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__The capsules should be swallowed whole with water

chew or crush them MAN.
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Omeprazole 20mg domperidone 10mg

omeprazole as enteric coated pellets corresponding to omeprazole 20mg
domperidone as pellets corresponding to domperidone 10mg
For oral use
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Box of 2 blisters x 7 capsules |
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Hoat chat/Active substance:

Mai vién nang chifa 20 mg omeprazol dudi dang dang vi hat tan trong ruot

va 10mg domperidon dudi dang vi hat/ Each capsule contains 20mg omeprazole as enteric
coated pellets and 10mg domperidone as pellets

Hép 2 vi x 7 vién nang/Box of 2 blisters x 7 capsules

Dung duéng udng /For oral use

Chi dinh, chéng chi dinh, liéu ding, cach ding va cac thong tin khac: Xin xem 10 huéng dan str dung bén trong hop thutic
Indications, contraindicated, dosage, administration, and other information: Please read the enclosed leaflet.

Bao quan noi khé mat, tranh anh sang, dudi 30°C

Keep in a cool dry place, protect from light, under 30°C

Tiéu chudn: Nha san xuat/ Standard: Manufacturer

Sé dang ky /Reg.No.:

Thudc ké don/Prescription drug

Pé xa tam tay tré em/Keep out of the reach of the children

Poc ky hudng dan sir dung trudc khi dung/Read carefully the leaflet before using

Can thém théng tin xin héi y kién thay thuéc /For more information, ask opinions of your
physican
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Lé SX/Batch

Nha san xuat/Manufacturer:

CONG TY CO PHAN DUGC PHAM SAO KIM

SAOKIM PHARMACEUTICAL JOINT-STOCK COMPANY

Bia chi: Khu cong nghiép Quang Minh - Mé Linh - Ha Noi
Address: Quangminh Industry zone - Melinh - Hanoi (Vietnam)
pién thoai/Tel: +84.4.35841216 - Fax: +84.4.35840788
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Aphie 20mg  dompenidone 10mg : Omeprazole 20mg  dompendone 10mg

Capsule | Capsule
CONG TY CO PHAN out;)c PHAM SAO KIM
DOMELOC
Omaprazole 20mg  domp 1Dmg
Capsule
CONG TY CO PHAN wqc PHAM SAO KIM
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DOMELOC

(Omeprazol 20mg + Domperidon 10mg)

Rx-Thude ding theo don

Bé xa tam tay tré em

Doc kjj hudng dan sir dung trieée khi ding

Néu cdn thém théng tin xin hoi y kién bde s9 hodc dige s9
THANH PHAN

Méi vién nang cimg chira: :
Omeprazol (dudi dang pellet omeprazol)..........cccoverveueuervneerans e
Domperidon.......ccoeeveiveiinii e e e
DANG BAO CHE, QUY CACH PONG GOI [of
Domeloc, vién nang cimg chira omeprazol 20 mg bao ché d gp;]lg 7
bao tan trong rugt va domperidon (duéi dang domperidon maleate) ""_%c]:l)
dang pellet (vi hat) 10 mg. Cac hat pellet mau tring nga. "-\ £ N2 L
Pong gbi: Hop 2 vi x 7 vién nang clmng.
DUQC LYC HQC

Nhém duge Iy - diéu tri: Nhém thubc didu trj viém loét da day -
Omeprazol trc ché sy bai tiét acid cua da ddy do {rc ché c6 phuc hdi hé
enzym hydro - kali adenosin triphosphatase (con goi 1a bom proton) & té bao
vién ctia da day. Téc dung nhanh kéo dai nhung phuc hdi dugc. Omeprazol
khéng c6 tac dung 1&n thy thé (receptor) acetylcholin hay thy thé histamin.
Pat tac dung tdi da sau khi ung thude 4 ngay.

