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G/ MIRAX-M

Pé xa tdm tay tré em. Poc ky hudng dén st dung trude khi dimg

THANH PHAN

Thanh phdn hoat chat: Mdi vién nén chita domperidon 10 mg (duéi dang Domperidone Maleate).
Thanh phdn td duwoc: Lactose Monohydrate, Maize Starch, Microcrystalline Cellulose (PH 102),
Povidone (Polyvinylpyrolidone K30), Sodium Lauryl Sulphate, Colloidal Anhydrous Silica,
Magnesium Stearate.

DANG BAO CHE

Vién nén khong bao mau trang, tron, hai mit 161, ¢6 chit "Dm 10" & mdt mit.
CHI PINH

MIRAX-M duoc chi dinh dé diéu tri triéu chiing nén va budn non.

LIEU LUQNG VA CACH DUNG

Céch dung:

MIRAX-M chi nén sir dung lidu thip nhét c6 hidu qua trong thdi gian ngén nhét dé kiém sodt nén va
budn non.

Nén udng MIRAX-M truée bira dn. Néu uong thude sau bira an, thudc cé thé bi cham hép thu.

Bénh nhan nén ubng thudc vao thoi gian ¢b dinh. Néu bi quén 1 lidu, co thé bo qua lidu do va tiép tuc
ding thude theo lich trinh nhu cti. Khong nén tang lleu gép doi dé bii cho lidu @3 quén.

Thoti gian diéu tri thi da khdng nén vurot qua mot tuln.

e

ZFn PHABS

Lidu lwong

Ngudi I6n va tré vi thanh nién (tir 12 !Hr?:f fro 1én va cdn néng ti 35kg tro lén)
10 mg/lan co6 thé udng tGi 3 lan/ngay (lidu t6i da 30mg/ngay).

Tré so sinh, tré nho, tré em (dudi 12 {uoi) va tré vi thanh nién cdn ndng dudi 35 kg
Do can ding liéu chinh xdc nén cac dang thude vién nén khong thich hop cho tré nho va tré vi thanh
nién cén ning duai 35 kg.

Bénh nhdn suy gan
Chéng chi dinh v&i bénh nhén suy gan trung binh va ning (xem Chéng chi dinh). Khong cén hidu
chinh liéu ddi véi bénh nhan suy gan nhe.

Bénh nhan suy than

Do thoi gian ban thai ctia domperidon bi kéo dai & bénh nhan suy than nang nén néu ding nhéc lai sb
lan dua thude cin giam xudng con 1 dén 2 lan/ngay va hiéu chinh lidu tuy thude vao mic do suy
thén. Nén danh gid dinh ky nhimmg bénh nhin nay khi diéu tri kéo dai.

CHONG CHi DPINH
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Domperidon can chéng chi dinh trong cic ‘trwdng hop sau:

-ba bxet qua man v6i domperidon hodc bt cit ti duge nao clia thude.

- U tuyén yén tiét prolactin {prolacnnoma)

- Khi viée kich thich van dong da day cé thé gdy nguy hiém nhu dang bi xuét huyét tiéu héa, tic rudt
co hoc hoiic thing tiéu héa.

- Bénh nhén suy gan trung binh ha} ning (xem Pdc tinh duoc déng hoc).

- Bénh nhén c6 thdi gian dan truyén xung déng tim kéo dai, dic biét 1a khoang QT, bénh nhan cé 16i
loan dién gidi rd rét hodc bénh nhin dang co bénh tim mach nhur suy tim sung huyét, (xem Cénh bdo
va than trong).

- Dung ddng thoi véi cac thude kéo dai khoang QT, ngoai trir apomorphin (xem Twong tdc va tuong
ky va Canh bao va thdn trong).

- Dung ddng thoi véi cdc thube e ché CYP3A4 manh (khong phu thude tic dung kéo dai khoang
QT) (xem Twong tac va Tuwong ky).

