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HUONG DAN SU DUNG

Rx Thubc nay chi dimg theo don thubc
LYTTON

Itopride hydrochloride 50 mg

Vién nén bao phim
Dé xa tim tay tré em
Poc kj hudng dan siv dung trueée khi ding

THANH PHAN

Mbi vién nén bao phim chira:

Thanh phan hoat chat: Itopride hydrochloride 50 mg

Thanh phan ta duge: Lactose monohydrate 200, maize starch, carboxymethylcellulose calcium,

colloidal silicon dioxide, magnesium stearate, hypromellose 2910, 6 ¢ps; polyethylene glycal 6000,

tale, titanium dioxide.

DANG BAO CHE
Vién nén bao phim tron, mau tring, hai mat khum, mot mat tron, mot mit ¢6 khéc gach ngang.

CHI PINH
Dicu tri cac tridu chimg clia chimg khé tiéu chiic nang do giam nhu dong dudng tiéu hoa.

Thude chi ding cho ngudi 16n.

LIEU DUNG, CACH DUNG

Liéu ding

Liéu khuyén cdo cho nguoi 16n 14 1 vién x 3 ldn/ngdy trude bira an, twong tmg 150 mg itopride/ngay.
Liéu téi da hang ngay 1a 150 mg itopride.

Trong qué trinh diéu tri, khi can c6 thé giam lidu. Liéu va thoi gian diéu tri phu thudc tinh trang 1am
sang cta bénh nhan. Khong dung thude qué 8 tudn (xem Pie tinh dwge lye hoc).

Tré em

Tinh an toan ctia thude & tré em dudi 16 tudi chua duoc thiét lap.

Bénh nhén suy gan hay suy than

ltopride chuyén héa qua gan. Ttopride va céc chét chuyén héa dao thai cha yéu qua thin (xem Dic
tinh dwge déng hoc). Bénh nhén suy giam chiic ning gan hay thin cin dugce theo doi chit che, va co
thé phai giam liéu hay ngung ding thude trong trudng hop xay ra céc tac dung khong mong mudn.
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Nguwoi cao tuoi
Céc nghién ciru ldm sang cho thdy ty I xdy ra cac tac dung khéng mong mudn & bénh nhan tir 65
tudi tro 1én twong tu nhu & cac bénh nhéan tré hon. Cin hét st than trong khi diing itopride & nguoi
gia do tang ty 1& rdi loan chirc ning gan va thén, tang ty 16 mic cdc bénh khac hay phai dung thém
céc thube khic.
Cach dung
Thube dung dudng udng.

Nudt nguyén vién voi luong nuée thich hop, ding trude bira an.

CHONG CHI PINH
Man cam vdi itopride hay bat ky thanh phan néo cua thude.
Chéng chi dinh & bénh nhan bi anh huong xdu néu tang nhu dong rudt, nhu bénh nhan bi xuét huyét

tiéu hoéa, tac rudt co hoc hay thung.

CANH BAO VA THAN TRONG KHI DUNG THUOC

[topride 1am tang hoat tinh ctia acetylcholine va ¢6 thé gdy ra tac dung phy cholinergic.

Chura ¢6 dir liéu vé viéc str dung thude 1au dai.

Bénh nhdn suy gan hay suy than

Itopride chuyén héa qua gan. Itopride va cac chat chuyén héa dao thai chii yéu qua than. Bénh nhéan
suy giam chiic nang gan hay thén cin duoc theo ddi chit chg, va cé thé phai giam liéu hay ngung
ding thude trong trudng hop xay ra cac tac dung khong mong mudn.

Ta duge

San phiam nay cé chira lactose, nhitng bénh nhan mic céc réi loan di truyén hiém gap vé khéng dung
nap galactose, chirng thiéu hut lactase hodic kém hé(lp thu glucose-galactose khong nén st dung thude

nay.

