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Box of 10 blisters x 10 fablets

Pyme PELIUM

Domperidone maleate

Symptomatic treatment of vomiting and nausea

/| 1BB-170 Nguy&n Hug, Tuy Hoa,
Phu én, Vit Nam

S614 5K/ Lot - ABMMYY
Mgy SX/MIg:  Ngdy /Thing / Nam
MD/Exp.  : Nghy/Thang / Ham

SOK /VISA: XX - XXXX - XX

CONG TY CO PHAN PYMEPHARCO

Hép 10 vi x 10 vién nén
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HUONG DAN SU DUNG THUOC

Boc kj hieong dan sir dung trieée khi dimg,.
Néu can thém thong tin, xin hoi y kién bac sy. Dé xa tam tay tré em.

PYMEPELIUM

(Domperidon 10 mg)

]
THANH PHAN: M&i vién nén chira: i L /Z
Domperidon maleat tuong duong domperidon 10 mg

T diege: Mannitol, tinh bt bap. pregelatinized starch, colloidal silicon dioxid, acid stearic, magnesi stearat.
DUQCLUCHQC

Domperidon la chdt khang dopaminergic, cé tinh chat trong tir nhur metoclopramid hydrochlorid. Domperidon kich thich
nhu dng ctia dng tiéu hod, lam tang trrong lire co théit tim vi va lam tang bién dd mé rong cuia co thit mon vi sau bira in,
nhung lai khong anh hudng 1én sy bai tiét ciia da day.

DUQCDPONG HQC

Domperidon duge hip thu & dudng tiéu héa, nhung c6 kha dung sinh hoc duomg ubng thdp (& nguoi doi chi vao khoang
14%) do chuyén héa bude diu cua thube qua gan va chuyén hoa & rudt. Sau khi ubng khoang 30 phat thi dat duge ndng do
dinh trong huyét twong. Kha dung sinh hoe ctia thude sau khi udng tang 1én 1o rét néu udng thude 90 phut sau khi dn, nhung
thari gian dé dat ndng do dinh trong huyét tuong thi chdm lai, ting theo ti 1€ thudn véi lidu tir 10 dén 60 mg. Bénh nhén c6
bénh da day rudt nén ubng 15 - 30 phut trrde khi an. Hip thu cua thube giam khi pH trong da day tang.

92 dén 93% thude gén vao protein huyét trong. Thude phan bd nhiéu & td chire nhung it & ndo, nghién ciru cho théy thube
qua hang rao nhau thai & chudt.

Thude chuyén hoa rat nhanh va nhiéu nhéy qué trinh hydroxy! héa va khir N-alkyl oxy ho4. Nira doi thai trir & ngudi khoé
manh khodng 7.5 gidr va kéo dai dngudi suy chire nang than,

Domperidon dao thai theo phan va nude tiéu, chu yéu du6i dang cac chit chuyén hoa: 30% liéu ubng dao thai theo nudc
tiéu trong 24 gitr; 6% déo thai theo phan trong vong 4 ngay. Domperidon hiu nhu khong qua hang rio méu nio.
CHIDINH

PYMEPELIUM duge chi dinh dé didu tri triéu chirg nén va budn néon.

LIEU LUQNG VA CACHDUNG

Cachding:

Dung dudng udng, nén ubng PYMEPELIUM trudc bira dn. Néu ubng sau bira an, thubc c6 thé bi chdm hip thu.
PYMEPELIUM chi nén str dung liéu thip nhit ¢6 hiéu qué trong thoi gian ngdin nhét dé kiém soat noén va budn non.

Bénh nhan nén udng thude vao thoi gian ¢6 dinh. Néu bj quén 1 lidu, ¢d thé bo qua lidu dé vatiép tuc ding thude theo lich
trinh nhur cti. Khéng nén tang lidu gfp doi dé bu cho liéu da quén.

