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Huong diin sit dung thudie;
RABARIS TABLET

THANH PHAN: Md&i vién nén bao tan trong rudt chira;
Rabeprazole Sodium...ooooviiiiiieiiiens 20 mg
T duoc: Mannitol, Anhydrous Sodivm  Carbonate, Hydroxypropyl Methyleellulose (6 cps),
Heavy Magnesium Oxide, Sedium Starch Glycelate, Magnesium Stearate, Sodium Lauryl
Sulphate, Tal tinh khiél. Povidone { K-30), Povidone ( K-30), Titanium Dioxide, Opadry
Enteric White (OY-P-7171), Carnauba Wax.
Boc kP heedng din sik dung triede kii ding, néu cdn thém thong tin xin hoi § kién bie si,
CAC PAC TINH DUQC LUC HQC:
Co ché tde dfng:
Rabeprazole thudc nhém céce chit chdng tiét (cac chét Ge ché bom proton benzimidazole thay
thé) khdng bicu hién dac tinh dbi khang thy thé histamin Hy hojc khéang tiét acetylcholine,
nhung ngin su tiét dich vi bAng cach e ché H, K'ATPase da day & bé mat tiét cla cic té
bao thanh da day. Do enzyme nay duge xem nhu |4 bom acid (proton) ndm trong té bac
thanh, nén Rabeprazole ¢6 dic tinh nhir 12 chét tic ché bom proton da day. Rabeprazole ngin
chin giai doan cudi cla sy tiét dich vi. Trong céc té bao thanh da day, Rabeprazole nhin thém

mdt proton, tich Iity va bj bién ddi thanh sulfenamide ¢é hoat tinh.

CAC PAC TINH DUGC PONG HQC:
Hip thu: PO kha dung sinh hoe tuyét ddi cta dang vién nén Rabeprazole udng 20 mg (so véi
khi diing dudng tiém tinh mach) la xdp xi 52%. Khi Rabeprazole duoc ding cliing vdi bira in
cé nhidu chéit béo, Ty b thay ddi va ¢6 thé lam cham sy hép thu 18n dén 4 gitr hode 1du hon,
tuy nhién, Cpay v mire dd hip thu ciia Rabeprazole (AUC) thay déi khang déng ké. Vi viy,
Rabeprazole ca thé duge ding ma khéng cdn quan tim dén thoi gian an. (f']
Phén 66: Rabeprazole lién két voi protein huyét tuong 13 96,3%,
Chuyén héa: Rabeprazole duge chuydn héa manh. Thioether va sulphone |a nhiing chét
chuyén hoa chil yéu duge tim thdy trong huyét twong ngudi. Nhirng chit chuyén héa nay
khéng c6 hoat tinh khéng tiét dang ké. Cée nghién ctiu in viiro chimg minh ring Rabeprazole
duge chuyén hoa ¢ gan cha yéu boi cytochrome P450 3A (CYP3A) thanh chét chuyén hoa
sulphone va cylochrome P450 2C19 (CYP2C19) thanh Rabeprazole khor methyl.
Thai trir: Sau khi udng lidu duy nhdt 20 mg Rabeprazole cé gin dbng vi phong xa "C,
khoang 90% thudc duge thai vio nude tiéu, chii véu la thioether carboxylic acid; glucuronide
el n6 va cde chit chuyén hoa mercapturic acid. Phén con lai duge tim thdy trong phan. Tong
s& hoat tinh phong xa duge tim thiy 14 99,8%. Khéng tim thiy dang Rabeprazole chua bién
ddi trong nudc tiéu hay trong phan.

CHi DINH:
Didu tri bénh trdo ngugc da day the quan (GERD) gdy loét hode dn mén
Rabeprazole duge chi dinh didu tr ngdn han (4 dén 8 tudn) dé Bidu trj va lam gidm triéy
chimg bénh trio nguoe da day thue quén (GERD) gay loét hode &n mon. B5i v6i nhitng bénh
nhan khéng d& sau 8 tuan didu tri, co thé ding thém mot dot didu tri vdi Rabeprazole 8 tudn
nira.
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Dup tei sau khi lank binh irao ngivee dg &@dv thiee quan (GERD) gay loét hode dn min
Rabeprazale duge chi dinh didy tri duy ti sau khi Jink bénh va lim gides tf 1@ tdl phat tiéu
chitng ¢ néng & nhing bénh nhin bénb trdo nguge da diy thue cudn gy lodél bode 8n mon.
Cde nehidn ol co kidn1 soat chua duge thus Rign qud 12 thang,

Bidit v hénh trdo ngwoe dg diy thive qudn (GERDY sind trigu ching

Rabeprazole duge chi dinh didu ti chung ¢ néng rgay va dém va cac migu chirng khic do
GERD.

