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Bao quan: Ndi kho thoéng, tranh anh sang,
nhiét do phdng (dudi 30°C).
Tiéu chudn: TCCS
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Té duge vita dd 1 vién nén. Bgc ki hudng din sif dyng trudc khi diing
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MAU NHAN Vi, HOP BANG KY

1. Mau nhan vi
Ghi Chu: S6 16 SX, han dung dwoc in phun trén vi thubc
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Béo quan: Nai khd thodng, trdnh 4nh sdng
nhigt do phong (dudi 36°C)
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1. Mdu nhan Chai 500 vién

Tiéu chudn: TCCS
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Céng thire: MGi vién nén chira:
Domperidon (dwéi dang Domperidon maleat).... 10m
Ta duwgce vira di 1 vién nén.

Chi dinh; Chéng chi dinh; Lidu ding

& cach ding; Tac dung phu, céc théng
tin khéc: Xin xem t& hudng dén sir dung.
Béo quan: Noi khé thodng, trénh énh sang,
nhiét 6 phong (duwdi 30°C).

Thude nay chi ding theo don ciia bic sy
Dé xa thm tay tré em

Khéng dung thube qué han sir dung
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2. Mau nhan Chai 1000 vién

Dompidone

.................... 10mg
(Du&l dang Domperidon maleat)

THUOC DUNG CHO BENH VIEN
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Céng thirc: MAi vién nén chira:

Domperidon (dwéi dang Domperidon maleat)....

Ta dwoc vira di 1 vién nén.

Chi dinh; Chéng chi dinh; Liéu dung

& cach dung; Tac dung phu, céc théng
tin khéc: Xin xem t& hwdng dén st dung.
Bao quén: Noi kho thoang, tranh anh sang,
nhiét 46 phong (dwéi 30°C).

Tiéu chudn: TCCS

SBK:
Thudc ndy chi ding theo don cua béc s§

D4 xa tdm tay tré em
Khéng dung thudc qua han sir dung
Doc k§ hwéng dén sir dung treeéc khi ding
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Rx — Thubc ban theo don
HUONG DAN SU’ DUNG THUOC
Vién nén DOMPIDONE
San xuét theo: TCCS

CONG THUC: Méi vién nén co chira:

Domperidon (dwéi dang Domperidon maleat) .............cccoceieienns 10,0mg

Ta dwoc vira da.. S SN . 1 vién nén

(Kollidon30, Koll:don CL Mannltol chel Talc Magnem stearat, Aerosil, Ethanol 96%, Nuéc tinh
khiét)

DUQC LUC HOC:

— Domperidon maleat khang thu thé dopamin véi d&c tinh chéng nén 6i twong tw metoclopramid
va mot sé thubc hwéng than kinh khac. Tuy nhién, khac véi cac thubéc nay Domperidon maleat
khéng dé qua duwoc hang rao mau ndo. O’ ngudi st dung Domperidon maleat, dac biét 1a nguoi
I6n tac dung phu nhw hdi chirng ngoai thap rat hiém gip, nhung Domperidon maleat thic ddy si
tiét prolactin tai tuyén yén. T4c dung chéng nén c6 thé do sy phéi hop clia tac déng ngoai bién
(van dong da day) va viéc khang thu thé dopamin tai ving cam tng hoa CTZ (chemoreceptor
trigger zone) ndm & ngoai hang rao mau ndo. Nghién ctru trén stc vat cho thdy ndng d6 thap
trong n3o, chi rd tac dung ctia Domperidon maleat chi yéu trén cac thu thé dopamin ngoai bién.

— Nghién ctru & nguoi cho thay uéng Domperidon maleat lam tang thoi ky co cla hang vi ta
trang, gia tdng qua trinh Iam réng da day véi thirc &n Iéng va d3c- 16ng & nguwdi khde manh va véi
thirc an d3ic & bénh nhan c6 sy cham 1am réng da day va ting trwong lyc co thét thye quan dwdi
& nguwdi khdée manh. Thube khdng anh hwéng Ién sy tiét cua da day.

