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Rx - Thude ké dan T¢I HUGNG DAN SU DUNG THUGC

Itopride hydrochloride 50 mg

THUGC NAY CHI DUNG THEO BON THUGC
DE XA TAM TAY TRE EM. DOC K¥ HUGNG DAN S0 DUNG TRUGC KHI DUNG

THANH PHAN

Thanh phan dugc chat: M&i vién nén bao phim chira: Itopride hydrochloride 50 mg

Thanh phéan ta dugc: Lactose monohydrate, microcrystalline cellulose, povidone K30, croscarmellose sodium, colloidal silicon dioxide,
magnesium stearate, Vivacoat PM (hypromellose, polyethylen glycol, hydroxypropy| cellulose), titanium dioxide, talc

DANG BAO CHE

Vién nén bao phim. Vién nén bao phim, hinh trén, hai mat 16i, méau trdng dén trdng nga

CHi DINH

Piéu tri nhiing triéu chiing vé da day - rudt gay ra bdi viém da day man (cam giac day chuéng bung, dau bung trén, chan an, g nong, budn nén
va nén) |
CACH DUNG VA LIEU DUNG |
Cach ding: Dung dudng udng

Liéu ding .

Liéu udng théng thudng cho nguwi Ién la 150 mg itopride hydrochleride (3 vién) mbi ngay, chia 3 1&n, méi 1dn 1 vién, uéng trudc bifa an. Liu
nay cé thé gidm bt tiy thuge vao tudi tac va bénh trang clia tiing bénh nhan

CHONG CHi BINH

Man cam véi bit ky thanh phan nae clia thudc. Khéng diing cho phu nif cé thai va cho con b trir khi thufc sy can thiét

CANH BAO VA THAN TRONG KHI DUNG THUGC

Trén ngu@i cao tudi: Do chifc nang sinh Iy & ngudi cao tudi gidm nén nhiing tac dung khéng mong muén dé xay ra han. Do dé, nhifng bénh
nhan cao tudi sir dung thudc nay nén dugc theo ddi cdn than, néu xust hién bat ky téc dung khéng mong mudn nao, nén si dung nhirng bién
phép xir tri thich hop, vi du nhu gidm liéu hoéc ngifng thudc

Trén tré em: An toan cla thudc chua dugc thiét lap

Nén luu ¥ khi st dung vi itopride hydrochloride lam tang hoat tinh cla acetylcholine

Khéng nén dung kéo dai khi khéng thiy cé sy céi thién vé trigu ching da day - ruét

Thanh phén ctia thudc cé chita lactose. Bénh nhan bj réi loan di truyén hiém gap nhu khéng dung nap galactose, thiéu hut lactase hoan toan
hoic kém hap thu glucosegalactose khéng nén diing thudc nay |
sU DUNG CHO PHU N’ O THAI VA PHY NOU' CHO CON BU

Phu nif c6 thai

Khéng cé dir lieu vé sif dung thudc trén phu nlr c6 thai, chi nén ding thudc néu lgi ich vuat tréiso vdi nguy ca

Phu nit cho con bi

D3 cé bio céo cho thiy itopride duge bai tiét qua sifa & cac thi nghiém trén dong vat (chudt céng). T&t nhat khéng nén sir dung thudc nay trong
thai ky cho con bi, nhung néu can thiét, tranh cho con bd trong qua trinh diéu tri

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC |
Tac dung khéng mong mudn nhu dau déu, chéng mat, cdm gidc khd chiu cé thé xay ra. Kha ning |41 xe va van hanh may méc cé thé bi gidm |
TUONG TAC, TUONG KY CUA THUGC

Can luu y khi diing déng thai Mesabi véi nhitng thudc sau

Thuédc Déu hiéu, triéu ching Cd ché tudng tac thudc

‘ Cac thude khang cholinergic: Ca thé lam giam tac dung ting nhu Téc dung Uc ché clia nhitng thuéc khéng
Tiquizonium bromide, scopolamine butyl | déng da day - ruétcua itopride (tac cholinergic cé thé ¢é tac dung dugc ly hoc |
bromide, timepidium bromide ... dung cholinergic) déi khang tac d ung clia itopride |

