Hép 10 vi x 10 vién nén bao phim

AMIHOME +abet

Mosaprid citrat 5,29 mg (Mosaprid 5 mg)
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g MEDICAKOREA

Thanh phén:
M&i vign nén bao phim chira Monsaprid citrat 5,29 mg twong duong Mosaprid 5 mg.
Chi dinh, lifu lrong va cach diing, chéng chi dinh, tic dung khéng mong
va céc théng tin khac: Xin xem trong t& hwémg dan sir dung
Bao quan: Bdo quan trong bao bi kin, noi kho rdo thoang mat, trdnh anh sang, &
nhiét do duwéi 30°C
Tiéu chudn: TCCS
Boc kif hwémg dén sir dyng truire khi ding.
Dé xa tAm tay tré em
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SPK:
S0 16: Xem phén Lot No. DNNK:
NSX: xem phn Mfg. Date
HD: Xem phén Exp. Date
Kudt xir: Han Qubc

Tablet

Mosapride Citrate 5.29mg (Mosapride 5Smg)
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Film-coate

Gastroprokinetic Agent
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KEEP OUT OF THE REACH OF CHILDREN
CAREFULLY READ THE ACCOMPANYING INSTRUCTIONS BEFORE USE
COMPOSITION
Each tablet contains

Mosapride citrate 5.29 mg (equivalent to Mosapride 5 mg)

INDICATION, DOSAGE AND ADMINISTRATION, CONTRAINDICATIONS AND
OTHER INFORMATIONS: Please see the accompanying instructions inside.
STORAGE CONDITON: Well closed container at room temperature.
PRODUCT SPECIFICATION: Manufacturer's standard
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Box of 100 Film Coated Tablets
(10 Blis. x 10 Tabs. / Box)

Gastroprokinetic Agent

A M I H 0 M E Film-coated Tablet

Mosapride Citrate 5.29mg (Mosapride 5mg)

Manufaciured by:

MEDIC/\KOREA

CAREFULLY READ THE ACCOMPANYING INSTRUCTIONS BEFORE USE

COMPOSITION
Eachtahletcoma!ns
pride citrate 5.29 mg {equival Mosapride S5mg)

INDICATIONS
Treat severe reflux oesophagitis or gastroesophageal reflux disease (GERD), to
relieve symptoms like heartburn and dyspepsia.

DOSAGE AND ADMINISTRATION
Adults, take 1 tablet (5mg as Mosapride), 3 times a day, before or after meal.
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KEEP OUT OF REACH OF CHILDREN

CONTRAINDICATIONS
Hyperseﬂsd:wlyto Mosapndz utarry of the components.
ge or d ive blockage.

STORAGE CONDITION
Well closed container at room temperature [1~301C)

PRODUCT SPECIFICATION
Manufacturer's standard . Diske< DONMMIY (Y

Exp. Date - DD/MMYYYY

Gastroprokingtic Agent

Tablet

Mosapride Citrate 5.29mq (Mosapride 5mg)

Film-coate
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Rx: Thuée nay chi dung theo don thude

AMIHOME TABLET
Mosaprid citrat (dudi dang mosaprid citrat dihydrat) ... 5 mg
Dé xa tim tay tré em
Poc kj huwong din sir dung trwde khi ditng
Thanh phin O
Mdi vién nén bao phim ¢6 chira: ‘i

f.’i-.}}" _CONG TY '5-;’:‘}-\
[ TRACH HHIEM Hifu HAR \

* THUONG MA! DUOC PH ‘MAJ; '
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G5e52910, 4
polyethylene glycol 6000, titani oxid. tale vira du | vién.

Hout dfqg__
Mosaprid citrat (dudi dang mosaprid citrat dihydrat).....5 mg
Té dwoe: Lactose hydrat, tinh bot ngd, hydroxypropyleellulose lo

hydroxypropylcellulose. magnesi stearat. light anhydrous silicic acid, hyprome

Dang bao ché: Vicn nén bao phlm

Md ta: Vién nén bao phim mau tré ang. hinh oblong. mot mat khac “M5” va mot mat c6 ranh.
Chi dinh diéu tri

Céc triéu chirmg da day-rudt két hop v6i kho tiéu chie nang (viem da day man tinh), ¢ nong,
budn nén/non.

