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DOMPERIDONE TABLETS

Each tablet contains:
Domperidone BP 10 mg

B
Store below 30°C. Protect from light. s r z
Keep all medicines out of reach of children. r E E
Manufactured by: £ s 3
CADILA PHARMACEUTICALS LTD. g g
1389, Dholka - 387 810, INDIA. ZVB115B a o
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Rx Thudc ban theo don
PEDOMCAD

THANH PHAN:

M3ai vién nén chira:

Hoat chit: Domperidon BP 10 mg

Ta duoc: Lactose, tinh bdt ngd, mau Brillian blue, natri benzoat, gelatin, magnesi stearat.

DUQC LUC HQC

Nhém duge ly: Thude chdng nén/d6i khang dopamine, ma ATC: AO3F A03

Domperidon khang thu thé dopamin véi dic tinh chéng non khong qua dugc hang rao mau nio.

Khi str dung domperidon, ddc biét 12 ngudi 16n, tic dung phu nhu hgi chimg ngoai thap rat hiém

gip, nhung domperidon thic diy su tiét prolactin & tuyén yén. Tac dung chdng ndn c6 thé do su

phdi hop ctia tac dong ngoai bién (vin dong da day) va viéc khang thu thé domperidon tai cung

= cam (mg héa hoc nim ngoai hang rao mau nio. Nghién ctru trén dong vat cho thiy ndng do thip

et trong ndo, chi rd tic dung ctia domperidon chu yéu trén céc thu thé dopamin.

Nghién ciru & nguoi cho thdy udng domperidon lam ting thoi ky co cta hang vi-ta trang, gia

tang qud trinh lam rdng da day va tang truong luc co thit thuc quan dudi. Thude khong anh

huong 1én su tiét cta da day.

DUQC PONG HQC O}T
Hip thu: . /
O nhimg nguoi d6i, domperidon hép thu nhanh sau khi uéng véi ndng do dinh trong méu dat *

dugce sau 30 dén 60 phit. Kha dung sinh hoc tuyét ddi cia domperidon dudng udng thép
(khoang 15%) 1a do su chuyén héa lan du rong rii trong thanh rudt va gan. Mic du sinh kha =
dung ctia domperidon ¢6 gia ting & ngudi khoe manh khi udng sau bita dn, bénh nhén c6 bénh \
vé tiéu héa nén udng domperidon trude khi dn 15-30 phat. Nong do axit trong da day giam
khong 1am anh huéng su hp thu ctia domperidon. Sinh kha dung dudng uéng ctia domperidon
khong giam néu truéc d6 bénh nhan udng ddng thoi cimetidin hay natri bicarbonat. Sinh kha
~ dung cua thudc ty 18 thudn véi lidu ding trong khoang liéu tir 10mg dén 60mg. Thoi gian dat
ndng do dinh s& hoi cham va AUC s& hoi tang khi dugc udng sau khi an. Néng do dinh trong
huyét twong dat duoc sau 90 phiit 1a 2 1ng/ml sau khi uéng 30mg/ngay trong 2 tuan thi hau nhu
tuong duong véi nong d6 dinh 18ng/ml dat duoc sau liéu dau tién.
Phén bd
Domperidon c6 vé khong tich liiy hay tao ra chuyén hoéa riéng. Ty 1& domperidon gan két voi
protein huyét thuong 1a 91-93%. Nghién ciru ctia su phan phdi bing cach danh dau phong xa
trén stic vat cho thiy thuéc duoc phan bd rong rii trong mé co thé nhung nong do thip trong
ndo. O chudt, mot sd luong nho thudc di qua nhau thai.
Chuyén héa
Domperidon trai qua qué trinh chuyén héa nhanh va nhiéu tai gan bang su hydroxyl héa va khir
N-alkyl in vitro thi nghiém vé su chuyén héa véi chét trc ché biét trude cho thiy CYP3A4 1a
dang chinh cta cytochrom P-450 lién quan dn su khir N-alkyl ctia domperidon, trong khi
CYP3A4, CYP1A2 va CYPIEI lién quan dén su hyroxyl héa nhan thom ctia domperidon.



Thai trir

Thai trir qua nude tiéu khoang 30% liéu udng, qua phan khoang 60% liéu udng. Mot phan nho
ctia thudc duoc thai thai ra ngoai & dang khong bién dbi (10% qua phan va xip xi 1% qua nudc
tidu). Thoi gian ban hily trong méu sau khi uéng liéu don 1a 7-9 gid & ngudi khoe manh nhung
kéo dai & bénh nhan suy chlrc nang than trAm trong.