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 thai

Chua c6 hodc o rét it dir liéu vé viée ding thude cho phu nit ¢ thai. Vi vay chi nén thude ding cho
phu nit ¢é thai hay c6 thé mang thai khi lgi ich diéu tri cao hon céc nguy co.

Phuy nir dang cho con bu

Itopride bai tiét qua stta & chudt cdng. Do ¢6 kha ning gdy bat lgi cho tré so sinh, can can nhéc
ngung cho bt hay ngung ding itopride dua trén loi ich khi cho tré bu me hay loi ich diéu trj cho
nguoi me.

Kha ning sinh san

Chua thay anh hudng ctia itopride 1€n kha nang sinh san (xem Dir liéu an toan tien lim sang).
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ANH HUONG CUA THUOC LEN KHA NANG LAT XE VA VAN HANH MAY MOC
Mic di chua thiy ¢6 anh hudng dén kha ning lai xe va van hanh may méc, tuy nhién thude cé kha

niing gAy chéng mat, lam giam chu y (rat hiém).

TUONG TAC, TUONG KY CUA THUOC

Khdng thiy c6 twong tac nao khi ding chung itopride véi warfarin, diazepam, diclofenac, ticlopidine,
nifedipine va nicardipine.

Tuong téc thube phat sinh do chuyén héa bai CYP P450 khong duge xéc dinh do itopride dugc
chuyén héa chu yéu bai enzyme flavine monooxygenase.

[topride lam tidng nhu déng rudt, do dé anh huong dén sw hip thu cia céce thude khéc khi ubng cling.
Cén dic biét cha y dén cac thude co khoang tri liéu hep, thude phong thich kéo dai hay céc thude
dang bao tan trong rugt.

Céc tac nhan khéang cholinergic c¢6 thé 1am giam téc dung cua itopride.

Cimetidine, ranitidine, teprenone va cetrexate khong anh huing dén kha nang kich thich nhu dong
cuia itopride.

Twong ky

Do khéng c6 cac nghién ciru vé tinh tuong ky cua thude, khéng trdn 1an thude nay véi cac thube

khae.

TAC DUNG KHONG MONG MUON CUA THUOC

Cac tac dung khdong mong mudn dugc phan loai theo tan sudt véi quy ude nhu sau: Rét thuong gap
(>1/10); thuomg gap (=1/100 dén <1/10), it gap (>1/1.000 dén < 1/100), hiém gap (>1/10.000 dén
< 1/1.000), rat hiém gip (< 1/10.000), chua r& (khong wéce tinh dugce tir dit lidu sén co).

ltopride dugc hdp thu tét va khong c6 tac dung khéng mong mudn nghiém trong duge quan sét thay

trén 1am sang.

H¢ co' quan Tac dung khong mong mudn TAan suit -
R6i loan hé théng méu va Giam bach cau* it gap
bach huyét - Giam tiéu ciu  Chvars |
‘Réi loan h¢ théng mién dich | Phén (ing phan ve  Chuarbd -
Réi loan nbi tiét ' Te:lng prolactin mau** i.t gip I
o - Bénh phu khoa | Chua rd i
Dau dau it gap
R&i loan hé théng than kinh Choéng mit |k gap .
Run | Chuaro -
Tiéu chay tgip B
Taobén it gap
Réi loan tiéu hoa Elubung B it gép .
Tangtiénedebot  dtgp
[ _ Bubnnén _ | Chuard Ji
R&i loan gan mat Vang da Chua ro

3/6



https://trungtamthuoc.com/

pi-itop-tab-1.1

H¢coquan  Ticdyng khong mongmudn Tansudt
Phat ban N o Hién_l gap
Réi loan da va md dudi da Ban dé ) Hiém gap
Ngtra | Hiém gap
Tang AST Chua rd
Tang ALT | Chua s )
Xét nghi¢m Tang Gamma-GTP - Chua 1
Tang alkaline phosphatase Chua rd
Téng bilirubin | Chua rd

*Cédn quan sat can than théng qua cac kiém tra huyét hoc. Khi ¢6 bét thudng xay ra, can ngung ding
thudc.

