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Each film-toated lablets contains: Domperidona 10 my. _ e |
Indications, dossage, administration and Domidone

conlralndications: Read the package leallat Inside, .
Medicinal product subject to medical prescription. Read the package leaflet befora use.

Store in the original packaging below 30 °C. Keep out of readh of chitdien,
Farm@ e

LotMo (S5 18 ): s#xax

Spedifications: In-house,
Manufactured: 3SC Farmak
Address: 74 Kyrylivska str., Kyiv, 04080, Ukraine
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Domidone

Domperidone 10 mg
Vién nén bao phim

Hop 3 vi x 10 vién nén bao phim

Chi djnh, liéu ddng, cich ding dmmdlidlm ¥em i
Chi dinh, K diog, cich ding v Domidone

mﬁcmydudu:lgUmdmthmcﬂqckvhr&agdmmdumtruﬁcHﬂqu
Bio quan lrong bao bi ban dau dudl 30° C.
Farm@

Trénh xa tim tay tré em.

Tiéu chudin chit Iifgng: Nha s3n xudt

San xuat bdi: ISC Farmalk

Dia chit 74 Kynylivska str., Kylv, 04080, Ulzaine
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Rx: Thude ndy chi ding theo don thudc .

Domidone
Vién nén bao phim

Poc ki t& hwdng din siv dung nay trude khi hit dhu ding thude

- Hay giit to huéng din sir dung ndy vi ¢6 thé ban s& cén doc lai né,

- Néu ban c6 bét ky thiic miic ndo hay hai bae sT hodic duge st cta ban.
Thudc nay duge ké don riéng cho ban, Khong duge dua cho ngudi khde ding. Piéu dé ¢o
thé gay hai cho ho, ngay cd khi ho ¢é tri¢u chimg twong tyr véi ban.

- Néu bt ki tac dung phy nio tr& nén nghiém irong, hofic néu ban gip phai tac

" dung phy khong duge ligt ké trong t& hudng dan sir dung ndy, xin hiy thong bio cho béc

sT hodc dugc si.

- Poc k§ hudng din sir dung trwde khi ding.

CONG THUC THUOC
M®i vién nén bao phim
= ¢6 chira:
' Thémh phan hoat chét: Domperidone 10 mg.
Thémh phén 1 diepe: Lactose monohydrate (200), Corn starch, Microcrystalline cellulose
(101), Pregelatinized starch, Povidone, Magnesium stearate, Sepifilm 752 Blanc

(hydroxypropylmethyl cellulose, microcrystalline cellulose, polyethylene glycol (macrogol 40),
titanium dioxide (E 171))

DANG BAO CHE: Vién nén bao phim

CHI PINH:
e Domidone duge chi dinh dé lim giam céc triéu chimg budn nén va nén.

LIEU DUNG VA CACH DUNG
Diing dudng udng.
Domidone chi nén sir dung lidu th&p ¢6 hidu qua nong thoi gian ngdn nhét dé kiém sodt non
va buén non.
Nén udng Domidone trudc bira an. Néu uong sau bita dn thude ¢6 thé b; cham hap thu.
Benh nhin nén uong thude vao thoi gian ¢6 dinh. Néu bj quén mot lleu c6 thé bo qua lidu do
va tiép tuc ding thudc theo lich trinh nh cil. Khéng nén ting liéu gip doi dé bu cho lidu da
queén.
Thoi gian diéu trj t6i da khong nén vuot qua mot tudn.
e Ngudi Ién va tré vi thanh nién (trén 12 tudi vé cén niing tir 35kg hér 1én)
Vién 10mg, cé thé dung 1én dén 3 Ianfngély, lidu 161 da 1a 30mg/ngay.
o Tré so sinh, tré nhé (dudi 12 tudi) va tré vi thanh nién cin ning dudi 35kg
Do can ding liéu chinh x4c nén céc dang thudc vién nén bao phim, vién sii, vién dan
khong thich hgp cho tré nho va tré vi thanh nién cén ning duéi 35kg.
¢ B¢nh nhén suy gan '
Domidone chong chl dinh vai bn;nh nhén suy gan trung binh va niing (xem phén chcmg chi
dinh). Khong.cin didu chmh [leu dﬁl voi hgnh nhan suy ;,an nh¢ ; :
e Bénh nhén suy thin’ : _
Do thoi gian ban thal ctia Domidone bj kéo dal & bf;nh nhan suy than nang, nén néu dung
_ nhic lai, s l4n udng thuéc ciia Domidone cén giam xudng con 1 dén 2 Imv’ngﬁy va higu

