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MA&u nhin hdp vién nén bao phim THONIPRIDE

Kich thugc: 90 x 50 x 15 mm
Ti 1&8: 120%
B c 80; M:30; Y:70; K:20
C:15, M: 8, Y:30, K:0
B C.0, M: 0, Y:0, K:100

[THANH PHAN] M3i vién nén bao phim chia:
Itoprid hydroclorid ... 50 mg
(MG TA] Vign nén bao phim mau tréng, hinh
bau duc, mot mat co khdc “UNITED”, mat kia
¢6 vach bé ngang.

[CHI BINH] Diéu trj nhitng trigu chiing vé da
day-rut gy ra bdi viém da day man (cam
gidc ddy chudng byung, dau bung trén, chdn
an, g néng, budn non va non).

[LIEU LUGNG & CACH DUNG, CHONG CHi
BINH, TAC DUNG PHU]

Vui long xem 19 hubng dan sit dung kém theo.
[TIEU CHUAN] TCCS.

[BAO QUAN] Trong bao bi kin.

@ nhigt do phong khong qua 30°C.

Va céc théng tin khac, vui Iong xem g
hudng dan sir dung kém theo.

[BONG GOI1 10 Vién nén bao phim/ Vi x 2 VI/ Hop.

[COMPOSITION] Each film-coated tablet contains:
Itopride hydrochloride 50 mg
[DESCRIPTION] White, oval film-coated tablets,
engraved with “UNITED” on one side and breaking
line on the other side.

[INDICATION] Treatment of gastrointestinal symptoms
in chronic gastritis (feeling of enlarged abdomen,
upper abdominal pain, anorexia, heartburn, nausea
and vomiting).

[DOSAGE & ADMINISTRATION, CONTRA-
INDICATIONS, ADVERSE EFFECTS]

Refer prescribing information enclosed.
[SPECIFICATION] In-house specification.
[STORAGE] Preserve in well-closed containers.
Store at room temperature not exceeding 30°C.
[PACKAGE] 10 Film-coated Tabs,/ Blister x 2 Blisters/ Box.

For full prescribing information, please see
an enclosed leaflet.

.;E:.

Box of 20 Tabs. (2 Blisters x 10 Film-coated Tabs.)

THONIPRIDE Film-coated Tabs.

Itopride hydrochloride 50 mg

Manufactured by

KOREA UNITED PHARM.INT'L JSC

Industrial Park,Thuan An, BinhDuong Vietnam.

No. 2ATuDoBolevardViet

HD/ Exp. Date
SBK/ R %10037289

£z R thusic ke pon
=
:52 | | THONIPRIDE vesotaoppin ¥
= R . -
t2 5 ltoprid hydroclorid 50 mg
= ,. o i - :
R ';"" Hdp 20 vién (2 Vi x 10 Vién nén bao phim)
s £ "BQC K¥ HUGNG DAN S DUNG TRUGC KHI DUNG"
s “9E XA TAM TAY TRE EM"
BUGC SAN quT TAI
O CONG TY C8 PHAN KOREA UNITED PHARM. INT'L
" THUAN AN, BINH DUONG, VIET NAM
S616.SX/ Lot No. : x0000xx Buge san xuit tai
NSX/ Mfg. date : dd.mm.yyyy

CONG TY CO PHAN KOREA UNITED PHARM. INT'L
S§2A, Pai L§ Tt Do, Khu GN Viigt Nam-Singapore, Thuan An, Binh Dudng, Vigt Nam.

_CONG TY ‘-’(,\
Cé PHAN o

peral Director

Deputy Ge

Cong ty C8 phan Korea United Pharm. Int’l
Thuan An, Binh Ducng, Viét Nam.




https://trungtamthuoc.com/

M&u nhan vivién nén bao phim THONIPRIDE

I c: 50; M:30; Y:70; K:20 S6 16 SX, han dung dugc in ndi trén vi

C:15, M: 8, Y:30, K:0
I C.0, M: 0, Y:0, K:100

a0 nén
030 phim ] .

