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Rx: Thubc nay chi ding theo don thude
CINET

118n dich udng CONG TY
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Poc ki t hwéng din siv dung nay trwde khi bit ddu dang thude
Hay giit t& hudng din str dung nay vi c6 thé ban sé& can doc lai nd,

- Néu ban c6 bt ky thdc méc nao hay hoi bac si hoiic dugc si cia ban.
Thudc nay dwge ké don riéng cho ban. Khéng diwge dua cho ngudi khac dung. Didu d(’) co
thé gay hai cho hg, ngay ca khi ho c6 triéu chitng twong fur vai ban.

Néu bht ki tac dung phu ndo trd nén nghiém trong, hoic néu ban gip phai (ac
dung phu khong duoc lidt ké trong & hudng din stir dung nay, xin hay théng bio cho bac
si hodic drgce si.

Poc k§ hudng dan sty dung trrde khi ding.

TIIANH PHAN CONG THUC THUOC

Mai m! hdn dich udng ¢b chia:

Thanh phén hoat chdf: Domperidon 1mg/ml.

Thanh phdn 1 dwge: Microcrystalline cellulose (+ Carboxymethylcellulose sodium), Methyl
parahydroxybenzoate, Propyl arahydroxybenzoate, Sorbitol solution 70%, Saccharin sodium,

Polysorbate 20, Nude tinh khiét.
DANG BAO CHI: Hn dich ubng

CI1i PINH:
o Cinct dugc chi dinh dé diéu tri chitmg nén va budn non.

LIEU DUNG VA CACH DUNG
Cinct chi nén st dung lidu thip nhét c¢6 hiéu qua trong thoi gian ngdn nhét dé kiém sost non
va budn ndn.
Ding dudmg udng: Nén udng hdn dich Cinet truéc biva an. Néu ding sau biva 2n thude co thé
bi cham hép thu.
Bé¢nh nhan nén uong vao thoi gian ¢ dinh. Néu bj quén mdt Ileu co thé bo qua lidu dé va
tiép tye dimg (hude theo lich trinh nhu cii. Khéng nén ting liéu gap d6i dé bu cho lidu di
quén.
Thai gian diéu trj (51 da khong nén virgt qué mot tudin:
Nguoi 1on va 1ré vi thanh nién (tic 12 tudi tré 1én vi cin ndng tir 35 kg trd 1én);

10 mi (hodic 1 mg/ml hén dich néng) Ién dén 3 lan 1 ngay véi lidu t&i da 1a 30

mil/ngay.
Tré sor sinh, tré nhé, tré em (duoi 12 tuo:) val tré v; thanl nién cin ning dudi 3§ lfg
Liéu dlmg la 0.25 m;,/kg C6 (hé ding 3 lan | ngay v lidu tdi da 1a 0.75 mg/kg mdi ng'ly
Vi dy, déi v&i tré c6 can niing 10 kg, lidu ding 14 2.5 mg, ¢6 1hé ding 3 Ian/ngay véi lidu toi
da 1a 7.5 mg/ngay.
Nén ubng donperidon trirde bita dn/trée khi cho &n. Néu ubng sau khi an, thude co thé bi
cham bap thu.
Bf;nh nhiin suy gan: Cinet chong, chi dinh v&i bénh nhén suy gan trung binh va néing (xem
phin chdng chi dinh). Khéng can higu chinh lidu ddi v&i bénh nhan suy gan nhe.
Bénh nhén suy ¢thiin: Do (hévi glan ban thél ctia domper ldon bi kéo dai & bénh nhén suy thin
ngng nén néu dung, nhc lai, sb 1an dua thude cia Cinet cAn giam xudng con 1 dén 2 lan/ngay
va hidu chinh lidu thy thude mire do suy thén.

CHONG Clll PINH
Domperidon can chong, ; chi dinh trong nhlrng, trudng hop sau:
e M3an cam véi Domperidon hay bt cir thanh phin no cia thude.
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e U huydl yén tiét prolactin (prolactinoma).

¢ Domperidon khong dwgce ding khi vige kich thich vén dng da day céd thé gdy nguy
hiém nhu: xuét huyét tiéu héa, tic ruét co hoc hagic thing dudmg tidu hoa,

o Nousau md.

e Bénh nhén suy gan trung binh va néing (xem myc Duge dng hoc).

o Bénh nhén cé thai gian dan truyén xung déng (im kéo dai, dic biét 1a khoang QT,
bénh nhin c6 rbi Joan dién giai rd rét hodc bénh nhan dang cé bénh tim mach nhu suy
tim sung huyét.