chinh lidu tiry thude vao mirc dé suy than,

CHONG CHi PINH
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Domperidone chéng chi dinh trong céc tr udmg hop sau:

5 ) X
e Min cam véi Domperidone hay bt cir thanh phan ndo ctia thude.

e U huyét yén tiét prolactin (prolactinoma).
° Dompcrldonc khong, dwge ding khi vige kich thich vin dong da day co thé gdy nguy
hiém nhu: xuat huyel tiéu hoa, tic rudt co hoe hoic thiing dudng tiéu hoa.

e N&n sau mo.

e Bénh nhan suy gan trung binh V"t niing (xem mue Duge dong hoc) .},

- @ Bénh nhén c6 thoi gian din truyén xung ddng tim kéo dai, dic bigt 1a quing QT, bénh O
nhén co 10| ‘logn dign gidi 18 rét hodic b¢nh nhin dang ¢ bénh tim mach nhur suy tim

sung huyét, \ i

e Dung dong thoi véi cac thude kéo dai quing QT (xem muc tuong tic thudce). i

o Chdng chi dinh ding déng thoi Domperidone vdi céc thude ire ché CYP3A4 do kha .-‘;;;

=1

néing lam kéo dai quang QT.

PAC TINH DUQC BONG HQC
Hip thu
0 nhitng ngudi doi, Domperidone hap thu nhanh sau khi ubng véi ndng do dinh lrong
méu dat duoe sau 30 dén 60 plmt Kha dung sinh hoc tuydt dbi cia Domperidone dudmg ho
hép (khoang 15%) la do sy chuyén héa lan diu rOng rdi trong thanh rudt va gan, Mic du sinh
- kha dyng cua Dmupeudone cé gia ting & ngudi khoe manh khi udng sau bira n, bénh nhén
¢6 bénh vé tiéu héa nén uong Domperidone, trude khi dn 15-30 pht, Néng do acid llong da
day gidam khong lam anh hwémg sy hép thu cha Dompcndonc Sinh kha dung dudng ubng cia
Domperidone khéng gidm néu h ude d6 bénh nhén udng dong thoi cimetidin hay natri
bicarbonat, Sinh kha (Il.mg ctia thude ty 1& thudn véi liéu diing trong khoang liéu tir 10mg dén
60mg. Thoi gian dat nong dd dinh s& hoi chimva AUC s& hoi ting khi duoc uén[, sau bita in,
Nong dj dulh tmnf:, huyét twong dat duoc sau 90 phat 1a 21 ng/ml sau khi uung 30mg/ngdy
trong 2 tuan thi hiu nhw twong duong véi ndng do dinh 18 ng/ml dat duge sau lidu déu tién.
P !a“!i EQ 4
Dompeudone dudng nhur khong tich Iy hay tao ra :.hu)fen héa riéng, ndng do dinh
trong huyét tuong dat dlrQ‘C sau 90 pht la 21ng/ml sau khi uong 30mg/ngay trong 2 tudn thi
hﬁu nhu twong dueng véi ndng do dinh 18ng/ml dat dwge sau lin ddu tién. Ti 1& Domperidone
gén két v6i protein huyét tmmg 12 91-93%. Ngluul ctru ciia sur phan bd bi’mg cach danh déu
phong xa trén sic vat cho lhay 1hu()c duge phan b rdng rii trong mé co thé nhung nong do
thAp hon trong ndo. O chudt, mdt sb lurong nho thude di qua nhau thai.
Chiyén héa.