’ @ Itop,

& :
b§\ AEA UNITED PHARM. INT'L J5.

Q\Q'
& AIDE % THONIPRI.
y _@‘} droclorid 50 mg Itoprid hydroclorid 5u

s, \b‘b 'JSC '3' KOREA UNITED PHARM. INT'L JSC -}} KOREA L.

(-o'b
“wn THONIPRIDE::: THONIPRIDE M. Tr.

Itoprid hydroclorid 50 mg Itoprid hydroclorid 50 mg Itopri.
“4RM.INT'L JSC 'l?.‘l KOREA UNITED PHARM. INT'L JSC l& KOREA UNITED PHARM. INT'L J..

INIPRIDE w: THONIPRIDE s THONIPRIL

“droclorid 50 mg Itoprid hydroclorid 50 mg Itoprid hydroclorid 50 »,
W KOREA UNITED PHARM. INT'L JSC < KORER UNITED PHARML INT'L JSC e KOREAL.
“w» THONIPRIDE:%: THONIPRIDE::"
Itoprid hydroclorid 50 mg Itoprid hydroclorid 50 mg

“ARMINT'L JSC <3 KOREA UNITED PHARML INT'L J5C B KoRE”

“NIPRIDE iwn  THONIPRID”

roclorid 50 mg Itoprid hydrocle
e

Houng Sum
n
Deputy General Director

Cong ty C6 Phan Korea United Pharm
Thuén An, Binh Duong, Viét Nam.

. Int’l



https://trungtamthuoc.com/

TO HUOGNG DAN SU DUNG THUOC

Rx Thudc nay chi ding theo don thudc
THONIPRIDE Vién nén bao phim
Itoprid hydroclorid 50 mg

Dé xa tam tay ciia tré em.
Doc kj hwéng din siv dung triede khi ding.

Neéu cin thém thong tin, xin hdi y kién bdc si.

THANH PHAN CONG THU'C THUOC

MB&i vién nén bao phim chira:

Thanh phén hoat chat:

[toprid hydroClorid .......c.eieiiieiiiece e 50 mg

Thanh phcfn td digc: Lactose monohydrat, Cellulose vi tinh thé PH 102, Natri croscarmellose,
Povidone K30, Colloidal silicon dioxyd, Talc, Magnesi stearat, Opadry white OY-C 7000A.

DANG BAO CHE

Vién nén bao phim

Vién nén bao phim mau tréng, hinh bau duc, mét mat c6 khdc “UNITED”, mit kia c6 vach bé
ngang.

CHI PINH

Diéu tri nhitng triéu chimg v& da day-rudt gay ra bdi viém da day man (cam gidc ddy chudng bung,

dau bung trén, chan an, ¢ néng, budn ndn va ndn).

CACH DUNG, LIEU DUNG

Liéu udng thong thuong cho ngudi 16n 14 150 mg itoprid hydroclorid (3 vién 50 mg) mdi ngay, chia
3 lan, moi lan 1 vién, udng trudc bita an.

Liéu ndy c6 thé giam bét tliy thudc vao tudi tac va bénh trang cua tirng bénh nhan.

CHONG CHIi PINH

THONIPRIDE chéng chi dinh cho nhitng bénh nhan c6 tién st mdn cam véi bat ky thanh phan nao
cua thuoc.

Khong dung cho phu nit ¢6 thai hodc cho con b trir khi thuc su can thiét.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Nén luu ¥ khi st dung vi thudce nay lam ting hoat tinh cua acetylcholin.

Khéng nén diing kéo dai khi khong thiy c6 su cai thién v& nhitng triéu ching cia da day-rudt.
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THONIPRIDE c¢6 chira lactose. Bénh nhan c6 cic van d& di truyén hiém gip nhu khong dung nap
galactose, thiéu Lapp lactase hodc kém hép thu glucose-galactose khong nén dung thudc nay.

