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<Ché phdm Mosapride citrat>

MO TA

1. Thanh phin
Vién nén GASMOTIN 5 mg chira 5 mg mosapride citrat
dang khan.
Vién bao phim mau tréng, c6 vach.

2. M0 ti san phim
Tén thwong mai GASMOTIN Vién nén 5 mg
Thanh phin/Ham lwong M3i vién chira 5 mg mosapride citrat dang

khan.

Ta dugc: Lactose, tinh bot ngd, hydroxy
propylcellulose, low substituted hydroxypropyl
cellulose, magnesi stearat, acid silicic khan nhe,
hydroxypropylmethylcellulose, macrogol,
titan oxid, talc 1

Vién nén bao phim mau tring, c6 vach

Dang bao ché

CHI DINH
Céc trigu ching da day-rudt két hop véi khé tiéu chire nang (viém da
day man tinh) (¢ nong, budn ndn/ndn).

CHONG CHI PINH

(Gasmotin chéng chi dinh & nhirng b¢nh nhién sau.)

Bénh nhan c6 tién sir qua min cam vdi mosapride hay véi bit ky thanh
phén nao cua ta duge.

LIEU LU ‘ONG VA CACH DUNG
Déi véi nguoi 16m, liéu dun lgnhang ngay ﬂm(’mg 12 15 mg mosapride
citrat dang khan, chJa lam 3 u g trudc hodc sau bira an.

THAN TRONG

L. Lwru y quan trong
Néu khong thay SU cai thién nao vé tridu chimg da day-ruqt sau mot
thoi gian ding thudc (thuong 1a 2 tuan) thi khong nén duing thudc
nay mot cach vo ich trong mot thoi gian dai.

2. Twong tic thube
Thén trong khi ding két hgp (nén th§: trong khi ding

GASMOTIN dong thoi véi nhirng thuoc sau diy.)
Thudbe Déiu higu, Trigu chimg Co ché va
va Diéu trj Yéu t nguy co
Thuoe khang | C6 thé lam giam téc dung Vi téc dung trg vin dong da__
cholinergic ctia thube nay. Do do, néu day cia thude ndy duge tao
- Atropin diing chung véi cac thude ra do sy hoat hoa cac diy
sulfat va khang cholinergic, nén théin kinh cholinergic, ding
- butyl- than trong uéng cac thude chung véi thube khing
scopolamin cach nhau mdt théi gian. cholinergic c thé lim giam
bromid, v.v... tac dung cia thude ndy.

3. Phan img phu

Trong cac thir nghiém ldm sang, ciac phan img phu dugce ghi nhin ¢
40 trén 998 trudmg hop (4,0%). Céc phan tmg phu chu yéu 14 tiéu
chay/phéan long (1,8%), khé miéng (0,5%), khé & (0,3%), v.v...
Céc trj s6 xét nghiém cdn lam sang bat thuong dugc nhan thfiy o 30
trén 792 truémg hop (3,8%), chi yéu 1a ting bach ciu 4i toan (1,1%),
tang triglycerid (1,0%), AST (GOT), ALT (GPT), ALP va gamma-
GTP (mdi loai 0,4% ) (& thoi diém thude duge phé duyét).

(1) Céc phan ing phuy c6 y nghia lim sang

Viém gan t6i cap, roi loan chirc ning gan valvang da (mdi loai
dudi 0,1%)

Vi viém gan t6i cﬁp, 16i loan chirc ning gan nghiém trong di kém
véi tang 1o rét nong do AST (GOT), ALT (GPT) va gamma-
GTP, v.v.. vé vang da c6 thé xdy ra va mét s6 tnrcmg hop gay tir
vong, nén cén theo k¥ bénh nhéan va néu thiy c6 bat cir bét
thuong nao phai ngung ding thubc ngay va ap dung céc bién
phap thich hgp.

