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Néu cén théng tin xin hol § kidn thiy thuéc
B4 xa tdm tay tré em

Ritozol 20m9 & 40mo

i (Esomeprazole)

M&i vién nang RITOZOL 40mg chira:

Esomeaprazole pellets 8.5% whiw

tWong OUong ESOMBPIAZON................ccooirermirmrirs susssssrssessssmsssessrssasases rasas sasommens A0mg
(dang hat cai bao tan trong rugt)

Td dwoe: Khing co

Méivién nang RITOZOL 20mg chira:

Esomeprazole pellets 8.5% wiw

(dang hat céi bao tan trong rugt)

Td dugre: Hat tror.

CAC PAC TiNH DUQIC LT HOQC
mnma&wmsm&m thubc (e ché bom proton. Esomeprazole ngan chén tiét acid da day
béing cAch (rc ché dc hidu H'/K - ATPase & thanh té bao da day. Bdi tac ddng déc bidt lén (rc ché bom proton, Esomeprazole
ngén cén mirc cudi cing cia sy bai tidt acid, vi vy gidm a9 acid trong da day.

CAC DAC TINH DU'Q/C BONG HQC:
Hépthu:

Sau khi uéng nbng dd dinh trong huyét trong (Cmax) dat dwoc sau khodng 1,5 gitr (Tmax). Cmax ting i 18 voi tang lidu, dién
tich duér duéng cong (AUC) ting 3 1&n khi dang li&u 20 dén 40 mg. O lidu I3p lsi hng ngay 40 mg, sinh kha dung toan than
khodng 90% khi o séinh véri ubng don lidu 40 mg 14 64%.

Dién tich dwdi duwdng cong (AUC) sau khi ubng dom lidu 40 mg Esomeprazole gidm 43 — 53% sau khi ding véi thire &n khi so
sanh v&i didu kign nhin &n. Esomeprazole nén ding it nhé&t 1 gidr trréc bira &n. Thirc &n 1am cham v gidm hép thu
Esomeprazole, nhung diéu nay khéng lam thay 48i ddng ké tac dung clia nd lén sy tiét acid da day,

D liéu dugre ddng hoc clia Esomeprazole dugre thiee hién trén 36 bénh nhan véi triéu chimg trao nguec da day thyre quan sau
khi udng liu I3p lai 1 vién nang 20 mg va 40 mg RITOZOL héing ngay trén 5 ngay, két qua durgrc thé hidn & bang sau:

Théng sé durgrc dng hoe RITOZOL & ngay thir 5 sau khi udng sau 5 ngay:

AUC (pmoligin/L) 12.6 (42%) 4.2 (59%)

Cmax (umol/L) 4.7 (37%) 2.1 (45%)
Tmax (h) 16 18
[tz (h) 15 48

* gid trj dugc thé hign trung binh hoc, ngogl trir Tmax, Ia trung binh cing; CV = h§ sé
bién thién

Phinbé

Esomeprazole bam vao protein huyét twong 87%. Thé tich phan bé & tinh trang dn dinh trén nguri tinh nguyén khoé manh
khodng 16L.

Chuyén hoa

Esomeprazole dugc chuyén hod hoan toan qua hé théng cytochrome P450 (CYP). Chét chuyén hod clia Esomeprazole thidu
hoat tinh khang tiét. Phan chinh clia qué trinh chuyén hoa Esomeprazole phy thuéc vao isoenzyme CYP2C19, tac thanh chét
chuyén hoa hydroxy va desmethyl clia esomeprazole. Phin con lal phy thudc vao CYP3A4 tao thanh chét chuydn hoa
sulphone.