Domperidon 1a chit khing dopamin, c6 tinh chét twong ty nhu
metoclopramid hydroclorid. Do thude hiu nhu khéng 6 tac dung lén cac thu
thé dopamin & ndio nén domperidon khong cé anh hudng I1én tim thin va
thin kinh. Domperidon kich thich nhu dong dng tiéu héa, lam ting truong
lyc co thit tim vi va lam tang bién 4§ mé rong cua co thit mon vj sau bira
an, nhung lai khong anh hudng Ién sy bai tiét cua da day. Thudc ding dé
diéu trj triéu chimg budn non va nén cip, ca budn nén va non do dung
levodopa hoiic bromocriptin & ngudi bénh Parkinson.

(73]

DUQC DONG HQC

Omeprazol:

Domeloc chira omeprazol dudi dang pellet bao tan trong rudt (vi omeprazol
d& bj phén huy trong méi trudng acid), vi thé qua trinh hap thu chi xdy ra sau
khi céc vi nang di qua khoi da ddy. Omeprazol dugc hp thu hoan toan & rujt
non sau khi udng tir 3 -6 h. Sinh kha dung khoéng 60%. Thirc &n khéng énh
huong 1én sy hép thu thube & rudt. Sy hép thu omeprazol phy thuge vao liéu
ubng. Thudc c6 thé tyr 1am ting hép thu va sinh kha dung cia n6 do e ché da
day bai tiét acid. Thubc gin lién vao protein huyét tuong (khoang 95%) va
phan bd & cac mé, dc biét 1a té bao vién cua thanh da day. Sinh kha dung
ciia lidu ubng mot lan dau tién 13 35%, nhung s& ting 1én khoing 60% khi
ubng tiép theo mdi ngdy mét lidu. Tuy nira doi thai trir ngén (khoang 40
phit), nhung tic dung irc ché bai tiét acid lai kéo dai, nén co thé ding mdi
ngay chi 1 lan.

Omeprazol hiu nhu chuyén héa hoan toan tai gan, dao thai nhanh chong, chi
yéu qua nuéc tidu (80%), phin con lai theo phén. Céc chét chuyén héa déu
khong c6 hoat tinh, nhung lai trong tic voi nhiéu thude khic do trc ché cic
enzym ciia cytochrom Pyso ctia té bao gan. )
Duge dong hoc ciia thube khéng bj thay ddi c6 ¥ nghia & ngudi cao tudi hay
ngudi bénh bj suy chirc ning thin. O ngudi bj suy chirc nang gan, sinh kha
dung cia thudc tang va do thanh thai thubc giam, nhung khong c6 tich t
thube va céc chit chuyén héa ctia thudc trong co thé.

Domperidon:

Domperidon dugc hép thu & dudng tiéu héa, nhung c6 sinh kha dung dudng
ubng thip (& ngudi doi chi vao khoang 14%) do chuyén héa buée diu ciia
thugc qua gan va chuyén héa & rudt. Thudc ciing dugc hép thu khi dat tryc
trang hofic tiém bip. Sau khi ubng hogc tiém bép khoang 30 phat thi dat
dugc ndng d dinh trong huyét tuong; con néu dat tryc trang thi sau 1 gid.
Sinh kha dung cita thube sau khi ubng tang 1én rd rét néu ubng thube 90 phit
sau khi n, nhung thoi gian dé dat nong do dinh trong huyét tuong thi chm
lai. Sinh kha dung cua thudc, sau khi ubng, ting theo ty 1¢ thudn véi lidu tir
10 dén 60 mg. Vi cing lidu nhu nhau, kha dung sinh hoc dudmg tryc trang
ciing tuong ty nhu dudng ubng. 92 dén 93% thude gin vao protein huyét
twong. Thudc chuyén hoa rit nhanh va nhiéu nhdr qué trinh hydroxyl héa va
khir N - alkyl oxy héa. Thoi gian bén thai & nguoi khée manh khoang 7,5 gitr
va kéo dai & ngudi suy chirc ning thin. Khdng c6 hién tugng thude bj tich ty
trong co thé do suy than, vi do thanh thai ciia than thip hon nhiéu so véi do
thanh thai toan phin cia huyét tuong. Domperidon dio thii theo phan va
nuéc tiéu, chi yéu duéi dang céc chat chuyén héa: 30% liéu ubng dao thai
theo nudc tidu trong 24 gidr (0,4% la dang nguyén ven); 66% déo thai theo

phan trong vong 4 ngay (10% Ia dang nguyén ven). Domperidon héu
nhu khéng qua hang rao mau - ndo.