TAC DUNG KHONG MONG MUGN

Tai th&i diém vién nén itopride hydrochloride dugc cap phép luu hanh tai Nhat

Nhitng tac dung khang mong mudn dugc thay & 14 (2,45%) trén 572 bénh nhan (19 trudng hop quan sét dugc; 3,32%).Tac dung khéng mong |

mudn chi yéu 1 tiéu chay (4 truong hop; 0,7%), dau dau (2 trudng hop; 0,35%), dau bung (2 truang hop; 0,35%). Nhiing bat thuéing vé cac dir ‘

lidu xét nghiém la giam bach cau (4 truang hgp), ting prolactin (2 trudng hap),... ‘

Tai thei diém vién nén itopride hydrochloride dugc danh gia lai tai Nhat |

Nhing tac dung khéng mong muén dugc thiy & 74 (1,25%) trén 5913 bénh nhén (104 truding hap quan sat dugc; 1,76%). Tac dung khéng ‘

mang mudn chu yéu la tiéu chiy (13 truéing hop; 0,22%), dau bung (8 trudng hop; 0,14%), tdo bén (8 trugng hop; 0,14%), tang AST (GOT) (8 ‘

truging hap; 0,14%), tang ALT (GPT) (8 trueng hap; 0,14%),...

Nhiing tac dung khéng meng muén ¢ ¥ nghia lam sang |

- S8cva phdn ting qud mdn (ti [é mdc chua dugc biét): S8c va phan ing qua mén cé thé xudt hién, va nén theo déi bénh nhan chat ché. Néuthay |
|
1

bat ky ddu hiéu nao clia séc va phan ing qua man, vi du nhu tut huyét &p, kho thd, phu thanh quan, ngi mé day, tai nhot va toat mé héi ...

nén ngimg ngay thudc va cé nhing bién phap diéu trj thich hop

- Réiloan chie nang gan va vang da (1 1é¢ médc chua dugcbiét): Réi loan chifc ndng gan va vang dacing véi tang AST (GOT), ALT (GPT) va y- GTP...

6 thé xuit hién va bénh nhan nén duoc theo doi chit ché. Néu phat hién thiy nhiing triéu ching bitthugng trén, nén ngiing ngay thuécva |
¢6 nhiing bién phép diéu tri thich hop |
Nhitng tic dung khéng mong muén khac (ADR) [

0,1% = ADR<5% ADR < 0,1% Ti 12 méc chua bigt™ |
Quéa man? Phat ban, man dé, ngua...
Triéu ching ngoai thap™ Runrdy....
Noi tiét? Téang prolactin... Chirng va to & dan éng
Huyét hoc® Giam tiéu cdu, gidm bach cdu ... ‘
Budng tiéu héa Tiéu chay, tdo bén, dau bung Budn ndn, tang tiét nudc bot ;
ST Pau ddu, cam giac kho c'hiu, 16i

loan gidc ngd, chéng mét...

Gan Tang AST (GOT), tang ALT (GPT) Tang y-GTP. tang Al-P ,... [
Than Tang BUN, téng creatinin... i
Cac loai khac Pau lung hodc nguc, mét maoi

Ghi chd: (1) Ti 1& méc chua dugc biét do day la nhiing bao céo ty phat
(2} Néu 6 bt ky diu higu bat thuding nao duge phat hién, nén cé bién phap xi tri thich hop
Théng bdo ngay cho bdc si hodc dugc si nhitng phén ting cé hai gap phai khi sirdung thuéc J
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QUA LIEU VA XU TRI

Chua cé bio céo vé cic truéing hap qué liéu itopride & ngudi. Trong truding hgp qué liéu, cac bién phép thudng ding nhu rira da day va diéu
tri triéu chimg nén dugc dp dung

PAC TINH DUGC LYC HOC

Nhém dudgec Iy tri ligu: Thudc diéu trj réi loan tiéu héa. Thube chéng nén

Ma ATC: AO3FAOQ7

Cochétacdung

Itopride hydrachloride lam ting sy gidi phong acetylcholine do tdc dung d8i khang véi thu thé D2 dopamin, va tc ché su phan hiy acetylcho-
line dugc gidi phéng qua viéc (e ché acetylcholine esterase, din dén lam tang nhu dong daday - rugt