Domperidone {rai qua qué trinh chuyen hoéa nhanh va nhiéu tai gan biing sy hydroxyl
héa va khir N-alkyl trong thir nghi¢m in vitro vé su chuyén héa véi chit tre ché truée cho
thly CYP3A4 1a dang chinh cta cytochrom P-450 lién quan t6i sy khir N-alkyl cia
Domperidone, trong khi CYP3A4, CYP1A2 va CYPIEI lién quan dén sy hydroxyl hoa nhén

thom ctia Dmnpéridone

Bai tié{ '

Bai tiét qua nudc tiéu va phan khnang 31-66% liéu uéng Mdt phan nho cua thude
duoc thai ra ngodi & dang khong blen doi (10% qua phén va xép xi 1% qua nuée lleu) Thei
gian ban hiy trong mau sau khi uong licu don 1 7-9 gidr & ngudi khoe manh nhung kéo dai &
bénh nhén suy chirc nang than trim trcmg

PAC TINH DUQC LUC HQC
Nhém duge ly: Thude chéng nén/dbi khéng dopamin, ma ATC: A03F A03

Domperidone khéng thy thé dopamin véi diic tinh chéng nén khdng qua duge hang
rao mau ndo. Khi sir dung Domperidone, diic biét la nguai 16n, tic dung phy nhwr hdi chimg
ngoai Ih*1p rat hiém gap, nhung Domperidone thic day sur tiét prolactin & tuyén yén. Téc
dung chéng nén ¢6 thé do sy phdi hop cia tac dong ngoai bién (vén dong da day) va vige
khang thy thé Domperidone tai cing cam tng héa hoc néim ngoai hang rao mau ndo. Nghién
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ctru trén dong vt cho tlla‘iy ndng db thép trong ndio, chi rd téc dung ctia Domperidone chi yéu
trén céc thu thé Domperidone.

Nghién citu & ngudi cho thiy udng Domperidone 1am téng thoi ky co eta hang vi - ta
trang, gia ting qud (rinh 1dm r8ng da day va ting truong lye co thit thye quan dudi. Thube
khong anh huéng 1én s tiét coa da day.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Suy thin

Thoi gian ban thai ciia Domperidone bj kéo dai & nhitng bénh nhén suy thin ngng. Trong
triomg hop ding nhic lai, tAn sudt dua Domperidone can giam xudng con 1-2 If"iw’ugz'iy, thy
thufe vao mire dd suy than, ¢6 thé higu chinh lidu néu cin.

Tdc dung lrén ti ;

Domperidone lam kéo dai quang QT trén dién tdm dd. Trong qué trinh gidm sét c6 rt it bio
cdo vé kéo dai quiing QT va xofin dinh lién quan dén str dyng Domperidone. Céc bdo cdo ndy
c6 chc yéu b nguy co gy nhidu 1di loan dién giai hay cac thubc dbng thoi (xem muc tac
dung khéng mong muén). .

Céc nghién ctru dich t& cho thiy Domperidone ¢6 thé lam ting nguy co loan nhip thét nghiém
trong hofic dot tr do tim mach (xem mye téc dyng khong mong mudn). Nguy co nay cao hon
d6i v6i bénh nhén trén 60 tudi, bénh nhan diing lidu hang ngay lén hon 30mg va bénh nhan
ding dong thoi thude kéo dai quing QT ho#c thude tre ché CYP3A4.

Str dung Domperidone véi liéu thip nhét c6 hidu qua & ngudi lon va tré em.

Chéng chi dinh Domperidone cho nhiing bénh nhan ¢ thdi gian din truyén xung dong tim
kéo dai, ddic biét la quing QT, bénh nhan c6 rdi logn dién giai rd rét (ha kali mau, ting kali
mdu, ha magnesi mau), nhip tim chiim hogic bénh nhéin dang mac bénh tim mach nhu suy tim
sung suyét do nguy co rdi loan nhip thét (xem phén chéng chi dinh). Réi loan dién giai (ha
kali méu, ting kali mau, ha magnesi mau) hogic nhip tim cham di dugc biét dén 13 yéu t6 1am
tang nguy co loan nhip tim.