CANH BAO VA THAN TRONG

Téac dung trén tim mach

Domperidon lam kéo dai khoang QT trén dién tAm dd. Trong qué trinh gidm sat hdu méi, co rét it bao
cao ve kéo dai khoang QT va xoan dinh lién quan dén sir dung domperidon. Cac bdo cdo ndy cd cac
yéu té gy nhidu, r6i loan dién g1a1 hay dung dong thoi voi cac thude cd thé gép phin vao bién c6
(xem Tdc dung khong mong muon)

Céc nghién ctru dich t& cho thdy domperidon c6 thé 1am ting nguy co loan nhip that nghlem trong
hodc dt tir do tim mach (xem Tdc dung khong mong mudén). Nguy co ndy cao hon dbi v6i bénh nhin
trén 60 tudi, bénh nhin dung liéu hang ngay 1én hon 30mg va bénh nhén ding ddng thoi thude kéo
dai khoang QT hoic thudc wre ché CYP3A4.

St dung domperidon vdi liéu thép nhét co hiu qua & ngudi 16n va tré em tir 12 tudi.

Chéng chi dinh domperidon cho nhirng bénh nhin ¢6 thoi gian dén truyén xung dong tim kéo dai,
dac biét 1a khoang QT, bénh nhan c6 r6i loan dién giai 13 rét (ha kali mau, ting kali mau, ha magnesi
mau), nhip tim chdm hogc b¢nh nhan dang mic bénh tim mach nhu suy tim sung huyét do nguy co
gia tang roi loan nhip thit (xem Chéng chi dinh). R01 logn dién giai (ha kali méu, ting kali mau, ha
magnesi mau) hodc nhip tim cham da duoc biét 1 yéu t6 lam tang nguy co loan nhip tim.

Cén ngimg diéu trj véi domperidon va trao dbi lai véi can bd y t néu c6 bit ky tridu chimg hay déu
hiéu nao co thé lién quan dén loan nhip tim.

Bénh nhan nén nhanh chéng béo cdo bit ky céc tridu chimg nao trén tim mach.

Apomorphin

Domperidon chéng chi dinh ding chung véi céc thude kéo dai khoang QT bao gbm apomorphin, trir
khi loi ich cua viée két hop apomorphin vugt trdi so voi nguy co, va chi khi thuc hién diy da cac
bién phép phong ngira duge khuyén céo cho ding két hop nhu trong Hu6ng din st dung thude
apomorphin.

Suy thin

Thoi gian béan thai ciia domperidon bi kéo dai & bénh nhan suy thin ndng. Trong trudmg hop dung
nhéc lai, tin sudt dua domperidon cdn giam xudng con 1 dén 2 lan/ngay tiy thude mire d suy than,
va ¢6 thé hiéu chinh liéu néu can.

Tré em, Bénh nhiin Parkinson:

Chi dugc ding Domperidone khong qua 12 tudn cho ngudi bénh Parkinson. Cé thé xudt hi¢n phan
(mg ¢6 hai ¢ than kinh trung wong. Chi ding Domperidone cho nguoi bénh Parkinson khi cdc bién
phép chdng nén khéc an toan hon khong cé tic dung.
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Ta dwoc
Thudc cé chira lactose. Bénh nhan ¢6 céc van dé di truyén hiém gip vé khong dung nap galactose,
thiéu hut lactase toan phén hodc hay kém hip thu glucose-galactose khong nén ding thude nay.

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

Phu nir ¢6 thai

Cé it dit lidu sau khi dua thudc ra thi trudng vé viéc sir dung domperidon & phuy nit ¢6 thai. Cac
nghién ctru trén dong vat cho thay doc tinh trén hé sinh sdn & Ileu gdy doc cho me¢. Chi nén dung
domperidon trong thai ky khi danh gia va tién lugng duge lgi ich diéu tri.

Phuy nir cho con bu

Domperidon bai tiét qua sita me va tré bu me¢ nhan duge it hon 0,1% lidu theo c4n ning cua me. Cac
tdc dung bt l¢i, diic biét la tac dung trén tim mach van c6 the xé&y ra sau khi tré bu sira me. Cén cin
nhéc loi ich cua viée cho tré bit sita me va 191 ich cua viée diéu tri cho me dé quyét dinh ngimg cho
con bu hay nglmg/tranh diéu tri bing domperidon. Céan than trong trong trudng hop co ylu td nguy
co lam kéo dai khoang QT & tré bi me.