A o - v A a \ r r Y s A “ A \ e e 5 a
*¥Neu xay ra tang tiét sira va chimg vi to & nam gidi, can dimg thude tam thoi hoac dimg luon.

Théng bdo ngay cho bdc st hodc dwgc st nhitng phdn ttng cd hai gap phdai khi si dung th uéoc.

QUA LIEU VA CACH XU TRi
Chua ¢6 dit liéu vé qua lidu & ngudi.

Trong trudng hop qua liéu, nén rira da day bang céc bién phap thong thuong va diéu tri triéu chimg.

DAC TINH DUQC LUC HQC A
Nhém duge 1¥: Thude didu tri réi loan chite ning dudng tiéu héa, thude kich th!)j hu dong dudng
tiéu hoa.

Ma ATC: A03FAOQ7.
Co chi tac dong
Itopride lam ting nhu dong dudng tiéu héa théng qua tac dung déi khang thu thé dopamine D2 va tac
dung (e ché enzyme acetylcholine esterase. Itopride kich hoat giai phong acetylcholine va (re ché
phan hay acetylcholine. Ngoai ra. itopride con c6 tac déng chéng non dua trén tuong tac véi thu thé
dopamine D; & ving thu thé héa hoc. Tac dong nay dugce ching minh thong qua thi nghiém chéng
n6n phu thude lidu & ché bi non mira do apomorphine.

ltopride 1am tang kha nang lam réng da day & nguoi va khong anh huéng dén ndng do gastrin huyét
twong.

ltopride ¢6 tac dong dic hiéu cao ¢ dudng tiéu hoa trén, do do c6 tac dong hidu qua dén chimg khé
tieu chirc nang duoc xac dinh boi mot hay nhiu hon céc triéu chimg nhu: diy bung, no hoi, dau
viing thuong vi va néng rat viing thuong vi va khéng ¢6 bang chiig vé viéc mic bénh lién quan dén
cdu triic (bao gdm ca ndi soi dudng tiéu hoa trén) cé lién quan dén céc triéu chung.

Trong cac nghién citu 1am sang, thoi gian dung thuoc toi da la 8 tuan.
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PAC TINH DUQC PONG HOC
Hip thu
Itopride dugc hap thu nhanh chéng va gn nhu hoan toan tir duong tiéu hoa. Sinh kha dung twong déi
khoang 60% do chuyén héa lan dau & gan. Thirc &n khong anh hudng dén sinh kha dyng ctia thude.
Ndng dé t6i da trong huyét tuong dat duge sau 30 - 45 phat sau khi ding liéu 50 mg itopride.
Sau liéu lap lai trong khoang 50 - 200 mg x 3 1an/ngdy trong 7 ngay, itopride va chat chuyén héa cho
thdy duogc dong hoc cé tinh tuyén tinh va thude it bi tich Ity.
Phén b6
Khoang 96% itopride gin voi protein huyét tuong, chu yéu la v&i albumin, trong d6 c6 it hon 15%
gén vai alpha-1-acid-glycoprotein.
O chubt cbng, itopride phan bd réng rai trong cac md (Vds = 6,1 I/kg), trir hé than kinh trung wong.
Néng d6 thube cao & than, rudt non, gan, tuyén thuong than va da day. Mtc do gan két vai protein
huyét twrong thip hon & ngudi (78% so vai 96%). Itopride it di vao hé than kinh trung wong. ltopride

g A £ , 1140249
di vao sira 0 chudt cong dang cho con bi. N2,
- J— oo i
Chuyén hoa il
) ) ) J CO PHA!
O ngudi, itopride duge chuyén hda manh & gan. Ba chét chuyén hda di duoc xéc dinh, trong d6 chi joc pH/
¢6 mot cht ¢6 hoat tinh thép va khong cé ¥ nghia duge ly (hiéu qua bing 2-3% so vdi itopride). REME

Itopride dugc chuyén héa boi enzyme flavine monoxygenase (FMO3). S6 lugng va hiéu qua cia <= ~ 6(
isoenzyme FMO & ngudi ¢6 thé lién quan dén tinh da hinh di truyén, c6 thé din dén tinh trang nhiém
sac thé 1an hiém gip duge goi 1a hoi chirng mui ca (trimethylaminuria). Nita doi thai trir ¢ cac bénh

nhén mac hdi chirmg nay ¢ thé dai hon.