DU'Q'C DONG HOC: W

— O nhirng nguwdi d6i, Domperidon maleat hap thu nhanh sau khi uéng, vé&i ndng d6 dinh dat
dwoc khoang 1 gi® sau. Kha ning sinh hoc thap ctia Domperidon maleat dwéng udng la do thube
dwoc chuyén héa manh qua giai doan 1, & thanh rudt va gan. M3c du kha n&ng sinh hoc cla
Domperidon maleat tang Ién & ngwoi binh thwong khi dwere dung sau bira an, bénh nhan cé than
phién vé tiéu héa nén ubng Domperidon maleat trwéc khi &n 15 — 30 phit. Néng dé acid trong da
day giam sé lam gidm sy hép thu Domperidon maleat. Khad dung sinh hoc dwéng ubng sé giam
néu tredc d6 bénh nhan udng cimetidin hay natri hydrocacbonat. Théi gian dat néng dd dinh sé
hoi cham va AUC sé hoi tang khi thubc dwoc ubng sau khi &n.

— Domperidon maleat khéng tich Ity hay tao ra chuyén héa riéng, ti 1&6 Domperidon maleat gén
két v&i protein huyét twong 12 91 — 93%. Nghién cru sw phan phéi thuéc bdng cach danh diu
phong xa trén stc vat cho thay thudc phan b réng rai trong mé co thé nhuwng ndng dé thap trong
nao. O chudt mét sé lwgng nhd thude di qua nhau thai. Néng d6 Domperidon maleat trong stra
me béng % nbéng d6 Domperidon maleat trong mau.
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— Domperidon maleat trdi qua qué trinh chuyén héa nhanh va nhiéu tai gan hAd
hoa va khir N-ankyl. Domperidon maleat thai trir qua nudc tiéu va phan khoange?
uéng. Mét phan nhé thuéc duoc thai ra ngoai & dang nguyén ven. Thoi gian ba
sau khi ubng liéu don |a 7 — 9 gio & nguwdi khée manh nhung kéo dai & bénh nh
than trdm trong.

CHI DINH:

— Piéu tri ngén han triéu chirng budn nén, nén.

— Didu trj triéu chirng budn nén va nén ning, d3c biét & ngwdi bénh dang diéu tri bang thubce
doc té bao.

- Pidu tri triéu chirng budn ndn, nén, cdm giac chwdng va nang vung thuweng vi, khé tiéu sau
bira &n do thirc &n cham xudng ruét.

CHONG CHI BINH:

— N6n sau mé.

— Khéng diing trong tredng hop bi xuét huyét tiéu hoa, tat rudt co hoc hodc thiing tiéu héa.

— Tang man cam voi bat clr thanh phan nao cla thuée.

— Khéng dung & bénh nhan c¢é khéi u tuyén yén tiét prolactine. W

- Khéng dung cho tré em dwéi 1 tubi.

— Khéng dung chung véi thubéc (rc ché CYP3A4 do kha nang lam kéo dai khodng QT nhw
ketoconazol, itraconazol, fluconazol, voriconazole, erythromycin, amiodaron, amprenauvir,
atazanavir, fosamprenavir, indinavir, nelfinavir, ritonavir, saquinavir, diltiazem, verapamil va cac
chét chéng ndn (rc ché thu thé neurokinin-1 & nao.

LIEU DUNG - CACH DUNG: Dung ubng:

— Pidu tri budn ndn, nén: Ngudi I&n va tré 12 tudi trd 1én nang tir 35 kg tré [én: M&i 1an 1 - 2
vién x 3 — 4 lan/ngay, tbi da 80 mg/ngay.

— Didu tri kho tiéu: Nguoi 1on va tré 12 tudi tré 1én nang ter 35 kg tré 1én: MGi Ian 1 vién x 3 lan/
ngay, 15 — 30 phut trwéc blra an va thém mét lan trwée khi di ngu.

— Liéu diing hang ngay téi da ctia Domperidon 1& 80mg/ngay.

THAN TRONG:

— Khi dung cuing lic véi khang acid va thube giam tiét acid, cac thubc nay phai dung sau bira
an.

- & tré nhi nhi: vi chirc nang chuy&n héa va chirc ndng hang rao mau ndo chwa phat trién
hoan chinh.

— Dung than trong & bénh nhan rbi loan chirc ndng gan vi Domperidon maleat chuyén héa
manh & gan.

— & ngwdi réi loan chirc nang than: khong can diéu chinh liéu & bénh nhan suy than khi chi diéu
tri cAp mét lidu dung duy nhét. Trong tredng hop phai didu tri dai ngay phai giam liéu tuy theo
murc dd suy than.
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— S(r dung than trong & nhirng bénh nhan c6 nguy co cao nh:
«  C6 khoang thai gian dn truydn xung dong tim kéo dai ( dsc biét la khgaf
= Bénh nhan co rdi loan dién giai rd rét (ha kali mau, ha magnesi mau).
= B&nh nhan cé bénh tim mach (nhw suy tim sung huyét).