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

Chong mit va ngi ga dd duge ghi nhén khi st dyng domperidone (Xem téc dung khong mong
murfm) Vi véy, bénh nhan duoc khuyén cdo khong 14i xe hodc vén hanh may moc hoac tham gia
nhitng hoat dong khic yéu cau sy tinh tdo tinh thin va didu phéi cho dén khi ho biét duge
Domperidone anh huéng té1 ho thé nao.

TUONG TAC VA TUONG KY

Twong tic thuoc

Con dudng chuyen héa chinh cta domperidon 1a qua CYP3A4. Céc dir kién nghién ciru in vitro cho
thdy céc thubc sir dung ddng thoi ma gly tc ché manh men nay c6 thé din dén lam ting ndng do
domperidon trong huyét twong.

Tang nguy co kéo dai khoang QT do tuong tac duge dong hoc va/hodc duge lue hoc.

Diing ddng thoi voi levodopa:

Mic ding viée hiéu chinh liéu levodopa duge cho 12 khong cén thiét, sy ting nOng dd trong huyét
twong (41 da 30%-40%) da duoc ghi nhan khi sir dung déng thoi domperidone véi levodopa.

Con dudng chuyen hoa chinh cta domperldone 12 qua CYP3A4. Céc dir li¢u nghién ctru in vifro cho
thdy cdc thude sir dung dmm thi ma géy te ché manh men nay c6 thé dén dén két qua 13 ting néng
dd domperidone trong huyét tuong.

Tang nguy co kéo dai khoang QT do tuong tac dugc luc hoe vashode duge dong hoc.

Chéng chi dinh diing dong thoi véi cic thuoc sau

Céc thude lam kéo dai khoang QT (nguy co xoan dinh).

- Thudc chdng loan nhip tim nhém IA (vi du: Disopyramid, Hydroquinidin, Quinidin).

- Thude chdng loan nhip tim nhém TIT (vi du: Amiodaron, Dofetilid, Dronedaron, Tbutilid, Sotalol).
- Mot sb thude chdng loan thin (vi dy: Haloperidol, Pimozid, Sertindol).

_ Mbt sb thude chdng trdm cam (vi du: Citalopram, Escitalopram).

- Mot s6 thube khang sinh (vi du: Erythromycin, Levofloxacin, Moxifloxacin, Spiramycin).
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- Mot so thude chong nam (vi du: Pentamidin).

- Mot so thudc didu tri sbt rét (dic biét 1a Halofantrin, Lumefantrin).

- Mot so thudc da day - ruét (vi du: Cisaprid, Dolasetron, Prucaloprid).

- Mot so khéng histamin (vi du: Mequitazin, Mizolastin).

- Mét so thude diéu tri ung thu (vi du: Toremifen, Vandetanib, Vincamin).

- M6t sb thube khac (vi du: Bepridil, Diphemanil, Methadon).

(xem Chong chi dinh).

- Apomorphin, trir khi loi ich ciia vide két hop vugt trdi so véi nguy co, va chi khi cac bién phép
phong ngura duoc khuyén céo cho dung két hop duge thyuc hién day du.

Chét trc ché CYP3A4 manh (khong phu thudc tac dung kéo dai khoang QT), vi du:
- Thube trc ché protease

- Thudc chéng nim toan than nhém azol

- Mot sb thude nhém macrolid (Erythromycin, Clarithromyein va Telithromycin).
(xem Chdng chi dinh).

Khong khuyen cdo diing ddng thoi véi cice thudc sau
Thube trc che CYP3A4 trung binh, vi du: Diltiazem, Verapamil va mot s6 thude nhém macrolid.
(Xem Chong chi dinh).

Str dung thén trong khi dung déng thdi voi cic thude sau

Thube chdm nhip tim, thude lam giam kali mau va mot s6 thubc macrolid sau gop phan lam kéo dai
khodng QT: Azithromycin va Roxithromycin (chéng chi dinh Clathromycin do 1a thudc trc ché
CYP3A4 manh).