Cén ngung diéu tri véi Domperidone va trao déi lai véi can bd y t& néu cb bit ky triéu chimg
hay ddu hi¢u ndo lién quan dén rdi logn nhip tim.

Khuyén bgnh nhéin nhanh chéng béo céo cde triéu chimg trén tim mach.

Rég‘ logn chirc néing gan

Vi Domperidone chuyén héa manh & gan, khong nén st dung & nhitng bénh nhan ri loan
chirc néing gan.
Sie dung than tr

Vién nén bao phim chira lactose va c6 thé khong thich hgp cho nhitng bénh nhin kém

dung nap lactose, galactose, hodc glucose/galactose.
Chi ding Domperidone khong qua 12 tuan cho ngudi bénh parkinson,

TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC
Tang nguy co kéo dai quang QT do tuong tée dwge dong hoe hoiic dwoce Iye hoc.
Chéng chi dinh dimg déng thoi véi cde thube sau
Céc thude 1am kéo dai quang QT
¢ Thubc chdng loan nhip tim nhém 1A (Vi du: disopyramidn hydroquinidin, quinidin)
e Thube chéng loan nhip tim nhém IIT (vi dy: Amiodaron, dofetilid, dronedaron,
ibutilid, sotalel) '
o Mbt s6 thude chéng loan thin (vi du: Haloperidol, pimozid, sertindol)
o MOt sb thube chéng trdm cam (vi du: Citalopram, escitalopram)
Mbt sb thube khang sinh (vi du: Erythromycin, levofloxacin, moxifloxacin,

L ]
spiramycin).
o Mot sb thube chdng ndm (vi du: pentamidin)
oMbt s6 thude didu tri st rét (dac biét la halofantrin, lumefantrin)
o M0t s6 thude da day — rudt ( vi du: cisaprid, dolasetron, prucaloprid)
o Mot sd thudc khéng histamin (vi dy: mequitazin, mizolastin)

=t
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o Mit qo thude diéu trj ung thu (v du: toremifen, vandetanib, vincamin)
o Mot sb thude khac (vi du: bepridil, diphemanil, methadon)
{Xcm muc Lhéng chi dinh)
Chit trc ché CYP3A4 manh (khong phu thude tac dyng kéo dai quiing QT), vi du:
- Thubc tre ché prolease
- Thube chfing nani todn than nhom azol
- Mot s6 thude nhom macrolid (erythromycin, clarithromyein va telithromycin)

(Xem mye chong chi dinh)

Thuﬁu trc ché CYP3A4 (rung bmh_. vi du diltiazem, verapamil va mdt s6 thubc nhém
macrolid. (Xem muc chong Chl dinh)

Sur Q ung than tror

Thudc chim nhip tim, thudc lam giam kali méu va mét s6 thude macrolid sau gop phin lam
kéo dai quang, QT: Azithromyein va roxithromycin (chéng chi dinh clarithromycin do 13
thudc itc ché CYP3A4 manh)

Cée thude khang cholinergic c6 thé ire ché tac ddng ctia Domperidone
Néu ding Domperidone cling véi cde thuoc khéng acid hoidc thude e ché tiét acid thi phai
udng Domperidone truge biva dn va phai uong cée thube khang acid hoéic thude tre ché tiél
acid sau bira #n,
Danh séch cdc chit & trén la cdc thubce dai dién va khong déy du.

