DOMPERON SUSPENSION
Hon dich uéng Domperidon

THANH PHAN
MBbi lo chira:
Domperidon BP 30mg

Ta dugc: Dudng, gdm xanthan, methyl parapen, propyl parapen, dinatri EDTA, acid citric monohydrat,
natri hydroxid, mau ponceau 4R, glycerin, propylen glycol, tinh dau dira, huong vani, nude tinh khiét.

DUQC LUC HQC

Nhém duge ly: Thude chdng noén/ddi khang dopamin, ma ATC: AO3F A03

Domperidon 14 chit khang dopamin, c6 tinh chat tuong tu nhu metoclopramid hydroclorid. Do thude
hau nhu khéng ¢6 tac dung 1én céc thu thé dopamin ¢ ndo nén domperidon khéng cé anh huc’mg l1€n tam
than va than kinh. Domperidon kich thich nhu dong ctia Ong tiéu héa, lam ting truong luc co thit tim vi
va lam tang bi€én dd md rong cua co thit mon vi sau bita an, nhung lai khong anh huong 1én su bai tiét ctia
da day. Thudc dung dé diéu tri triéu chimg budn nén va nén cép, ca budn ndn va non do dung levodopa

hodc bromocriptin & ngudi bénh Parkinson.

DUQC PONG HQC @j

e Hip thu

O nhitng ngudi d6i, domperidon hép thu nhanh sau khi uéng véi ndng d6 dinh trong méu dat duoc
sau 30 dén 60 phut. Kha dung sinh hoc tuyét déi ctia domperidon dudng udng thip (khoang 15%) la do su
chuyén héa lan dau rong rii trong thanh rudt va gan. Mic du sinh kha dung ctia domperidon c6 gia ting &
ngudi khoe manh khi ung sau bita in, bénh nhan ¢6 bénh vé tiéu héa nén uéng domperidon trude khi an
15-30 phat. Nong 6 acid trong da day giam khong 1am anh huong sy hap thu ctia domperidon. Sinh kha
dung duong ubng ctia domperidon khong giam néu trude d6 bénh nhan udng dong thoi cimetidin hay natri
bicarbonat. Thoi gian dat ndng do dinh s& hoi cham va AUC s& hoi tang khi dugc udng sau khi an.

e Phan bb

Domperidon duong nhu khong tich lily hay tao ra chuyén héa riéng, ndng do dinh trong huyét tuong
dat duoc sau 90 phut 1a 21ng/ml sau khi uéng 30mg/ngay trong 2 tudn thi hau nhu twrong duong véi ndng
d6 dinh 18ng/ml dat duoc sau lidu dau tién. Ti 1é domperidon gén két vai protein huyét twong 1a 91-93%.
Nghién ctru cua su phan b bing cach danh dau phong xa trén stic vat cho thdy thudc dugce phan b rong
rdi trong md co thé nhung ndng do thip trong ndo. O chudt, mot s6 lugng nho thude di qua nhau thai.

e Chuyén héa

Domperidon trai qua qué trinh chuyén héa nhanh va nhiéu tai gan bang su hydroxyl héa va khir N-
alkyl trong thur nghiém in vitro vé su chuyén hoa véi chét tic ché biét trude cho thdy CYP3A4 la dang
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chinh ctia cytochrom P-450 lién quan dén su khir N-alkyl ctia domperidon, trong khi CYP3A4, CYP1A2
va CYPIEI lién quan dén su hyroxyl héa nhan thom ctia domperidon.

e Thai trwr

Thai trir qua nudc tiéu va phan khoang 31 — 66% lidu uéng. Mot phin nho cua thude duge thai ra
ngoai & dang khong bién dbi (10% qua phan va x4p xi 1% qua nudc tiéu). Thoi gian ban hiy trong mau
sau khi udng liéu don 1a 7-9 gid & nguoi khée manh nhung kéo dai & bénh nhan suy chtc ning than trim
trong.

CHI PINH

Liéu hang ngay tdi da ctia domperidon 1a 80mg/ngay.

Nén sir dung domperidon vé&i mirc lidu thip nhat c6 hiéu qua & ngudi 16n va tré em. Trong trudng hop
can thiét, c6 thé tdng lidu dung domperidon dé dat dugce hiéu qua diéu tri, tuy nhién loi ich cua viéc tang
liéu phai vuot trdi hon so véi nguy co c6 thé xay ra.

e Ngwoilon: Lam gidm su budn ndn va ndn, cam giac déy bung, khé chiu thugng vi va ¢ chua.

o Tré em: Lam gidm sy budn ndn va non.