Danh sach céc chét & trén 1a cdc thudc dai dién va khong ddy di.

Cac nghién ctu tuong tac duge dong hoc/duge luc hoc in vive riéng bi¢t voi ketoconazol ding
dudng uong hodc erythromycm ding duomg udng & nhitng ngudi khée manh di xéc nhan su i ché
1o rét chuyen hoa qua trung gian CYP3A4 cua domperidon gay bdi nhimg thude nay.

Khi két hop domperidon 10mg ngay udng bon lin va ketoconazol 200mg ngay hai 1an, trong thoi
gian quan sat khoang QT kdo dai trung binh 12 9,8 mili gidy, véi thay ddi tai timg thoi dlem riéng 1é
trong khoang tir 1,2 dén 17,5 mili gify. Khi két hop ubng domperidon 10mg ngiy bén 1an va
erythromycin 500mg ngay ba l4n, trong thoi gian quan sat khoang QT keo dai trung binh 1a 9,9 mili
gidy, voi thay doi tai timg thoi diém riéng 1é trong khoang tir 1,6 dén 14,3 mili gidy. Trong moi
nghién clru twong tic, cd Cmax va AUC cta domperidon ¢ trang thai 6 on dinh déu ting xap xi ba lan.
Trong nhiing nghién ctru nay, don tri liéu domperidon vai lidu 10mg udng ngay bdn lin din dén tang
khoang QT trung binh 14 1,6 mili giy (nghién ctiu ketoconazol) va 2,5 mili gidy (nghicn ctu
erythromycin), trong khi don tri liéu ketoconazol (200mg ngay hai lan) lam ting khoang QT lan lrot
12 3.8 va 4,9 mili gidy, trong khoéang thoi gian quan sat.

Twong ky cta thube
Do khéng ¢6 céc nghién ciru vé tinh fuong ky cua thude, khong trén 1an thude nay véi cac thude
khac.

TAC DUNG KHONG MONG MUON

Bang liét ké cac phan trng c6 hai

Tinh an toan ctia domperidon da dugc danh gid trong cdc thir nghiém lam sang va cac kinh nghiém
hdu mai. Cac thir nghiém lam sang trén 1275 bénh nhan bi ching khé tiéu, trao nguoc da day thuc
quan (GERD), héi chimg rudt kich thich (IBS), budn nén va ndén hodc cic tinh trang bénh ly lién
quan khac trong 31 nghién ctru mu ddi, c6 aoi chiing gia dugc. Tét ca cac bénh nhan tir 15 tudi tré
1én va duge udng it nhat 1 lidu domperidon base. Lidu trung binh hiing ngay la 30mg (khodng liéu tir
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10 dén 80mg), va thoi gian diéu tri trung binh 1a 28 ngay (tir 1 dén 28 ngay). Cac nghién ciru nay loai
trir c4c bénh nhén bj liét da day do tidu dudomg hoiic ¢ céc tridu chimg thir phat sau héa tri li¢u hodc
bi hoi chimg Parkinson.

Cac thudt ngit va tin sudt sau dugc ap dung: Rét thuong gap & 1/ '10); thudng gap (= 1/100 dén <
1/10); it gap (= 1/1.000 dén < 1/100); hiém gap (> 1/10.000 dén < 1/1.000); rit hiem gip (<
1/10.000). Néu khéng thé udc tinh tir cic thir nghiém lam sang thi duge coi 12 “Chwa r5”