CHI PINH
Pedomcad duoc chi dinh dé diéu tri triéu chimg ndn va budn non.

LIEU LUQNG VA CACH DUNG:

Pedomcad chi nén sir dung lidu thdp nhit c6 hiéu qua trong thoi gian ngén nhét dé kiém soat
nén va budn nén.

Nén udng Pedomcad trude bira dn. Néu udng sau bita an, thude c6 thé bi cham hip thu.

Bénh nhan nén udng thudc vao thoi gian ¢d dinh. Néu bi quén 1 liéu, c6 thé bo qua lidu d6 va
tiép tuc dung thude theo lich trinh nhu cii. Khong nén tang liéu gip d6i dé bu cho liéu da quén.

Thoi gian diéu tri tdi da khong nén vuot qua mot tuan.

Nguéi I6n va tré vi thanh nién (tir 12 tudi tré 1én va cdn ndng tir 35kg tré 1én) @7
Vién 10 mg, c6 thé dung 1én dén 3 1an/ ngay, lidu t6i da 12 30 mg/ ngay.

—

Tré so sinh, tré nho, tré em (dudi 12 tudi) va tré vi thanh nién cdn ning dudi 35ke

Do can dung liéu chinh x4c nén cac dang thudc vién nén, vién sui, vién dan khong thich hgp
cho tré nho va tré vi thanh nién can néng dudi 35 kg.

Bénh nhdn suy gan

Pedomcad chdng chi dinh v6i bénh nhan suy gan trung binh va ning (xem phan chéng chi
dinh). Khong can hiéu chinh liéu déi v4i bénh nhan suy gan nhe.

Bénh nhdn suy thdn
Do thdi gian ban thai ciia domperidon bi kéo dai & bénh nhan suy thdn ndng nén néu dung nhac

lai, so 1an dua thudc ciia Pedomcad can giam xuong con 1 dén 2 lan/ngay va hi¢u chinh li€u tay
thudc mirc o suy than.

CHONG CHI PINH:

Domperidon can chéng chi dinh trong nhiing truong hop sau:

- MA&n cam vé6i domperidon hay bét ctr thanh phan nao ctia thudc.

- U tuyén yén tiét prolactin (prolactinoma).

- Domperidon khong duge dung khi viéc kich thich van dong da day c6 thé gay nguy hiém nhu:
xuét huyét tiéu hoa, tic rudt co hoc hodc thing dudng tiéu hoa.

- N6n sau mo.

- Bénh nhén suy gan trung binh va ning (xem muc Duoc dong hoc).

AN

T At



- Bénh nhén c6 thoi gian dan truyén xung dong tim kéo dai, diic biét 1a khoang QT, bénh nhan
¢6 rdi loan dién giai rd rét hodc bénh nhan dang ¢ bénh tim mach nhu suy tim sung huyét.

- Duing ddng thoi véi cac thude kéo dai khoang QT (xem muc tuong tac thude).

- Dung ddng thoi véi cac thude e ché CYP3A4 (khong phu thude tac dung kéo dai khoang QT)
(xem muc tuong tac thudc) va céac chat chong ndn e ché thu thé neurokinin-1 & néo.

NHUNG LUU Y PAC BIET VA CANH BAO KHI SU DUNG:

Suy thdn

Thoi gian ban thai cia domperidon bi kéo dai & nhiing bénh nhan suy than nang. Trong truong
hop dung nhéc lai, tin suit dua domperidon can giam xudng con 1-2 lan/ngay, tiy thudc vao
miurc do suy than, c6 thé hiéu chinh liéu néu can.

Tac dung trén tim mach J

—

Domperidon 1am kéo dai khoang QT trén dién tdm dd. Trong qua trinh giam sat hdu mai, c6 rat

it bao cdo vé kéo dai khoang QT va xo#n dinh lién quan dén sir dung domperidon. Cac béo co
ndy c¢6 cac yéu té nguy co gy nhiéu nhu réi loan dién giai hay ca thudc dung ddng thoi (xem
muc tac dung khong mong muén).

Céc nghién ctru dich t& cho thdy domperidon ¢ thé 1am ting nguy co loan nhip thit nghiém
trong hogic dot tir do tim mach (xem muc tac dung khéng mong muén). Nguy co nay cao hon
ddi v6i bénh nhén trén 60 tudi, bénh nhan dung liéu hang ngay 16n hon 30mg va bénh nhan
dung ddng thoi thude kéo dai khoang QT hozc thudc trc ché CYP3A4.