LIEU LUQONG VA CACH DUNG @1
Dung dudng udng. B
Nén udng hdn dich domperidon trude bira &n 15-30 phit. Néu diing sau bita an, sy hap thu thude c6 thé bi
cham lai.
Thoi gian diéu tri bat dau 1a 4 tuan. Bénh nhan nén duoc danh gia lai sau 4 tudn diéu tri va viéc can thiét
tiép tuc diéu tri.

e Nguoi I6n va thiéu nién (trén 12 tuéi va cdn ning tie 35kg tré 1én)

M3i 14n 10 ml dén 20 ml (hdn dich uéng domperidon 1 mg/ml) 3-4 lan/ngay.

o Treé so sinhva tré nho

MB3i 1an 0,25-0,5mg/kg 3-4 1an/ngay vdi liéu tdi da 2,4mg/kg.
Liéu hang ngay tdi da ctia domperidon 1a 80mg/ngay.
Nén sir dung domperidon véi mirc liéu thép nhét c6 hiéu qua & ngudi 16m va tré em. Trong trudong hop can
thiét, c6 thé tang liéu dung domperidon dé dat dugc hiéu qua trong diéu tri, tuy nhién lgi ich cta viéc ting

liéu phai vuot trdi hon so véi nguy co c6 the xay ra.

CHONG CHI PINH
Domperidon chéng chi dinh trong cac trudng hop sau:
- MAn cam v6i domperidon hay bat cir thanh phin nao cta thude.

- U tuyén yén tiét prolactin (prolactinoma).
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- Domperidon khong dugc dung khi viéc kich thich van dong da day c6 thé giy nguy hiém nhu: xuét
huyét tiéu hoa, tic rudt co hoc hodc thing duong tiéu hoa.

- N6n sau md.

- Chéng chi dinh dung dong thoi domperidon véi céc thude e ché CYP3A4 do kha ning lam kéo dai
khoang QT nhu ketoconazol, itraconazol, fluconazol, voriconazol, erythromycin, clarithromycin,

amiodaron, amprenavir, atazanavir, fosamprenavir, indinavir, nelfinavir, saquinavir, diltiazem, verapamil
va cac chat chong non trc ché thu thé neurokinin-1 & néo.

NHUNG LUU Y PAC BIET VA CANH BAO KHI SU DUNG
~ Than trong khi dung
H&n dich udng chira sorbitol va c6 thé khong phit hop véi nhitng bénh nhan khong dung nap sorbitol.
o Sur dung trong thoi gian cho con bu
Téng lugng domperidon bai tiét qua sita me du kién it hon 7 microgram/ngay & lidu diéu tri cao
nhét. Chua biét liéu ¢6 hai cho tré so sinh khong. Do d6 khong nén ding hdn dich domperidon & céc ba
me dang cho con bu.

o Surdung cho tré so sinh ‘fD—T

Tac dung phu 1én hé than kinh thi it gap. Vi chitc nang chuyén hda va hang rao mau ndio chua phat
trién hoan chinh trong nhiing thang dau doi, nguy co tac dung phu than kinh cao hon & tré nhé. Do d6, lidu
dung phai dugc xac dinh chinh xéc va theo doi chét ché.

Qué liéu c6 thé gy ra cac tridu chimg ngoai thap & tré em, nhung cac nguyén nhan khéc ciing nén
duogc xem xét.

o Anh huonmg lén tim mach

MOt sé nghién ciru dich & hoc cho thdy domperidon c6 thé lién quan téi ting nguy co loan nhip that
nghiém trong hodc dot tir do tim. Rui ro ¢6 thé cao hon & nhiing bénh nhan trén 60 tudi hoac nhing nguoi
ding liéu trén 30 mg/ngay. Domperidon nén dugc dung & liéu thip nhat c6 hiéu qua & ngudi 16m va tre
nho.

Str dung domperidon va cac thudc khac gdy kéo dai khoang QTc yéu cau than trong khi tién hanh trén
nhing bénh nhan dang kéo dai thoi gian din truyén tim, ddc biét 1a QTc, bénh nhan réi loan dién giai
nghiém trong hodc cac bénh tim tiém 4n nhu suy tim sung huyét.

e Roi logn chitc ning gan

Vi domperidon chuyén hoa manh & gan, khong nén sir dung & nhitng bénh nhan rdi loan churc nang
gan.