CHIi PINH

- Cac bénh viém loét da day - ta trang, viém loét thuc quan, dac biét la
truomg hop ¢6 kém theo triéu chimg truéng bung, ddy hoi, kho tidu, ¢
chua, budn non.

- Hoi chimg Zollinger - Ellison.

. .= Chimg trao ngugce da day, thyc quan (GERD) dic biét & bénh nhén c6

vét loét ¢ thyc quan

[V CHONG CHi PINH

"+, Méin cam véi bit cir thanh phin nao cia thube

., Lién quan dén domperidon, chéng chi dinh Domeloc trong cdc truong
'J . hop sau:

w B Bénh nhin suy gan trung binh va ning,.
~Bénh nhan c6 thoi gian din truyén xung dong tim kéo dai, dic biét 1a

 khoang QT. Bénh nhan cé réi loan dién
- ¢6 bénh tim mach nhu suy tim sung huyét.

giéi rd rét hodc bénh nhén dang

Diing dbng thoi véi cac thude kéo dai khoang QT (xem muyc Tuong tac
thudc)

Duing déng thoi véi céc thube trc ché CYP3A4 (khong phu thuge téc

dung kéo dai khoang QT) (xem muc Tuong tic thudc). \
Diing d(l)ng thoi v6i céc thube tre ché CYP3A4 do kha niing lam kéo dai - &
khoang QT nhu ketoconazol, itraconazol, fluconazol, voriconazol, \‘5;
erythromycin, amiodaron, amprenavir, atazanavir, fosamprenavir,
indinavir, nelfinavir, ritonavir, saquinavir, diltiazem, verapamil v céc

chét chdng nén trc ché neurokinin -1 & nio.
Bénh nhan ¢6 rbi loan dién giai.

Non sau khi mb.

Chay mau dudng tiéu hoa.

Tic rudt co hoc.

Tré nhé dudi 1 tudi.

Dung dompridone thuong xuyén hodc dai ngay.
THAN TRQNG 0
Bénh nhén suy gan niing nén thudng xuyén xét nghigm men gan rong’.
qué trinh sir dung thudc, diic biét 1a khi sir dung trong thoi gian dai/Néu
xdy ra tinh trang ting men gan, nén ngung sir dung thudc. Trude Khi st
dung diéu trj nén loai trir cac bénh 4c tinh & da day, thuc quén vi vide'sir. -
dung thudc c6 thé 1am gidm céc trigu chimg cta bénh 4c tinh, gdy kho S AL
khan cho vige chuéin doan. Sy

Lién quan dén domperidon, nén st dung Domeloc than trong
nhitng bénh nhdn ¢é nguy co cao nhu:

Suy thin: Thoi gian bén thai cia domperidon bj kéo dai & bénh nhén
suy théin ning. Trong trudng hop nhéc lai, tin suét dua domperidon cén
gidm xudng con 1 dén 2 lan/ngay tuy thudc vao mirc do suy than. Co
thé higu chinh liéu néu cén.