SU DUNG CHO PHU NU MANG THAI VA CHO CON BU

C6 it dir ligu v vige sir dung Dompeuclone & phy nit ¢6 thai. Mt nghién ciru & (,huol dd cho
thiy ddc tinh hé sinh san & lidu djc cao. Nguy co tiém tang & ngudi chua duge biét dén. Do
do, chi ding Domperidone trong thai ky khi dénh gid va tién lugng duoc lgi ich cia viée didu

trj

Phuy nir che con bi

Dompeudone bai tiét qua sita me va tré bu me nhédn duoc it h(m 0.1% liéu theo cén nang clia
me, cac tac dung bt loi, dic bigt 1A tac dyng trén tim mach van c¢6 thé xay ra sau khi tr¢ bt
me. le cin nhéc lgi ich cia viéc cho tré b sita me va loi ich cia vige didu tri cho me dé
quyét dinh ngimg cho con bil hay ngimg/tranh diéu tri bing Domperidone. Cén thin trong
trong trudng hep céd yeu th nguy co lam kéo dai quiing QT & tré bl ime

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Domperidone khong anh hudng hogic anh hudng khéng déng ké dén kha ndng l4i xe

va vgm hanh méy mac,

TAC DUNG KH(SNG MONG MUON CUA THUOC
o R&i loan hé mlen dich: Rét hlem phéan tmg di Urng.
Réi Iogn ndi tiét: Hiém, ting ndng do prolactin
H& thén kinh: R4t hlcm tac dung phy ngoai thap
Hé tiéu hoa Hiém, rdi Io@n da day, mot bao gom rat hiém co thit rudt thodng qua.
Da va 16 chirc duéi da: Rét hiém, ndi mé day
Hr; sinh san va vii: Hiém, ting tiét sita, to vi1, vd kinh
R&i loan tim mach: Chua r3: Loan nhip thét, kéo dai quing QT, xofin dinh, dot tir do
hm mach (xcm myc canh bdo va thén trong)
Vi tuyén yén nim ngodi hang rdo mdu néo, Domperidonem co thé lam ting néng do
prolactin. Trong céc trudmg lmp hiém tang prolactin méu c6 thé din dén tac dyng phy
than kinh- néi tiét nhu: tdng tiét stra, vii to va vo kinh, Hi¢n turgng ngoai thép rit cé bit &
ngudi lon. Céce tac dung phu nay ti phyc héi hoén toan ngay khi ngimg diéu tri.
Bdo edo phdn ting c6 hai
Biéo céo plmn {mig c6 hai sau khi thude dwoc chip phép llru héanh rat quan trong dé tiép
tuc gidm sat can bing lgi fch/nguy co ciia thube. Cén b y 1€ ¢in béo céo tit ca cac phan tmg

Ay
F
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P QC{') hai vé trung tam Quac gia hofic Trung tm khu vue vé Thong tin thude va Theo dai phan

. ¢ £ A
g ¢6 hai cta thudce.

A - - ’ ” £ w o .y A
Thang bdo che bic si cic tdc dung khdng mong muon gip phii khi siv dung thuac

QUA LIEU VA CACH XU TRi

Qiia liéu duge bdo cdo chil yéu & tré so sinh va (ré nho. Cac tri¢u chimg ctia qua licu c6 thé
bao gom lo du, thay doi y thirc, co gift, mit phuong huéng, budn ngn va phan g ngoai
thap.

]

BDiéu tri
Khéng ¢6 thude gidi dic déc hi¢u cho Domperidone, nhung khi qu4 liéu, rira da day ciing nhu

st dung than hoat c6 thé htru hiéu, Dé nghi theo doi sat va diéu trj hﬁ‘trg. Céc thude khéng
tiét cholin hay thudc didu trj parkinson c6 thé gitp ich trong vige kiém sodt ede phan img

ngoai thap.

QUY CACH DONG GOI
Hgp 3 vi x 10 Vién nén bao phim

PIEU KIEN BAO QUAN _
Bio quén trong goi ban déu dudi 30 °C. Trénh xa tdm tay tré em

HAN DUNG
60 thiang

TIRU CHUAN CHAT LUQNG:
Nha sén xut

SAN XUAT BOI
JSC Farmak.
74 Kyrylivska str., Kyiv, 04080, Ukraine _