Théi gian didu tri tdi dakhéng nén vurot qua mot tudn,

Liéu ding:

Ngudi lon vé tré vi thanh nién (tir 12 tuéi trélén va can ning tir 35kg trévlén):

Vién 10 mg. liéu dung 6 thé 1én dén 3 lan/ngay, lidu tdi dala 30 mg/ngay.
Tré so sinh, tré nho, tré em (dudi |2 tuéi) vé tré vi thanh nién cdn ning dudi 35kg:

Do can ding liéu chinh xac nén dang thube vién nén PYMEPELIUM khéng thich hgp cho tré nho va tré vi thanh nién cén
ning dudi35kg.

Bénhnhan suy gan:

PYMEPELIUM chéng chi dinh vi bénh nhan suy gan trung binh va ning (xem phén Chéng chi dinh). Khong cén higu
chinh lidu d6i véi bénh nhan suy gan nhe.

Bénh nhdn suy thdn:

Do thovi gian ban thai cia domperidon bi kéo dai & bénh nhan suy than nang nén néu ding nhic lai, s6 1in ding thudc ctia
PYMEPELIUM cén giam xudng con 1 dén 2 lan/ngay va hidu chinh lidu tuy thude mirc dg suy than.

THANTRQNG

Bénhnhdn suy thdn:

Théni gian ban thai cia domperidon b kéo dai & bénh nhan suy thin ning. Trong trudmg hop dung nhic lai, tin sudt ding
domperidon can giam xudng con 1 dén 2 lan/ngay tuy thude mire d6 suy than. Co thé higu chinh lidu néu can,

Tdc dung trén tim mach:

Domperidon lam kéo dai khoang QT trén dién tam do. Trong qua trinh gidm sat hiu mai, ¢6 rdt it bao cao vé kéo dai khoang
QT va xoan dinh lién quan dén sir dung domperidon. Céc bao cao niy c6 cac yéu t nguy co gdy nhidu nhur rdi loan dién
giai hay cac thube ding dong thoi (xem muc Tac dung khong mong mudn).




Céc nghién citu dich té cho thdy domperidon ¢6 thé lam tang nguy co loan nhip that nghiém trong hofic dt tir do tim mach
(xem muyc Tac dung khong mong mudn). Nguy co nay cao hon ddi vai bénh nhén trén 60 tudi, bénh nhén ding liéu hing
ngiy 16m hon 30mg va bénh nhan ding dong thoi thube kéo dai khoang QT hogc thubc tre ché CYP3A4.

Sirdung domperidon vai liéu thdp nhat ¢6 hi¢u qua.

Chéng chi dinh domperidon cho nhitng bénh nhén rdi loan din truyén xung dong than kinh tim, dac biét 1a khoang QT,
bénh nhén ¢é rdi loan dién giai rd rét (ha kali mau, ting kali mau, ha magnesi mau), nhip tim chém hogc bénh nhéan dang
miic bénh tim mach nhu suy tim sung huyét do nguy co i loan nhip thét (xem phan Chdng chi dinh). Réi loan dién giai (ha
kali médu, tang kali mau, ha magnesi mau) hodc nhip tim cham da duge biét dén 1a yéu t6 lam tang nguy co loan nhip tim.
Cin ngimg diéu trj v6i domperidon va trao ddi lai véi can b y té néu c6 bét ky tri¢u chimg hay déu hi¢u nio lién quan dén
ri loan nhip tim.

Khuyén bénh nhéan nhanh chong béo cdo céc tri¢u chimg trén tim mach.

CHONG CHi PINH Lf},l)/
Domperidon cAn chéng chi dinh trong nhitng trudmg hep sau: g

- Bénh nhian man cam véi thanh phén cua thude.

- Bénh nhan ¢6 khdi u tuyén yén tiét prolactin (prolactinoma).

- Xuit huyét tiéu hoa, tic rudt co hoc.

- Bénh nhan suy gan trung binh va niing.

- Bénh nhan rdi loan dén truyén xung dong than kinh tim, diic biét 1 khoang QT, bénh nhén ¢6 rbi loan dién giai ro rét hodc
bénh nhan dang c6 bénh tim mach nhu suy tim sung huyét.

