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CONG THUC:

Rabeprazol natri (dubi dang Rabeprazol natri hydrat)... 20 mg

T4 duge viia dil... .. 1 vién

(Magnesi omad, maniln! Icm smmu nyuwmmmﬁ cellulose, hydroxypropyl cellulose, magnesi
stearat, sodium stearyl fumarate, ethylcellulose, titan dioxyd, acryl EZE, oxyd sit vang)

DANG BAO CHE: Vign nén bao tan trong rudt.
QUY CACH BONG GOL: Hop 3 vi x 10 vién,
DUIC LUT HOC:

Ma ATGC: AD2BCO4

Raxium 20 v thanh phdn hoat chilt i rabeprazol natri, thude nbdm thide khing tift acid, khing co dfc
tinh khdng tigt cholin hay ddi khang histamin H, nhung dc ohif sy 1igt acid cia da day biing cich dc ché
chuyén bidt enzym H'/K' - ATPase (bom acid hay bom proton). Higu qua ty 18 ol liu lugng va e ché ci
S|/ 1ifit acid co bdn En sy tiét acid do kich thich bt ké tac nhan kich thich nao. Vi la mét bazd y&u nén
rabeprazol nhanh chong dupe hdp thu va tip trung vao moi trubng acid cila t8 bio thanh. Rabeprazel
dupe chuyén thanh dang sulphenamid cé hoat tinh qua sy profon hia va sau dd phdn dng i cystein cd
sdn & bom proton

Sau khi udng mot lidu 20 mg rabeprazol natri, khdi phat cba higu qud khéng 18t acid xdy ra trong ving
it g, i hiu qua 161 da & gilia hai va biin git. 23 gid sau liéu rabeprazol natri dfu fién, sy dic ché gk
acid coban 13 69% va sy (it ch tigt agid do thike &n kich thich 12 B2% vi thisl gian 0 ché kéo dai dén 48
gt Hidu qud (e ch¥ 8t acid cla rabeprazol nairi ting nhe khi 3p lai 18y mdi ngay, dat tinh trang de
chi 6n dinh sau ba ngay. Khi ngung thudc, hogt ddng tiét acid binh thuling hoa sau 2 dfn 3 ngay.

DUOE BANG HOC: Raxium 20 I dang vién nén bao tan trang rujl (khiing tan trang da day). Rabeprazol
duge hip thu nhanh, nfing dé dinh trong huy &t tugng khodng 3.5 gitivA sinh khi dung khodng 52% sau
khi wding liéu 20 mg. N8ng 80 dinh trong huyét tudng (Cmax) clia rabeprazol vi AUC ty I tuyEn tinh wii
cAc Iiéu tir 10 mg d8n 40 mg. Ngodi ra, sinh kha dung cling khong ting vii i 14p tal. § ngubi khoe
manh, thii gian ban hisy trong huyét twang knedng 1 gid (10,7 d8n 1,5 gid) v d0 thanh thai todn co thi
14 283 + 98 ml/ phit. Khdng b twong tic 1am sing vai thie &n. Thic 3n va thai gian ding thuc trong
nody khiing anh hubdng dén sy hilp thu cia thulc.

Rabeprazol gdn k&t nhidu vio protein huyet tuong (khoang 97%).

Rabeprazol duge chuydn hia qua he thiing cytochrom P4S0 cla gan. Trong nhing nghign ciu woi
microsom gan ngulii cha thiy rabeprazol natri duge chuyén héa béi isoenzyme CYP450 (CYP2C19 v
CYP3A4). Trong nhing nghién ciu nay wii nhiing ndng b huyél tuong ngudi khic nhau, rabeprazol
khiing cim img ciing khbng (it ch CYP3AL. Khodng 90% liu dimg dugc bai xust trong nudc iy dudi
dang chuy&n héa, phin con lai dupe bai 16t qua phin.

R Ioan chis nang thén; Nhilng binh nhin suy thin giai doan culi, dn dinh, duge thim phin mdu
thuing xuyén (46 thanh thai creatinin < Sml / min /1,73 m* ). AUG v Cmax & nhing b&nh nhin niy
thiip hon khodng 35% so voi ngudl knde manh. Banh nhan suy thin cdn thim phin méu, db thanh thii
ciia rabeprazol khodng gap hai ldn ciia ngudl khbe manh,

Rdi laan chife ndng gan: & bEnh nhan suy gan nhe va trung binh, sau mét 1iu duy nhdt 20 mg
rabeprazol, AUC tiing 1én gdp d6i va thii gian ban hiy cla rabeprazol ting Ién 2 dén 3 14n so vi nguii
khie manh. Tuy nhign, sau khi ding 20 mg mBi ngay trong 7 ngdy, AUC chi tang 1,5 I4n va Cmax chi
iing 1,2 I&n. Khd ndng ddp ing vE duigc Iyc hoc (kifm soét pH da day) & hai nhdm | tuong dudng vé
mat 1am sing.