— Tén sudt phan ing bt loi
Hé thong co quan = m e -
Thwong gip It gip Chua ro
Réi loan hé mién dich Phin (mg qué mén (bao
gOm soc phan vé)
R6i loan tim thén Mét ham muén tinh dyc [Kich dong
Lo lang Cang thang
Réi loan h¢ than kinh Lo mo Co giat
Pau dau Roi loan ngoai thap
R6i loan miit Con van nhan
Roi loan tim mach Loan nhip thét
(xem Cinh bdo va Dot tir do tim
Thiin frong) Kéo dai khoang QT
Xo@n dinh
Réi loan tiéu hoa Khd miéng Tiéu chay
Réi loan da va mé duéi Phét ban May day
da Ngua Phu mach
Réi loan thin va tit Bi tiéu
niéu
R6i loan h¢ sinh sin va Tiét sita Vil to & nam gidi
vi Dau va Mait kinh
Vi ting nhay cam dau
Rﬁi loan toan than va Suy nhuge
roi loan tai neoi dang
thube
Xét nghiém K&t qua bét thudng
trong kiem tra chirc
ning gan
Téang prolactin mau

Trong 45 thir nghiém str dung domperidon & muc lidu cao hon, khoang thoi gian diéu tri dai hon va
cho céc chi dinh khac nhu liét da day do tiéu dudng, tAn suft cua cac bién cb ngoai ¥ (ngoai trir Khd
miéng) la cao hon. Diéu nay 1a rit 15 rang dbi véi cic bién ¢b duoc hoc ¢o6 thé du doan trudc lién
quan dén ting prolactin. Ngoai nhiig phan lmg duge liét ké o trén, bon chdn, tiét dich & vi, vii to,
cing vii, trAm cam, ting mén cam, rdi loan tict sita, va kinh nguyét khong déu ciing da dugc ghi
nhan.

Thong bdo ngay cho bdc sy hodc dwoc sy nhitng phin vimg cd hai gip phdi khi sir dung th ude.

Bdo cdo phan @ng c6 hai
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Béo céo phéan tng c6 hai sau khi thude duge cap phép luu hanh rit quan trong d tiép tuc giam sat
cAn bang loi ich/ nguy co cia thuoc Cén bd y té cin bio céo tat ca phan img co hai vé Trung tdm
Quéc gia hodc Trung tm khu vure vé& Thang tin thudc va theo dai phan g c6 hai ciia thude.

QUA LIEU VA CACH XU TRi

Triéu chirng
Triéu ching qu:a liéu bao gbm kich ddng, rdi loan nhén thirc, co gidt, mét dinh hudéng, ngi ga va
phéan tng ngoai thap.

Piéu tri

Khong ¢6 thude giai doc dic hiéu cho domperidon.

Trong trudong hop qua lidu, cAn thue hién cdc bién phép didu tri triéu ching ngay 1ap tic. Nén theo
doi dién tdm d6 do kha nang gdy kéo dai khoéang QT.

Rira da day cling nhu dung than hoat c6 thé hiru dung. P& nghi theo dai st va diéu tri hd tro cho cac
bénh nhan. Céc thude khang tiét cholin hoic thudce diéu tri Parkinson cé thé gitp ich trong viéc kiém
sodt cac phan ing ngoai thap.

PAC TINH DUQC LUC HQC

Nhom duge ly: tang nhu dong
Ma ATC: AO3FA03

Co ché téc dung

Domperidon la chét dbi khang thy thé dopamin vai dac tinh chéng non. Domperidon khong dé dang
qua duge hang rao mau ndo. O ngudi str duﬂg domperidon, dic biét 1a ngl.rm 16n, tac dyng phy ngoal
thap rit hiém gip. nhung domperidon thac déy su tiét prolactin tai tuyén yén. Tac dong chong nén co
thé do su phoi hop ciia tac dong ngoai bién (ting van dong da day) va viéc khang thy thé dopamin tai
vung cam ung hoa thu thé CTZ (chemoreceptor trigger zone) nam @ ngoai hang rdo mau ndo & ving
kiém sodt nén ciia hanh tuy Nghxen ctru trén dong vét cho thdy néng d6 thip trong ndo, chi 15 tac
dung cta dompendon chu yeu trén céc thy thé dopamm ngoai bién.

Nghién ctru & nguoi cho thdy udng domperidon lam gia ting truong luc & thuc quan dudi, céi thién
vén dong viung hang vi ta trang va thic ddy nhanh qué trinh lam rdng da day. Thubc khéng anh
hudng 1én sy tiét cia da day.