« A 3 - ~
Liéu lwong va cach dung

Nguoi lon 15 mg/ngay. chia 3 1an. Co thé dung lae doi hode no: uong trude hogce sau bira an.
Chong chi dinh

Bénh nhan c6 tién su qua man cam voi mosapride hay voi bat ky thanh phan nao cua ta duge.
Lwu v va thin trong khi sir dung

Néu khéong thiy su cai thién nao vé triéu chung da day-rudt sau mot thoi gian dung thube
(thuong la 2 tuan) thi khong nén dung thude nay mdt cach vo ich trong mot thoi gian dai.
Su dung o ngueoi cao tuoi: Vi chie nang sinh 1y cua than va gan thuong suy giam ¢ bénh nhan
cao tudi. nén phai can than khi dung thude nay bang cach theo ddi tinh trang ctia bénh nhan.
Néu thiy co bat ky phan tng phu nao. nén dp dung cac bién phap thich hop nhu giam lidu (vi
du giam con 7.5 mg/ngay).

Sw dung o tré em.: DO an toan cua thude nay trén tré em chua dugc chimg minh (khong c6
kinh nghi¢m lam sang).

Théan trong khdac: Khi cho loat gam nham udng mosapride citrat voi lidu gdp 100 dén 330 lan
lidu duge khuyén nghi lam sang (30-100 mg/kg/ngay) trong mot thoi gian dai (104 tudn o
chuét cbng, 92 tuan o chudt nhét). da quan sat thiy tang ty 1¢ u tuyén té bao gan va u tuyén té
bao nang giap.

Sur dung thude cho phu niv ¢6 thai va cho con bu

Thoi ky mang thai

Khong nén dung thude nay cho phu nir ¢ thai, phy nit ¢o thé dang mang thai. trir khi loi ich
diéu tri du tinh vuot roi hon cac nguy o ¢o thé ¢6 do diéu tri (D0 an toan cua thude nay trén
phu nir ¢6 thai chua duoc chimg minh).

Thoi ky cho con bii
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Nén tranh dung thude nay cho nguoi me dang nudi con bi. Néu nhét thiét phai dung, nguoi
me nén ngung cho con b me trong thoi gian dicu tri [Thi nghiém trén dong vat (chudt cbng)
cho théy thuoe duge bai tiét qua stra me.

Anh huong dén kha ning l4i xe va vin hanh mdy méc
Chua dugce ghi nhan.

Twong tic thube:
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Nén théan trong khi ding mosaprid dong thoi voi nhimg thude sau day:

Thube Déu hiéu, triu chimg va diéu Co ché va Yeu
tri

" Thube khang Co thé lam giam tac dung cua Vi tac dung tro vén dong da day cua
. cholinergic - thudc nay. Do do. néu dung thube nay dugce tao ra do su hoat
Atropin sulfat va - chung voi céc thubc khang hoa cac day than kinh cholinergic, |
butyl-scopolamin cholinergic. nén than trong dung chung voi thudc khéang
bromid, v.v... uong cac thude cach nhau mot  cholinergic ¢ thé lam giam tac

thoi gian. dung cta thude nay.

Tac dung khong mong muon:

Trong cac thir nghiém lam sang. cac phan tmg phu duoc ghi nhan ¢ 40 trén 998 trudng hop
(4.0% Cac phan img phu chu yéu la tiéu chay/ phan long (1.8%), khd miéng (0.5%), khé &
(0.3%), v.v... Cac tri s6 XGt nghi¢m cdn lam sang ba i thudmg duge nhan lhd\ O 30 trén 792
truong hup (_!.8".-uJ. chu yéu la tang bach cAu ai toan (1.1%). tang triglycerid (1.0%), AST
(GOT), ALT (GPT). ALP va gamma-GTP (mbi loai 0.4% ) (O thoi diém thude dugc phé
duyét).

(1) Cae phz’in l'rng phu cé y nghia lam sang
Viem gan toi Lqp rdi loan chire ndng gan va vang da (moi loai dudi 0,1%)
Vi viém gan (6i cip. roi loan chice nang gan nghicm trong di kém vai tang ro rét nong do
AST (GOT). ALT (GPT) va gamma-GTP.v.v... va vang da co thé xay ra va mot s0 truomng
hop gay tur vong. nén can theo k¥ bénh nhan va néu thiy co bat ctr bat thuong nao phai ngung
ding thude ngay va ap dung cac bi¢n phap thich hop.

(2) Cac phan ung phu khac

a . A - oA A A
Phin loai 0,1% den <5 % Khong ro tan suat
Qué man cam  Phu NoOi ban, mé day
Huyét hoe Tang bach cau ai toan, giam bach céu

Puong da Tiéu chay/phan long. khd miéng. dau bung, Cam giac chudéng bung,
day-rudt buon non/non. thay doi vi giac t¢ miéng (ké ca lud va
moi, v.v...)