Téc dung 1én tim mach:

Domperidon 1am kéo dai khoang QT trén dién tdm dd. Trong qud trinh
gi4m sat hdu mai, c6 rét it bao cdo vé kéo dai khoang QT v xodn dinh
lién quan dén sir dung domperidon. Céc béo céo ndy 6 cdc yéu té nguy
co gy nhidu nhu réi loan dién gii hay céc thudc ding dbng thoi (xem
mue Téc dung khong mong mubn). Cac nghién ciru dich t& cho thiy
domperidon c6 thé 1am tang nguy co loan nhip thét nghiém trong hodc
dot tir do tim mach (xem muyc téc dung khong mong mudn). Nguy co
ndy cao hon dbi v&i bénh nhan trén 60 tudi, bénh nhén ding liéu hing
ngdy 16n hon 30mg va bénh nhan dung dong thi thude kéo dai khoang
QT hofic thubc trc ché CYP3A4.

Sir dung domperidon véi liéu thép nhét c6 hi¢u qua & ngudi 16m va tré
em.

Chéng chi dinh domperidon cho nhimg bénh nhin c6 thdi gian dé;:
rruy%n xung dong tim kéo dai, dic biét 12 khoang QT, bénh nhéan ¢ roi
loan dién gidi rd rét (ha kali mau, tang kali mau, ha magnesi méu), nhip
tim chém ho#c bénh nhin dang mic bénh tim mach nhw suy tim sun
huyét do nguy co r6i loan nhip thét (xem phin Chdng chi dinh). Roi
loan dién giai (ha kali mau, ting kali méu, ha magnesi méu) hogic nhip
tim cham da dugec biét dén 12 yéu tb 1am tang nguy co loan nhip tim.
Cén ngung didu tri véi Domeloc va trao ddi lai véi can bd y té néu
bét ki triéu chimg hay déu hiéu nao lién quan dén réi loan nhip tim.
Khuyén bénh nhan nhanh chéng bao céo céc trigu chimg trén tim mach.
PHU NU' CO THAI VA CHO BU

Phy nir mang thai: Lién quan dén omeprazol, tuy trén thyc nghiém
khéng thdy omeprazol c6 kha ning giy di dang va dgc véi bao thai,
nhung khong ding cho ngudi mang thai, nhét 13 trong 3 thang diu.
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Domperidon khong gy quai thai, tuy nhién dé an toan tranh dung thubc cho Bédo cdo phén (rng c6 hai:

ngudi mang thai. Bio cdo phan (mg c6 hai sau khi thudc duge cip phép luu hanh rét quan
Do viy tranh diing Domeloc cho phu nir mang thai. trong dé tiép tuc gidm sat cin bing lgi ichfnguy co cua thube. Can bd y
Phy nir cho con bi: Khong nén diing omeprazol & ngudi cho con bii- ChO‘ —_té cn béo cdo tﬁl ca phan {mg ¢6 hai vé Trung tim Quéc gia hojc trung
dén nay, chua tai liéu nghién ciru ndo c6 két ludn cy thé vé vén dé”n/ay ﬁm khu vire vé Thong tin thude va Theo ddi phan (mg 6 hai cia thube.

Domperidon duge bai tiét vao sira me va tré bia nhin dugc it ion 0,1% héu _~Théng bdo ngay cho béc si nhing tdc dung khing mong mubn gip
theo cén ning cua me¢. Céc téc dung bét loi, dac biét 1a zé;f.- dpng«twn tim | pf;ﬁt trong qud trinh sir dyng thude

mach c6 thé xay ra sau khi tré ba sira me. Cén cén nhic loi| lch ua viée eho N Ll’ﬁULU’O‘NG VA CACH DUNG

tré bi sira me va lgi ich cta viée didu trj cho me dé qu et ngl.mg chot; qué oc nén dung trude bira an 15 - 30 pht, t6t nhit ubng vao budi
con bi hay ngungflrénh diéu trj bing domperidon. Cén th mn& trong | 1 sang m&n kho&ng 100 ml nuéc, néu udng sau bira an thude s& bi cham
trudmg hop c6 yéu tb nguy co 1am kéo dai khoang QT & tré bﬁm m nuét ca vién khong dugce nhai hogc théo bé vo nang.