Theo huéng dan cta ICH-E14, mdt nghién ciru k§ ludng vé khoang QT @3 dugc thue hién. Nghién
ctru ndy 13 thir nghiém kiém trimg khoa hoc bao gom thude so sanh ¢6 hoat tinh va gia duge thue
hién trén ngudi khoe manh 1én dén 80mg domperidon mét ngay, mbi ngay 4 lan 10 hoic 20mg.
Nghién ciru ndy cho thiy mét suir khac biét tbi da vé su thay dbi so véi ban dAu cia khoang QT giira
domperidon va gia dugc tinh theo gid tri trung binh binh phwong nho nhat 1a 3.4 mili gidy cho mirc
liéu 20mg domperidon 4 lin mdi ngay tai ngay thir 4. Khoang tin cdy 90% hai bén (1.0 den 5.9 mili
gidy) dd khong vuot qua 10 mili gidy. Khong c6 anh hudng 1én khoang QT lién quan vé mit 1am
sang dugc quan sat thay trong nghién ctru nay khi ma domperidon dugc dung 1én dén 80mg/ngay
(nghia I4 hon 2 1dn mic lidu t6i da duoc khuyen c40).

Tuy nhién, 2 nghién clru tuong tdc thude - thube trude day da chi ra mot vai bing ching kéo dai
khoang QT khi ding domperidon don tri li¢u (10mg 4 1An mot ngdy). Su khéc biét trung binh tuong
tmg 16n nhit vé thoi gian ciia khoang QTcF giita domperidon va gia dugce twong tmg la 5.4 mili gidy
(khoang tin ciy 95%: -1.7 dén 12.4) va 7.5 mili gidy (khoang tin cdy 95%: 0.6 dén 14.4).

Nghién etru lim sang trén tré so sinh va tré em tir 12 tudi tré xudng
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Mot nghién ciru tién ctru da trung tim, mu doi, ngiu nhién, c6 dbi chimg véi gia duge, nhém song
song, dugc thyc hién dé danh gid tinh an todn va higu qud cta domperidon trén 292 tré bi viém da
day rudt cap tinh tir 6 thang dén 12 tudi (tu01 trung binh 12 7). Ngoai d1eu tri bu murée bang dudng
udng (ORT), cac bénh nhan duge chia ngiu nhién d& ding hén dich uong domperidon liéu 0,25
mg/kg (lidu domperidon tdi da 30 mg/ngay) hodc ding gia dugc, 3 ldn m{t ngay, trong t6i da 7 ngay.
Nghién ciu nay khéng dat dugec muc tiéu chinh, d6 1a chiing minh 1ang ding két hop hdn dich
domperidon véi ORT c6 hiéu qua hon két hop gia duge véi ORT trong viée gidm ndn trong 48 giey
dau sau lan didu tri dau tién.

PAC TINH DUQC PONG HQC

Hap thu

Domperidon hip thu nhanh sau khi udng, véi néng do dinh trong huyét tuong dat duge sau khoang 1
gio. Gid tri Cmax va AUC cua domperidon tang ty 1€ voi liéu trong khoang liéu tir 10mg dén 20mg.
Quan sat thdy gia tr1 AUC cta domperidon tich liy 2 dén 3 14n voi lidu domperidon duoc 1ap lai 4
lan mdi ngay (ctr mdi 5 gid) trong 4 ngay.

Sinh kha dung tuyét @i ciia domperidon dudng udng thap (khoang 15%) do chuyén héa bude déu
manh tai thanh rudt va gan. Méc du sinh kha dung cua domperidon c6 gia tang & nguoi khoe manh
khi udng sau bita in, bénh nhén c6 vén dé vé tidu hoa nén udng domperidon trude khi in 15 - 30
phu! Giam d6 acid trong da day lam giam sy hép thu domperidon. Sinh kha dung dudng uong bi
giam néu trude dé bénh nhan udng dong thoi cimetidin va natri bicarbonat. Thoi gian dat nong dg
dinh chdm lai mot chat va AUC co phan tang I&n khi uong thude sau bita dn.

