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Rx- Thude nay chi ding theo don thube
TO HUGNG DAN SU DUNG THUOC

1. TEN THUOC:
ANAMOTIN TAB.

2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:
Doc ky hudng dén sir dung trudc khi ding.
Pé xa tam tay tré em.

Thong béo ngay cho bac s§ hodc duge sy nhitng tac dung khong mong muon gip phai khi sir
dung thudc.

3. THANH PHAN CONG THUC THUOC:
M&i vién nén bao phim chira:
Thanh gha:n hoat chdt:

Mosapride Citrate Dihydrate ............... 5,29mg
(trong duong Mosapride citrate................5 mg)
Thanh phén td duge:

Lactose hydrate, Corn starch, Hydroxypropyl cellulose, Low-substituted hydroxypropyl
cellulose, Magnesium stearate, Colloidal silicon dioxide, Hypromellose 2910, Polyethylene
glycol 6000, Titanium oxide, Carnauba wax.

4. DANG BAO CHE:

DANG BAO CHE: Vién nén bao phim.

HINH THU'C CUA THUOC:

Vién nén bao phim thuén dai mau tring mét bén khic chir “AJ”, mdt bén khic rinh ¢ giira.

5. CHi PINH

Diéu trj cac triéu chimg da day-ruét két hop véi viém da day man tinh (¢ néng, budn nén/nén)
Diéu trj bd trg cho viéc diéu trj trude bang dung dich rira duong tidu héa bing dudng ubng dé
kiém tra X quang bing thuéc xé barium.

6. CACH DUNG, LIEU DUNG
Thude niy chinén ding theo sw ké don ciia thiy thube

Diéu tri cac triéu chirg da day-rudt két hop véi viém da day man tinh (o nong, budn nén/ndn):
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N6i chung, d6i v6i ngudi I6m, ubng 1 vién (5 mg mosapride citrate), 3 14n mét ngay, trude hodc
sau bira n. Tuan thi nghiém ngat huéng din ding.

Diéu tri b trg cho viéc diéu tri truée bing dung dich rira dudng tiéu héa bing dudng ubng dé

kiém tra X quang bing thuéc x4 barium:

N6i chung, déi véi ngudi Ién, ubng 4 vién (20 mg mosapride citrate) véi dung dich rira duong
tiéu hoa (khoang 180 ml) tai thoi diém sir dung dung dich rira, va ubng 4 vién véi mot lugng
nuée nho sau khi udng dung dich rira.

7. CHONG CHI PINH:
Bénh nhén c6 tién sir qua min véi bét ky thanh phin nao cia thude.
Chéng chi dinh véi cc bénh nhén xudt huyét tiéu héa, tic rudt hodc thing rudt.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Khi thude nay ding dé diéu trj céc trigu chimg da day-rudt két hop v6i viém da day man tinh,
sau khi dung trong mdt thdi gian nhat dinh (thuong 1a 2 tudn), hdy dénh gid sy céi thién céc triéu
chimg tiéu héa, va sy cin thiét tiép tuc ding thubc hay khong.

Khong nén ding thuéc trong mot thoi gian dai ma khong c6 sy dinh gid thich hgp, vi viém gan
t0i cdp, rdi loan chirc ning gan niing va vang da c6 thé xay ra. Ngoai ra, néu bénh nhan gip phai
cdc trigu chimg nhu khé chju, chan &n, nuéc tiéu c6 mau va vang két mac mét sau khi ding
thudc, bénh nhén nén dugc khuyén ngung diing thubc va tham khéo ¥ kién béc si.

Thén trong khéc: Khi cho loai ggm nhdm udng mosapride citrat v6i lidu gdp 100 dén 330 lan lidu
duge khuyén nghi 1am sang (30-100 mg/kg/ngdy) trong mot thoi gian dai (104 tudn & chudt
cong, 92 tuin & chudt nhét), di quan sat thdy tang ty 1¢ khdi u (u té bao gan va khéi u nang tuyén
gidp).

Thubc ndy 6 chira lactose. Khong nén ding thudc nay déi véi nhitng bénh nhin c6 vén dé di
truyén hiém gip vé viéc khong dung nap galactose, thiéu hut enzyme Lapp lactase hodc hoi
chimg kém hép thu glucose- galactose.

Sir dung & nguoi cao tuoi:

Vi chirc néng sinh Iy cia thin va gan thuong suy giam & bénh nhén cao tudi, nén phai cén thén
khi diing thudc nay béing céch theo di tinh trang cuia bnh nhan. Néu thdy c6 bt ky phan img
phu nao, nén dp dyng céc bién phap thich hgp nhu gidm liéu (vi du giam con 7,5 mg/ngay).

Stz dung ¢ tré em:

D§ an toan cia thude nay trén tré em chua duge chimg minh (khong 6 kinh nghiém 1am sang).

9. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:
Thai ky mang thai
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Chi nén ding thu6c nay cho phu nir ¢ thai, hodc phy nir c6 thé dang mang thai khi lgi ich diéu
tri vuot trdi hon cic nguy co ¢ thé xay ra.

Thoi ky cho con bu

Nén trénh dung thubc nay cho ngudi me dang cho con b, Néu nhét thiét phai dung, ngudi me
nén ngung cho con b me trong thoi gian diéu tri. Thi nghiém trén dong vit (chudt cong) cho
thiy thudc dugc bai tiét qua sira me.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Vi chéng mit, dau diu, budn ngi, danh tréng nguc c6 thé xdy ra, nén luu ¥ khéng lai xe hodc
van hanh may moc néu céc triéu chimg nhu véy xay ra.

11. TUONG TAC, TUONG KY CUA THUOC:
Nén thén trong khi ding Anamotin Tab. dong thdi véi nhimg thudc sau day:

Thube Tn?u:: l;?;“l:? - Co ché va yéu tb nguy co

Thudc c6 tac dung khang | C6 thé lam giam tic dung cia | Vi tac dung cua thudc nay la
cholinergic: thubc nay. Do d6, néu dung | thic ddy nhu déng dudmg tiéu 2
Atropine chung véi céc thude khéng | hoa duge tao ra do sy kich hoat “
Butylscopolamine cholinergic, nén than trong | cdc diy thin kinh cholinergic, __l

V.V... ubng cac thubc cich nhau | nén tac dung cia thubc nay bi
mét khoang thoi gian. e ché khi sir dung két hop voi i
céc thude khang cholinergic. :

12. TAC DUNG KHONG MONG MUON CUA THUOC:

Cac tac dung khong mong mu6n sau ddy c6 thé xay ra.
Néu bét ky tac dung khéng mong mubn nao duge quan sat, can thuc hién céc bién phép thich
hop nhu ngimg diing thudc.

Tdc dung khong mong muén nghiém trong:

Viém gan t6i cép, rdi loan chirc ning gan, vang da (tat ca chua biét tan suat)

Viém gan nding véi viém gan tdi cdp di kém véi tang rd rét ndng dp AST, ALT va y-GTP .., rdi
loan chirc ning gan va vang da c6 thé xdy ra va mdt s6 trudng hop gdy tir vong.

Cac tic dung khong mong muén khdc:

<Pidu tri céc triéu chimg da day-rudt két hop véi viém da day man tinh (¢ néng, budn nén/ndn)>
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1% ~2% <1% Khéng rd tan suit
Qud min Phu, noi ban NOi mé day
Tﬁn b A v
Huyét hoe toang . chudd Giam bach céu

Budn nén, day hoi,

iéu chy/ pha at nudc, chimg khd
Tiéu chay/ phan | Khdt nudc, chimg khé t& mi¢ng (ké ca

Da day-rudt

long tiéu, dau bung, nén I, moi, v.v.)
Tang AST, ALT,
Gan 2
ALP, y-GTP, va bilirubin
Tuéin hoan Pénh trong ngyc
t/kichd
Thén kinh Chéng L/ ek nd,
dau dau
Khice Téng triglyceride | Mét moi Run

<Pidu trj b trg cho viée diéu tri trude bing dung dich rira duong tiéu hoa bing dudng udng dé
kiém tra X quang bing thudc x4 barium>

1% ~ 5% <1%
HE tiéu hoa Pay hoi, buon nén, dau bung Pau da day, ¢ chua
Gan Téng bilirubin
Hé than kinh | Dau dau Buon ngt
. . Kho chiu ¢ , 0n lanh,
Khic Méu 4n trong nudc tiéu, protein niéu s :hii: pt:lﬁggfat,v?ﬁn?LDH

Théng bdo cho bdc si nhiing tac dung khong mong mudn gip phai khi sir dung th ube.
13. QUA LIEU VA CACH XU TRI:
Triéu chimg qua liéu mosapride gom c6 dau bung va tiéu chay. Nén rira da day, dung than hoat
va theo ddi ddu hiéu 1dm sang. Thude giin két cao véi protein huyét trong nén khong thé loai bo
bing tham tach.

14. PAC TINH DUQC LUC HQC:

Mi ATC: AO3FA09.

Loai thuée: Thude chéng nén, chdng day hoi.

Co ché hoat djng:

Thudc nay 1a mot cht chii vén thy thé serotonin 5-HT4 chon loc. Thude duge cho la 6 tic dung
kich thich thu thé 5-HT4 trong dam rdi thdn kinh da day-rudt, va thic ddy nhu dong dudng tiéu
héa trén va dudi bing cich ting gidi phong acetylcholine.

