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MAU NHAN DY KIEN e

Domperidon

vién nén

CONG THUC

D i 10 mg.
(tuong duong domperidon maleat 12,73 mg)
Ta duge: Tinh bdt ngd, lactose, povidon, lake, magnesi

stearat, natri starch glycolat. .. ...viia di 1 vién nén
CHI BINH: Domperidon dugc chldinn af aibu trj triétu chiing nén
va budn ndn.
CACH DUNG VA LIEUDUNG

Domperidon chi nén si dyng éu thédp nhat co hidu qua trong
thdi gian ngén nh&t 38 ki€m sodt ndn va budn ndn.

Nén ufng domperidon trudc bla &n. N&u udng sau bia &n,
thutc c6 thé bjcham hép thu.

Bénh nhan nén ufing thudc vio théi gian o6 dinh. N&u bj quén 1
lidu, cd thé bd qua héu 86 va 1i€p tuc ding thudc theo lich trinh
nhucll. Khéing nén tang lidu g&p d6i 38 b lai cho idu d& quén.
Thii gian digu tr 16i da khong nén vugt gua mot tudn.

Ngudi In vé tré vi thanh nién (6 12 tudi 1rd 16n vA cAn ning til
35 kgtrd ién).

Udng 1 vign, 6 thé ding lén dén 3 14n/ ngdy, lidu 15i da 14 30
mg/ngay.

Tréd so sinh, tré nhd, trd em (dudi 12 W) va tré vi thanh nign
cén néng dudi 35 kg):

Docén ding iy chinh x4c nén cac dang thudc vién nén khang

maoxifloxacin, spiramycin)
- Métsd thudc chdng ndm (vidu: pentamidin)
- MoOLsS thudc didu tri S8t rét (dac bigt 14 halofantrin, lumelantring
- Mat s6 thuSc da day - rudt (vi dy: cisaprid, dolasetron,
prucatoprid)
- MOLs8 thude khang hi {vidy:
—  Métsd thude trj ung thu (vidy: )
- MOtsS thudc khac (vidy: bepridil, aphamami methadon)
{¥em muc Ching chidinh)
Chdt de ché CYP3A4 manh (khang phy thudc téc dung kéo dai
khodng QT), vidy:
Thufc tic ché protease
- Thudcchdngndm toan than nham azul
- Mt s thulc nhém licd {ery lart yoin va
telithromycin)
(¥em mue Chéing chidinh)
Khdng khuyén cdo diing déng théi vdi cdc thusc sau
Thude de ché CYP3A4 trung binh, vi du: diiazem, verapamil va mat
58 thude nhém macrokid
(Xam muccnsng mmmh:

ng thin q khi d i
Thusc cham nh|p tim, muﬂc Iém giém kah mau \r.& mol s thudc
macrofid sau gép phﬁn lam kéo dai khodng QT: azithromycin va

thich hop cho tré nhé vé tré vi thanh nién ca g dudi 35 kg.
Bénh nhan suy gan:

Domperidon chéng chi dinh vdi bénh nhén suy gan trung binh
vé néng (xem phén chéng chl dinh). Khang cdn hiéu chinh ligu
@i vai b&nh nhén suy gan nhe.

Bénh nhan suy than:

Do thai gian ban thii ciia domperidon bi kéo dai & bénh nhan
suy thin niing nén ndu ding nhic lai, s6 in dua thude eda
domperidon cdn gidm xudng con 1 6&n 2 An/ ngay va hidu
chinh ligu luy thude muc 83 suy than.

CHONG CHI BINH

Domperidon cén chdng chidinh trong nhilng truding hop sau:
Né&n sau khimé.

Chay mau dudng tigu hod,

Tt rudtod hoc.

Diing domperidon thudng xuyén hofc dai ngay.

Bé&nh nhan suy gan trung binh va ning (xem myc Dugc ddng
hoc).

Bé&nh nhan cd thai gian din truyén sung ddng tim kéo dai, dic
bigt 1a khoding OT, bénh nhan cé rdi loan dién gidi o rét hodc
bénh nhan dang ¢4 b&nh tim mach nhu suy im sung huyst
Diing ddng thdi wdi cdc thudc kéo dai khodng QT (xem muyc
Tuong tac thudc).