Do viy tranh diing Domeloc cho phu nir cho con ba. I,Dmncloc chi nén sir dung lidu thép nhéit c6 hidu qua trong thoi gian
TUONG TAC THUOC v agan nhét.

Omeprazol c6 thé lam gidm hojc tang d§ hip thu ctia cac thude co smh Bénh nhén nén uéng vao thoi gian cb dinh. Néu bj quén 1 lidu, c6 thé

dung tiy thuge vao pH (ketoconazol). bo qua l:éu do va ticp tyc dung thudc theo lich trinh nhu cii. Khéng nén
Khong thé loai trir kha ning tuong tac clia omeprazol véi cac thudc khac tang liéu gép dbi dé bu cho liéu da quén.

cling chuyén héa qua ciing h¢ thong enzym (cytochrom P450). Tuy nhién Liéu diing va thai gian diéu tr tiy thudc vao tinh trang bénh va tudi cua
khdng c6 bing chimg lam sang vé tuong tic véi céc thube nhu bénh nhén nhu sau:

carbamazepin, caffein, diazepam, diclofenac, digoxin, ethanol, glibenclamid, Ngudoi I6n: Lidu khuyén cdo 1 vién/lan x 1 ldn/ngdy kéo dai lién tuc
metoprolol, nifedipin, phenprocoumon, phenytoin, theophyllin, warfarin va khong vugt qué 1 tuan, néu tang thoi gian sir dung trén 1 tudn phai hoi y

céc thudc ngira thai dudng udng. kién cua béc s§.

Céc thubc khang cholinergic c6 thé (rc ché tac dung ctia domperidon. Néu Céc trudong hop loét ning c6 thé tang 1én 2 vién/ lan x 1 14n/ ngay va
budc phai diing két hop vai cac thube nay thi c6 thé ding atropin sau khi da phéu hoi y kién bac sy hoac dugc sy trude khi ting liéu.

udng domperidon. ) . Liéu dung i da 3 vién/ngdy.

Lién quan dén domperidon, chong chi dinh Domeloc ding dong thoi cdc ~ Ngwdi gia: Khong cén diéu chinh lidu, . Tuy nhién nén héi y kléu bac sy
thuéc sau: hoiic duge s§ néu bénh nhén trén 60 tudi.

-Thuéc chéng loan nhip tim nhém IA (vi du: disopyramid, hydroquinidin, Tré em: Khong dung cho tré em dudi 1 tudi. Hidu qua diéu trj V@ sy an
quinidin). todn trén tré em chua dugc xéc dinh, trong trudmg hop cén :hié; thé
-Thube chéng loan nhijp tim nhom III (vi dy: amiodaron, dofetilid, sir dung Domeloc cho tré em trén 1 tudi theo chi dinh cua si.
dronedaron,ibutilid, sotalol). Bénh nhin suy gan: Chong chi dinh v&i bénh nhén suy gan binh
-Mot s6 thubc chéng logn thin (vi dy: haloperidol, pimozid, sertindol). va ning (xem phén chéng chi dinh). Khong cin diéu chinh Iiég’ i voi
-Mot 56 thubc chng trim cam (vi dy: citalopram, escitalopram). bénh nhin suy gan nhe. 9

-Mot sb thubc khang sinh (vi dy: erythromycin, levofloxacin, moxifloxacin,  Bénh nhin suy thin: Do thoi gian ban thai cua domperidon'dj kéo dai
spiramycin). & b¢nh nhan suy théin niing nén néu dung nhic lai, sé lin dua thubc coa
-Mot s6 thube chéng nim (vi dy: pentamidin). Domeloc cdn giam xudng con 1 dén 2 lan/ngdy va hiéu chinh lidu tiy
-Mbt sb thube didu trj s6t rét (diic biét 12 halofantrin, lumefantrin). thudc vao mirc d() suy thén.