St dung thude cho ngudi cao tudi: Vi chirc nang sinh Iy & ngudi cao tudi giam nén nhimg tac dung
khéng mong mubn dé xay ra hon. Do d6, nhitng bénh nhén cao tudi s dung thudc nay nén dugc
theo d&i cdn than, néu co bét ky tac dung khong mong mudn nao xut hién, nén st dung nhiing bién
phap xtr trf thich hop, vi du nhu gidm liéu hodc ngimg thude.

St dung thube cho tré em: Do an toan cia thude trén tré em van chua duge xac dinh (Con co it
bang chimg lam sang).

Nhitng than trong khi phan phdi thude: Déi v6i nhirng thue dong trong vi bAm (PTP), hudng dén
bénh nhan léy thudc ra khoi bao bi trude khi str dung. (D3 c6 bdo cdo ring néu tdm PTP bi nudt, goc
sdc nhon ctia né c6 thé dam thing thuc quan gy nén bién ching rit nghiém trong).

SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu ni¥ c6 thai

Thudc nay chi nén st dung & phu nit ¢é thai, hodic & phu nit c¢6 thé mang thai chi khi loi ich mong
mudn cia tri liéu 16n hon nhitng rtii ro ¢6 thé gap phai (Su an toan ctia san phdm nay & phu nit cé
thai van chua duoc xéac dinh).

Phu nit cho con bu

T6t nhat 14 khong nén sir dung thude nay trong thdi ky cho con ba, nhung néu can thiét, tranh cho
con bd trong qua trinh didu tri. Pa c¢6 béo céo cho thay itoprid hydroclorid duge bai tiét qua sita &
nhitng thi nghiém trén dong vat (chudt cdng) (Xem phan "Bdc tinh dwoc dong hoc").

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Tac dung khéng mong mudn nhu chong mit c6 thé xay ra. Kha ning 1ai xe va van hanh may méc cé
thé bi giam xudng.

TUONG TAC, TUONG KY CUA THUOC

Nén luu y khi dung két hop itoprid hydroclorid vé&i nhitng thudc sau:

£ Ko pan. o owm . R W Co ché tdc dung va
Thuoc Dau hiéu, tri¢u chirng va diéu tri B 2
nhitng yéu to nguy co

Nhitng  thudc  khdng | Tridu chirng: C6 thé lam giam | Co ché: Tac dung Gc ché cia
Cholinergic:  Tiquizium | tac dung ting nhu dong da day - | nhiing thudc khang cholinergic c6
bromid, scopolamin butyl | rudt cua itoprid (tdc dung | thé ¢ tic dung dugc ly hoc dbi

bromid, timepidium | cholinergic) khang tac dung cta itoprid.

bromid,...
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TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Nhirng tac dung khong mong mudn cé y nghia lam sang

Séc va phan tmg qué man (ti 1é mdc chwa dwoc biér): Séc va phan ing qua man c6 thé xuét hién, va
nén theo d&i bénh nhan chit ch&. Néu thiy bat ky d4u hiéu nao cta sbc va phan tng qua min, vi du
nhu tut huyét 4p, khé thé, phi thanh quan, ndi mé day, tai nhot va toat md hoi nén ngimg ngay thudc
va ¢6 nhitng bién phéap diéu tri thich hop.

Réi loan chite ndng gan va vang da (i 16 méc chwa dwoc biét): Réi loan chic ndng gan va vang da
cing vdi ting AST (GOT), ALT (GPT) va y-GTP ¢6 thé xuét hién va bénh nhan nén dugc theo doi
chit ché. Néu phat hién thdy nhiing triéu chimg bat thudng trén nén ngirmg ngay thude va cé nhiing
bién phap diéu tri thich hop.

Nhitng tac dung khéng mong mudn khac

0,1% <ADR<5%

Duong tiéu hoa: Tiéu chay, tdo bdn, dau bung.

Gan: Tang AST (GOT), tang ALT (GPT).

ADR < 0,1%

Triéu ching ngoai thap": Run rdy.

Noi tiét": Tang prolactin.

Huyét hoc": Giam tiéu cdu, giam bach clu.