Céc nghién ctru duge dong hoc in vivo cia cac phan timg qua trung gian CYP da khong chimg minh

duge itopride o tac dung trc ché hay cam tmg CYP2C19 va CYP2EL. Itopride khong anh huréng dén

trang thai ciia CYP hay hoat tinh cta enzyme uridine-diphosphate-glucuronyl transferase.

Thai trir

ltopride va cac chét chuyén héa duge thai trir chti yéu qua nude tiéu. Lugng itopride va N-oxide duge

dao thai & nguoi tinh nguyén khoe manh sau khi udng liéu don lan luot 1a 3,7% va 75,4%.

Nira doi thai trir cia itopride 1a khoang 6 gio.

DU LIEU AN TOAN TIEN LAM SANG

Cac nghién ctru an toan tién 1am sang chi duge thuc hién & cic mic nong do duge xem la di vugt
lidu diéu tri & ngudi, va cho thy it lién quan dén viée sir dung trong 1am sang. Ngoai ra, & ngudi cho
thay it nhay cam voi cac tac dong lién quan dén néi tiét td hon so véi dong vat.

Liéu cao itopride (30 mg/kg/ngay) giy ting prolactin mau va ting san niém mac tr cung tht phat c6
hdi phuc & chudt céng. nhung khong gy tac dung ndy & ché (lidu d&én 100 mg/kg/ngay) hay & loai
linh truémng (lidu dén 300 mg/kg/ngay).

Trong mdt nghién ctru doc tinh kéo dai 3 thang & ché, sau khi cho ché udng lidu 30 mg/kg/ngdy.
quan sat thdy ché bj teo tuyén tién liét, nhung khong thiy tac dong ndy & chudt cong khi cho udng
lidu 100 mg/kg/ngay trong 6 thang ciing nhu & loai linh truéng khi cho udng 1iéu 300 mg/kg/ngay.
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Céc nghién ciru dai han vé kha nang gy ung thu trén dong vit chua dugc thue hién.
Khong tim théy tac dung gay dot bién nhiém sic thé hodc gy dot bién gen cua itopride trong céc thir
nghiém in vitro va in vivo.
Céic nghién clru vé kha nang sinh sin & chuét cdng cai dung lidu 30 mg/kg/ngay hodc cao hon cho
thiy ting prolactin mau va kéo dai chu ky dong duc thir phat. Khoang thai gian trude giao hop kéo
dai duge quan sat thiy ¢ licu 300 mg/kg/ngay. Khong quan st thiy tic dung bit loi ndo dén kha
nang giao hop hay sinh san.

QUY CACH PONG GOI

Hop 05 vi x 10 vién, vi Alu-PVC/PVAC hoic vi Alu-Alu.

Hop 10 vi x 10 vién, vi Alu-PVC/PVAC hodc vi Alu-Alu

BAO QUAN: Giir thube noi khé réo, nhiét dé khong qua 30°C.

HAN DUNG: 36 thang ké tir ngay san xuat.

TIEU CHUAN CHAT LUQNG: TCCS.

Nha may san xuat: CONG TY CO PHAN DUQC PHAM FREMED
Dia chi: Lo E9-3a, Duong sé 1, Khu cong nghi¢p Hiép Phude, Xa Hiép Phude, Huyén Nha Be,
Thanh phé Hé Chi Minh, Viét Nam.
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