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""NHAN HOP DOMPREZIL

Kich thudc: (3Vix 10 VIEN)
Dai: 132 mm
Rong: 26 mm

Do Zil I

p :hi o
THANH PHAN: Mai vién nang cling chua COMPOSITION: Each capsule contains ] g

Domperidon 10 mg, Omeprazol 20 mg. Domperidone 10 mg, Omeprazole 20 ma. N a

{dudi dang cac vi hat tan trong rudt) (as enteric coated pellets) Q E

CHi BINH, LIEU LUONG, CACH DUNG, CHONG CHI INDICATIONS, DOSAGE, ADMINISTRATION, k g

DINH VA CAC THONG TIN KHAC VE SAN PHAM: CONTRAINDICATIONS AND OTHER INFORMATION: g

Xin doc t& hudng dan sif dung. Please refer to the package insert. m o

TIEU CHUAN: TCCS. SPECIFICATION: Manufacturer's, E‘

=

San xuat bai: Manufactured by: E &

CONG TY C6 PHAN DUGC PHAM GLOMED GLOMED PHARMACEUTICAL COMPANY, Inc. / 3

35 Pai L& Tu Do, KCN Viét Nam-Singapore, 35 Tu Do Boulevard, VSIP, 5

Thudn An, Binh Duong Thuan An, Binh Duong. Q g

o

(=)

Hop 3vix 10 vién nang cung

STORAGE: Store at the temperature not more than SDK/Reg No.:
30°C, in a dry place, protect from light.

KEEP OUT OF REACH OF CHILDREN.

READ CAREFULLY THE LEAFLET BEFORE USE.

Thudc ban theo dan
Prescription only

Domprezil

Domperidon 10 mg, Omeprazol 20 mg

bwi gz jozesdawg ‘bw (| vopuadwog

2ardwmeo(q

3 0 vién nang ctng/capsules

BAO QUAN: D& noi khé rio, tranh anh sang, nhigt do 5616 SX / Batch No.:
khéng qua 30°C. NSX / Mfg. Date:
PE XATAMTAY CUA TRE EM. HD / Exp. Date:
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
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HUONG DAN SU DUNG THUOC

DOMPREZIL

Vién nang cing

1- Thanh phén
M3i vién nang cirng chira:
Hoat chat: Omeprazol 20 mg va domperidon 10 mg (dudi dang cdc vi hat tan trong rugt).

Td duge: Hypromellose (HPMC ES), manitol, sucrose, crospovidon, HPMC phthalat, diethyl phthalat, isopropy! alcohol,
dichloromethan. _

2. Mé ti sin phim

' DOMPREZIL dugc bao ché dui dang vién nang chira céc vi hat tan trong rudt ding dé ubng gdm omeprazol va domperidon.

M3di vién nang DOMPREZIL chira 20 mg omeprazol va 10 mg domperidon.

Domperidon, 5-clor-1-(1-[3~(2-0x0-2,3-dihydro-1H-benzo[d]imidazol-1-yl)propyl]piperidin-4-yl)-1H-benzo[d]imidazol-2(3H)-
on, la mét chit dbi khang dopamin. Cong thirc phén tir [a C;,H24CIN5O;, va phan tir lugng 14 425,91, Cong thirc cdu tao nhu sau:

NH
0o N
HN
FEA O
N
Omeprazol, mot thubc trc ché bom proton, ¢6 tén héa hoc Ia (RS)-5-Methoxy-2-(4-methoxy-3,5-dimethyl-2-

pyridylmethylsulphinyl)benzimidazol. Céng thirc phén tir 1a Cy;H;9N;0,S. Khdi lugng phén tir 12 345,42, va cong thire cdu tao
dugc trinh bay nhur sau:

W—Q\NH CHy
NfJ\ s OCH; and enantiomer
o N

CHy
3- Dugc lye hoe va duge djng hoc
Durgce luc hge
DOMPREZIL 12 mdt ché phdm phédi hop gdm mot thubc trc ché tiét acid da day va mét thube dbi khéng dopamin. Phébi hop nay
lam tang hi¢u qua trong diéu trj trdo ngugc da day-thye quan c6 kém theo tang tiét acid hay céc trudng hop loét da day c6 ting co
that.
Domperidon 1a thubc déi khéng dopamin, ¢6 tinh cht tuong tw nhu metoclopramid hydroclorid. Do domperidon hiu nhu khong
6 tac dung Ién céc thy thé dopamin & ndo nén thubc khong c6 anh huréng 1én tim thin va thin kinh. Domperidon kich thich nhu
ddng cua ong ti€u héa, lam tang truong lyc co that tim vi va lam ting bién d§ mé rong cua co that mdn vi sau bira dn, nhung lai

khong anh huéng 1én sy bai tiét cua da day. Thudc ding dé diéu trj triéu ching budn nén va nén cfip, ca budn ndn va nén do ding |

levodopa hogc bromocriptin & ngudi bénh Parkinson.

