bao gan va té bao nang tuyén gidp)

Kinh nghiém qud liéu & nguoi:

Khong c6 dit liéu vé sir dung thudc qua lidu, khéng ding qua lidu chi dinh cia thude.
Xir tri qud liéu:

Chua c6 thube gi:c'li ddc dac hiéu. Nén ap dung céac didu trj nang d¥ chung trong moi
trirdng hop qua licu.

12. PAC TiNH DUQC LU'C HQC.
Nhém duge ly: Thube duong tiéu hoa.
Ma ATC: AO3FA09.
Tinh chét duge ly ctia Mosapride ¢6 thé dugc tém tit bing ba dic diém quan trong ciia
né:
e Mosapride 1a chit chu vén 5-HT, chon loc;
e Mosapride kich thich nhu dong dudng tiéu héa trén;
o Mosapride khong c6 tinh chét d6i khéng trén thy thé dopamine D2.

Thube nay kich thich thy thé 5-HT, & dam rdi thn kinh rudt, ddn dén gia ting sy
phéng thich acetylcholine, 1am ting nhu dong duwong ti€u hoa va lam déy nhanh qué
trinh 1am rdng da day. Bén canh d6, chét chuyén héa chi yéu (M1) ¢6 i lyc cao véi
céc thy thé 5-HT; va da dwgc chitng minh 12 mét chat doi khang 5-HT; manh.

Do tac dong cht vin 5-HT4 va d6i khang 5-HTj;, Mosapride lam gia tdng nhu dong da
day va ta trang, nhung khong 1am gia tdng nhu dong dai trang. Do dic diém nay, n6
con ¢6 khd niing taic dong nhu mot tdc nhan chong non.

13. PAC TINH DUQC PONG HQC.

H(’fp thu
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Tinnd ) Cinax (ng/ml) Typ(h) AUC_,»(ng.gi¢/mL)
0,8+0,1 30,7 +2,7 2,0+0,2 67+ 8
Phén bé

Mosapride c6 kha niing gin két protein rit cao. Ty 18 gén két v6i protein sau khi udng
14 99,0%.

Chuyén hoa

Mosapride citrate dwge chuyén héa chi yéu & gan, chét chuyén héa chinh 14 des-4-
flurobenxyl dugc ldy di, tiép sau bdi su oxy hoa vong morpholine & vi tri sb 5, va
hydroxyl héa vong benzene & vi tri s6 3. Enzym chuyén hoéa chi yéu c6 lién quan 13

( cytochrome P450-3A4. Chét chuyén héa chu yéu cia Mosapride, hop chit 4-
fluorobenzyl 1a mat chét dbi khang 5-HTs;.

Thai triv

0,1% Mosapride dugc dao thai dugi dang thubc khong ddi va 7,0% duéi dang chit
chuyén héa chi yéu duge dao thai qua nudc tidu sau 48 giy & ngudi tinh nguyén khée
manh. Thude ciing dugce dao thai qua phan. Thoi gian ban thai & ngudi tinh nguyén
khée manh 14 khodng 2 gid.

14. QUY CACH PONG GOL
Hop 1 vi/ 2 vi/ 3 vi/ 5 vi/ 10 vi x 10 vién + t& HDSD.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC.

Bdo quan: P& & nhiét dd dudi 30 °C, tranh 4m va anh séng.
Han ding: 36 thang ké tir ngdy san xuét.

Tiéu chuiin chit lwpng: Tidu chuin co sd.

16. TEN, PIA CHI CUA CO SO SAN XUAT.

CONG TY CO PHAN DUGC ENLIE

Pudng NA6, khu cdng nghiép My Phudce 2, phuong My Phude, thi xa Bén Cét, tinh
Binh Duong.
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