TAC DUNG KHONG MONG MUON: s

— Téc dung phu rét hiém, vai tredng hop co thét rut thoang qua dwoc ghi nhén Hien tuo'ng
ngoai thap hiém thay & tré nhé va khong gap & ngudi Ién. Néu co hién twong ndy sé hoi phuc
hoan toan va nhanh chéng ngay sau khi ngwng thuéc. B&i vi tuyén yén ndm ngoai hang rao mau
n&o, Domperidon maleat c6 thé lam tang ndng d prolactine trong mau. Trong nhitng tredng hop
hiém gap nay, s tang prolactine trong méau c6 thé gay ra hién tuwong lién quan dén néi tiét - than
kinh nhw chieng v to, s tang tiét stra bat thuwdng.

— Hiém gép céc trwdng hop di (ng nhw |4 phat ban va néi mé day.

— Nguy co loan nhip that nghiém trong hodc dét tr do tim mach cao hon & bénh nhan dung liéu
hang ngay I&n 3 vién (30mg Domperidon) va bénh nhan trén 60 tudi.

Théng bao cho Bac S§ hodc Dwoc S§ biét nhirng tac dung khéng mong muén gép phai khi
sir dung thuéc th
TUONG TAC THUOC:

- Néu ding Domperidon cuing véi cac thuéc khang acid hodc thudc (e ché tiét acid thi phai
ubng Domperidon trdc bira an va phai udng cac thude khang acid hodc thube tre ché tiét acid
sau bira an.

~ Duing ciing luc véi cac thubc khang cholinergic cé thé lam mét tac dung diéu tri &n khong tiéu
ctia Domperidon maleat.

— Thuébc khang acid va thubc giam tiét acid khéng dwoc dung két hop véi Domperidon maleat
dang hén dich vi ching lam cho sinh kha dung sinh hoc dwéng ubng thép hon.

— Con dwéng chuydn héa chinh ctia Domperidon maleat qua CYP3A4. Céc d¥ liéu in vitro dé
cap dén cac thubc str dung phdi hop ma gay trc ché manh men nay c6 thé dan dén két qua la
tang néng d6 Domperidon maleat trong mau nhw cac thudc: azole, khang sinh ho macrolic, thuée
(rc ché HIV protease, nefazodone.

— Vi Domperidon maleat cé tac dong 1&n van dong da day, né cé thé anh hwdng dén sy hap thu
cac thubc ubng ddng thoi, dac biét 1a cac thube gidi phéng hoat chét kéo dai hodc thubc tan tai
ruét.

NGUO1 PIEU KHIEN XE VA VAN HANH MAY MOC: Khéng anh hwéng Ién s tinh tao.
NGU'O1 MANG THAI VA CHO CON BU:

— Khong khuyén cao dung cho phu ntk nudi con b do chwa du dir ligu.
— C&n can nhéc gitra loi ich diéu tri va nguy co tiém tang khi dung cho phu nir cé thai, déc biét
la 3 thang dau.
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QUA LIEU VA CACH XU TRi:
— Triéu chirng: bao gdm ngl ga, mét dinh hwéng va phan trng ngoai thap, déac biét & tré em.
— Pidu tri: can didu tri v&i than hoat va theo déi sat bénh nhan.
- Cac thubc khang tiét cholin, thubc didu trj Parkinson, hay thuéc khang histamin véi déc tinh
khang tiét cholin cé thé gitp ich trong viéc kiém soat cac phan (rng ngoai thap.
Théng bao ngay cho bac sy nhirng tac dung khéng mong muoén gap phai khi st dung
thuéc qua liéu
DONG GOI: Hop 3 vi x 10 vién, hdp 10 vi x 10 vién, chai 500 vién hoc chai 1000 vién.
BAO QUAN: Noi khé thoang, tranh anh sang, nhiét dd phong (dwéi 30°C).
HAN DUNG: 36 thang ké tir ngay san xuét.
TIEU CHUAN: TCCS

THUOC NAY CHi DUNG THEO PON CUA BAC SY
DE XA TAM TAY TRE EM
KHONG DUNG THUOC QUA HAN SU DUNG
POC KY HUONG DAN SU’ DUNG TRUO'C KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

TEN VA D|A CHI NHA SAN XUAT
h CONG TY CO PHAN SPM (SPM CORPORATION)
- s Www.spm.com.vn

L6 51, Pudng s6 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM
PT: (08) 37507496 Fax: (08) 38771010

SPM

Tp. HCM, ngay 19 thang 12 nam 2013

PHO CYC TRUONG

JVW Yim Chank