Sir dung domperidon véi liéu thap nhét c¢6 hiéu qua & ngudi 16n va tré em.

Chéng chi dinh domperidon cho nhimng bénh nhan c6 thoi gian dan truyén xung dong tim kéo
dai, dac biét la khoang QT, bénh nhan cé rdi loan dién giai rd rét (ha kali mau, tang kali mau, ha
magnesi mau), nhip tim cham hodac bénh nhan dang méc bénh tim mach nhu suy tim sung huyét
do nguy co rdi loan nhip thit (xem phan Chéng chi dinh). Réi loan dién giai (ha kali mau, ting
kali mau, ha magnesi mau) hodc nhip tim cham da duoc biét dén 1a yéu t6 lam ting nguy co
loan nhip tim.

Cén ngimg diéu tri v6i domperidon va trao ddi lai v6i can bo y té néu c6 bat ky triéu chimg hay
dau hiéu nao lién quan dén réi loan nhip tim.

Khuyén bénh nhan nhanh chong béo céo céc tri¢u chimg trén tim mach.

Roi loan chire nang gan

Vi domperidon chuyén héa manh & gan, khong nén str dung ¢ nhiing bénh nhan rdi loan chirc

nang gan.

Sir dung thdn trong trén nhitng bénh nhan khdc nhuw sau:

- Vién nén chira lactose va c6 thé khong thich hop cho nhiing bénh nhan kém dung nap lactose,

galactose, hodc glucose/galactose.
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- Chi dung domperidon khong qua 12 tudn cho ngudi bénh parkinson.

TUONG TAC VOI THUOC KHAC VA CAC DANG TUONG TAC KHAC:
Tang nguy co kéo dai khoang QT do moné tac dugc dong hoc hodc dugc luc hoc.
Chéng chi dinh dimg dong thoi véi cdc thudce sau

Céc thudc 1am kéo dai khoang QT

- Thubc chéng loan nhip tim nhém IA (vi du: disopyramidm hydroquinidin, quinidin)

- Thudc chéng loan nhip tim nhém III (vi du: amiodaron, dofetilid, dronedaron, ibutilid, sotalol)
- Mot sb thude chdng loan than (vi du: haloperidol, pimozid, sertindol)

- Mot s6 thude chdng trdm cam (vi du: citalopram, escitalopram)

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

- Mot sb thude chéng ndm (vi du: pentamidin)

- Mot sb thudc diéu tri sdt rét (dac biét la halofantrin, lumefantrin)

- Mot s thudc da day-rudt (vi du: cisaprid, dolasetron, prucaloprid)

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

- Mot sb thude diéu tri ung thu (vi dy: toremifen, vandetanib, vincamin) @—7
- Mot sb thudc khac (vi du: bepridil, diphemanil, methadon) -~
(Xem muc Chéng chi dinh)

Chat trc ché CYP3A4 manh (khong phu thudc tic dung kéo dai khoang QT), vi du:
- Thudc tre ché protease |

- Thudc chéng ndm toan than nhém azol

- M6t sb thuée nhém macrolid (erythromycin, clarithromycin va telithromycin)

(Xem muc Chéng chi dinh)

Khong khuyén cdo dimg dong thoi véi cde thude sau

Thudc trc ché CYP3A4 trung binh, vi du: diltiazem, verapamil va mot s6 thudc nhém macrolid.

(Xem muc Chéng chi dinh)

Sir dung thén trong khi ding déng thoi véi cde thude sau:

Thudc cham nhip tim, thudc 1am giam kali mau va mot sé thudc macrolid sau gop phan lam kéo dai
khoang QT: azithromycin va roxithromycin (chéng chi dinh clarithromycin do la thudc e ché
CYP3A4 manh).

Céc thudc khang cholinergic c6 thé trc ché tic dung ctia domperidon.

Néu ding domperidon cung véi céc thudc khang acid hoic thudc tc ché tiét acid thi phai uéng
domperidon trudc bira an va phai udng cac thudc khang acid hogc thudc tre ché tiét acid sau bita an.

Danh sach c4c chét & trén 1a cac thudc dai dién va khong day du.
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PHU NU CO THAI VA CHO CON BU:

Phu nit ¢ thai

C6 it dir lidu vé viéc sir dung domperidon ¢ phu nir ¢6 thai. Mgt nghién ctru & chudt dd cho théy
doc tinh hé sinh san & lidu doc cao. Nguy co tiém tang & ngudi chua duge biét dén. Do d, chi
dung hén dich domperidon trong thai ky khi danh gia va tién lugng duoc loi ich cua viée didu
tri.