- Diing déng thoi vai cac thube kéo dai khoang QT (xem myc Tuong tac thube).

- Diing ddng thoi véi cae thude irc ché manh CYP3A4 (khéng phu thude tac dung kéo dai khoang QT) (xem muc Twong
tac thudce).

-Tré em dudi 12 tudi hodc ngudn 16n ¢6 can nang dudi 35kg do vién ham lugng 10 mg khong phit hop.

TUONG TACTHUOC

Céc thude khang cholinergic:

Cac thude khang cholinergic ¢6 thé tre ché téc dung ciia domperidon.
Thube khang acid. thude trc ché tiét acid:

Khi diing déng thiri véi thube khang acid, thude ire ché tiét acid nén uéng domperidon trudc bira an va phai udng cac thudc
néy sau bira @n.

Domperidon chuyén héa chinh qua CYP3A4. Dir liéu in vitro cho thy st dung dong thisi véi cée thube tre ché CYP3A4 ¢6
thé lam tang ndng do domperidon trong huyét thanh.

Tangnguy cokéo dai khoang QT do tuong tac durge dong hoe hodce duge luc hoce:

Chdng chidinh dung ddng thoi voi cic thube sau:

Cic thuée lam kéo dai khoang QT:

- Thude chdng loan nhip tim nhom 1A (vi du: disopyramid, hydroquinidin, quinidin)

- Thube chong loan nhip tim nhom 111 (vi du: amiodaron, dofetilid. dronedaron. ibutilid, sotalol)
- Mot sd thude chéng loan than (vi du: haloperidol, pimozid, sertindol)

- Motsd thude chéng trim cam (vi dy: citalopram, escitalopram)

- Motsd thude khangsinh (vi du: erythromycin, levofloxacin, moxifloxacin, spiramycin)

- Mdtsé thude khéang ndm (vi du: pentamidin)

- MOotsd thude diéu trj bt rét (dic biét 12 halofantrin, lumefantrin)

- Mot sd thude da day - rudt (vi du: cisaprid, dolasetron, prucaloprid)

- MBotsd thude khang histamin (vi du: mequitazin, mizolastin)

- Mot sd thude diéu trj ung thur (vi du: toremifen, vandetanib, vincamin)

- Mot s6 thude khéc (vi du: bepridil, diphemanil, methadon)

(xem muc Chéng chidinh)

Chatiie ché CYP3A44 manh (khong phu thude tac dung kéo dai khoang QT), vi dy:

- Thude tre ché protease

- Thude khang ndm toan thin nhém azol

- M@t sd thude nhoém macrolid (erythromyein, clarithromycin va telithromycin)

(xem muc Chf)ng chidinh)

Khéong khuyén cio diing ddng thai véi cac thube sau:

Thube tre ché CYP3A4 trung binh, vidy: diltiazem, verapamil va mot s6 thube nhom macrolid.
(xem muc Chéng chidijnh)
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Sirdung thin trong khi ding dong thdi véi cac thube sau:
Thube cham nhip tim, thube lam giam kali mau va mjt sé thube macrolid sau gép phén lam kéo dai khoang QT:
azithromycin va roxithromycin (chdng chi dinh clarithromycin do 1a thude e ché CYP3A4 manh),

Danh sach céc chit ¢rtrén 1a cac thude dai di¢n va khong diy d.

PHUNU COTHAIVA CHO CON BU

Phynitcothai:

Chua ¢ dir liéu diy du vé viée sir dung thude cho nguéi mang thai. Mot nghién ctru trén chudt cho thay dc tinh trén kha
ning sinh san & liéu cao. Chua rd nguy co trén ngudi. Do do, chi nén sir dung thude cho nguéri mang thai khi chimg minh
duge cae lgi ich cta viée didu tri.