-Mot sb thudc da day — rudt (vi dy: cisaprid, dolasetron, prucaloprid). QUA LIEU - XU TRi

-Mot sb thude khéng histamin (vi dy: mequitazin, mizolastin) Qué lidu ¢6 thé gy ra céc triéu chimg nhu béi rbi, budn ng, nhin m%\
-Mot sb thudc diéu trj ung thu (vi dy: toremifen, vandetanib, vincamin) tim dap nhanh, bubn nén, ndn, dé bimg, nhirc dp.u khé miéng, tiéu )
-Mot s6 thudce khéc (vi dy: bepridil, diphemanil, methadon). chay, ting nhu dﬁng rujt. Khong c6 chat doi khing dic hiu.
Chit (rc ché CYP3A4 manh (khdng phy thudc tac dung kéo dai khoang QT), ~ Omeprazol gén két manh véi protein vi thé khong thé thim phan. Khi bj -’
vi du: qué lidu, gy loi niéu thim thiu, rira da day, diéu trj trigu chimg ngay * )
-Thubc trc ché protease. 13p tirc. Nén theo dai di¢n tdm db do c6 kha nang kéo dai khoang QT. *
~Thudc chéng ném toan than azol. BAO QUAN: Dusi 30°C. Trénh 4nh séng va &m. o/
-Mot sb thubc nhém macrolid (erythromycin, clarithromycin va  HAN DUNG: 36 thang ké tir ngay san xuit pos
tehthmmycm) TIEU CHUAN: Tiéu chuin co s& ._/
Lién quan dén domperidon, khéng khuyén cdo ding dong théi Domeloc véi -

cde thude sau: Nha sian xuiit:

~Thubc trc ché CYP3A4 trung binh, vi dy: diltiazem, verapamil va mt s6 ‘\

nh6ém macrolid (xem myc chéng chi dinh). :

Lién quan den domperidon, st dung thdn trong khi ding Domeloc dong théi Sagkim Pharma )

vdi cde thude sau: CONG TY CO PHAN DUQC PHAM SAO KIM

Thubc 1am chim nhip tim, thubc lam gidm kali mau va mdt sé thube Khu CN Quang Minh, Mé Linh, Ha N§i

macrolid sau gép phin lam kéo dai khoang QT: azithromycin va Dién thoai: (04) 35841216 - Fax: (04) 35840788

roxithromycin (chong chi dinh clarithromycin do 14 thudc irc ché CYP3A4
manh)

Danh séch céc chét & trén 1a céc thubc dai dign va khong diy du.

TAC DUNG KHONG MONG MUON

Nhu nhiéu thudc khéc, Domeloc ciing gy tic dung khong mong mudn
nhung khong phai tit ca bénh nhén dung thubc déu géip phai bao gdm: nhirc
dhu, dau byung trén, tiéu chay, tho bon, mét ngi, ting dudng huyét, ngira, do
da, hen, dau lung, nguc, , triéu ching cam, nhiém tring, dau nira dﬁu,
viém da day-rudt, roi loan truc trang, ting lipid mdu, chéng mat, lo lang,
tang truong lyc, ho, khé thd, viém phé quan, mii, hiu, xoang nhiém khuén
dudng hd hép trén, dudng tiét ni¢u. Hiém gap tinh trang tang prolactin huyét
kém téing tiét sira, tang kich thudc tuyén va.

C6 vai béo céo vé tac dung khong mong mubn khéc nhu nhin md, phi ngoai

bién, sét, may day, trdm cim, dau co khi ngung sir dyng thube, ting men )
gan, ting triglycerid, hiém khi gap phan (g phan vé. TUQ CUC TR U@N(J
Luwu ¥ nguy co loan nhip thit nghiém trong, kéo dai khoang QT, xoén dinh, P.TRUUNG PHONG

hodic dot tir do tim mach cao hon & bénh nhan ding liéu hang ngly r. =z Nes -
domperidon ham lrgng 16n hon 30 mg va bénh nhén trén 60 tubi. o/ 1 C?f! ym %72,{ /Eé { ,sz%ff y