o Suythan

O nhiing bénh nhan suy than niing (creatinin mau 16n hon 6mg/100ml, nghia la 16n hon 0,6mmol/l)
thoi gian ban huy domperidon trong huyét tuong ting tir 7,4 1én 20,8 gid, nhung ndng do thudc trong
huyét tuong thdp hon & ngudi tinh nguyén khoe manh. Béi vi mét luong thudc rat nho dudi dang khong

chuyén héa duoc thai trir qua than, khong can diéu chinh liéu & bénh nhén suy than khi chi diéu tri cép
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mdt liéu duy nhat. Tuy nhién, véi viée sir dung ldp di lap lai, liéu ding thuong xuyén phai giam & murc 1-2
lén/ngéy, tuy thudc vao mtrc do suy than tram trong nhu thé nao ma can phai giam liéu. Do d6 bénh nhan
ma diéu trj dai ngdy phai duoc xem xét lai diéu din.
e Surdung véi cac chat rc ché manh CYP3A4
Nén tranh sir dung dong thdi véi ketoconazol, erythromycin hogc cac thudc trc ché manh CYP3A4
dudng udng gy kéo dai khoang QTe...
e Strdung than trong trén nhitng bénh nhan c¢6 nguy co cao nhu:
- C6 khoang thoi gian dan truyén xung dong tim kéo dai (ddc biét 1a khoang QT).
- Bénh nhan c6 rdi loan dién giai rd rét (ha kali mau, ha magnesi mau).

- Bénh nhan c6 bénh tim mach (nhu suy tim sung huyét). @'T
{
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TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

Con dudng chuyén héa chinh ctia domperidon thong qua CYP3A4. Dit lidu in vitro cho thdy sir dung
két hop véi cac thube tre ché dang ké enzym nay c6 thé lam tang ndng d6 domperidon trong huyét tuong.

Nghién ctru twong tadc dugc dong hoc/duge luc hoc riéng ré trong in vivo véi ketoconazol hodc
erythromycin ding duong uéng & nhimng ngudi khoe manh da chimg t6 ring ¢6 mot su e ché 15 rét 1én
CYP3A4 chuyén héa domperidon qua trung gian chuyén héa 1an dau ctia nhiing thudc nay.

Viée dung két hop domperidon 10 mg dudng udng 4 1an/ngay va ketoconazol 200 mg 2 lan/ngay, kéo
dai QTc trung binh 9,8 mili gidy d4 duoc ghi nhan trong thoi gian theo di, véi nhiing thay doi tai nhiing
thoi diém riéng 1é dao dong trong khoang 1,2 dén 17,5 mili gidy. Viéc ding két hop domperidon 10 mg 4
lan/ngay véi erythromycin dudng ubng 500 mg 3 lan/ngay, kéo dai QTc trung binh 9,9 mili gidy trong
thoi gian theo ddi, v6i nhing thay dbi tai thoi diém riéng 1é dao dong trong khoang 1,6 dén 14,3 mili gidy.
Ca hai gia tri Cmax va AUC ctia domperidon & trang thai 6n dinh ting 1én x4p xi 3 1an trong mdi nghién
clru tuong tic ndy. Trong nhing nghién ctru nay don tri liéu domperidon duong udng 10 mg 4 lan/ngay
dan t6i ting QTc trung binh 1,6 mili gidy (nghién ctru ketoconazol) va 2,5 mili gidy (nghién ciru
erythromycin), trong khi don tri liéu ketoconazol (200 mg 2 lAn/ngay) dan téi tang QTc 3,8 va 4,9 mili
gidy, trong thoi gian theo doi.

C6 thé dung domperidon ciing véi cac thude giai lo.
Cac thudc khang cholinergic ¢6 thé tic ché tac dung ctia domperidon. Néu budc phai dung két hop véi cac
thudc nay thi ¢6 thé dung atropin sau khi da cho uéng domperidon.

Néu dung domperidon cling véi cac thuoc khang acid hodc thudc e ché tiét acid thi phai udng
domperidon trudc bita dn va phai uong cac thuoc khang acid hodc thudc trc che ti€t acid sau bira an.