DPudng tiéu héa: Budn nén, tang tiét nudc bot.

Tam than: Pau dau, cam giac kho chiu, rdi loan giéc ngl, chong mat.

Gan: Téng y-GTP, tang AI-P.

Than: Tang BUN, tang creatinin.

Cac loai khac: Bau lung hodc nguc, mét moi.

T7 Ié méc chuwa biél®

Qua man'": Phat ban, mén do, ngla.

Noi tiét": Chimg to va & dan ong.

Ghi chu:

(D'Néu c6 bat ky ddu hiéu bt thudng nao dugc phat hién, nén ¢é nhing bién phép x tri thich hop,
vi du nhu ngimg ding thude.

@ T 1 méc chua dugc biét do day 1a nhitng bo cdo tu phat.

Théng bdo cho bdc si nhitng tic dung khong mong mudn gdp phdi khi siv dung thudc.
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QUA LIEU VA CACH XU TRI

Chua c6 thong tin nao khi sir dung qué lidu.

Trong trudng hop qua lidu, nén tién hanh cac bién phap didu tri triéu chimg va hd trg néu can thiét.

PAC TINH DUQC LUC HOC

Nhém duoce ly: Thude thic ddy nhu dong, diéu tri rdi loan chic ning da day-rudt.

Ma ATC: AO3FAOQ7.

Co ché tac dung

Ttoprid hydroclorid lam ting su giai phéng acetylcholin (ACh) do tac dung ddi khang véi thu thé D,

dopamin, va trc ché su phan huy acetylcholin dugc gidi phong qua viée rc ché acetylcholin esterase,

dan dén lam tang nhu dong da day - rudt. Ngoai ra, itoprid con cé tac dung chong ndn, chi yeu do

tac dung doi khang véi thu thé D, dopamin.

Lam ting nhu dong da day-rudt

- Lam tdng nhu dong da day: Itoprid hydroclorid lam ting nhu dong da day ctia chd lic thirc, phu
thudc vao lieu.

- Téng kha ndng lam rong da day: Itoprid hydroclorid lam tdng kha nang rong da day ¢ ngudi, cho,
chuot cong.

Lam gidm n6én

Itoprid hydroclorid trc ché non & ché gay ra béi apomorphin, tic dung nay phu thudc vao liéu.

PAC TINH DUQC PONG HQC

Hé‘ip thu

Itoprid duoc hdp thu nhanh chéng va gan nhu hoan toan qua dudng tiéu héa. Sinh kha dung tuong

doi khoang 60% do hi€u tng chuyén héa lan dau. Thic dn khéng anh hudng dén sinh kha dung cua

thuoc. Nong d¢ dinh trong huyét tuong dat dugc trong vong 30 - 50 phat sau khi uéng 50 mg itoprid.

Ndng do trong huyét thanh va nhing thong s6 duoc dong hoc & ngudi 16n khoe manh, sau khi ubng

mdt lieu don 50 mg itoprid hydroclorid lic d6i dugce the hién & bang sau:

Lléu Cmax Lmax t1/2[3 AUCO—oo

50 mg 0,28 + 0,02 pg/ml | 0,58+ 0,08 gi& | 5,77 +0,33 gid | 0,75 + 0,05 pg.gido/ml

Gia tri trung binh £ dd 1€ch chuén, n=6.

Phén b

Két qua thu dugc tir nhitng thi nghiém trén dong vat.

- Nong db t6i da dat duge & hdu hét tit ca cdc md tir 1 dén 2 gio sau lidu udng don 5mg/kg "“C-
itoprid hydroclorid & chudt cdng, va 2 gid sau khi uéng dat ndng dd cao & than, rudt non, gan,
tuyén thuong than, da day (theo mirc do giam dan tir cao xudng thip) va phan thudc di vao hé
thdng than kinh trung wong, nhu ndo va tiy séng, la rat it.
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- Khi dua "“C-itoprid hydroclorid véi liéu 5 mg/kg vao t4 trang cho chudt cbng, ndng dd hoat tinh