Ding ding théi vai cdc thube e chd CYP3A4 (khong phy
thude tic dung kéo dai khodng OT) (xem muc Tuong tac thude)

LUU ¥ - THAN TRONG

Suy thiin:
Thai gian ban thai cla dompenidon bi kéo dai & banh nhan suy
than nédng. Trong tnidng hop ding nhéc lai, tdn sudt dua
dompendon cdn gidm xudng con 1 - 2 14n/ ngay tuy thudc mic
a6 suy thin. C6 thé higu chinh lidu néu cén.
Tdc dung trén tim mach:
Domperidon lAm kéo dai khodng QT rén dign tam a8. Trong
qua rinh gidm =41 hau mai, ed ot it bdo cdo v8 kéo dai
khodng OT va xodn dinh lién guan dén sl dung domperidon.
Cée béo cdo ndy cb cde ySu 18 nguy co gy nhidu nhu i
loan didn gidl hay cde thude ding ddng thai (xem mue Tac
dung khang mong mudn).
Cée nghidn cdu dich 18 cho thdy domperidon cd thé 1am tang
nguy co loan nhip that nghiém trong hode A3t 10 do tim mach
(xem muc Téc dyng khdng mong mudn). Nguy cd nay cao
hon 88 vdi b&nh nhén trén B0 twdi, bénh nhan ding lidu
hang ngay idn hon 30 mg va bénh nhédn dung déng théi thudc
ko dai khodng QT hode thude de chd CYPIA4.
Sii dung domperidon vdi lidu thdp nh&l cé hidu qua & ngudi
Ignvatré em.
Chéng chl dinh domperidon cho nhilng bénh nhan cd théi
gian din truyén xung ddng tim kéo dai, dat biét 1a khodng
QT, bénh nhan 6 rdi loan dién gidi rd rét (ha kali mau, tang
kali mau, ha magnesi mau), nhip tim chidm hodc b&nh nhan
dang mc bénh tim mach nhu suy tim sung huyét do nguy co
réi Inan nhip that (xem phdn Chding chl dinh). A4 loan dign
gidi (ha kali mu, Ang kali mdu, ha magnesi mau), hode nhip
tim cham A duge bift d&n 1A yéu 18 1Am tang nguy cd loan
nhip tim.
Cén ngung diéu trj vdi domperidon v trao d8i lai vai cén bd y
18 néu cb bét ky tiéu ching hay d&u hiéu ndo bén quan dén
ridi foan nhip im.
Khuyé&n bénh nhan nhanh chdng bdo cdo cdc indu ching
trén tim mach.

TUONG TAC THUGC

Téng nguy co kéo dai khodng QT do tuong téc duge ddng hoc
hode duge luc hoo

Chéng chi dinh diing ddng thi voi cic thufc sau
Cdc thubic lam kéo dai khodng QT

Thudic chdng loan nhip tim nhém |A (vi du: disopyramid,
hydroguinidin, guiniding

Thutic chéing loan nhip tim nhém 11 (vi dy: amiodaron, defotilid,
dronedaron, ibifilid, sotalol)

Mat 5d thudc chdng loan thdn (vi dy: haloperdol, pimozid,
sertindol)

Mot s thudic chdng trdm cém (vidy:

Mgt s8 thufc khdng sinh (vi du: erythromycin, levolloxacin,

dithromyein (chéng chi dinh clarithromycin do 14 thudc Jc ché

CYP3A4 manh)

Danh sdch cde chal & Irén 13 cde thude dai dién va khdng ddy a0

PHIY NI MANG THAI VA PHY N/ CHO CON BU

- Phy nil mang thai: Domperidon khdng gy qudi thal. Tuy nhién,
@& an 1oan, trdinh ding thudce cho ngudi mang thai.

- Phuy nil cho con bu: Domperidon bai tiét qua siia me va tré bu
me nhan duge it han 0,1% idu theo can nng cla me. Cac tdc
dung bt Igi, dic bigt 1 tac dyng trén tim mach van cd thé xdy
ra sau khi iré bl sa me. Cén cén nhic Igi ich cla viée cho bl
sila me va Igi ich clia vige didu tri cho me a# quy&t dinh nging
cho con bu hay nging/ trdnh diéu trj bing domperndon. Cén
than trong trong truding hop cd yéu 18 nguy co lam kéo dai
Kkhodng QT & tré bi me,

TAC BONG CUA THUGC KHI LAI XE VA VAN HANH MAY MOC
Chua thdy baocdo.

TAC DUNG KHONG MONG MUGN

- Réiloan tim mach [
Chua r: loan nhip that, kéo dai khodng QT, xoin dinh, 4ot d
tim mach (xem myc Luu y - than trong)

- Hiém géip truding hop phén ing ngoai thép, budn ngl.