(2) Céc phin img phu khac

Phiin logi 0,1% dén <5 % Khéng rd tin sudt
Qué mén cam Phi Noi ban, mé day
Huyét hoc Ting bach céu 4i toan,
giam bach ciu
Budmg da day Tiéu chay/phén long, khé | Cam giac chudng bung,
-rudt miéng, dau bung, buén té miéng (ké ca ludi va
nén/non, thay ddi vi gisic | méi, v.v...)
Gan Tang AST (GOT),
ALT (GPT), ALP,
gamma-GTP va bilirubin
Hg tim mach Dbanh trong nguc
Téam thén kinh Choang véng/véng dau,
nhirc déu
Triéu chimg khac | Kho &, tang triglycerid Run

Théng béo cho béc si nhimg tic dung khéng mong mudn gip phii
khi sir dung thudc

4. Sir dung & nguvi cao tudi
Vi chirc ning sinh ly cua thén va gan thudng suy giam ¢ bénh nhén
cao tudi, nén phai can than khl dung thuoc nay bing cach theo ddi
tinh trang ctia bénh nhén. Néu thay 6 bét ky phan ung phu ndo, nén
ap dung céc bién phap thich hgp nhu giam liéu (vi du giam con 7,5
mg/ngay).

5. Sir dung khi ¢6 thai, sinh dé hodc cho con bd

(1) Khéng nén ding thubc nay cho phu nir c6 thai, phu nir ¢6 thé
dang mang thai, trir khi lgi ich diéu trj dyr tinh virgt trdi hon céc
nguy co c6 thé c6 do diéu tri [P an toan cla thube nay trén
phu nit ¢6 thai chua duge chimg minh.]

(2) Nén tranh diing thudc nay cho ngudi me dang nudi con bii. Néu
nhét thiét phai diing, ngudi me nén ngung cho con b me trong
thoi gian diéu tri. [Thi nghiém trén dong vat (chudt céng) cho
thdy thudc duge bai tiét qua sira me.]

6. Sirdung & tré em
D6 an toan cua thude ndy trén tré em chuwa duge chlrng minh [khong
~—  c¢oO kinh nghiém lam sang]. e — :
7. Qua lidu
Chua durge ghi nhin

8. Anh hréng 1én kha ning l4i xe va sir dung miy mée
Chua duge ghi nhan

9. Thén trong khi ding
Khi cip phét thube: D6i voi thude dyng trong vi bim (vi PTP), nén
huéng dan bénh nhan l4y thudc ra khoi vi truée khi dung. [Da ghi
nhén 12 néu nuédt 16p bao PTP, céc goc sfic nhon ¢6 thé choc thiing
niém mac thure quan, gy bién chirng ning nhu viém trung that.]

10. Thén trong khic
Khi cho loai gim nhim ubng mosapride citrat vi liéu gip 100 dén
330 lan liéu dwoc khuyén nghi lam sang (tirc 30 dén 100 mg/kg/ngay)
trong mot thoi gian dai (104 tudn & chuot cong, 92 tuan or chudt
nhit), da quan sat thiy ting ty 1¢ u tuyén té bao gan vi u tuyén té bao

nang giap.

CAC PAC TiNH DUQC LY:

DU'OC DPONG HQC

1. Nong @ trong huyét twong"
(5 ngudi 16n khoe manh nhin déi, uéng lidu duy nhit 5 mg
mosapride citrat)



T . (gid) C,,, (ng/mL) t,, (gio)
08+0,1 30,7+£2,7 2,002

Trung binh + sai s6 chuén

2. Ty ¢ gin két 6 protein huyét twong?
99,0% [trong 6ng nghiém, huyet thanh nguot, & nong d6 1 pg/mL,
phuong phép siéu loc hodc tham phén can bing]

3. Chiit chuyén héa chinh va dwing chuyen hoa
Chat chuyén héa chinh: hop chit des-4- fluorobenzyl
Pudng chuyén héa' ?: Mosapride citrat dugc chuyén héa chi yéu
& gan, noi nhom 4-fluorobenzyl bj 1dy di, tiép theo la sir oxy hoa
vong morpholin & vi tri 5, va hydroxyl hoa vong benzen & vi tri 3.

