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Rabeprazol natel (duéi dang Rabeprazol natri hydrat)... 20 mg 

Ta dude vila dil... oe Tien 
(Magnesi oxyd, mmanital, loa, ‘substituted hisienyprtoit Cellulose, hydroxypropyl cellulose, magnesi 

stearat, sodium steary! fumarate, ethylcellulose, titan dioxyd, acryl EZE, oxyd sit vang) 

DANG BAO CHE: Vien nén bao tan trong rut. 
QUY GACH BONG GOI: Hop 3 vix 10 vin. 
DUgC LYC HOC: 
Ma ATC: AO2BCO4 
Raxium 20 vil thanh phan hoat chat la rabeprazol natri, thude nhdm thude khdng tat acid, khong cé dac 

tinh khang tiét cholin hay di khang histamin H, nhung ue ché sy tiét acid cba da day bing cach de cht 

chuyén bigt enzym H'/K' - ATPase (bom acid hay bom proton). Higu qua ty 1é voi liéu lugng va de ché ca 
su tiét acid co ban Un sy tiét acid do kich thich bat ké tac nhan kich thich nao, Vi la mOt bazo yéu nén 
fabeprazol nhanh chéng duc hap thu va tap trung vao mdi truding acid cla té bao thanh. Rabeprazol 

dupe chuyén thanh dang sulphenamid cé hogt tinh qua sy proton héa va sau dd phan dng vii cystain od 

sand bom proton 

Sau khi uding mot liéu 20 mg rabeprazol natri, Khoi phat cla hiéu qua khang tiét acid xdy ra trong ving 

mot gid, vdi higu qua t6i da 6 gidta hai va bon gid. 23 gid sau ligu rabeprazol natri déu tidn, sy de ché thet 
acid colban la 69% va su de ché tiét acid do thde An kich thich 4 82% va thal gian de ché kéo dai dén 48 
10. Hidu qué de ché tiét acid cla rabeprazol natri ting nhe khi lap lai ligu mdi ngay, dat tinh trang de 

ché dn dinh sau bangay. Khi ngung thutc, hoat déng tiét acid binh thutng hoa sau 2 dén 3ngay. 

DUQC DONG HOC: Raxium 20 ta dang vin nén bao tan trong rupi (khOng tan trong da day). Rabeprazol 
duge hp thu nhanh, nding 6 dinh trong huyét tuong khodng 3,5 git va sinh kha dung khodng 52% sau 

khi uding figu 20 mg. Néng d6 dinh trong huyét tuang (Cmax) cla rabeprazol va AUC ty 18 tuyén tinh voi 

cac liu tir 10 mg dén 40 mg. Ngodi ra, sinh kha dung cling khding ting véi liu lap tai. O nguii khde 

manh, thoi gian ban hy trong huyét tuong Khoang 1 gid (tir0,7 dén 1,5 gid) va dO thanh thai toan co thé 

(A 283 + 98 mi phit. Khdng cé tuong tac Jim sing vai thie din, Thie: an va thai gian ding thudc trong 

ngay khdng anh huding dén sy hap thu cia thudc. 

Rabeprazol gan két nhidu vae protein huyét tuong (khodng 97%). 

Rabeprazol duge chuyén héa qua hé théng cytochrom P450 cia gan. Trong nhiing nghién cou voi 

microsom gan nguii cho thay rabeprazol natri duge chuyén hda bdi isoenzyme CYP450 (CYP2C19 va 

CYP3A4). Trong nhiing nghién city nay véi nhiing néng 46 huyét tung ngubl khic nhau, rabeprazol 

khding cdm ing cing kh6ng dc ché CYP3A4, Khodng 90% liu ding dugc bal xudt trong nutic tiéu dudi 
dang chuyéin héa, phén con lai duge bai tift qua phan. 
Réi foan chide nang than: Nhing bénh nhan suy thin giai doan cudi, Gn dinh, duge thadm phan mau 
thuting xuyén (dO thanh thai creatinin < Smi/ min / 1,73 m’ ). AUG va Cmax d nhitng bénh nhan nay 
thip hon khodng 35% so véi ngudl khoe manh, Banh nhan suy thin cén thém phan mau, dO thanh thai 
cia rabeprazol Khoang gdp hai lin cla nguéi khoe manh. 
Réi joan chie nang gan: 0 bénh nhan suy gan nhe va trung binh, sau mét lidu duy nhat 20 mg 
rabeprazol, AUC ting lén gap dai va thal gian ban hiy cla rabeprazol ting lan 2 dén 3 lan so voi ngubi 

khde manh. Tuy nhién, sau khi ding 20 mg mdi ngay trong 7 ngay, AUC chi ting 1,5 lin va Cmax chi 
lng 1,2 ldn, Kha nang dap ding vé dug iyc hoe (kiém soat pH da day) @ hai nhom la tudng duong vd 

mat lim sang. 