Phu nir cho con bu

Domperidon bai tiét qua sita me va tré b me nhan dugc it hon 0,1% liéu theo can nang clia me.
cac tac dung bat loi, dic biét 1a tic dung trén tim mach van c6 thé xay ra sau khi tré bu sira me.
Can can nhic loi ich cua viéc cho tré ba sita me va loi ich cua viée diéu tri cho me dé quyét
dinh ngimg cho con bu hay ngimg/tranh diéu tri bing domperidon. Can thin trong trong trudng
hop ¢6 yéu t6 nguy co 1am kéo dai khoang QT & tré bu me.

TAC DUNG VOI KHA NANG LAI XE VA VAN HANH MAY MOC:
Domperidon khong gy anh hudng hay anh huong khong dang ké dén kha ning 1ai xe hodc sir
dung may moéc ctuia bénh nhan.

TAC DUNG KHONG MONG MUON:
e Roi loan hé mién dich: R4t hiém; Phan ung di ung. (D‘T

e R&i loan noi tiét: Hiém; tdng néng do prolactin. 3

e Hé than kinh: Rat hiém; tac dung phu ngoai thap.

e Hé tiéu hoa: Hiém; rdi loan da day, rudt, bao gém rat hiém co thét rudt thoéng qua.

e Davatd chirc dudi da: Rat hiém; ndi mé day.

e Hé sinh san va va: Hiém; tang tiét stra, to vu, v kinh.

e RGi loan tim mach: Chua rd: loan nhip that, kéo dai khoang QT, xo#n dinh, dot tir do tim
mach (xem muc Canh bdo va than trong).

Vi tuyén yén ndm ngoai hang rao méau ndo, domperidon c¢6 thé lam ting ndng do prolactin.

Trong cac truong hop hiém ting prolactin mau cé thé din dén tac dung phu than kinh-noi tiét

nhu: tang tiét sira, v to va vo kinh. Hién tuong ngoai thap rat ca biét & ngudi 16m. Céc tic dung

phu nay tu phuc hdi hoan toan ngay khi ngimg diéu tri.

Bdo cdo phan ieng co hai

Béo cdo phan tng c6 hai sau khi thudc duge cap phép luu hanh rét quan trong dé tiép tuc giam
sat can bang loi ich/nguy co cuia thube. Can bd y té van bao cdo tat ca phan tmg c6 hai vé Trung
tam Qudc gia hodc Trung tam khu vuc vé Thong tin thudc va Theo doi phan tng c6 hai cta
thubc. ' '
Théng bdo cho bdc si cdc tac dung khong mong mudn gdp phii khi si dung thuéc.

QUA LIEU VA CACH XU TRIi:
Trong trudng hop qua lidu, can thuc hién cic bién phap diéu tri triéu ching ngay 1ap tirc. Nén
theo ddi dién tam dd do c6 kha nang kéo dai khoang QT.
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Triéu chimg cta qua lidu bao gdm: budn ngl, mat phuong huéng va phan (g ngoai théap.

Piéu tri: Khong c6 thude giai doc dic hiéu cho domperidon, nhung khi qua liéu, rira da day
cing nhu sir dung than hoat ¢6 thé hitu hiéu. D& nghi theo dai sat va diéu tri hd trg. Cac thude
khéng tiét cholin hay thudc diéu tri parkinson c6 thé gitp ich trong viéc kiém soat cac phan {mg
ngoai thap.

Bio quén: Nhiét 6 dudi 30°C. Tranh anh sang.
Poéng géi: Hop 10 vi x 10 vién
Han dung: 48 thang ké tir ngay san xuét.
Tiéu chun: Nha san xuét.
Dé thubdc xa tAm tay tré em va giir nguyén bao bi.
Poc ki hwéng din sir dung trirée khi dung.
Thubc ké don.
Khong dwge ding khi chwa ¢6 ¥ kién ciia thay thudc. @_7

SAN XUAT BOI: -
CADILA PHARMACEUTICALS LTD
1389, Trasad Road, Dholka — 387810, District: Ahmedabad, Gujarat state, An bo.

TUQ. CUC TRUONG
P.TRUGNG PHONG

/@w ye: n M ?{5; M ung




