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@ Thudc béan theo don BE C ORID ONE N ewW SPK: VD-31602-19

DE XA TAM TAY TRE EM
POC KY HPYONG DAN SU? DUNG TRUO'C KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC Si HOAC DU'Q'C Si.

Thanh phin dvgc chit:
M&i 1 ml hén dich uéng chiza:
Domperidon maleat 1,27 mg
(Tuong duwong Domperidon 1 mg)
Thanh phén ti dwge: Nipasol, nipagin, vivapur MCG, polysorbat 80, natri hydroxyd sorbitol 1ong 70%, huong dédu, huong bac ha, sucralose,
nudce RO. %oy
Dang bao ché: Hon dich uéng.
M@ ta: Hon dich udng, mau tring duc, vi ngot, hoi déing, thom mui diu/ bac ha.
Chi dinh: Becoridone New dugc chi dinh dédiéu tri tri¢u chirmg ndn va budn nén. e
Chéng chi dinh: Min cdm véi bat ky thanh phin ndo trong thudc.

- Bénhnhan suy gan trung binh va nang.

- Bénhnhin c6 thoi gian dén truyén xung dong tim kéo dai, dic biét lakhoang QT, bénh nhan cé rbi loan dién giai ré rét hoiic bénh nhan dang
c6 bénh tim mach nhu suy tim sung huyét.

- Diing ddng thoi véi cac thude kéo dai khoang QT.

- Dung ddng thoi véi cac thude e ché CYP3A4 (nhu cimetidin, ketoconazol, erythromycin) do c6 kha niing ting nguy co lam kéo dai
khoang QT tréndién tam do..

Liéu diing va cich diing: Lac k¥ tnréc khi ding.

Khéng diing qua 1 thang ké tir ngay mé nép chai. :

Liéu ding: Becoridone New chi nén sir dung liéu thip nhat c6 hiéu qua trong thoi gian ngdn nhét dé kiém soat non va budn nén.

Nén udng Becoridone New trude bira an. Néu udng sau bira an, thude c6 thé bi cham hép thu.

Bénh nhan nén uéng thudc vao thdi gian ¢ dinh. Néu bi quén mét lidu, ¢6 thé bo qua lidu 6 va tiép tuc ding thudc theo lich trinh nhu cil.
Khéng nén tingliéu gap d6i dé bu cho liéu da quén.

Theoi glan diéu tri toi da khong nén vugt qua mot tudn.

Nguoi l6m va tré vi thanh nién (tir 12 tudi tré lén va cdn nang tir 35 kg tré lén): Mi 1an 10 ml, 1én dén 3 lan/ngay vdi ligu toi da 1a 30 ml/ngay.

Tré so sinh, tré nho, tré em (dwdi 12 tuoi) va tré vi thanh nién cdn ndng dwdi 35 kg:

Lleu dung 140,25 mg/kg. C6 thé ding 3 1An/ngay véi lidu tdi da 12 0,75 mg/kg/ngay. Vi du, d6i véi tré c6 cn ning 10kg, lidu ding 14 2,5 mg,
c6 thé ding 3 lan/ngay voi lleu toidala7,s mgfngay

Bénh nhan suy gan: Becoridone New Llluﬂglbhl dinh v&i bénh nhan suy gan trung binh vanang. Khéng can higu chinh iéu d6i voibénhnhan |
suy gannhe.

Bénh nhan suy than: Do thoi gian ban thai cua domperidon bi kéo dai & bénh nhan suy than nang nén néu ding nhic lai, s6 1an dua thudc cua
Becoridone New can giam xudng con 1 dén 2 1an/ngay va hiéu chinh lidu tity thudc mirc 43 suy than.

* Luew y: Thudc ndy chi ding theo don ciia Bic si.