4. DPwing bai tiét va ty 1¢ bai tiét
Puong bai llet Trong nude tléu va phéan
Ty 16 bai tiét): Trong nudc tiéu thu gom 48 gior sau khi udng thudc,
0,1% duoc bai tiét dudi dang hop chat khong ¢ doi va 7,0% duge bai
tiét dudi dang chét chuyén héa chmh (hop chét des-4-fluorobenzyl).
gNg)um 16m khde manh, uéng lidu duy nhét 5 mg mosapride citrat khi
o1

5. Men chuyén héa®
Phén ho cytochrome P-450: chu yéu 1a CYP3A4.

6. Twong tic thube®
Khi dung chung erythromycin lidu 1.200 mg/ngay voi thube ndy &
gay, so véi khi ubng mosapride don dje, nong do
mosapride cao nhat trong mdu tang tir 42,1 ngij 1én 65,7 ng/mL,
thoi gian ban huy kéo dai tir 1,6 gio 1én 2 4 gio va AUC,, tang tir
62 ng.gio/mL 1én 114 ng.gid/mL/gi¢. (Ngudi Ion khoe manh}

CAC NGHIEN CUU LAM SANG
Két qua cua céc nghlen curu lam sang trén tong so 435 truong hop, trong
do ¢6 mot nghién ciru so sanh mu doi

Bénh chinh/tri¢u chirng Ty I§ cai thién
Viém da day man tinh O néng 74% (130/176)
Budn nén /nén 77% (150/196)
CAC PAC TINH DUQC LY:
DUQC LUC HOC

1. Dwgec ly hogc 1im siang
Trong nghiém phép théo rdng da day & ngm’n 16m khoe manh” va
bénh nhén viém da day man tinh®, udng liéu duy nhét 5 mg thudc
nady lam téng théo rong da day.

2. Tic dyng trg vin djng da day”
Thuodc nay lam tang su van dong da ddy va ta trang sau bira dn & cho
con tinh.

3. Tic dyng ting cwdng thio rong da day'”
Thubc nay ting cudng sy thao rong da day chira chét 1ong (& chudt
nhit va chudt cong) va chat dic (& chuot cong) Tac dung ting
cudmg thao rdng da day giam di sau khi ding liéu 13p lai trong I tudn
(& chudt cong).

4. Co ché tic djng” 'V |

Thude ndy 1a chat chi van thy thé 5-HT, chon loc. Thube duge cho
1a c6 tac dung kich thich thy thé 5-HT, & d4m rdi thin kinh da
day-rudt, lam ting phong thich acetylcholin, din dén ting cuong sy
vén dong cua da day-rut va sy thio rong da day.

TINH CHAT LY HOA CUA HOAT CHAT

Ch A /CDNHCHQ( J '(|:H2c00H
M N X H(ﬁCOOH i
HoN OCH,CHy |
Sy : CH,COOH
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Tén hoat chit: Mosapride citrat

Tén hoa hoc:
(+)-4-amino-5-chloro-2-ethoxy-N-[[4-(4-fluorobenzyl)-2-
morpholinyljmethyl] benzamide citrat dihydrat

Céng thirc phén tir: C, H,.CIFN.O, - CH,O, - 2H,0

Trong luong phén tir: 650,05

H¢ 56 phén bo:
9,1x10% (dung moi chloroform/nudc, pH 7,0, & nhiét do phong)
MG ta:
Mosapride citrat & dang bot két tinh mau tréing dén tring nga vang

N6 la chat khéng mui va c6 vi hoi déng, tan hoan toan trong N,
N-dimethylformamide, trong pyridin va acid acetic (100), it tan trong
methanol, tan nhe trong ethanol (95) va acetic anhydride, va hiu nhu
khong tan trong nudce va trong diethyl ether.

HAN DUNG
36 thang ké tir ngay san xuat.

BAO QUAN
Bao quan ¢ nhiét do phong khong qua 30°C.

NGAY HET HAN
Bugc in trén nhan va trén hjp.
Khéong dung thube qua han sir dyng dwge in trén bao bi.

QUY CACH PONG GOI1
Gasmotin Vién nén 5 mg: 30 vién (Hop 3 vi x 10 vién)
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Pé xa tAm tay tré em.

Poc k§ hwéng din sir dung trude khi ding.
Néu can thém théng tin, xin héi ¥ kién béc si.
Thuéc nay chi ding theo don ciia béc si.

Sin xuit béi:
Sumitomo Dainippon Pharma Co., Ltd. Suzuka Plant
1450 Yasuzuka-cho, Suzuka, Mie 513-0818, Nhit Ban

Dong gbi bai:
Interthai Pharmaceutical Manufacturing Ltd.
1899 Phaholyothin Road, Ladyao, Chatuchak, Bangkok 10900, Thai Lan