PHU NU CO THAI VA CHO CON BU
C6 it dir liéu vé viée stir dung domperidon & phu nit ¢6 thai. Mot nghién ctiru & chudt da cho thay doc
tinh hé sinh san & lidu doc cao. Nguy co tiém ting & ngudi chua dugce biét dén. Do d6, chi dung hdn dich

domperidon trong thai ky khi danh gia va tién lugng dugc loi ich ctia viée diéu tri.
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Thude duoc bai tiét qua sita cia nhitng con chudt me dang cho con bu (chu yéu 1a cac chét chuyén
hoéa: ndng do 40-80ng/ml sau khi udng va 2,5mg/kg sau khi tiém tinh mach). Nong do domperidon trong
sita ctia phii nit dang cho con bu 1a tir 10-50% tuong tmg véi ndng d6 huyét tuong va du kién vuot qua
10ng/ml. Téng luong domperidon tiét ra theo sita me du kién < 7meg/ngay khi dung liéu t6i da da dugc
khuyén céo. Chua rd 1a né c¢6 gdy hai cho tré so sinh hay khong. Do d6, khuyén cdo cho nhitng ba me
dang dung hon dich domperidon khong nén cho con bii.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Domperidon khéng anh hudng hoic anh huéng khong dang ké dén kha ning 1ai xe va van hanh may

D

TAC DUNG KHONG MONG MUON _

moc.

Tan suét sau day dugc sur dung dé mo ta su xut hién céc tac dung khong mong mudn:

Rét phd bién (>1/10); phd bién (>/100 dén <1/10); khong phd bién (>/1.000 dén <1/100); hiém
(>/10.000 dn <1/1.000); rat hiém (<1/10.000); khong biét (khong thé ude tinh tir nhimg dir liéu c6 sin).

e R&i loan hé mién dich: R4t hiém; phan g qua man bao gdm sbc phan vé, phtt mach va phan tmg

di ing

e R&i loan noi tiét: Hiém; tang né)ng do prolactin

e R&i loan hé tam than: Rét hiém; lo au, bn chon

e R&iloan hé tam than: Rt hiém; rdi loan ngoai thap, co giat, budn ngu, dau dau

e R&i loan hé tiéu hoa: Hiém; rdi loan hé tiéu hda, bao gém rat hiém khi xay ra dau bung thoang qua

e Réiloandava td chirc dudi da: R4t hiém; mé day, ngtra, phat ban

e R&i loan hé sinh san va vu: Hiém; tdng tiét sira, to va, vo kinh

e R&i loan tim mach: Rat hiém; loan nhip that,

Khong biét: kéo dai QTc, dot tir do tim

e  Xét nghiém: Rét hiém; kiém tra chiic ning gan bat thuong

e Hé tim mach: Nguy co loan nhip that nghiém trong hodc dot tir do tim mach cao hon & nhitng bénh
nhan ding liéu hang ngay 16n hon 30mg va bénh nhan trén 60 tudi.

Vi tuyén yén niam ngoai hang rao mau néo, domperidon c6 thé 1am tang ndng do prolactin. Trong cic
truong hop hiém ting prolactin mau c6 thé dan dén tac dung phu than kinh-ngi tiét nhu: tang tiét sita, va
to va vo kinh.

R6i loan ngoai thap rat hiém khi xay ra & tré so sinh va tré nho, dac biét 1a & nguoi 16n. Céc tac dung
phu nay tu phuc hdi hoan toan ngay khi ngimg diéu tri.

Céac anh huong khac lién quan dén hé than kinh trung wong nhu co giét, kich dong va budn ngu rat
hiém khi xay ra va bo céo chii yéu & tré so sinh va tré nho.

Thong bdo cho bdc si cdc tac dung khong mong mudn gap phai khi sic dung thubc
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QUA LIEU

e Tri€u ching

Qua lidu dugc bao cdo chi yéu & tré so sinh va tré nho. Céc triéu chimng cia qua liéu c6 thé bao gbm lo
au, thay ddi y thirc, co giat, mat phuong hudng, budn ngi va phan tng ngoai thép.

o Dibutri

Khong c6 thube giai doc dac hiéu cho domperidon, nhung khi qué liéu, rira da day cing nhu sir dung
than hoat c6 thé hitu hi¢u. Pé nghi theo d&i sat va didu tri hd trg. Céc thudc khang tiét cholin hay thude
diéu tri parkinson c6 thé gitip ich trong viéc kiém soat cac phan g ngoai thap.

BAO QUAN: Bao quan du6i 30°C, tranh 4nh sang

TRINH BAY: Hop 1 1o x 30 ml

HAN DUNG: 24 thang ké tir ngay san xuét O)’[
TIEU CHUAN: Nha san xuét -

Tr4nh xa tAm tay tré em.
Poc ki hwong din sir dung trwée khi ding.
Néu cin thém thong tin, xin héi ¥ kién bic si.

Thubc ban theo don.

SAN XUAT béi:

CADILA PHARMACEUTICALS LTD

1389, DHOLKA — 387 810, DIST: AHMEDABAD \

GUJARAT STATE, AN PO. '}
sf

TUQ. CUC TRUONG
P.TRUONG PHONG
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