Nguoi gia: Sy dao thai rabeprazol giam nhe @ nguéi gid. Sau 7 ngay didu tr voi 20 mg rabeprazol natri 
mdi ngay, AUC tang gan gap doi, Cmax ting 60% va 14 ting lén khoang 30% so vil nguoi lint nguyén 

khdée manh. Tuy nhién, khdng od bidu hién tich tu rabeprazol, 

CHi DINH: Loét ta trang hoat dong. 
Loét da day lanh tinh hoat dong. 

Bénh trao nguie da day - thie quan dang lott hoge dang bao mon (GERD). 

Didu tr] duy tri dai han bénh tréo nguge da day - thyc quan. 

Didu tr trigu ching bénh trao mguyc da day - thyc quan titrung binh dén rat nang. 

H6i ching Zollinger - Ellison va ede tinh trang tang tiét banh ly kha. 

Két hop voi cdc thutic khang khuan thich hip dé tidt tit Helicobacter pylori G nhiing bénh mhan bi lost 
duitng tiau hoa. 
CHONG CHI BINH: 
Min cam voi bate) thanh phan nao cilia thutic va cae dan xudt benzimidazol, 

THAN TRONG: Viec cai thién triéu ching qua diéy tr bang rabeprazol khdng logl trit sy hién ditn cia 

ung thu da day hay thye quin, do dé can phai loai trif kha nang ung thu trude khi bat ddu dieu tri. 
Bénh nan digu tr) dai han (dae bidt didu tr) han mat nim) cdin duge kim tra thuding xuyén. 

Noudi bénh rai loan chic nang gan nang. 

Rabeprazol khéng duge khuyén cao sif dung cho tré em vi chua co kinh nghiém si dung rabeprazol d 

nhdém tudi nay. 
Ha magnes| mau hiém gap @bénh nhan diéu tr) vdi thudc de ché bom proton (PPI) it nhat 3 thang, 06 

thé gap nhidu hon trong truting hgp sau 1 nam digu tr). O hau ht cdc bénh nhan, diéu tri ha magnesi 
mau bang cach bé sung magnesi va ngung sit dung PPI. 
Thutc tie ché bom proton (PPI), dic biét IA néu ding liéu cao va khodng thei gian dai (> 1 nam), c6 thé 

lién quan vdi su ting nguy cd Inding xuking lién quan d&n gdy xuting hong, cé tay hay cot sing, chi yéud 
nguei iin tudi hode trong sy hién dién cia cdc yu tO nguy co khac. 

Biéu tr) bang PPI, bao gdm rabeprazol natri, od thé Lam ting nguy co ahiém tring dutng titu héa nh 

Salmonella, Campylobacter va Clostridium difficile. 

PH NU! CO THAI VA CHO GON BU: 

Phy nded thais Chua cé nghidn ctu ddy di hoac dude kidm sot tét cho phy nico thai va kinh nghiém 

sau khi thude duge sif dung trén th) tring con han ché. Chi duge si’ dung rabeprazol natri 6 phy ni 

mang thai khi igi ich tiém nang hon hn nguy ed.cd thé xdy ra cho thai nhi, 
Phy ni cho con bd: Hién chua 16 rabeprazol natri c6 bai tit qua sia hay khong va chua co nghién ctu 
trén phy nif cho con bd. Tuy nhién, rabeprazol natri cé bai tit trong sa chudt. Do dd, khong nén ding 

rabeprazol natri 6 phy niche con bd. N&u bat bude ding rabeprazol natri thi nén nguing cho con bi. 

LAL XE VA VAN HANH MAY MOG: Thudc khong lam gidm kha nang lai xe hay van hanh may mds. Tuy 
inhién néu budn ngi, nén tranh li xe hay van hanh may méc phic tap. 

Hop 5 vi x 10 wién, 

Raxium 2 () 
Rabeprazol natri 20 mg 

TUONG TAC THUOC: Rabeprazol dc ché sy bai tigt acid cla da day nén c6 thé xay ra sy tuung tac vol cdc 
thutte od 4 héip thu phy thude vao d6 pH. 

Rabeprazol khidng tucng tac wii cdc thubc khang acid dang long 

Sif dung déing théi rabeprazol véi ketoconazol hode itraconazol cd thé lam giam nding dO thudic khang 

nim trong huyét tuong. 

Rabeprazol (ic ché sy chuyéin hda cla cyclosporin khi ding két hop. 
Sit dung déng thd! rabeprazol va warfarin lam tng INR va thoi gian prothrombin, of thé dan dén chay 

mau bat thuting va tirvong. 

Khdng nén sitdyng déng thoi voi atazanavir. 
TAC DUNG KHONG MONG MUON: 
Nhing tée dyng khéng mong mun thudng thoang qua va nhe hode trung binh, phi hop gida nguii bin 

va than thifunién. Tac dung khing mong muén duge ghi nha nhu sau: 
+Nhiém tring va nbiém ky sinh tring: Thuding gap: Nhiém tring. 
= Mau: Hitm gap: Gidm bach cau trung tinh, giam bach cau, gidm tiéucdu, fang bach e&u. 
+ Midn djch: Him gap: Dj dng (phi mat, ha huyét ap va khd thd, ban dé, phan dng bong nudc va cac 

phan ding dj Ging thuting big mat sau khi nguing thutc). 
+ Chuyén hda: Hiém gap: Chan an. 
+ Than kinh trung wang: 

= Thudng gap: Mat ngii, dau ddu, chdng mgt, 

eit gap: Gang thang. 
« Hiém gap: Trdm cam. 

