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M Storage : In hermetic container in cool dry place below 30°C Protect from light.

Far other infermanion, please see the insert inside.

| KEEP OUT OF REACH OF CHILDREN !
READ INSERT PAPER CAREFULLY BEFORE USE |

GASOMPEL-M
Q l Domperidone maleate

_ Hn
smcmm PRARKCO.LTD.
"\"I'W‘l"“-wF
nna-mg«. Wﬂ\ Han Quéc

u Thanh phin: M&i viEn nén co chira
Domperidon maleat twong duong Domperidon 10mg
nChi dink, Iiéu ding, cich diing, chéng chl dinh va thin trong:
Xin xem tiv huemg din siv dung
u Bdo qudn: Trong bao bi kin, & nol khis maét duén 30°C . Trdnk dnh sdng

W-13dWNOSVYD

(ajeajew auopuadwog

Céc thitng Bin khac, on xem ti hudng din sir dyng

SOK:

54 165X
OE A TAM TAY TRE EM 1 NSKX:
Q0C ¥ HUONG TAN SUF DUNG TRUGIE ki DUNG HD: 4
g |

NHAN
“$6 16 SX™, “HD™ d

GASOMPEL-M_ GASOMPEL-M gnébmpa;m GASOMPEL-M

e ridane Damperndane

IT SAMCHUNDANG PHARM.COLLT ﬂ SaH"FJﬁﬂ-‘NG“HﬁHIr m:SﬂMCﬁU_\Ui*}FH#FH.CU._TE
o Hores W) forea o1 vl g




https://trungtamthuoc.com/

Dé xa tim tay tré em
Doc ky hwong ddn sic dung trueée khi ding
Néu cin thém thong tin, xin héi y kién bdc si

GASOMPEL-M ( .
(Domperidon 10 mg) / ( 5
THANH PHAN
Maéi vién nén c6 chira:
Hoat chat: Domperidon maleat trong duong véi domperidon----------- 10 mg

Ta lduac: Lactose hydrat, cellulose vi tinh thé, tinh bdt ng6, colloidal silicon dioxyd,
polysorbat 20, hydroxypropylcellulose, natri starch glycolat, magnesi stearat.

CHi PINH
GASOMPEL-M dugc chi dinh d& diéu trj triéu chimg ndn va budn nén.

LIEU DUNG VA CACH DUNG ) o
GASOMPEL-M chi nén sir dung liéu thap nhét c6 hiéu qua trong thoi gian ngén nhét dé kiém
sodt ndn va buon non.

Nén uéng GASOMPEL-M trudc bita dn. Ncu udng sau bira an, thudc c6 thé bi cham hép thu.
Bénh nhén nén uong thudc vao thdi gian c¢b dinh. Néu bj quén 1 heu, c6 thé bo qua lidu d6 va
tiép tuc dung thudc theo lich trinh nhu cii. Khong nén ting liéu gip d6i dé bu cho liéu da
quén. ‘

Thoi gian di€u tri t6i da khong nén vuot qué mot tuan.

Ngudi 16n va tré vi thanh nién (tir 12 tudi troy 1én va cén néng tir 35ke trg 1én]
Vién 10mg, c6 thé dung 18n dén 3 1an/ngay, liéu téi da 12 30mg/ngay.

Tré so sinh. tré nho. tré em (dudi 12 tudi) va tré vi thanh nién cén ndng dudi 35k
Do cin diing liéu chinh x4c nén céc dang thudc vién nén, vién sui, vién dan khong thich hop
cho tré nho va tré vi thanh nién can nang dudi 35kg.

Bénh nhén suy gan . )
GASOMPEL-M chéng chi dinh vdi bénh nhan suy gan trung binh va ning (xem phan Chong
chi dinh). Khong cin hiéu chinh liéu ddi v&i bénh nhan suy gan nhe.

Bénh nhén suy thin

Do thoi glan ban thai cua domperidon bi kéo déu & bénh nhan suy thdn néng nén néu ding

nhic lai, s6 14n dua thuc cia GASOMPEL-M cén giam xudng con 1 dén 2 lan/ngay va hiéu
chinh lidu tuy thudc mirc do suy than.