Phu nitchocon bii:

Domperidon bai tiét qua sira me va tré ba me nhan duge it hon 0,1 % lidu theo cén ning cua me. Céc tac dung bit lgi, dic
biét 1a tdc dung trén tim mach van cé thé xdy ra sau khi tré bt sira me. Can cén nhic lgi ich cua viée cho tré b sira me va lgi
ich ciia viée diéu tri cho me dé quyét dinh ngirng cho con ba hay ngimg / tranh diéu tri bing domperidon. Cén thén trong
trong trurimg hop ¢6 yéu td nguy corlam kéo dai khoang QT értré bl mg.

ANH HUONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC )
Thude khéng anh huong hodc anh hudng khong dang ké 1&n kha nang 14i xe hofc van hanh may méc. [Lrj/\l/
TAC DUNG KHONG MONG MUON e

Roi loan hé mién dich: Rathiém giip: phan (mg phan vé bao gdm séc phan vé, phivmach, di ung* gy

Réi loan ngitiét: Hiém gap tang ndng do prolactin.

Réi loan tam than: Réthiém gap: lo du, bdn chén.
R6i loan hé than kinh: Réthiém gap: téc dung phy ngoai thép, co gidt, budn ngu, dau déu.|
Réi logn tiéu héa: Hiém gip: rdi loan tiéu héa bao gom dau bung thodng qua.
Roi loan davamé dudi da: Rathiém gip: ndi mé day, ngira, phat ban.

Réilogn hé sinh san vavii: Hiém gap: chay stra, chimg vii to & dan éng, métkinh.
Roi logn tim mach; Tén suét chua rd: loan nhip thit, kéo dai khoang QT, xoén dinh, dot tir do tim mach (xem muc Thén
trong).

Cdc nghién ciiu:

TUQ.CUC TRUONG

Rét hiém gap: bét thuomg thir nghlem chirc niing gan. P TRUON G PHONG
Domperidon cé thé lam ti’mg nong do prolactin. Trong trurdng hop hiém gap ching ting prolactin n cﬁt ﬁhélcp //p( }2 {'__

tac dung khong mong mudn trén hé than kinh-ndi tiét nhu chay sira, chirng viito ¢ dan 6ng, métkinh. 9.,‘ N
Téc dung phu ngoai thap rat hiém gap ¢ tré so sinh va tré nho, va hiém ¢6 & ngudi 16n. Céc tac dung nay tr hdi phuc hoén N j\\
toin sau khi ngimg diéu tr. kN \{iﬁ\}
Céc anh hudng khdc lign quan dén hé thin kinh trung wong nhur co gidt, lo au va budn ngt ciing rit hiém gip va duge béo ‘O Iy ,.'L'l
cdochuyéudtrénho vatréem. J. _ %,/
Thong béo cho thay thude tac dung khong mong mudn giip phai khi sir dung thude. \5*

Bao cdophaniing co hai:
Bio cdo phan img ¢6 hai sau khi thude duge cdp phép luu hanh rét quan trong dé tiép tuc giam sat can bing i ich / nguy co

cua thude. Can b y té cén bao cao tdt ca phan tng cd hai vé Trung tim Quéc gia hodc Trung tdm khu vire vé Thong tin

thude va Theo ddi phan (g ¢6 hai ctia thube.

QUALIEUVA XU TRI

Triéuchimg

Qué liu da duge bao cdo chi yéu 0 tré nho va tré em. Cée tridu chimg qué lidu bao gom lo 4u, thay déi ¥ thire, co giat, mit

phurong hudng, budn ngii va phan (mg ngoai thap.

Diéutri

Khong ¢6 thude giai doc dac hiéu, nhung trong trirong hop qua lidu, cn thye hién cac bién phap diéu tri trigu chirng ngay .
ldp tire. Rira da day va diing than hoat tinh. Theo ddi dién tim db do c6 kha nang kéo dai khoang (2 ¢én theo doi chit ché

vading cac bién phap didu tri hd tro. -
HANDUNG 36 thang ké tir ngay san xudt

BAO QUAN Noi kho, mat (dudi 30°C). Tranh dnh sang.
TIEUCHUAN  Tiéuchuin cosg.

TRINHBAY Hop 10 vi, vi 10 vién nén.




