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T TO HUONG DAN SU DUNG THUOC

ifigking theo don thubc

| COFATORID 50

“DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG”

1. THANH PHAN CONG THUC THUOC

Thanh phin hoat chit:
Ttopride HydrohlGS v s ST S vsss a0 T

Thanh phin td dwpe:

Lactose monohydrate, maize starch, colloidal silicon dioxide, magnesium stearate, hypromellose 6
cPs, polyethylene glycol 6000, titanium dioxide, talc.

2. DANG BAO CHE

Vién nén bao phim

MG tG: Vién nén tron, bao phim mau trfing, hai mat khum tron, thanh va canh vién lanh l3n.

3. CHI PINH

Pidu tri nhitng triéu chirng vé da day — rudt gy ra bdi viém da diay man (cam giac day chuéng
bung, dau bung trén, chan an, ¢ nong, budn nén va ndn).

4. CACH DUNG, LIEU DUNG

Ciach dimng

Thubc diing dudng udng va udng truée bira dn.

Liéu ding

Liéu udng thong thudng cho ngudi I6n & 150 mg itopride hydrochloride (3 vién) mdi ngay, chia
thanh 3 13n, m&i lan 1 vién, udng trwde bita An. Lidu ndy c6 thé giam bét tiy thude vio tudi tac va
tinh trang cta tirng bénh nhén.

5. CHONG CHI PINH

Chéng chi dinh ding thudc & nhitng bénh nhan ¢6 tién sir man cam véi itopride hydrochloride hoiic
bat ky thanh phan ta dugc nao ctia thude

Khong duing thude cho phy nir ¢6 thai hodc cho con b trir khi thue su cin thiét.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Canh bdo va thdn irong chung

Nén luu ¥ khi sir dung vi thude lam ting hoat tinh ctia acetylcholin.

Khéng nén diing kéo dai khi khong thdy co su cai thién ve nhirng triéu chirng cta da day — rudt.

Si dung thude & cdc déi twpng dic biét

Sir dung thubc & tré em

D6 an toan ctia thude trén tré em vin chua dugce xdc dinh (con it bang chimg ldm sang).
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ngudi cao tudi giam nén nhitng tic dung khong mong mudn dé xdy ra hon.
cao tudi sir dung thubc nay nén dugce theo ddi cdn thin, néu c6 bat ky téc
§on ndo xuat hién, nén sir dung nhirng bién phép xir tri thich hgp nhur giam liéu

Lactose
Bénh nhan c6 céc van dé di truyén hiém gap vé khong dung nap galactose, thiéu hut lactase toan
phén hodc kém hip thu glucose-galactose khéng nén ding thudc nay.

7.SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nit cd thai

Itopride hydr?chloride chi nén sir dung ¢ phy nir ¢6 tl}ai hogc phu nir co thé mang Ehai chi khi lgi
ich mong mudn cua tri lidu I6n hon nhitng rdi ro cé thé gép phai (sy an toan ctia thude & phu nir ¢6
thai van chira durge xdc dinh).

Phy nit cho con bii

Tét nhat 1a khong nén sir dung itopride hydrochloride & phu nit cho con bii, nhung néu can thiét,
t[‘{illh cho con bi trong qué trinh diéu tri (di c6 béo c’éo cho thdy itopride hydrochloride duge bai
tiét qua sra & nhirng thi nghiém trén dong vat (chudt cong), xem muc Pdc tinh diege dong hoc).

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

Tac c{ung khong mong mudn nhu chong mét ¢co thé xay ra. Kha ning lai xe va van hanh may moc
c¢é thé bi giam xuong.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tdc ctia thube

Nén luu y khi ding két hop itopride hydrochloride v&i nhimg thudc sau:

Thuoe

Dau hiéu, tridu chimg va
diéu tri

Co ché tic dung v
nhirng yéu t6 rii ro

Nhitng thube khdng cholinergic:

Tiquizim bromide, scopolamine
butyl bromide, timepidium
bromide,...

Triéu chirng:

C6 thé lam giam tic dung
tang nhu dong da day — rudt
cia itopride (tdc dung
cholinergic)

Co ché:
Téc dung trc ché cta nhing
thudc khéng cholinergic c6
thé ¢6 tac dung dugc ly hoc
dbéi khang tic dung cua
itopride

Tuong ky ciia thude

khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC
Ciic tic dung khdong mong mudn ¢ ¥ nghia lim sing

Do khéng cé céc nghién ctru vé tinh twong ky ctia thude, khdng trdn 1an thude nay véi cc thube
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%, bhii thanh quan, ndi mé day, tai nhot va toat md héi,... nén ngimg ngay thudc

nhirng bién phap didu tri thich hop.
Cic tic dung khong mong muén khdc (AR)

0,1% < AR<5% AR<0,1% Ty 1é mic chwa biét®
Qua man® Phét ban, man do, ngua,
Triéu chirng Run rdy,...
ngoai thap®
Noi tict® Tang prolactin Chimg vi to & nam gidi
Huyét hoc® Giam ‘tiéu cdu, giam
bach cau,...
Pudng tiéu hda | Tiéu chay, tdo bén, dau | Budbn nén, ting tiét
bung,... nudc bot,. ..
T4m than Pau dau, cam gidc kho
chiu, rdi loan gidc ngu,
chéng mit,...
Gan Tang AST (GOT), ting | Tang y-GTP, tang Al-P,
ALT (GPT)
Théan Tang  BUN, ting
creatinine
Khac Pau lung hodc nguec,
mét mot,. ..