CHONG CHI PINH
Domperidon cin chéng Chl dinh trong nhimg trudng hop sau:
- Bénh nhén bj q‘ua mAin cam vo&i domperidon hodic bit ky thanh phan nao cua thude.
- No6n sau khi mo.
- Chay méau dudng tiéu hoa.
- Téc rudt co hoc.
- Bénh nhén suy gan trung binh va nang
- Bénh nhén c6 thdi gian din truyén xung dong tim kéo dai, dac biét 1a khoang QT, bénh
nhan c6 rdi loan dién giai 15 rét hodc bénh nhin dang c6 bénh tim mach nhu suy tim
sung huyet
- Dung dong thoi vai cac thude kéo dai khoang QT (xem muc Tuong tdc thudc).
- Dung ddng thdi véi cac thube e ché CYP3A4 (khong phu thuce tic dung kéo dai
khoang QT) (xem muc Twong tdc thudc).
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CANH BAO VA THAN TRONG
Suy thin

Thoi gian ban thai ciia domperidon bi kéo dai & bénh nhan suy thin nang. Trong truomg
hop diing nhic lai, tin suit dua domperidon can giam xudng con 1 dén 2 lan/ngiy tiy thude
mizc d6 suy than. C6 thé hiéu chinh lidu néu cén.

Tdc dung trén tim mach / / [( s 2
Domperidon lam kéo dai khoang QT trén dién tdm do. Trong qua trinh giam st héu n{all/
c6 rat it bdo cdo vé keo da1 khoang QT v& xo4n dmh lién quan dén st dung domperidon. Cac
béo cao nay ¢b cdc yéu td nguy co gy nhidu nhu rdi loan dién giai hay céc thudc ding ddng
thoi (xem muc Tde dung khéng mong mudn).
Cac nghién ciru dich & cho thdy domperidon c¢6 thé 1am ting nguy co loan nhip thét
nghiém trong hodc dft tir do tim mach (xem muc Tde dung khéng mong mudn). Nguy co ndy
cao hon d6i véi bénh nhén trén 60 tudi, bénh nhan ding liéu hang ngay 1én hon 30mg va bénh = Plagn

nhan diing ddng thoi thuce kéo dai khoing QT hoac thude e ché CYP3A4. g \"’
Sir dung domperidon vé6i lidu thip nhét c6 higu qua & ngudi 16n va tré em. :?E |
Chéng chi dinh domperidon cho nhiing bénh nhan ¢6 thdi gian din truyén xung dong tim e

kéo dai, dic biét 1a khoang QT, bénh nhan c6 rbi loan dién giai rd rét (ha kali méu, tang kali s
mau, ha magnes1 mau), nhlp tim cham hofic bénh nhén dang méc bénh tim mach nhu suy tim ~
sung huyét do nguy co rdi loan nh;p thét (xem phdn Chéng chi dinh). Réi loan dlf;n giai (ha 10 9>
kali méu, ting kali mau, ha magnesi mau) hosc nhip tim cham da dugc biét dén 13 yéu 6 lam
ting nguy co loan nhip tim.
Cén ngimg diéu trj v6i domperidon va trao ddi lai voi can bd y t& néu cb bat ky triéu chimg
hay dAu hiéu nio lién quan dén rbi loan nhip tim.

Khuyén bénh nhin nhanh chéng bao cdo cac triéu chitng trén tim mach.

SU DUNG CHO PHU NU' CO THAI VA CHO CON BU

Phuy ni¥ co thai

Chua c6 nhiéu’th(")ng tin vé viée sit dung cho phu nir cé thai. Mot nghién ciru trén dong vit thi
nghiém cho thay sit dung domperidon liéu cao gy anh huéng dén sy sinh san. Nguy co khi sir
dung thu6e cho phu nir ¢6 thai chua duge biét. Do do chi dung domperidon cho phu nit ¢6 thai ‘
khi d3 cén nhic lgi ich cia diéu tri va nguy co ¢6 thé xay ra d6i vai thai nhi.

Phuy ni¥ cho con bi f‘ﬁ
Domperidon bai tiét qua sita me va tré ba me nhéan duoc it horn 0.1% lidu theo cén ning cua :
me. Cac tac dung bat lgi, dic biét 1a tac dung trén tim mach vén co thé xay ra sau khi tré bi -'4'
me, Can cédn nhic loi ich chia viée cho tré bl sita me va ln;n ich cua viéc diéu tr1 cho me dé T Q

quyét dinh ngimg cho con bl hay ngimg/ tranh diéu tri bang domperidon. Cn than trong P
trong trudng hop 6 yéu to nguy co lam kéo dai khoang QT & tré bu me.