Cinlam gi khi mdtlin quén khong ding thude: Khi mét 1an quén ding thudc, ban nén diing liéu tiép theo nhu binh thudng.
Cinh béo va thin trong khi ding thudc nay:

Suy thdn: Thoi gian béan thai cua domperidon bi kéo dai ¢ bénh nhdn suy than néng. Trong trub’ng hop dung nhic lai, tan suat dua
domperidon can giam xuéng con 1 dén 2 lan/ngay tiy thude mirc d suy than. C6 thé hiéu chinh liéu néu can.

Tdc dung trén tim mach: Domperidon lam kéo dai khoang QT trén dwn tam do. Trong qua trinh glam sat hdu ma1 cOrat it bao cao vé kéo dai
khoang QT va xoin dinh lién quan dén sir dung domperidon. Céc béo c4o niy c6 cac yéu t6 nguy co gay nhiéu nhu rdi loan dién gidi hay cac thude
dung dong thoi.

Cac nghlen ciru dich t& cho thay domperidon ¢ thé 1am ting nguy co loan nhip thit nghiém trong hodc dot tr do tim mach. Nguy co nay cao
hon déi véi bénh nhan trén 60 tudi, bénh nhin ding liéu hiang ngay 16m hon 30mg va bénh nhan dung ddng thoi thude kéo dai khoang QT hodic
thude irc ché CYP3A4.

Sirdung domperidon véi lidu thip nhat ¢4 hiéu qua 6 ngudi 16m va tré em.

Chéng chi dinh domperidon cho nhitng bénh nhin c6 thoi gian dn truyén xung dong tim kéo dai, dic biét 1a khoang QT, bénh nhan ¢6 rbi
loan dién giai ro rét (ha kali mdu, ting kali méu, ha magnem rnau) nhip tim chdm hoac bénh nhéan dang méc bénh tim mach nhu suy tim sun
huyét do nguy co rdi loan nhip that. R6i loan dién gii (ha kali méu, ting kali mau, ha magnesi méau) hogc nhip tim cham da dugc biétdén 12 yéu to
lamtang nguy coloannhip tim.

Can ngung diéutri véi domperldﬂn va trao doi lai voi canbdy té neu co bit ky triéu chimg hay déu higu nao lién quan dén rbi loan nhip tim.

Thubc cé chira sorblltol nén béo cho Thiy thudc biét néu ban bi tic éng mat hoac suy gan ning. Bénh di truyén hiém gip khong dung nap
fructose, galactose co thé nhuin trang nhe.

Sirdung thuoc cho phu mr cd thaiva cho con bi:
Theo nguyén tdc chang, néu ban mang thai hodc cho con bu, nénxiny j kién Bdc s7 hodc Dugre siciia ban trudc khi diéu tri bang bat cie thuéc ndo.
1/ 8 dung thudc cho phy nik cé thai: Chua co dit liéu ve d6 an toan cua domperidon trén nguoi, tuy nhién sir dung thude trén dong vat da
thay thude c6 kha ndng gdy di titthai. Do vay khéng dung thudc cho phu nif mang thai.
2/Phu nit cho con bu: Dompcndon bal tiét qua sita me va tré bt me nhan dl.l.’Q’C it hon 0,1% liéu theo can ning cia me. Cac tac dung bat Lo,
dicbiétla tic dung trén tim mach vancé thé xdy ra sau khi tré bd sita me. Cin cin nhic lgi ich ctia vigc cho tré bl sitame va 1g1 ich cua viée didu tri
cho me dé quyét dinh ngimg cho con bl hay ngimg/trénh diéu tri bing domperidon. Can than trong trong trudmg hop c6 yéu td nguy co lam kéo
dai khoang QT & tré bime.
Téc djng cua lhuéc khi lai xe va viin hanh may méc: Becoridone New cd thé lam giam tap trung va gay ngu g, chong mit, mét moi. Nén than
trong néu diing thudc nay khi lai xe va vén hanh may moc.
Tuwong tic va twong Ky ciia thude: Ting nguy co kéo dai khoing QT do twong téc duge dong hoc hoiic duge lyuc hoc.