- Chdy sia, rfii loan kinh nguyét, mat kinh, v to hofic dau e vi
do tiing prolactic huy&t thanh o6 thé gip & ngudi bénh ding
thudc lidu cao daingay.

- Nguy co loan nhip th8l nghiém trong hode dot W do tim mach
cao hon & bénh nhan ding héu hang ngay ldn han 30 mg va
bénh nhan trén 60 1udi,

Béocéo phidn Ung cd hai

Bdo cdo phiin ing cd hai sau khi thude duge cip phép luu hanh

riit quan trong a8 t€p tyc gidm s&t cAn blng lgi ich/ nguy coclda

thudic. Can bé ¥ 18 cdn bdo cAo 181 cd phén Ung ¢ hai vé Trung

1&m Qudc gia hodic Trung tam khu wic vé Thang tin thudc va

Theo ddi phin ung cé hai cla thubc.

* Théng bdocho Bic sinhiing tdc dyng kho &
gdp phai khi sif dyng thudc.

QUA LIEU VA XU TRI
Trong truding hop qua liéu, cén thyc hién cdc bign phap déu trj
tridu chiing ngay 14p hic. Nén theo di dién tdm d8 do cd khd
nang kéo dai khodng QT.

DUGC LYC HOC
o] idon 14 chat kihdng ¢t dac tinh chdng ndn. Do
thuc hdu nhu khing cé tdc dung 1én céc thy thé dopamin &
ndo nén khdng cd Anh hudng 1&n tam thdn va thén knh.
Domperidon kich thich nhu ddng cda dng tiéu hod, Jam ting
truong lic co thit t4m vj va lam tang bién a8 md rdng cla co
thét man vi sau bila &n, nhung khong &nh huding 18n su bai tigt
cliada day.

DUGC BONG HOC
Domperidon duge hip thu 8 dudng tidu hod, nhung cd kha dung
sinh hoe duding uding thap (& ngudi doi khodng 14%) do chuyén
hod bude ddu clia thufc qua gan va chuyén hod & rudt Khi
dung sinh hoc clia thufic sau khi uéng tang 1&n rd rét ndu ulng
thude 90 phit sau khi an, nhung thai gian 88 dat néng a9 dinh
trong huyé! tuang thi cham lal. Néng dd dinh trong huyét tuong
dat duge khodng 30 phit sau khi uing. 92 d&n 93% thudc gin
véo protein huyél Wuong, Domperidon dugc chuydn hoa rat
nhanh va nhidu nhé qué trinh hydroxyl hod v khid N — alkyi oxy
hod. Thoi gian ban thdi khodng 7,5 gidl va kéo dai & ngudi suy
chic néing than. Domperidon dao thii theo phan va nudc tidu,
chil yéu dudi dang céc cht chuyén hod: 30% hdu udng dao thai
theo nudec tifu trong 24 gid; B6% dao thii theo phan trong vong
4 ngdy. Dy don héu nhu khing qua hang rdo mau ndo.

©E XA TAM TAY CUA TRE EM.
BOC KT HUGNG DAN SU DUNG TRUGC KHI DUNG .
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC Si.

TIEUCHUAN: TCCS

HAN DUNG: 36 thang ké tif ngéy sin xuft.

TRINH BAY

- Hop 3 vix 10 vién nén.

Hap 10 i x 10 vign nén,
BAC QUAN & NHIET BO KHONG QUA 30°C, NOIKHO MAT,
TRANH ANH SANG, .

CTCP DPDL PHARMEDIC: 367 NguyBn Trdi, Qudn 1, Tp. H8 Chi Minh, Viét Nam.
San il tai nhd miy GMP - WHO: 1/67 Nguyn Vin Ouwi, 0.12, TP.HCM, Viét Nam,

T& hudng dan sl dung.
Kich thudc: 120 x 260 mm.
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MAU NHAN DU KIEN

Nhan hop 10 vix 10 vién. KT: 38 x 46 x 88 mm

10 mg

Domperidon

- Domperidon

CONG THUC

| COMPOSITION

-

Hép 10 vi x 10 vién nén

Domperidon

Domperidon 10 mg

>,

.‘-:-..E‘: CTCP DPOL mmm Nguydin Trli, Quln 1, Tp. H8 Chi Minh, Vigt Nam.
PHARMEDIC Sdn xuflt t9i nbd mdy GMP - WHO: 167 Nguydn Van Cud, 0.12, TP HCM, Vigt Nam

DE XA TAM TAY CUA TRE EM.