» Dung dbng (hdi vé6i cac thude kéo dai khoang QT (xem myc tirong téc thude).

o Duing ddng thoi véi cac thude tic ché CYP3A4 (khong phy thude tac dung kéo dai
khoang QT} (Xem muc tuong tic thude).

CANII BAO VA THAN TRONG KHI DUNG THUOC

‘Thén trong khi ding

Han dich udng chia sorbitol va c6 thé khéng phd hop v6i bénh nhan khdng dung nap
sorbitol.

Str dung trong thoi gian cho con bi

e Téng luong Domperidon bai tiét gua sira me dyr kién it hon 7 microgram/ngay & lidu
didu tri cao nhét, Chua biét lidu c6 hai cho tré so sinh khéng. Do d6, khéng nén ding
hén djch Domperidon & cdc ba me dang cho con ba.

Str dung cho tré so sinh

e Téc dung phu 1én hé than kinh thi it gap. Vi chive ning chuyén héa va hang rao mau
nfio chura phat trién hoan chinh trong nhitng thang dau doi, nguy co tde dung phu thin
kinh cao hon & tré nho. Do d6, lidu dung phai duge xdc dinh chinh xac va theo déi
chéit ché.

e  Qua lidu co thé gay ra céc triéu chimg ngoai (thdp & tré em, nhung cic nguyén nhén
khac cling nén duge xem xél.

Ri loan chire nang gan

¢ Vi Domperidon chuyén hiéa manh & gan, khong nén st dyung & nhitng bénh nhan 1di

loan chive niing & gan.
Suy than

o Thai gian ban thai coa domperidon bi kéo dai & bgnh nhdn suy thin néing . Trong
trodng hop dung nhic lai, tAn xudt dua domperidon can giam xudng con | dén 2
An/ngay tay thude mire d¢ suy thin. C6 thé hiéu chinh licu néu cén.

Tac dung trén tim mach

o Domperidon fam kéo dai khoang QT trén dién tAm dd. Trong qua trinh gidm sdt hau
mai, ¢6 rat it bdo cdo v& kéo dai khoang QT va xodn dinh lién quan dén st dung
domperidon. Céc bdo cédo ndy c6 cac yéu t& nguy co gdy nhidu niur rdi loan dién giai
hay cdc thude ding déng thai (xem muc tac dung khéng mong mudny),

»  Céc nghién eira dich 8 cho thiy domperidon cé thé lam tang nguy co loan nhip that
nghiém trong hodc dt tir do tim mach (xem mue tdc dung khéng mong mudn), Npuy
co nay cao hon dbi véi bénh nhan trén 60 tudi, bénh nhan ding liéu hing ngay lén
hon 30 mg va bénh nhan dung ddng thai thude kéo dai khoang QT hodc thude e ché
CYP3A4.

e Sir dung domperidon vai lidu thip nhit cé hiéu qua & ngudi ldn va tré em,

e Chdng chi dinh domperidon cho nhitng bénh nhan cé thoi gian din truyén xung dong
tim kéo dai, dic biét l1a khoang QT, bénh nhan co ¢di loan dién gidi rd vét (ha kali mau,
tiang kali méau, ha magnesi mau), nhip tim cham hodc bénh nhan dang méc bénh tim
mach nhur suy tim sung huyét do nguy co réi loan nhip thiat (xem phén chéng chi
dinh). Réi loan dién giai (ha kali méu, tang kali méu, ha magnesi mau) hogic nhip tim
cham dé duoc biét dén 14 yéu td [am tang nguy co loan nhip tim.
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o  Can ngimg diéu tri véi domperidon va trao doi lai voi can by y 18 néu co6 bat ki trigu
chimg hay dau higu nao lién quan dén r6i loan nhip tim.
¢  Khuyén bgnh nhan nhanh chong bao céo cace triéu chirng trén tim mach.

3 DUYNG CHO PHY NU MANG THAI VA CHO CON BV

Phu nit co thai:
Cé it diy liéu vé viée sir dung Dompenclon & phu nit ¢6 thai. Mt nghicn ci & chudt

da cho lhay doc tinh hé sinh sén & lidu doc cao. Nguy co tiém lang & ngudi chira duge biét
dén. Do do, chi ding Domperidon trong thai ky khi ddnh gid va lién lugng duge 1gi ich cia
viée didu trj.