Omeprazol 14 thubc trc ché bom proton. N6 tre ché syr bai tiét acid cua da day do tc ché c6 hdi phuc hé enzym hydro-kali
adenosin triphosphatase (H'/K™ ATPase), cdn goi 1a bom proton & té bao vién ciia da ddy. Omeprazol khong tic dung 1én thy thé
acetylcholin hay thy thé histamin.

Dugce djng hoc

Domperidon

Sinh kha dyng toan thin ctiia domperidon chi khoang 15% & nhirng ngudi ubng thude lac bung déi, nhung ting khi uéng thube sau
khi an. Sinh kha dung thip dugc cho ring do chuyén héa qua gan Ién diu va chuyén hda & rugt. Nong do dinh trong huyét tuong
dat dugc khoang 30 phut sau khi diing 1 lidu ubng.

Domperidon gén két hon 90% véi potein huyét twong. Tuy nira doi thai trir ngén (khoang 40 phiit), nhung téc dung tre ché bai tiét
acid lai kéo dai, nén c6 thé dung ngay chi 1 lan.

Khoang 30% cia mt liéu udng dugce bai tiét trong nude tiéu trong vong 24 gidy, gén nhu toan by dudi dang chét chuyén hoa, phin
con lai dwge bai tiét trong phan qua vai ngay, khoang 10% dudi dang thudc khang ddi. Thudc khong qua dugce hang rdo mau nio
mot cach d& dang.

Mt lugng nhé domperidon duge phin bb vao trong sita me, dat duge ndng do khoang Y ndng dd trong huyét thanh cia ngudi

| me.

Omeprazol
Omeprazol dugc hép thu hoan toan & ru¢t non sau khi ubng tir 3 dén 6 giv. Kha dung sinh hoc sau khi ubng lidu 13p lai khoang
60%. Thirc &n khong anh hudmg 1&n sy hdp thu cia thube & rugt. Sy hdp thu omeprazol phu thudc vao lidu ubng.

Thubc gin nhiéu véi protein huyét tuong (khoang 95%).

Omeprazol hiu nhu duge chuyén héa hoan toan tai gan, chi yéu boi hé enzym cytochrom P450 (omeprazol dugc chuyén hoa bdi
CYP2C19 thanh hydroxy-omeprazol va mgt phin nhé dugc chuyén héa boi CYP3A thanh omeprazol sulfon). Céc chat chuyén
héa khong c6 hoat tinh duge bai tiét chi yéu qua nude tidu (khoang 80%) va phén con lai theo phan.

Duge dong hoc cia thube khong bj thay dbi c6 ¥ nghfa 1dm sang & ngudi cao tudi hay ngudi cé chirc ning thén bj suy giam. O
ngudi bj suy chirc niing gan, kha dung sinh hoc cua thude ting 1én. P thanh thai cua thubc giam & nhimg bénh nhén nay.

4- Chi djnh

Piéu tri bénh trao nguge da day-thyc quan (GERD) khong dap tmg v6i omeprazol don trj ligu.

Diéu trj loét da day - ta trang, ké ca loét do dung thudc khéng viém khong steroid.

Diéu trj hoi chirng Zollinger-Ellison.
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Lam giam tri¢u chimg budn nén va nén lién qﬁan rbi loan acid d-a day, réi loan nl;; dong da da‘;y nl;viém thyre qﬁén trdo ngu‘o‘c 0- .

néng va khé tiéu sau bira n.

5- Liéu diing va cdch diing

Liéu ding

Ngudi lon:

Diéu trj bénh trao ngwgc da day-thwe quan: 1 -2 vién, ngay 1 lin.

Dieu trj loét da day - td trang: 1 vién/ldn, ngay 1 lan, trong 4 tudn néu 1 loét t4 trang, trong 8 tuéin néu I loét da day. Truomg hop |

ning c6 thé udng 2 vién/ 1an, ngay 1 lin.

Diéu tri hji chiing Zollinger-Ellison: 3 vién/ 1in, ngay 1 lan.