Phin bo

Domperidon duong nhu khong tich lily hay cam img chuyén hoéa cta né; sau hai tudn ubng lidu 30
mg moi ngay, ndng do dinh trong huyet tuong sau 90 phut 1a 21 ng/ml gén bing muc 18 ng/ml sau
heu dAu tién. Ti 1¢ domperidon gan két protein huyet tuong la 91 - 93%. Nghién ciru sy phin b
thube bing cach danh ddu phong xa trén dong vt cho thdy thude duge phin bd rong réi trong mé co
thé nhung ndng dd thip trong ndo. Mot lvong nho thuée di qua nhau thai & chudt.

Chuyén hoa

Domperidon trai qua qua trinh chuyén héa nhanh va nhiéu tai gan bang sir hydroxyl hoa va khir N-
alkyl. Céc thi nghiém v& chuyén hoa trén in vitro v&i cée chét e ché biét truée cho thdy CYP3A4 -

mdt dang chinh cta cytochrom P-450 ¢ lién quan dén sy khir N-alkyl cua domperidon, trong khi

CYP3A4, CYP1A2 va CYP2E] lién quan dén su hydroxyl héa nhéan thom ctia domperidon.

Thai trir
Thai trir qua nude tiéu va phan lan luot khoang 31 va 66% lidu uéng. Mt phan nhé thube duge thai
ra ngoai & dang nguyén ven (10% qua phan va xép xi 1% qua nude tiéu). Thoi gian ban hily trong
huyét twong sau khi ubng lidu don 1a 7 - 9 gio & nguoi khoe manh nhung kéo dai & bénh nhan suy
thdn nédng.

Suy gan

0 bénh nhan suy gan mic do trung binh (chi sb Pugh tir 7 dén 9, do Child-Pugh B), gia tri AUC va
Cmax ctia domperidon cao hon & ngudi khoe manh lan luot 12 2.9 va 1.5 14n. Ti 1é khong gin két tiang
25% va thoi gian ban hiy kéo dai 15 dén 23 gio. Nhimg bénh nhan suy giam chirc ning gan muc do
nhe ¢6 ndng do thude thép hon mdt chit so véi nguoi khoe manh dwa trén Cpax va AUC, khéng c6
su thay doi vé sy gan két véi protein hay thoi gian ban hiyy. Chua nghién ciru trén cée bénh nhén suy
gan nang. Chéng chi dinh ding domperidon trén bénh nhdn suy gan trung binh hodc niing
(xem Chong chi dinh).
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Suy thin

O nhitng bénh nhan suy thén ngng, do thanh thai creatinin < 30mL/min/1,73m?, thai gian ban thai
cua domperidon tang tir 7.4 dén 20.8 gio nhung néng do thude trong huyét tur;mg thap hon & nguoi
tinh nguyén khée manh. Bcu vi mot luong rit nho thuoc con nguyén ven (khoang 1%) dugce bai tidt
qua than, nén c6 thé khong cin didu chinh lleu khi uong lidu don trén bénh nhén suy than.

Tuy nhién, khi dung lidu lap lai, nén giam thn suét lidu xudng con 1 dén 2 ldn mdi ngay tiy thude
vao d ndng cua suy thin va cd thé cin giam licu.

Tré em
Khong ¢6 dir liéu duge dong hoc trén bénh nhén nhi.

QUY CACH PONG GOI

M&bi hop chira 1 vi x 25 vién nén.

BAO QUAN

Bao quéan dudi 30°C.

HAN DUNG

36 thang ké tir ngay san xuat.

TIEU CHUAN CHAT LUQNG: TCCS.
CO SO SAN XUAT

Medreich Limited. i
No.4/3, Avalahalli, Anjanapura Post, Kanakapura Road, Bengaluru 560062, An D

CO SO PANG KY
PARADIGM PHARMA (THAILAND) CO., LTD.,

No.87, M Thai Tower 15th Floor, All Seasons Place, Wireless Road, Lumphini Sub-District, Pathum
Wan District, Bangkok Metropolis, Thai Lan.