Phy it cho con bit:

Domperidon bai tiét qua stta m¢ va tré bi m¢ nhén duge it hon 0.1% lidu theo can
ndng ctia me. Cac tac dung bat loi, dac bidt 12 tac dung trén tim mach vén co thé xay ra sau
khi tré bu siva me. Can cén nhic loi ich cia viée cho (ré b sita me va loi ich cia vige didu trj
cho me dé quyét dinh ngimg cho con ba hay ngimg/tranh didu trj bing domperidon. Cén than
trong trong cac trudng hop ¢é yéu 16 nguy co lam kéo dai khoang QT & tré bu mg.

ANH HUONG CUA THUOC LEN KHA NANG LAl XE, VAN HANH MAY MOC
Domperidon khong anh hudng hojic anh hudng khong dang ké dén kha nang 14i xe va

vin hanh mdy méc.

TUONG TAC TIIUOC VA CAC DANG TUONG TAC KHAC

Con dudmg chuyén hoa chinh Domperidon théng qua CYP3A4. Dit lidu in vitro cho
lhéy str dung két hop voi cac thude dc ché dang ké enzym nay c6 thé lam tiang ndng do
Domperidon trong huyét twong,

Nghién ciu tuong tac duge lye hoc/dong hoc riéng r& trong in vivo véi keloconazol
hoiic 1én erythromycin dimg dudng ubng & nhitng ngudi khée manh dé chiimg 16 ring c6 mot
sy e ohé 18 1ét 1én CYP3A4 chuyén héa Domperidon qua trung gian chuyén hoa lan déu cia
nhiing thudc nay.

Viée ding két hgp Domperidon 10mg duomg udng 4 1an/ngdy va ketoconazol 200mg
2 la/npay, kéo dai QTc trung binh 9.8 mili gidy di duge ghi nhan (rong théi gian theo dbi,
véi nhiing thay ddi tai nhimng thoi diém tiéng 1& dao dong trong khoang 1.2 dén 17.5 mili
g:ay Viée dung két hop Domperidon 10mg 4 lam‘n[-,ay véi elylhlomycm duomg udng S00 mg
3 lan/ngay, kéo dai quﬁng QTc trung binh 9.9 mili gidy trong thoi gian theo dai, vdi nhung
thay ddi tai thai diém riéng 1& dao dong trong khodng 1.6 dén I4 3 mili gidy. Ca hai gid tr
Cmax va AUC cia Domperidon & trang thai on dinh ting 1én xap xi 3 lan trong mm nghién
ciru trong tac nay. Trong nhitng nghién ciru ndy don (rf liéu Domperidon dudng udng 10mg 4
lAn/ngay dAn 6 tang QTe tung binh 1.6 mili gidy (nghién citu ketoconazol) va 2.5 mili gidy
(nghién ctru erythvomycin), trong khi don tri liéu ketoconazol (200mg 2 1An/ngay) din téi
tang QTc 3.8 va 4.9 mili gidy, trong thdi gian theo doi.

C6 thé dimg Domperidon ciing vai cac thude gidi lo

Cée thude khang cholinergic ¢ thé e ché tac déng cua Domperidon, Néu bude phai
ding két hop vai cac thude nay thi co thé ding atropin sau khi da udng Domperidon.

Néu ding Domperidon cing véi cée thude khang acid hodic thude tre ché 1ict acid thi
phai uéng Domperidon trwde biva dn va phai udng cac thude khang acid hofic cc thude vic
ché tiét acid sau bita an.

Tang nguy co kéo dai khoang QT do twong tac dugc dong hoc hodc duge lue hoc.
Chéng chi dinh ding déng théi véi cdc thube san:
Céc thude 1am kéo dai khoang QT
Thude chéng loan nhip tim shém TA ( vi dy: disopyramid, hydroquinidin, quinidin)
- Thube chéng loan ohip tim nhém T ( vi dy: amiodaron, dofctilid, dronedaron,
ibutilid, sotalol).