Lam giam tri¢u chimg buén non va nén: 1 - 2 vién/ lin, mdi 4 - 8 gio.

Liéu hang ngay t5i da cua domperidon 12 80 mg.

Nén sir dung domperidon v6i mirc liéu thép nhét c6 hi¢u qua & ngudi Ion va tré em. Trong truomg hop can thiét, c6 thé tang liu
dung domperidon dé dat dugc hi¢u qua diéu tri, tuy nhién lgi ich cta vige tang liéu phai vuot trdi hon so véi nguy co c6 thé xay
ra.

Cich dung: Nén udng nguyén vién thubc, truée biva an 15-30 phit.

6- Chéng chi djnh

Qué mén cam véi domperidon, omeprazol hay bét ky thanh phén khac cua thube.

Non sau khi mé.

Xuét huyét dudmg tiéu héa, téc rudt co hoc hodic thing rudt, u tuyén yén tiét prolactin.

Phuy nir ¢6 thai.

Tré em dudi 1 tubi.

Dung domperidon thudng xuyén hodc dai ngay.

Dung déng thoi domperidon vai cac thude trc ché CYP3A4 do kha nang 1am kéo dai khoang QT nhu ketoconazol, itraconazol,
fluconazol, voriconazol, erythromycin, clarithromycin, amiodaron, amprenavir, atazanavir, fosamprenavir, indinavir, nelfinavir,
ritonavir, saquinavir, diltiazem, verapamil, telithromycin va céc chét chéng non tc ché thy thé neurokinin-1 & nio.

7- Luu ¥ vi thin trong

Khéng dung qué 12 tufin cho ngudi bénh Parkinson. Domperidon c6 thé gy mgt vai tdc dung c6 hai lén thin kinh trung wong. Do
d6, chi ding DOMPREZIL cho ngudi bénh Parkinson khi céc bigén phdp chéng nén khéc an toan hon khéng c6 tic dung.

Trude khi ding DOMPREZIL cho ngudi bj loét da day, cén loai trir kha ning bj u 4c tinh vi omeprazol c6 thé che 14p cac trigu
chimg va 1am chém tr& viéc chin doén.

Thén trong khi sir dung trén b¢nh nhén suy gan hay suy thén.
Sir dung thén trong Domperidon trén nhirng bénh nhén ¢6 nguy co cao nhu:
- Co khoang thdi gian din truyén xung dong tim kéo dai (dic biét 1a khoang QT).
- Bénh nhén c6 rdi loan dién giai rd rét (nhu ha kali mau, ha magnesi mau).
- Bénh nhén c¢6 bénh tim mach (nhu suy tim sung huyél).
Sir dung trén phy nir c6 thai: C6 rét it dir liéu vé sir dyng domperidon va omeprazol trén phy nir mang thai. Dé an toan, tranh
diing DOMPREZIL cho ngudi mang thai.
Sir dung trén phuy nir cho con bi: Domperidon bai liét vao sita m¢ véi ndng d thép. Chura duge biét thude co gdy hai cho tré so

sinh hay khong. Omeprazol qua dugc sita me va ¢6 thé anh hudng dén tré ba me. Néu viéc diéu trj 12 cdn thiét, nén ngimg cho con |

bu trong thoi gian diéu trj véi thube.

| Anh hwing 1én kha niing l4i xe va vin hinh mdy méc: Domperidon khéng anh hudng hodc anh huéng khong dang ké 1én kha

néing l4i xe va van hanh méy. Tuy nhién, vi omeprazol c6 thé gy bubn ngu va chong mat, do d6 nén than trong khi dang 14i xe va
vén hanh may méc.

8- Twong tdc ciia thudc véi cic thube khic va cic loai twong tic khic

Domperidon

Céc thube khang cholinergic c6 thé trc ché tac dyung ctia domperidon.

Cic thubc (rc ché men CYP3A4 nhur ketoconazol, erythromycin hofc ritonavir 1am ting ndng do domperidon trong mau.

Céc thubc khang acid hogic thubc trc ché tiét acid lam giam sinh kha dung ciia domperidon. Nén ubng cac thude ndy sau bira &n,
tirc 12 khong ding ddng thoi véi domperidon.

Domperidon c6 thé lam giam hép thu céc thubc ding ddng thoi trir paracetamol va digoxin.

Omeprazol

Khéng c6 twong tac c6 y nghia lim sang khi ding dbng thoi omeprazol véi thire an, rugu, thubc khang acid, amoxycilin,
theophylin, cafein, quinidin, lidocain.