TUONG TAC THUOC
Téng nguy co kéo dai khoang QT do twong tac duge ddng hoe hode duge luc hoc.
Chéng chi dinh ding ddng th¥i véi cdc thube sau:
Céc thudc lam kéo dai khoang QT
- Thube chong loan nhip tim nhom A (vi du: disopyramid, hydroquinidin, quinidin)
- Thubc chong loan rthip tim nhom III (vi du: amiodaron, dofetilid, dronedaron, ibutilid, sotalol)
- Mot sq thubc chgng lO\c'_iJ'l thin (vi du: haloperidol, pimozid, sertindo!)
- Mdtso thude chong tram cam (vi du: citalopram, escitalopram)
- Mot sb thube khang sinh (vi dy: erythromycin, levofloxacin, moxifloxacin, spiramycin)
- Mt sé thudc chong nam (vi du: pentamidin)
- Mot so thubc diéu tri sét rét (d4c biét 12 halofantrin, lumefantrin)
- Mot so thubc da day-rudt (vi du: cisaprid, dolasetron, prucaloprid})
- Mgt so thudc khéng histamin (vi dy: mequitazin, mizolastin)
- Mbt sb thude didu tri ung thu (vi du: toremifen, vandetanib, vincamin)




https://trungtamthuoc.com/

- Mot s6 thubc khéc (vi du: bepridil, diphemanil, methadon)
(Xem muc Chéng chi dinh)
Chét trc ché CYP3A4 manh (khong phu thudc téc dung kéo dai khoang QT), vi du:
- Thubc tic ché protease
- Thubc chéng ndm toan than nhém azol
- Mot sb thube nhém macrolid (erythromyein, clarithromycin va telithromycin).
(Xem muc Chc‘v'ng chi dinh) / [ ( (

Khong khuyen cdo dung dong thoi véi cde thude sau:
Thudc e ché CYP3A4 trung binh, vi dy: diltiazem, verapamil va mot sb thube nhém

macrolid (xem muc Chong chi dinh).
Si dung than trong khi dung dong thoi véi cdc thude sau: ] ]

- Thudc chdm nhip tim, thudc lam giam kali mau va mét sb thuc macrolid sau gép phan
lam kéo dai khoang QT: azithromycin va roxithromycin (chong chi dinh clarithromycin
do 1a thudc tre ché CYP3A4 manh) ‘

Danh sach céc chit & trén 13 cac thude dai dién va khong day du

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Domperidon khéng ¢6 anh hudng hogic anh huéng khong déng ké 1én kha ning 14i xe va van
hanh may moéc.
TAC DUNG KHONG MONG MUON
- Domperidon khé qua dugc hang rao mau ndo va it cé kha ning hon metoclopramid gay
ra cac tac dung & thin kinh trung wong nhu phan (g ngoai thap hogc budn ngi. Réi
loan ngoai thap va budn ngi x4y ra véi ty 18 rat thip va thuong do rbi loan tinh thim cta
hang rao méu ndo (iré sinh non, tén thuong méang ndo) hodc do qua liéu.
- Chay sira, r6i loan kinh nguyét, mit kinh, va to hojic dau tirc va do tang prolactin huyét
thanh c6 thé gip & ngudi bénh ding thubc lidu cao dai ngay. ’
- ROi loan tim mach: chua rd; loan nhip that, kéo dai khoang QT, xoan dinh, ddt tir do tim
mach (xem muc Cdnh bdo va thdn trong).
* Théng bdo cho bdc si nhitng tdc dung khong mong muén gip phdi khi diing thuéc.

Béo cdo phin wng c6 hai
Béo c4o phan {mg c6 hai sau khi thudc duoc cip ‘W Andwedt quan trong dé tlep tuc glam sat

can bfmg loi ich/nguy co cia thube. Canbdyte
Qudc gia hoic Trung tAm khu vuc vé Thong tin

QUA LIEU igy? ... 2
Trigu chimg e .f&*:-fl_ = § :
Qua liéu chu yéu da dugc béo cdo & tré so sinh va % ef ] ]d%ﬁ%thé bao
gdm kich dong, thay ddi nhan thirc, co giat, mat phuortgehif ng@w, mg ngoai thap.
Diéu tri s
Khéng c6 thubc giai ddc domperidon déc hi¢u, nhung trong* ﬁhb‘ng( ‘Hop' ql.{afhéu (e8 thuc
hién céc bién phép diéu tri triéu chimg ngay 1dp tirc. Rura da day, dung than hoat ¢6 thé c6 loi
cho bénh nhan. Nén theo ddi dlf;n tdm d6 do c6 kha néng kéo dai khoang QT. Khuyen nghi
theo ddi sat bénh nhan va didu trj hd trg. Cac thube khéng cholinergic, thudc diéu tri
parkinson c6 thé hitu ich trong viéc kiém soét cac phan (g ngoai thap.

PONG GOI: Hop 10 vi x 10 vién.
HAN DUNG: 36 thang ké tir ngay san xuét.
BAO QUAN: Trong bao bi kin & noi khé mat dudi 30°C. Tréanh 4nh sang,
San xudt boi:
SAMCHUNGDANG PHARM. CO., LTD.
71, Jeyakgongdan 2-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Ha

% -
) g (pda.
T




	24