phong xa trong nhiing 16p co da day cao hon khoang 2 14n so v&i ndng d6 trong mau.
Su bai tiét qua sita: Khi ding liéu ubng 5 mg/kg "“C-itoprid hydroclorid cho chudt cbng, ndng o
hoat tinh phong xa trong sita so véi trong huyét thanh cao hon 1,2 13n v& Cpay, 2,6 1an cao hon vé
AUC, va 2,1 14n cao hon v& T1.
Ti 1¢ lién két protein huyét thanh 1a 96% sau khi ding liéu don udng 100 mg itoprid hydroclorid cho
nguoi khoe manh (6 nam gidi) khi doi.
Chuyén héa va thai trir
O lidu udng don 100 mg itoprid hydroclorid dung cho ngudi 16n khoe manh (6 nam gidi) khi déi, ti
18 bai tiét qua nude tidu trong vong 24 gid sau khi ubng cao nhét & dang N-oxyd [67,54% clia lidu
dung (89,41% cta phin bai tiét qua nudc tidu)] va sau d6 l1a dang thudc khong ddi (4,14%), va
nhitng chit con lai 12 khong dang ké.
Trong nhitng thi nghiém s dung microsom biéu thi CYP hodc flavin monooxygenase (FMO) cua
ngudi, cho thdy FMO1 va FMO3 tham gia tao chét chuyén hoéa chinh N-oxyd. Tuy nhién, khong
phat hién théy hoat tinh N-oxygenase ciia CYP1A2, -2A6, -2B6, -2C8, -2C9, 2C19, 2D6, 2E1, hodc
3A4.
Cac nghién ctru an toan va hiéu qua
Nghién ciru pha 11
Mot nghién ctru so sanh mu doéi ¢ 3 nhém didu tri nhan duoc mic lidu itoprid 75 mg/ngay (25 mg
mdt 1an, 3 1dn mot ngay), 150 mg/ngay (50 mg mot lan, 3 14n mot ngay) va 300 mg/ngay (100 mg
mdt 14n, 3 14n mot ngay) & 186 bénh nhan bj viém da day man tinh c6 triéu ching tiéu héa & ving
bung trén. Ty 1€ hi€u qua cho thdy "mic cai thién trung binh" hodc t6t hon & lan luot 3 nhém la
53,3%, 75,0% va 65,7%. Ty 18 tac dung khong mong mudn 1a 4,8% (3/63 trudng hop) & nhém dung
75 mg va 1,4% (1/72 trudng hgp) 6 nhém dung 300 mg. Céc tac dung khdng mong mudn xay ra bao
gf”)m khd miéng, ti€u chay, dau bung, néc cut, khé chiu va rdi loan giéc ngu.
Nghién cieu pha 111
Trong mdt nghién cru so sanh mu doi trén 111 bénh nhén bi viém da day man tinh, ty 1€ hiéu qua
“mc cai thién trung binh” hodc cao hon & nhém diéu tri diing lidu itoprid 150 mg/ngay (50 mg mot
lan, 3 14n mot ngay) 1a 79,3%. Ty 1é tac dung khong mong mubn 12 3,3% (4/120 trudng hop). Céc
tac dung khong mong mudn xay ra bao gdm dau dau, tiéu chay, mét moi, dau nguc, dau lung,
choang véang.
QUY CACH PONG GOI
10 Vién nén bao phim/ Vi x 2 Vi/ Hop.
PIEU KIEN BAO QUAN
Trong bao bi kin. O nhiét d6 phong khong qué 30°C.
HAN DUNG
36 thang ké tir ngay san xuét.
Khong ding thudc qud han sir dung ghi trén hdp.
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TIEU CHUAN CHAT LUQNG
TCCS.

TEN VA PIA CHI CO SO SAN XUAT THUOC

San xuét tai

CONG TY CO PHAN KOREA UNITED PHARM. INT’L

S6 2A, Pai 16 Tu Do, Khu cong nghiép Viét Nam — Singapore, Thudn An, Binh Duong, Viét Nam.
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