- Mdt sb thubc chdng loan than ( vi dy: haloperidol, pimezid, sertindol).
- Mot sé thude chdng trdm cam ( vi duy: citalopram, escitalopram)
Mot sb thube khang sinh  ( vi dyu: erythromycin, levofloxacin, moxifloxacin,
spiramycin).
M6t s6 thude chéng ndm ( vi dy: Pentamidin)
Mot sb thude didu trj sbt rét (dac biét 1a halofantrin, lumefantrin)
Mot s6 thude da day — rudt (vi dy: cicaprid, dolasetron, prucaloprid)
- MOt s6 thude khéng histamine (vi dy: mequitazin, mizolastin)
Mot sé llméc didu tri ung tha ( vi du: toremifen, vandetanib, vincamin)
Mot s thubc khéc ( vi du: bepridil, diphemanil, methadone)
(Xem myc chéng chi dinh)
Chét (rc ché CYI’3A4 manh (khéng phuy thudc tic dung kéo dai khoang QT), vi du:
Thube Gc ché protease
Thude chén;, nam toan than nhém azol
Mot so thude nhém macrolid (erythromyein, clarithromyein va telithromycin)
(Xem myc Ch()ll[, chi dinh)
thmg khuyen cdo dimg dong thoi véi cde thube sau:
Thube e ché CYP3A4 trung binh, vi dy: diltiazem, verapamil vd mdt 6 thubc nhéom
macrolid.
(Xem myc chdng chi dinh)
Sir dung thin trong khi dang ddng thoi véi cdc thude sau:
Thudc chdm nhip tim, thudc lam giam kali mau va mot so thube macrolid sau gép phén Lam
kéo dai khoang QT: Azithromycin va roxithromycin (chéng chi dinh clarithromycin db 1a
thubc (rc ché CYP3 A4 manh)
Danh sach cdc chét & trén 13 cac thudc dai dién va khong ddy du.

TAC DUNG KHONG MONG MUON CUA THUOC
Tan suﬁt sau ddy duoc st dung dé md ta sy xuat hi¢n céc tac dung khdng mong muén
Rat pho bién (>1/10); phd bién (>l/ 100 den <1/10); khéng phd bién (>1/1 000 dén
<1/100); hiém (=1/10.000 dén <1/1.000); R4t hiém (<1/10.000); khéng biét (khong thé wéc
tinh tir di¥ liéu ¢6 sin).

e Réi loan hé midn dich: Rt hiém, phan tmg qua mén bao gdm sbc phan v&, phit mach
va phén g di tng.

R6i loan noi tiét: Hiém, ting ndng dé prolactin

Réi loan hé tam {han; Rét hiém, lo au, bdn chidn

R&i loan hé tam than: R4t hiém, vdi loan ngoai thap, co giat, budn ng, dau dau.

R&i loan hé tidu héa: Hiém, rdi loan hé tiéu héa, bao g6m vat hiém khi xay ra dau
bung thoang qua

Réi loan da va td chirc dudi da: Rét hiém, mé day, ngita, phat ban

Réi loan hé sinh san va vit: Hiém, tang tiét sfta, to vi, vo kinh.

Xét nghiém: Rt hiém, kiém tra chirc nang gan bat thudng

Hé tim mach: Nguy co loan nhip thét nghiém trong hogc dot tir do tim mach cao hon &
nhirng bénh nhan ding liéu hing ngay iém hon 30mg va bénh nhén (rén 60 tudi

o R&i logn tim mach: )

Chua 15: loan nhi¢p that, kéo dai khoang QT, xodn dinh, dot tr do tim mach (xem
myc canh bao va thin trong)

Vi tuyén yén ndm ngodi hang rao méu nfo, Dompcudon cb thé lam (#ng ndng dd
prolactin. Trong cac luromg hop hiém tang prolactin mau ¢é thé dan dén tac dung phu than
kinh- n(*n tiét nhu: téng tiét stta, vi to, v6 kinh.

Réi loan ngoai thap rat luem khi xdy ra & (ré so sinh va tré nho, dic biét 1a & ngudi lon.
Céc tac dyng phy nay tu phuc hoi hoan toan ngay khi ngimg didu tri.

Cac énh hudng khac lién quan dén hé than kinh trung wong nhu co gidt, kich ddng va
budn ngd rét hiém khi x4y ra va béo cdo chii yéu & tré so sinh va té nhé.

Bdo edo phan wng 6 hai:



Bdo céo phan ting ¢6 hai sau khi thudc dugce cip phép llru hanh vt quan trong dé tlep tuc
piam sat cin bing I01 wh/nguy co cta thude. Can b y & can béo c4o tat ca cac phan img cé
hai v& Trung tAm qudc gia hodic trung tim kbu vire vé Théng tin thude va theo déi phan itog

c6 hai coa thude.

QUA LIEU VA CACH XU TRi

Tugu chitng
Qua Ileu dwge bao cdo chi yéu & teé so sinh va tr¢ nho. Cac tr igu chitng cua qua lidu c6 thé
bao gdm lo fu, thay ddi ¥ thirc, co gift, mat phawrong huéng, budn ngd va phan tng ngoai
thép.