+ Mat: Hiéim gap: Abi loan thj gide. 
+HOhdp: 

« Thudng gap: Ho, viém hong. 

«[tgap: Vier phé quan, viém xoang. 

+ Tidu héa: 

« Thuting gap: Tidu chay, dau bung, budn ndn, day hoi. 
(tgp: Khé tidu, khd miéng, g hol. 
«Him gap: Vitm da day, viém miéng, réi loan vi gide. 

+ Coxuong: 
« Thudng gap: Dau khing dic higw’ dau lung. 

eit gap: Daucd, vop bé chan, dau khdp, gy xuong. 
+ Than = niu: 

«(tgap: Nhigm tring dubng nit. 

«Him gap: Vidm than ke. 
Thong bao cho bac sinhing tac dung khing mong mudn gap phai khi sit dung thudc. 
QUA LIEU VA CACH XI TRI: 
Lidu ung t6l da khdng qua 60 mg hai lin méi ngay hoe 160 mg mot in mi ngay. Do thude gdn két 

nhigu vao protein huyét tuong nén khing dé dang dé thdm tach, Vi chua ¢6 thudc giai déc dic higunén 
trong trudng hop qua liéu, bénh nhan can dupe didu tri trigu ching va cac bign phap hd trd. 
LIEU DUNG VA CACH DUNG: Nén wing nguyén vidn, khong nan nhai hay nghién nat thudc. Udng thutic 
trudc khi an sang hode trude khi di ngd. 

Nou ida nguial gid: 

- Lot td trang hogt dng: Using 10mg hay 20 mg x 1 lan! ngay, trong 4 = 8 tun. 
- Loét da day anh tinh hogt déing: Wing 10 mg hay 20 mg x 1 Min/ ngdy, trong 6 - 12 tudn. 

+ Bénh tro ngugc da day - thyc quan dang loét hodc dang bao mon (GERD): Ung 10 mg hay 20 mg x 

1 ldni mgay, trong 4 - 8 tudn. 

~ Didu tr) duy tri dai han banh trao nue da day - thue quan: Cé thé si dung liéu duy tri 10 mg hay 

20mg x1 lin/ ngay. 
- Bidu tr] triéu ching bénh tro nguge da day - thyc quan tiftrung binh dén rét nang: 10 mg x 1 lin/ ngay 

cho bénh nhan khong cé viém thyc quan. Néu trigu ching khOng cai thién sau 4 tudn, bénh nhan can 
dupe kham kiém tra them. 
- HOi ching Zollinger - Ellison va cdc tinh trang tang tiét bénh Wy khac: Lidu khdi ddu la 60 mg x1 lan/ 
ngay. Go thé ting lidu in dn 100 mg x 1 Hin/ ngay hay 60 mg x 2 kin/ ngay. Mét sé bénh nhan bi hoi 

chiing Zollinger = Ellison da duc diéu tr) lién tuc dén mot nam. 
- Tiét trif Helicobacter pyiori: Bidu tr] phi hgp trong 7 ngay dupe dé nghj nhu sau: 

Raxium 20 x2 Min/ ngay + clarithromycin 500 mg x2 ldn/ ngay + amoxicilin 1 gx 2 ldn/ ngay. 

Suy than va suy gan: Khong c4n diéu chinh liéu doi vai bénh nhan suy than hay suy gan. 

Tré em: 
Tre em 212 tudk: An toan va niu qua trong didu tr) ngan han GERD (ding trong 6 wan). 

Tré em < 12 tudi: Tinh an toan va higu qua trong didu tr) ngdn han GERD chua duye thiét lip. 
Hoa theo chi dan cia Thay thudc. 
é xa tim tay iré am. 
Boe kp huding dan sif dung tude khi ding. 
Néu edn thém thdng tin, xin holy kién bac st. 
Thude nay chi ding theo don eta bae si. 
Han ding: 36 thang ké tingay san xudt. 
Didu kin bao quan: Noi kh, nhiét dd khOng qua 30°C, tranh anh sang. 

Tiéu chudn: TCCS. 

San xuat tai: 

CONG TY CO PHAN DUGC HAU GIANG - Chi nhénh nha may duge phdm DHG tai Hau Giang 
L8 B2- B3, Khu céng nghigp Tan Phd Thanh ~ giai doan 1, x Tén Phd Thanh, huyén Chau Thanh A, tinh Hau Giang 
AT. (ann ANesAcA am Baus NN ONEDEEE 

Udi mic vib sin ier, Mgt 
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£-mail: dhgpharma@dhgpharma.com.vn 
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