Ghi chu:
M: Ty I¢ méic chura duge biét do ddy la nhitng béo cdo ty phat
@: Néu c6 bét ky ddu hiéu bat thuong nao duge phét hién, nén c6 nhimg bién phép x(r trf thich hgp
nhu ngung ding thudc,...
Théong bdo ngay cho bdc sy hodic duge sy nhivtng phan teng c6 hai gdp phai khi stv dung th ubc.

11. QUA LIEU VA CACH XU TRI

Qui lidu

Khéng 6 dir lidu v& str dung thube qué lidu, khong ding qué lidu chi dinh cta thude
X tri

Tich curc theo ddi d& c6 bién phap xir tri kip thoi.
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;phéng acetylcholin (Ach) do tac dung déi khang véi thu thé D; dopamine va
sy 3 acetylcholin dugce gidi phong qua viée (rc ché acetylcholin esterase ddn dén lam
tdng nhu dong da day — rudt.
Lam tang nhu dong da day — rujt
Lam tang nhu dong da day: Ttopride hydrochloride 1am tdng nhu dong da day cuia ché ltc thirc phy
thuc véo lidu.
Ting kha néng lam rong da day: [topride hydrochloride lam ting kha ning rdng da diy & ngudi, cho
va chudt cbng

Lam giam non
[topride hydrochloride (rc ché non & ché giy ra béi apomorphin, tic dyng nay phy thudc vao liéu. (
13. PAC TINH DUQC PONG HQC
Hip thu

Néng do trong huyét thanh va nhimg thong s duge dong hoc & ngudi I6n khée manh sau mot lidu
don ubng 50 mg itopride hydrochloride lic déi duge chi 16 trong hinh 1 va bang 1.

Hinh 1. Ndng db trong huyét thanh sau mét lidu don ubng 50 mg itopride hydrochloride (ngudi 16n
khoe manh luc déi, gia tri trung binh £ S.E)

(pg/mL)

Néng a6 wong huyét thanh

12 4 6 8 12 20 ()

“ f L] T »
0

Théi gian sau khi uéng

Bdng I: Céc thong s6 duge dong hoc

A . AUCU':!) =2
Llell (mg) Cmﬂx (Pg/mL) Tlﬂﬂ‘ (glb‘) (f,lg.gi(‘ﬂlllL) Tlﬂﬁ (glO’)
50 0,28 + 0,02 0,58 + 0,08 0,75+ 0,05 5,77+0,33

Gia trj trung binh = d6 l&ch chudn, n =6
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ride hydrochloride véi lidu 5 mg/kg vao ta trang cho chudt cdng, ndng d¢ hoat tinh
phéng xa trong nhitng 6p co da diy cao hon khoang 2 lan so véi ndng dd mau.

Su bai tiét qua sita: khi dung liéu uéng 5 mg/kg “C-itopride hydrochloride cho chudt céng, ndng do
hoat tinh phéng xa trong sita so v6i huyét thanh cao hon 1,2 1dn v& Cax, cao hon 2,6 13n vé AUC va
2,1 lan v& Tin.

Ty I lién két protein huyét thanh

Ty 12 lién két protein huyét thanh 14 96% sau khi diing liéu don uéng 100 mg itopride hydrochloride
( cho ngudi khoe manh (6 nam gidi) khi déi.

Chuyén héa va thii triv

O lidu udng don 100 mg itopride hydrochloride diing cho ngudi lon khoe manh (6 nam gidi) khi
ddi, ty 1 bai tiét qua nude tidu trong vong 24 gidr sau khi udng cao nhét la dang N-oxide [67,54%
ctia liu diing (89,41% ctia phan bai tiét qua nuée tiéu)] va sau d6 la dang thubc khong ddi (4,14%)
va nhitng chét con lai 1a khong déng ké.

Trong nhimg thi nghiém sir dung microsome biéu thi CYP hoic flavin monooxygenase (FMO) ctia
ngudi, cho thdy FMO1 va FMO3 tham gia tao chét chuyén héa chinh N-oxide. Tuy nhién, khong
phat hién théy hoat tinh N-oxygenase cua CYP1A2, -2A6, -2B6, -2C8, -2C9, 2C19, 2D6, 2E1, hodc
3A4.

14, QUY CACH DONG GOI

- Hop 01 vi (Alu/PVC) x 10 vién nén bao phim, kém t& hudng dan st dung.

- Hop 02 vi (Alu/PVC) x 10 vién nén bao phim, kém t& hudng din st dung.

- Hop 03 vi (Alu/PVC) x 10 vién nén bao phim, kém t& huéng dan st dung.

- Hop 05 vi (Alu/PVC) x 10 vién nén bao phim, kém t& hudng dan sir dung.

- Hop 10 vi (Alu/PVC) x 10 vién nén bao phim, kém t& hurdng dan str dung,

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Diéu kién bdo quin: Dé noi khd thoang, nhiét do khéng qua 30°C, tranh anh séng truc tiép.
Hgn ditng: 36 thang ké tir ngdy san xudt.

Tiéu chudn chit lwong: TCCS

16. TEN, PIA CHI CUA €O SO SAN XUAT THUOC

112 Tran Hung Pao — P. Pham Ngii [io — Q.1 — TP. H6 Chi Minh — Viét Nam
DT: 1800 8150
Fax: 028 38368437

CONG TY TNHH MTV DUQC PHAM 150 COPHAVINA

COPHAVINA
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