Omeprazol ¢6 thé 1am téng ndng do ciclosporin trong méu. /&
Omeprazol ting cudng tac dung ciia mft vai khang sinh diét trir /. pylori.

Omeprazol duge chuyén héa béi hé enzym cytochrom P450 va vi thé anh huomg dén chuyén héa ciia mot vai thube b chuyén hoa |

béri cde enzym ndy. Omeprazol irc ché chuyén héa va 1am ting ndng d trong huyét tuong ciia diazepam, phenytoin, va warfarin.
Omeprazol 1am giam hép thu cia mot sb thuéc nhur ketoconazol va itraconazol (céc thudc ma sy hap thu phy thude vao dj acid
dich vi).

Néng do omeprazol trong huyét tuong ting khi ding dong thi véi clarithromycin.

D
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Omeprazol c6 thé lam tang tac dung ciia nifedipin.
9- Tdc dung khéng mong mudn

Théng thudmg, diéu trj véi ph6| hgp omeprazol - domperidon duge dung nap tét. Tac dung ngoai y da phdn thudmg nhe va thoang
qua, va khong cin ngung thudc.

Téc dyng phuy lién quan dén domperidon

Téc dung phy hiém gap nhu chay sira, réi loan kinh nguyét, mét kinh, vi to & dan 6ng, khd miéng, co thét bung thodng qua.

Triéu chimg ngoai thép rit hiém xay ra & tré em va khong gap & ngudi l6n.

Nguy co loan nhip thit nghiém trong va dot tir do tim mach ¢6 thé cao hon & bénh nhan trén 60 tudi hogc & bénh nhén ding tbng
liéu hang ngay 16n hon 30 mg.

Téc dyng phy lién quan dén omeprazol

Thudng gdp: nhirc ddu, budn ngy, chéng mat, budn nén, ndn, dau byng, t4o bon, chuéng bung.

It gép: mét ngt, mét moi, ndi may day, ngira, ndi ban, ting men gan tam thoi.

Hiém gdp: 4 md hoi, phii ngoai bién, qua min (bao gdm phii mach, sbt, phan vé), ri loan vé& mau (nhu mét bach ciu hat, giam
bach cdu, giam tiéu cu), 14 13n cé hdi phuc, kich dong, trim cam, a0 gisc & ngudi bénh ning, rdi loan thj gi4c, vi to & dan dng,
viém miéng, khd miéng, viém gan, ving da, bénh ndo do gan, co thit phé quan, dau khép, dau co, viém than k.

Ngung sir dung va héi y kién bdc si néu: Cic tac dung khong mong muén kéo dai hogc tré nén ning hon.

Thong bdo cho béc sT nhitng tic dung khéng mong muén giip phéi khi sir dung thude.

10- Qui liéu va xir tri

Domperidon

Triéu chimg: Qué lidu chu yéu xay ra & nhil nhi va tré em. Cac triéu chimg qua liéu c6 thé gdm mét phuong huéng, ngi ga va cac
phén (rng ngoai thap.

Xir tri Khéng ¢6 thude giai doc dic hidu dbi véi domperidon, nhung trong trudmg hop qué liéu, ¢6 thé gﬁyd it
da day, va diéu trj tri¢u chimg. f
Omeprazol h R\
Triéu chimg: Liu udng 160 mg omeprazol/lin vin dugc dung nap tét. Triéu chimg qué liéu omeprézol uéiﬂle bao g&i‘ﬁ}tﬁi‘[ﬂ
thj giac, 1 14n, budn ngii, khd miéng, do bimg, nhirc du, budn ndn, ndn, tim dap nhanh, dd md hok. - )
Xt tri: Chu yeu diéu trj triéu chimg. A
11- Dang bao ché va déng géi
Hép 3 vi x 10 vién nang.

12- Bio quin: Bao quan noi khd rio, tranh 4nh séng, nhiét d§ khong qua 30°C. ﬁy

théu, rira

,\: £

13- Tiéu chuén chét lwgng: TCCS.
14- Han diing: 36 théng k& tir ngdy san xuét. ) :
THUOC BAN THEO DON TUQ.CYC TRUONG
PE XA TAM TAY CUA TRE EM P.TRUONG PHONG
POC K¥ HUGNG DAN SU DUNG TRUGC KHIDUNE. &, i ds Hoim Y
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI
Sin xuft boi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: Sé 35 Pai L6 Ty Do, KCN Viét Nam — Singapore, Thuédn An, Binh Duong.
PT: 0650.3768823 Fax: 0650.3769094
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