Ckfmg chidinhdiung dongthm véi céc thudc sau:
Cic thude 1am kéo dai khoang QT:
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)/ - Thubc chéng logn nhip tim nhém IA (vi dy: disopyramid, hydroquinidin, quinidin).

- Thu6c chong loan nhip tim nhom I11 (vi du: amiodaron, dofetilid, dronedaron, ibutilid, sotalol).

- Mot 56 thudc chong loan than (vi du: haloperidol, pimozid, sertindol).

- Mot s6 thude chéng tram cam (vi du: citalopram, escitalopram).

- Mot s6 thude khang sinh (vi dy: erythromycin, levofloxacin, moxifloxacin, spiramycin).

- Mt s6 thude chéng nim (vi du: pentamidin).

- Mot s6 thude diéu trj st rét (dic biét 1a halofantrin, lumefantrin).

- Mot s6 thude da day- ruét (vi du: cisaprid, dolasetron, prucaloprid).

- Mot s6 thube khang histamin (vi du: mequitazin, mizolastin).

- Mot s6 thude diéu trj ung thu (vi du: toremifen, vandetanib, vincamin).

- Mot s6 thude khac (vi dy: bepridil, diphemanil, methadon).

Chét trc ché CYP3 A4 manh (khong phy thudc tac dung kéo dai khoang QT), vi du:

- Thube trc ché protease.

- Thube chdng nam toan than nhém azol.

- Mot sb thubc nhom macrolid (erythromycin, clarithromycin vatelithromycin).

Khong khuyén cdo ding dong théivdi cdc thude sau:

Thudc irc ché CYP3A4 trung binh, vi du: diltiazem, verapamnl vamot $6 thuée nhém macrolid.

Sie dung thén trong khi ding déng thoi véi céc thuéde sau: Thude cham nhip tim, thudc 1am giam kali mau va mét sb thude macrolid sau
gép phan lam kéo dai khoang QT: aznhmmycm varoxithromycin (chong chi dinh clarithromycindola thudc rc ché CYP3A4 manh)

Danh séch cac chét ¢ trén 1a cac thude dai dién va khong day du

Do khéng c6 cac nghién ciru vé tinh tuong ky ctia thuée, khéng trgn 13n thude nay véi cac thude khac.

Téc dung khéng mong muén (ADR):

Réi loan tim mach

Chuard: loan nhjp thit, kéo dai khoang QT, xodn dinh, 4ot tir do tim mach.

Bdo cao phan zmz co hai: Bacl cdo phan (mg c6 hai sau khi lhuoc dugc cip phép luwu hinh rit quan trong dé uep tuc giam sat can bang loi
ich/nguy co cia thude. Can boy té cAn bao céo tit ca phan img c6 hai vé Trung tim Qudc gia hoic Trung tim khu virc vé Thong tin thudc va Theo
ddi phan (g c6 hai ctia thude.

Théng bdo cho Bdc sinhitng tic dung khong mong mudn gp phdi khi sir dung thuéc.

Qua liéu va cach xir tri:

Quid liéu: Qua liéu Domperidon thudng xuit hién cac biéu hién budn ngu, mét kha ning xé4c dinh phuong hudng, hji chimg ngoai thap, dic
biét hay gap ¢ tré em.

Cich xir tri: Rira da day, dung than hoat, diéu trj triéu chimg. Cac thudc khang cholinergic hoic cac thudc diéu trj Parkinson c6 kha ning
gitip kiém soat hoi chimg ngoai thap trong trudng hop qué lidu.

Trong trudng hop qud liéu, nén theo ddi dién tim d6 do c6 kha ning kéo dai khoang QT.

Dugc lyc hoc: Loai thudc: Chong non/dbi khang Dopamin.