Dao thai

Thei gian bén thai chinh trong huyét tiromg clia esomeprazole xAp xi 1 = 1,5 gi&r. It hon 1% thube & dang khéng ddi dugc
@40 thai vao nuére tidu. Khoding 80% libu esomeprazole ubng vao dugc dao thai dudi dang chét chuyén hod khéng hoat tinh
trong nwérc tidu, pninpanlaumummydummm&muyénmamhommnumgphan

CHID|NH:

RITOZOL dugc chi dinh didu tri ngan han (4 — 8 tun) 44 didu trj va gidm triu chirng viém thyre quan trgrt xudre 43 duge chuln
dodn B&vﬁnmmmnnwnuqu&mammm mnﬁdummmmmmmnnozmawﬂm

ITOZ()dec d\lmhdﬂruﬁduytﬂ vﬁchﬂ'a mnhmﬂhmmqu&n trot xurdre.
RITOZOL duwgc chidinh didu tri ¢ néng va céc riéu chirng khéc lién quan dén bénh trao nguec da day thyre quan.

RITOZOL dugc chi dinh gidm loél da day & b&nh nhan dugc didu tri lién tuc véi NSAID cé nguy co phét trién loét da day. Bénh
nhan ma cé nguy co loét 14 ngudi trén > 60 tudi va hodc cb tién sirloét da day.

Phat 86 3 thudc (RITOZOL két hop véi amoxicillin va clarithromycin): RITOZOL, két horp véi amoxicillin va clarithromyein,
duwgrc chi dinh cho bénh nhén bj nhilim tring do H.pylori va loét ta trang (c6 tidin st b hodc dang bj trong vbng 5 nam vira qua)
dé digt H. pylori. Sy diét trir H. pylori cho théy giém nguy co téi phat loét té trang, O bénh nhén didu trj thét bai, thir nghiém a6
nhay cdm nén dugrc thyc hign, Néu d8 khang v clarithromycin hodc thir nghiém dd nhay cdm khdng thich hop, nén thay thé
maumumuhangsmhwmmpm

RITOZOLdlmmlﬂ!h ﬁ#utrllﬁudil clmting ﬂétaddd-dtybénh belagﬁm hi chirng Zollinger-Ellison.

LIEU LU'Q'NG VA CACHDUNG
Thube ndy chi dung theo sy ké don ciia thdy thudc.
Lidu khuyén nghj danh cho ngui Iém dugc liét ké bang dudi day. Vién nang Esomeprazole nén nudt nguyén vién va ubng
trwedre bira dn 1 gidr.
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S cho Iém

Chi djnh Libu ding 54 thn

I. Trao nguoc dg day thye quin (GFRD)

Chira lénh bénh viém thue quén trgt xuée 20mghodc40mg | Mét lAn mBi ngay trong 4 8én 8 tuln
Dy tri bnh vidm thire quén tron xudc 20mg Mét 1an mdi ngay

Bénh trao nguoc da day - thye quan co trigu ching 20 mg Mt 1An mdi ngy trong 4 tulin

Gidm nguy co loét da déy kit hop voi thubc chéng viém khong steroid (NSAID) | 20mghogc40mg | Mét thn mdi ngay trong thvi gian i B thing
Il. Tidu dijt Helicobacter pylori 8 gidm nguy co ki phat loét t tring

Ba trj liju
Esomeprazole 40mg Mét [An mi ngay rong 10 ngay
Amoxicillin 1.000 mg Hai ln mbi 10
Clarithromycin 500 mg Hai lin mdi ngdy trong 10 ngdy
Sir dung cho tré em tir 12 dén 17 tudi
|_Bibu irf ngén han bénh trao ngugc de day - thyc quén 20mghosc40mg | MBI ngdy mdt thn cho ioi B tuln
Céc bénh tAng &t bénh Iy kb c& hdi chirmg Zolinger-Ellison 40 mg Hai 13n mbi ngay
Nhém din sé djic bigt
Bénh nhén caotudl
Khéng can didu chinh lidu,
Bénh nhan suy than
Khéng cén didu chinh lidu.
Bénh nhén suy gan

Khéng chn didu chinh liu cho bénh nhén suy gan nhe dén trung binh (Child Pugh A va B). B&i véi bénh nhén suy gan néng
(Child Pugh C), khéng nén dung vurgt qud lidu 20mg RITOZOL.