— DOMPErAON ..o errssninens 10 mg. BOC KY HUGNG DAN
{tiong dudng domperidon maleat 12,73 mg) sU DUNG TRUGC KHI DUNG.

— TA dUge:...ooeeerrennenn.Vifa dil 1 vidn nén. TIEU CHUAN: TCCS

CHiBINH

v SPK:
Domperidan dugc chi dinh a8 diéu Iri 148U ching  BAO QUAN O NHIET BO KHONG QUA 30°C,

n6n vébubnnon, ; NOI KHO MAT, TRANH ANH SANG, .
CACH DUNG & LIEU DUNG, CHONG CHI

BINH: Céc thong tin khac xem trong & hudng

dén sii dyng thudic kém theo
Ngay SX: {
S616 SX:
HD: (_\\J

Box of 10 blisters x 10 tablets

|
Domperidon

Domperidone 10 mg

auopuadwoq

Buw o}

- uopliadwog

T'P PHARMEDIC JSC: 367 Nguyen Tral Street, District 1, Ho Chi Minh City, Vietnam.
et Manutactured by PHARMEDIC in compliance with GMP - WHO norms
PHARMEDIC 1/67 Nguysn Van Owa Street, District 12, Ho Chi Minh City, Vietnam.

KEEP OUT OF REACH OF CHILDREN.

~ DOmMperdone.........cci it 10 mg READ THE LEAFLET

quivalent to |peri ! 12.73 CAREFULLY BEFORE USE.
mg) SPECIFICATION: Manufacturer's

- Excipi sqf 1 tablet. Reg.No.:

INDICATIONS DO NOT STORE OVER 30°C, DRY PLAGE,
Domperidon is indi ito treat sy of PROTECT FROM LIGHT.
vomiting and nausea.

DOSAGE AND ADMINISTRATION,

CONTRAINDICATIONS
Other inf tion see the i d leafiet.

Nhan vi x 10 vién. KT: 81 x 34 mm

Domperidon

Doengeridon 1amy

Domperidon

Domperidon

1 mg
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MAU NHAN DU KIEN

TUQ.CUC Treuc’;mcz-
PTRUONG PHONC

Yé Mink "f’xr 7

Nhan hép 3 vix 10 vién: KT: 88 x 38 x 13 mm.
Hgp 3 vi x 10 vién nén

Domperidon 3

Domperidon 10 mg

uopledwag

uopliadwoqg

&-g CTCP DPDL PHARMEDIC: 357 Nowdn Tril, Gwin 1, Tp. H& Chi Minh, Vigt Nam.
PHARMEDIC Sdn xufit ti nhd may BMP - WHO: 1/67 Nguy@n Van Oud, 0.12, TP.HCM, Vigt Nam.

Buw gy

CONG THUC BE XA TAM TAY CUA TRE EM.

- D i 10 mg. BOC KT HUGNG DAN
{tueing dmdumm malaat 12,73 mg) s DYNG TRUGC KHI DUNG.
T duge: ... .viza 8l 1 vibo nén. mucuulu TCCS

CHi BINH, CACH DUNG & LIEU Dﬂlﬂ.mﬂ‘
BINH: Céc thang tin khac xem trong & hudng diin sd dun a.lo QUAN O NHIET BO KHONG QUA 30°C,
thudic kém thea e o NCKHO MAT, TRANH ANH SANG, .

ﬁ)
b=

Box of 3 blisters x 10 tablets =
£
D rid 7 g,
om 0 a4 T:
peridon ° %,
2 { a2
Domperidone 10 mg n%
E:
i P PHARMEDIC JSC: 367 Nguyen Trai Street, District 1, Ho Chi Minh City, Vietnam. =
ket]  Manufactured by EDIC in compliance with GMP - WHO norms (=]
PHARMEDIC 1/67 Nguyen Van Oua Street, District 12, Ho Chi Minh City, Vietnam.
CCIIIFOSHIDN KEEP OUT OF REACH OF CHILDREN.
- Dy 10mg READ THE LEAFLET CAREFULLY BEFORE USE.
(equivalent o mm maleate 12.73 mg) SPECIFICATION: Manufaciurer's
sqf 1 tablel. | Reg.No.:
INDIC&TIONS mmmm DO NOT STORE OVER 30°C, DRY PLACE,
CONT TIONS: Other -—ﬂ; sx.  PROTECT FROM LIGHT.
enclosed leaflst mﬁl HD:

TP. Ho Chi Nllnh ngay |0 thang 9 nam 2015
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