Domperidon khang thu thé dopamin voi dic tinh chong nén 0i, dompendon khong dé dang qua dugc hang rio méu nio. 0 ngudi s dung
dompendon, dac bigtla ngum 16m, tac dung phu nhur hoi chimg ngoai thép rat hiém gap, nhlmg domperidon thic diy su tiét prolacﬂn tai tuyCn
yén. Tac dong chong non c6 thé do sy phéi hap cua tic dong ngoai bién (van dong da day) va viéc khang thy thé > dopamin tai ving cam (g hoa
CTZ (chemoreceptor trigger zone), nam & ngodi hang r40 mau ndo. Nghién ciru trén sic vét cho thiy ndng d¢ thip trong ndo, chi rd tic dung ciia
domperidon chii yéu trén cac thy thé dopamm ngoai bién.

Nghién ciru & ngudi cho thiy uong domperidon lam gia ting thoi ky co cua hang vi-ta trang, gia ting qua trinh lam romg da day va ting
truong luc co thét thuc quan duéi. Thudckhong anh huéng 1én sy tiét cia da day.

Duwogc dﬁng hoc:

Hip thu: O nhitng ngudi doi, domperidon hép thu nhanh sau khi uong, vl nong d¢ dinh trong mau dat dugc trong vong 30-60 phut. Sinh kha
dung tuyét déi cia domperidon uong 1a thap (khoang 15%) do chuyen héa ban du tai thanh rut va gan. Mic di sinh khé dung ciia domperidon
gia tang & nguoi binh thudng khi uong thu6c sau khi an, bénh nhan roi loan tiéu héanén ubng domperidon truée khi dn 15-30 phat. D6 acid trorlg
da day gidm lam anh hudng sy hap thu dompendon Kha dung sinh hoc dmmg ubng clia domperidon maleat giam néu trude d6 bénh nhan uong
cimetidin hay sodium bicarbonat. Thoi gian dat nong dg dinh sé hoi chdm va dién tich duéi dudmg cong s& hoi ting khi thude duge udng sau khi
an.

Phén bé: Domperidon duong nhur khéng tich Iy hay cim tmg chuyén hoa ciianod ,nong d6 dinh trong huyét tuong datdugc sau 90 phitla 21
ng/ml sau khi uong 30 mg/ngay trong 2 tuin thi hiu nhu tuong duong véi nong d6 dinh 18 ng/ml dat duoc sau liéu uong dau tién. Ti 1¢
domperidon gin két proteln huyet trong 14 91-93%.

Céc nghién ctru vé phan bd thude bing danh diu phéng xa cho thiy su phan bd rong rdi & cic mé, nhu ndng do thap & nio. Mot lrgng nho
thude qua dugce nhau thai & chudt.

Chuyen héa: Domperidon trdi qua qua trinh chuyén héa nhanh vi nhleu tai gan bang st hydroxyl hoa va khir N-alkyl. In vitro, thi nghiém vé
chuyén héa véi chat trc ché biét trude cho thiy CYP3A4 1a dang chinh ctia cytochrorne P-450 lién quan dén sy khir N-alkyl F.ua domperidon,
trong khi CYP3A4, CYP1A2 va CYP2EI lién quan dén sy hydroxyl hda nhén thom cua domperidon.

Thdi tri: Thai trir qua nudre tiéu va phan tuong g khoang 31 va66% lleu udn g Mot phén nho thudc dugc thai rangoai o dang nguyén ven
(10% qua phéan va 1% qua nude tiéu). Thoi gian ban hiy trong mau sau khi uong licu don la 7-9 gio ¢ ngudi khoe manh nhung kéo dai & bénh
nhén suy chirc ning thin trfim trong.

Quy céich déng gbi: Hop 01 chai x 25 ml hdn dich udng.
Hop 01 chai x 55 mlhén dich ubng.
Han diing: 30 théng ké tir ngdy san xuét.
Khong dung qué 1 thang ké tirngay mdnép chai.
Piéu kién bio quin: Noi kho, nhiét do khéng qua 30° C, tranh anh séng.
Tiéu chuén chét hrgng: TCCS

Co s sén xudt:
@ CONG TY CO PHAN DUQC PHAM BEN TRE
BEPHARCO SO 6A3 Qudc 16 60, P. Pht Téan, TP. Bén Tre, Tinh Bén Tre