Nouidi gid: Sif dao thai rabeprazol gidm nhe @ nguiii gid. Sau 7 ngay difu trj vai 20 mg rabeprazol natri
mibi ngdy, AUC tang gin gip dbi, Crmax t3ng B0% v 112 ting 18n khoang 30% so ik ngui linh nguy@n
khde manh. Tuy nhign, khing cd bidu hidn tich  rabeprazol,

CHI DINH: Loét t4 trang hoat ddng.

Loét da day Ianh tinh hoat dfng.

Bénh trao ngugc da day - thyc quan dang loét hodc dang bao man (GERD),

Bidu tri duy tri dai han bénh trio nguge da diy - thyc quén.

Biy tri tridu ching b&nh trao nguoc da day - thyc qun tii trung binh dén rat ning.

Hii chimg Zollinger - Ellison va edc finh trang 13ng tist bénh Iy khic.

Kt hop wii cdc thudc khang khusn thich hdp d8 tist trir Helicobacter pyferi @ nhilng bénh nhin bj leét
duang tisu hoa.

CHONG GHI BINH:

Ml cim vii Bk thanh phin ndo clia thulic vi cde din xult benzimidazol,

THAN TRONG: Vigc cdi thign trigu ching qua didu trj biing rabeprazol khang logl trir sy hién ulen ciia
ung thu dg day hay thye quin, do 80 cin phai loai trif khi ndng ung thy trute khi bat ddu diéu tri.

Bénh ntidn didu trj dai han (@c bidt didu e hon mdt ndm) cin dige kiEm tra thuling uyn.

INguis bénh efii loan chil ndng gan ning.

Rabeprazol khidng duge khuyen cdo sl dyng cho tré em vi chua cd kinh nghiém sii dung rabeprazol &
nhdm wdi niy.

Ha magnes! mau hiém gip & bénh nhn difu tr véi thulc de ¢hE bom proton (PP1) It nhit 3 thing, 6
thé gp nhidiu hon trong truting hop sau 1 ndm diu trf. 0 hdu h&t cic bdnh nhan, difu tri ha magnesi
méu biing cich bd sung magnesi va ngung sk dung PPI.

Thusc (e ché bom proton (PPI), dic hilt 14 néu ding ifu eao va khodng thai gian dai (> 1 nam), cd thé
lign quan i s ting nguy oo lding xuang lign quan 8€n gy xuidng hing, o tay hay cit sBng, chi y&u §
ngubi in twll hodc trong sy hién dién clia cdc y&u t6 nguy co khdc.

Biu trj bing PPI, bao gm rabeprazol natri, cd thé Im ting nguy co nhifm tring dubmg tiéu hoa nhy
Salmonalia, Campyiobacter va Clostridium difficite.

PHU N CO THAI VA CHO CON BU:

Phy nif cd thai>Chua ct nghién ciu ddy ol hodc duge kifm soét 181 cho phy ni ¢d thai v kinh nghigm
sau khi thule duge si dyng trén thi truiing con han ché. Chi duge sif dung rabeprazol natri & phu nid
mang thai khi Igi fch tim ning han hin nguy e cé the xdy ra che thai nhi,

Phy nif cho con bi: Hién chua rd rabeprazol natri co bai tiét qua sa hay khiing va chua cb nghign ciu
trén phy nil cho con bo. Tuy nhién, rabeprazol natri co bai 1t trong sba chudt. Do do, khdng nén diing
rabeprazol natri & phy ni cho con bi. NEu b4t bujc diing rabeprazol natri thi nén ngung cho con bi.
LAIXE VA VAN HANH MAY MOG: Thudc kidng lam gidm khd nang i xe hay vin hanh méy mde. Tuy
nhign ndu bubn ngl, ndn tranh 14 xe kay van hanh may méc philc tap.

Hp 5vi x 10 vién,

Raxium 2 ()