Thiic ddy nhu djng dwong tiéu héa trén

Thic ddy nhu dong da day va ta trang: Thudc ndy lam ting nhu dong da day va ta trang sau bira
dn & cho con tinh.
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Tang théo rdng da day:

Trong mdt nghién ciru lam thdo rong da day & ngudi 16n khoe manh va bénh nhan viém da day

man tinh, uéng liéu duy nhét 5 mg thudc nay cho thédy lam tang théo rdng da day.

Thuébc ndy tang cudmg sir thio rdng da day chira chit long (& chudt nhit va chuft cdng) va chét
dic (& chudt cong). Téc dung ting cudng thao rong da day giam di sau khi ding lidu lap lai trong

| tuin (& chudt cong).

Thic diy nhu djng dwong tiéu héa dwai
Thic ddy nhu dong dai trang va vén chuyén cac chat chira trong rudt gia ra ngoai: phu thudc vao

liéu (chuét lang).

Téc dung ting cudng lam sach dai trang va giam trong luong nude (khi duge sir dung véi chat
lam sach duong rudt dudng udng) (chudt lang).

15. PAC TiNH DUQC PONG HOC:

Hip thu
Néng d§ trong huyét turong
Diing liéu duy nhét
(5 ngudi 16m khoe manh nhin d6i, udng lidu duy nhét 5 mg mosapride citrate)
Tmax (gio) Cmax (ng/mL) t1/2 (gio) AUC (ng.h/mL)
0,8+0,1 30,727 2,0+0,2 67+8

Trung binh + 3 léch chuén

Khi duge sir dung véi mot chét 1am sach dudng rudt duong ubng
(Ngudi 16n khoe manh nhin doi, ding 20 mg thudc nay (liéu déu tién), sau d6 udng thude lam
sach dudng rudt duong udng 2 gidr sau khi dung lidu dau tién, tiép tuc udng 20 mg thudc nay

(liu thir hai)
Thai gian dung thudce Tmax (gid) Cmax (ng/mL) AUC (ng.h/mL)
Lan 1 (24 trudong hop) 1,0+ 0,5 116,1 £ 35,1 150,3 + 45,20..3)
Lan 2 (23 trudng hop) 2502 272,6 = 80,9 848.8 + 301,40-24)

Trung binh + d3 léch chudn
Phéin b

Ty 1é giin két véi protein huyét twong: 99,0% (trong dng nghiém, huyét thanh ngudi, & ndng dd

Imeg/mL, phuong phép siéu loc hoiic thim phén can béng).

Chuyén hoa

Chét chuyén héa chinh: hop chét des-4-fluorobenzyl
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Pudmg chuyén héa: Mosapride citrate duroc chuyén héa chi yéu & gan, noi nhém 4-fl uorobenzyl
bi Iy di, tiép theo 1a sy oxy héa vong morpholin & vj tri 5, va hydroxyl héa vong benzen & vi tri
3

Enzym chuyén héa: Phén ho cytochrome P-450: chii yéu 1 CYP3Ad.

Thai trir

Pudng bai tiét: Trong nude tiéu va phén

Ty 1¢ bai tiét: Trong nudc tidu thu gom 48 gidr sau khi udng thude, 0,1% duoc bai tiét dusi dang
nguyén thiy va 7,0% duoc bai tiét dudi dang chat chuyén héa chinh (hop chit des-4-
fluorobenzyl) (Ngudi I6n khde manh, udng liéu duy nhit 5 mg mosapride citrate khi déi)

Twong tic thude

Khi ding chung erythromycin liéu 1200 mg/ngdy véi thudc ndy & lidu 15 mg/ngay, so vdi khi
udng mosapride don doc, ndng dé mosapride cao nhit trong méu ting tir 42,1 ng/mL 1én 65,7
ng/mL, théi gian bén huy kéo dai tir 1,6 gid 1én 2,4 8i0 va AUCy4 ting tir 62 ng.gid/mL lén 114
ng.gid/mL/gir (Ngudi 16n khde manh).

Cic nghién ciru 1im sang

Két qua cua cdc nghién ciru 1dm sang trén tong sb 435 bénh nhén, trong d6 c6 mét nghién ciru so
sinh mu déi, duge tom tit nhu sau:

Bénh chinh/triéu chimg Ty 18 cai thién
O néng 74% (130/176)
Buon nén/ndn 77% (150/196)

Viém da day man tinh

16. QUY CACH PONG GOI:
Hop 10 vi x 10 vién nén bao phim.

17. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG:
PIEU KIEN BAO QUAN: Bio quan trong bao bi kin, & nhiét d6 dusi 30°C.
HAN DUNG: 36 théng ké tir ngay san xuit.

TIEU CHUAN CHAT LUQNG: TCCS

18. TEN, PIA CHi CUA CO SO SAN XUAT THUOC:

AJU PHARM CO.,LTD
23 Sandan-ro 121 beon-gil, Pyeongtaek-si, Gyeonggi-do, Han Quéc