Gan l'ang AST (GOT), ALT (GPT). ALP. gamma-
GTP va bilirubin
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Heé tim mach  Dénh trong nguc |

Tam thian Chodng vang/vang dau. nhic dau
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Théng bdo ngay cho bic sy hogig’ du"pfc 5_17 |

Qua liéu va xu (ri:

Chua duge ghi nhan.
Pic tinh dwoe lue hoc:

Tén chung qudc té: Mosaprid citrat

Ma ATC: AO3FAO9

1. Duge ly hoe lam sang

Trong nghi¢m phap thao rong da day & ngudi 16n khoe manh va bénh nhan viém da day man

tinh, uéng lidu duy nhat 5 mg thude nay lam tang thao rong da day.

2. Téc dung trg vin djng da day

Thude nay lam tang su vén d(‘)ng da day va ta trang sau blta an ¢ cho con tinh.
3. Tac dung tang cuong thao rong da day

Ihuoc nay tang cuong su thao rong da day chuaa chat long (& chudt nhét va chudt cong) va

chit dic (0 chudt cong). Tac dung tang cudng thao rong da day giam di sau khi dung

liéu lap lai trong | tudn (0 chugt cong).

4. Co ché tac dong

Thudc nay la chét chi véan thu thé 5-HT4 chon loc. Thude duge cho 1a ¢6 tac dung kich thich

thu thé 5-HT4 ¢ dam roi thin kinh da day-rudt. lam tang phong thich acetylcholin, dan dén

tang cudng sw van dong cua da day-rudt va su thao rong da day.

Pice tinh duoe dong hoce

1. Nong do trong huyét twong
(5 ngudi 16n khoe manh nhin doéi. uéng lidu duy nhét 5 mg mosapride citrat)

Tnmx (gl‘b‘} Cmax (ng"{mL) l-I,’?, [glb) :

0.8+ 0.1 @ 307427 2.0 +0,2

Trung binh + sai so chuin

2. Ty 1é gin két voi protein huyét twong

99.0% (trong Ong nghiém. huyét thanh nguoi. ¢ nong do Imeg/mL, phuong phap siéu loc
hodc tham phan cén bang)

3. Chét chuyén héa chinh va duong chuyén hoa

Chat chuyén hou chinh: hop chit des-4-fluorobenzyl.

Pudng chuyén hoa: Mosapride citrat duge chuyén hoa chu yéu o gan. noi nhom 4-
fluorobenzyl bi lay di. tiép theo la su oxy hoa vong morpholin ¢ vi i 5, va hydroxyl hoa
vong benzen ¢ vi tri 3.
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4. Puing bai tiét va ty 1¢ bai tiét

Puong bai tiét: Trong nude tiéu va phan.

Ty 1é bai tiét: Trong nude ti¢u thu gom 48 ;_,10 sau khi udng thube, 0.1% dugc bai tiét dudi
dang hop chit khong doi va 7.0% duge bai tiét dudi dang chat chuyén héa chinh (hop chit
des-4-fluorobenzyl) (Ngudi 1om khoe manh, ubng liéu duy nhét 5 mg mosapride citrat khi
doi)

5. Men chuyén hoa / CA
Phén ho cytochrome P-450: chu yéu la CYP3A4. /’:._r,’ / GONG Ty \\f

./-.l

\'.l‘
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6. Twong tac thube
Khi dung“ chung erythromycin licu 1.200 mg/ngay vai thude nay o lidu 15 m
khi udng mosapride don doc. nong do mosapride cao nhét trong mdu tang tir 42,3
65,7 ng/mL. thoi gian ban huy kéo dai tir 1.6 gior 1én 2.4 gio va AUC(4 tang tir 62 ng,.
1én 114 ng.gid/ml/gio (Nguoi lén khoe manh).

Cac nghién ctru lam sang

Két qua cua cdc nghién cu lam sang trén tong s6 435 truong hop, trong do c6 mdt nghién

clru 5o sanh mu doi. duge wom tat duoi day.
Bénh chinh/tri¢u chirng Ty 1€ ¢ii thién

Viém da day man tinh O nong 74% (130/176)

Budn non/non  77% (1 son%)

Quy cich dong goi: Hop 10 vi x 10 vién
Bio quan:
Bao quan trong bao bi kin, nhiét do duéi 30°C, tranh anh sang, nhiét do dudi 30°C.

Han dung: 36 thang ké tir ngay san XUAt.
Tiéu chuén chit lwong: Ticu chudn nha san xuét

Nha san _x_uﬁl
MEDICA KOREA CO., LTD.
96, Jeyakgongdan 4-gil, Hyangnam-eup. Hwaseong-si. Gyeonggi-do. Han qubc