CHONG CHIBINH
RITOZOL chéng chi dinh v&i bénh nhan dugc biét mén cém véi Esomeprazole hay bt cir thanh phén nao ciia thubc hodc
benzinmidazole thay thé.
Phan (g nhay cam &nh séng vi dy phis mach va sde/phdn (ng phén vé duge bao céo khi dung RITOZOL.

THAN TRONG

Khi cé sy hién dién cua bt ky triéu chirng bao dong nao (vi dy gidm cAn dang ké khdng chi y, ndn ti phat, khé nubt, ndn ra méau
hodc daitién phan den) va khi nghi ngd hodc bj loétda day nén logi trir bénh Iy dc tinh bévi vi didu trj véi Esomeprazole c6 thé lam
gum;nihpmummdﬁmﬁmmmmén.aenhnhnmmﬁuudaitdﬁcuataa tri hon mdt ndm) nén dugc
theo dbi thurirng xuyén.

SU DYNG CHO PHY NOF CO THAI VA CHO CON BU:
Sir dyng cho pt?u n&mmﬂul:ﬂl‘nnobngﬁbnm}umnqpﬁﬁimsoﬂd&ydﬁ&nguaimnngmal.cmdﬂmmuécnay
trong théri ky khi that cAn th
Sir dyng & ngurdi cho con bi: chura c6 nghién ciru bai tiét esomeprazale trong sira me. Cd kha néng esomaprazole bai tiét
trong s(ra me, nén ngirng cho con bii hoéc ngung cho con bi tinh dén thm quan trong clia thube déi vari ngui me.

TAC DONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:
Khéng quan séat théy co téc ddng ndo.

TUONG TAC THUGC:
Esomeprazole dwgc chuyén hoa ring rai & gan. Nghién ciru tromg téc thube cho thiy esomeprazole khang cb trong tac [Am
sang dang ké vari phenytoin, warafin, quinidine, clarithromycin va amoxycilin. Esomeprazole cé thé anh hurdng dén sinh kha
dyng clia cac thudc hip thu phy thude PH (vi dy: ketoconazole, mubi sat, digoxin).

TAC DUNG KHONG MONG MUON:
Nhirng téc dung phy sau dugre béo céo trong qué trinh didu tri véi Esomeprazole, Khang c6 phdn (ng nao lién quan dén lidu
di

ng.
Thuwdng gép: >1/100
Todn thdn: Pau dAu, chdng mét, phat ban.
Tidu hod: Budn nén/ ndn mira, dau bung, tao bon, tidu chay, dly hoi, khé migng.
It gép: >1/1000, <1100
Toan than: Mét ngl, mét mdi, budn ngl, ngira.
Réi logn thi gidc: Nhinmér.
Hiém gdp: <1/1000
Toan thin: S4t, tang tiét md hdi, phil ngoai bién, phan ing nhay cam énh séng va phan img qua mén bao gbm, mé day, phd
mach v séc, phan ing phén vé.
R6i logn thiin kinh trung : Lodu, G Hn, trdm cam, kich ddng, 4o gidc.
R&I logn méu va h§ bach : Gidm bach cAu, gidm tidu chu, mét bach cAu hat.
Gan: Tang enzyme gan, viém gan, cé hodic khdng co vang da, suy gan.
Tiéu hod: Réi loan v| gidc.
ﬂlognwx : Dau khép, dauco.
n va tiét niéu: Viém than ké.
——t mm*wd&mmmmmwamﬂw : FA=
Théng bédo cho béc sTnhibng téc dyng khéng mong mudn géip phil khi ding thude.

DONG GOI: Ritozol 20 mg: Hop 2 vix 7 vién.
Ritozol 40mg: HOp 2 vix 7 vién,

HAN DUNG: 3nam ké tir ngay sdn xuét
BAO QUAN: Tranh anh sdng & Am. Bio quén & nhiét 49 phong.
TIEU CHUAN: Nha sdn xudt.

50 DANG KY :Ritozol 20 mg: Visa No. VN-15352-12
Ritozol 40mg: Visa No. VN-16694-13

Manufactured by:

Bosch Pharmaceuticals (Pvr) Lrd.

221, Sector 23, Korangi Indusirial Area, Karachi - Pakistan.