Digu Digu irj
Khdng c6 thube gidi doc dic hiéu cho Domperidon, ning khi qua lidu, rita da day cung nhe
st dung than hoat ¢6 the hiru higu. P& nghi theo d3i sat va didu tri hd trg. Céc thude khz‘mg
tiét cholin hay thube diéu trj parkinson c6 thé gitp fch trong viée kiém soat cdc phan {mg
ngoai thap.
Trong trwong hop qzué liéu, can thre hign céc bién phap dién tri (riéu chimg ngay l4p tirc. Nén
theo doi dién tAm do do ¢6 kha ning kéo dai khoang QT.

PAC TiNH DUQC LUC HQC

Nhém duge 1y: Thude chdng ndn/déi khéng dopamm mi ATC: AO3F A0Q3

Dompeudon 14 chdt khéng dopamin, ¢é tinh chét lerI‘lg, tw nhy metoclopramid hydroclorid.
Do thubc hdu nhw khoéng co tac dyng [én céc thy thé dopamin & nfio nén Dompe:ldon khong
anh hudng 1€n 1am than va than kinh, Domperidon kich thich nhu djng cva ong tiéu hoa, lam
ting truong lye co thit tim vi va lam tang bién d86 mé long cla co thit mén vi sau biva an,
nhung lai khong anh hudng 18n sy bai tiét cha da day. Thudc ding dé diéu tri triéu chiing nén
va nén cip, ci budn ndn va ndn do dimg levodopa hodic bromocriptin & ngudi bénh Parkinson

DAC TiNII DUQC BONG HQC
Hdp thu

G nhiing ngudi d0|, Domperidon hp thu nhanh sau khi uong véi nong dé dinh trong
méu dat duge sau 30 dén 60 phit. Kha dyng sinh hoc tuygt ddi chia Domperidon dwang hd
hép (khoang 15%} & do s chuyen héa lan dau rgng réi trong thank ruft va gan. Mac du sinh
kha dung, cha Dompel ldon ¢6 gia ting & ngudi khde manh khi ubng sau bita &n, bénh nhén cé
bénh vé tidu hoa nén udng Dompetidon, trwde khi an 15-30 phat. Nong d6 acid trong da day
giam khdng lam anh lnr(’mg s hép thu cia Domperidon. Sinb kha dung dudng udng cia
Domperidon khong gidnt neu trwde dé6 bénh nhan ubng déng thoi cimetidin hay natri
bicarbonat, Thén gian dat néng dd dinh s& hoi chim va AUC s hoi tang khi duge udng sau

biva &n.
Phén bd
Dompeudon dudng nhu khong tich 13y hay tao ra chuyen héa riéng, ndng do dinh
trong huyét trong dat duge sau 90 phut ta 21ng/ml sau khi uéng 30mg/ngay trong 2 tuan thi
lnu nhu tuong dirong vél ndng d dinh 18ng/ml dat duge sau lan dau tién. Ti 1§ Domperidon
gén k&1 v6i protein huyét tuomg fa 9] -93%. Nghién ciru clia sy phén bd béng cach danh diu
phdng xa trén sitic vt cho thay thudc dwoc phén bd rdng 13i trong mé co thé nhung ndng dd
thdp hon trong ndo. G chudt, mdt s6 lwgng nho thude di qua nhau thai.
Chuvén héa

Domperidon trai qua qua trinh chuyen [10’1 nhanh va nhiéu tal gan bang sit hydroxy!
hoa va khir N-alky! trong thir nghiém in vitro vé sy chuyén héa véi chéi (e ché trwée cho
thdy CYP3A4 1a dang chinh cua cyloclnom P-450 lién quan 161 sy khir N-alkyl coa
Domperidon, trong khi CYP3A4, CYPIA2 va CYPIE] lién quan dén sy hydroxyl héa nhan
thom cia Domperidon
Bai tigt

Bai tiéi qua nuoc tidu va phén khoang 31-66% fidu ubng. M6t phan nho cua thude
duoc thai ra ngodi & dang khéng bién ddi (10% qua phén va xAp xi 1% qua nwdc tiéu). Thoi
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gian ban hiy trong méu sau khi udng lidu don 12 7-9 gi¢ & ngudi khoe manh nhung kéo dai &
bénh nhan suy chirc nang thin trdm trong.

QUY CACH DONG GOI
Hop 1 19 200ml

PIEU KIEN BAO QUAN
Bao quéan duéi 30 °C.
Déng kin ndp chai khi sir dung

HAN DUNG
36 thang

TIRU CHUAN CHAT LUQNG:
Nha san xuét

SAN XUAT TAI BODAONHA BOI
FARMALABOR - PRODUTOS FARMACEUTICOS, S.A.
Zona Industrial de Condeixa-a-Nova 3150-194 Condeixa-a-Nova, Portugal