Rabeprazol natri 20 mg

TUONG TAC THUDT: Rabeprazol dc ché sy bai 1€t acid cia da dy nén of the xdy ra sy udng t4c voi cac
thufe of &b hdp thu phy thube wio db pH.
Rabeprazol khdng tudng tic vl cac thubc khang acid dang long
Sif dung dfing thii rabeprazol véil ketoconazol hodc itraconazol o6 thé lam gidm ning a9 thudc khing
ndm trong huy&t tudng.
Rabeprazol Uc ché sy chuydn hoa clia cyclosporin khi diing két hap.
Sirdyung ddng this rabeprazol va warfarin [Am tang INR va thii gian prothrombin, cé thé din déh chiy
miu bat thudng vi tivong.
Khéng nén st dyng déing théi wii atazanavir.
TAC DUNG KHONG MONG MUGN:
Nhing téc dyng khbng mong mudn thubng thadng gua v nhe hodc trung binh, phi hop gila nguii Kin
vé thanh thifu nign. Tac dung khiing mong mudn dugc ghi nhin nhu sau:
+ Nhim trang va nhi¥m ky sinh trong: Thuing gép: Nhifm tring.
+ Méu: Hifim gép: Gidm bach cdu trung tinh, gidm bach cdu, gidim tidu cdu, Hng bach cdu.
+ MiBn dich: Hifm gap: Dj ting (phi) mat, ha huy&t dp va kho the, ban dd, phin (g bong nudc va cic
phdn (ng di ing thuting bign mt sau khi ngung thudc).
+ Chuyén hoa: Hiém gap: Chén dn.
+ Thdn kinh trung ugng:
« Thubing gap: Mat ngll, dau du, ching mat.
+ [t gip: Giing thing.
« Higm gap: Trdm cém.
+ M3t Hifm gap: RGi logn thi gidc.
+ Ha hilp:
« Thuling gdp: Ho, viém hong.
« It gap: viem phé quan, viém xoang.
+ Tiéu hoa:
« Thuting gdp: Tituchiy, dau bung, bulin ndn, diy hoi.
« [t gdip: Kha tidu, khd miéng, g hai.
« Hilfm gép: Vibm da day, viém miéng, rdi loan vi gide.
+ Coxuang:
« Thuting gip: Pau khing dic hidw' dau lung.
« [t gip: Pauco, vop bé chin, dau khdp. afly xuong.
+ Thin - nidiu
« [t géip: NhiEm triing dubng nik.
« Higm gip: Vi#m thn k8.
Thaing bdo cho bac sTahdng tic dyng khdng mong mudn gdp phai khi sir dyng thudc.
oui LEu vi cAcH xiF TRE:
Lifu uling 18 da khdng qud 60 mg hai 1n mBi ngy hodc 160 mg mot IEn mbi ngay. Do thudc gin ket
nhifu vao protein huyEt fudng nén khong d& ding A8 thim tach. VI chua cb thudc gidi dic dc higu nén
trong trubng hop gqud liéu, bénh nhan cdn dupe didu tr trigu ching va cic bign phap hi tro.
LiEu DUNG VA CACH DUNG: N&n uiing nguyén vién, khoing nén nhai hay nghifn ndt thudc. Udng thulic
trutic khi &n sdng hodc trudc khi di ngl.
Ngutyi Idn/ ngudi gia.
- Loét t4 tring hoat ddng: USng 10 mg hay 20 mg x 1 Idn/ ngdy, trong 4 - 8 tudn.
- Loét da day lanh tinh hoat d0ng; Uing 10 mg hay 20 mg x 1 14n/ nghy, trong 6 - 12 twdn,
- Bénh trio ngudc da ddy - thut qudn dang loét hodc dang bao mbn (GERD): Ung 10 mg hay 20 mg x
1 n/ ngéy, trong 4 - 8 tudn.
- Difu trj duy tri dai han bénh trao noude da day - thue quin: Cd thé sl dung lidu duy tri 10 mo hay
20 mg x 1 W/ ngly.
- Biéu tr tribu chiing bénh trao ngupc da day - thyc quin tirtrung binh dén rdt ndng: 10 mg x 1 Mn/ ngay
¢ho banh nhan khong co viém thyc quin. NEu trigu ching khing cai thién sau 4 tdn, bénh nhan cdn
dugic kham kifm tra thém.
- Hii chiing Zollinger - Ellison va céc tinh trang tng tiét bénh Iy khac: Lidu khdi ddu & 60 mg x 1 1&n/
ngdy. Co thé ting |iu 1&n d&n 100 mg x 1 In/ nody hay 60 mg x 2 I4n/ ng&y. Mt s8 bénh nhdn bi hi
ching Zollinger - Ellison 03 dugc diu trj lién tuc d&n mt nam.
- Tit tris Halicobacter pylan: Diu trj phoi hop trong 7 ngdy dupe d& nghi nhu sau:
Haxium 20 x 2 ln/ ngdy + clarithromycin 500 mg x 2 180/ nghy + amaxicilin 1 g % 2 1n/ ngly.
Suy thin vé suy gan: Khtng cdn difu chinh liu d8i vii bénh nhdn suy thn hay suy gan.
Tré em:
Tl ea = 12 tudi: An toan va higu g trong didu tr ngdn han GERD (ding Lrong 8 uéin).
Teé em < 12 tui: Tinh an todn va higu gud trong didu irj ngdn han GERD chua duge thit ip.
Hodc theo chi din ciia Thiy thudc.
D& xa tAm tay lré am.
Bpc ki hudng d&n s dung trude khi ding.
N edn thém thing fin, xin hai § kigh béc s7.
Thuds nay chi diing theo dan ¢da bde si.
Han disng: 36 théng k& tirngay sdn xuit.
Diu kitn bao quén: Nai khd, nhiét db khong qud 30°C, trdnh dnh sdng,
Tidu chufin: TCCS.

San xudt tai:

CONG TY CO PHAN DUGC HAU GIANG - Chi nhanh nha may dugc phdm DHG tai Hiu Giang
Lb B2 - B3, Khu cdng nghiép TAn Phis Thanh - giai dogn 1, x@ Tan Phi Thanh, huyén Chdu Thanh A, tinh Hau Giang

AT MNHAnnY ANCAACA - Eaws MAANTY ANETEER
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E-mail: dhgphxmla.ﬁdhgpharma com.vn
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