Tang nhu déng da day - rudt

Itopride hydrachloride lam tdng nhu déng da day cla ché lic thic, phy thuge vao liéu

Itopride hydrochloride lam ting kha nang réng da day & ngudi, cho, chudt céng

Lam gidm nén

Itopride hydrochloride tc ché nén & ché gay ra bdi apomorphin, tac dung nay phu thudc vao liéu

PACTINH DUGC BONG HOC

Néng dé trong huyét thanh

N&ng dé trong huyét thanh va nhing théng s& duge déng hoc & ngudi l6n khde manh, saumot lidu don udng 50 mg itopride hydrochloride
Iic déi dugce chi rd trong hinh 1 va bang 1

Hinh 1: Néng d6 trong huyét thanh sau khi uéng mét liéu don 50 mg itopride hydrachloride (ngu&i lon khoe manh luc doi, gié trj trung binh
+SE)
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Bing 1: Cac théng 56 dugec dong hoc
Lidu(mg) Conax (pg/mL) Trax (gi& ) AUCo-= (pg.gia/mL) | Tuap (gi&)
50 0,28 + 0,02 0,58 £0,08 0,75 + 0,05 5,77 £0,33

Gi4 trj trung binh £ do léch chuan, n =6

Phan bd

Ty & lién két véi protein huyét thanh 1a 96% sau khi dung liéu don uéng 100 mg itopride hydrochloride cho ngu@i khde manh (6 nam gidi) khi
déi

Két qué tir thi nghiém trén déng vat:

Néng dé t8i da dat dugc & hau hét cdc mé tlr 1 dén 2 gidisau liéu uéng don 5 mg/kg "“C-itopride hydrochloride & chudt céng, va 2 gid sau khi
udng dat néng dé cao & than, rudt non, gan, tuyén thugng than, da day (theo muc do gidmdan tif cao xuéng thap) va phén thudc di vao hé
théng than kinh trung uong, nhu nao va tly séng, la rit it

Khi dua "“C-itopride hydrochloride vdi liéu 5 mg/kg vao ta trang chuét céng, néng dé hoat tinh phéng xa trong nhitng |6p co da day cao hon
khodng 2 |4n so v&i néng d6 trong méu

Su bai tiét qua sira: Khi diing liéu uéng 5 mg/kg “C-itopride hydrochloride cho chuét céng, néng dé hoat tinh phéng xa trong sifa so vdi trong
huyét thanh cao han 1,2 lan vé Cmax; AUC cao hon 2,6 |an va Thr2 cao hon 1,2 lan

Chuyén héa va thai tri

@ liéu udng don 100 mg itopride hydrochloride dung cho nguai 16n khée manh (6 nam gidi) khi @&i, ty 1& bai tiét qua nudc tiéu trong véng 24
gié sau khi uéng cao nhit |a dang N-oxide [67,54% cia liéu dung (89,41% cla phén bai tiét qua nudc tiéu)] va sau dé 1a dang thudc khong dai
(4,14%) va nhitng chdt con lai khéng dang ké

Trong nhifng thi nghigm s&f dung micrasome biéu thj CYP hoac flavin monooxygenase (FMO) clia ngudi, cho thay FMO1 va FMO3 tham gia tao
chit chuyén héa chinh N-oxide, tuy nhién khéng phét hién thiy hoat tinh N-oxygenase cla CYP1A2, -2A6, -2B6, -2C8, -2C9, 2C19, 2D6, 2E1
hoic 3A4

QUY CACH DONG GOI

Hép 02 vi x 10 vién nén bao phim

BAO QUAN :

Noi khé, dudi 30 ©C, tranh dnh sdng tryc tiép

TIEU CHUAN: Tiéu chuin co s&

HAN SU DUNG: 36 thang ké tir ngay san xuat

San xuat bai
CONG TY €O PHAN DUQC PHAM SAO KIM
Khu céng nghiép Quang Minh, Mé Linh, Ha N6i, Viét Nam

Pangkybsi (@) MERAP G

CONGTY CG PHAN TAP DOAN MERAP
Ba Khé, Tan Tién, Van Giang, Hung Yén, Viét Nam