Biéu tri bénh loét td irang

Rabeprazole duoe chi dina didu tr] ngin han (dhoing 4 tdn) dé Didu t va lam giam rigu
chimng Joét ta trang. 114w hét bénh nhén Janh bénh trong vong 4 tudn.

Digt i Helicobaeter pylori dé lim gidm nguy o tdi phit loét 16 trang

Rabeprazale phéi hop véi amoxicillin va clarithramycin nhe 14 ligu phip ding ba thufe duge
chi dinh didu tri cho nhitng béna nhin leét t tring nhidm H. pylori 46 digt it 5. pyiori.
Mhitng bénh nhin thiit bai trong difu tri, nén thue hign xét nghiém tinh nhay cam. Néu 88
khang vai clarithromyein hode khang thé lam xét nghiém tinh nhay cam, nén ding liéw phip
khang sinh khic. (
Pidu tri ede tink trang ting riét hénk K cd hoi chmg Zollinger-Ellivon

Rabeprazole duge chi dinh didu i 14u dai cae tink trang ting tiét bérh 13, ke ca hof chimg
Zollinger-Ellison,

LIEU DUNG VA CACH SU DUNG:
Thude niy chi dimg theo sw ké don cia thiy thuic.

Didu i bénh tréo npwe da day thue quan (GERD) gy loét hode dn mon
Liéu udng cho ngwéi lén khuydn cdo 1@ 20 mg Rabeprazole, udng mdt ¥n mdi ngay khodng 4
dén 8 tuiin. DA véi nating béch nhin khong o sau § win diéy tr], e thé ding thém mat dot
didu i vai Rabeprazole § tudn nita.
They iri sau kR fdmh bénh tréo ngiege da dén thee guen (GERD) geby loét hadie dn mon
LLigu uéing cho ngwdi ldn khuyén cdo 13 20 mg Rabeprazole, udng mdt 1dn mbi ngay.
Didu tri bénk trio ngipe da diy thee guén (GERD) sink trifu cining
Liéu wbng cho npwtd om khuyén cdo i 20 mg Rabeprazele, uéng mét lin mfi npay khodng 4
tudn, Méu tidu ching khang duge gial quyét hoan toan sau 4 tuin, co thé dimg them mét dgt
diéu tri nira.
£idy tri bénh lode ta reang
Liéu udng cho ngwdi 1ém khuyén cdo 1a 20 mg Rabeprazole, udng mot 1in m3i ngay san bira
an sdng véi mit dot difu trf khoang 4 tudn, Phén J5n bénh rhin tzoh vét [oét t trang trong
vong 4 tudn. Mt vai bénh ohan o thé cin thém mot det didu trf niva € Tanh vét loét.
gt trie Helicobacter pylori 3¢ lam gidm nguy co tdi phet loér td trimg
Ligu phap diing ba thude:
+ Raheprazole: 20 mg hai 1an x8i ngay x 7 ngay.
- Amoxicillin: 1000 mg hei bin mdi ngay x 7 ngdy,
« Clarithromycin: 300 mg hai lin mdi ngay x 7 ngay.
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Diéu tri cdc tinh trang tdng iét bénh Iy, kEé ca héi ching Zollinger-Ellison

Liéu Rabeprazole ding cho nhitng bénh nhén cd tinh trang ting tiét bénh Iy thay ddi theo
timg cd thé. Lidu ubng khot dhu cho nguisd on khuyén cdo 13 60 mg mot 1in m3i ngay. Nén
didu chinh lidn theo nhu cdu cia timg bénh nhan va diing kéo dai theo chi dinh 1am sang. Mt
s bénh nhin ¢6 thé cdn phai chia ligu. Co thé ding liéu 1én dén 100 mg mét lin mdi ngay va
60 hai lin mBi ngay.

Khéng nhét thiét phai diéu chinh lidu ding cho ngudi gia, bénh nhan cé bénh than hode bénh
nhén suy gan nhe dén vira. Do thidu dir liéu 1am sang ctia Rabeprazole trén bénh nhan suy
gan ning, nén (hin trong khi ding thube cho nhimg bénh nhén nay.

Vién nén Rabeprazole nén dirge nudt nguyén vién. Khang duge nhai, nghién hodc bé vién
thudc. Vign nén Rabeprazole c6 thé duge ding kém véi hodc khdng kém voi thire dn.
Rabeprazol duoc khuyén cio khéng dimg cho tré em, vi chua b kinh nghiém st dung ¢ tré

cm.
CHONG CHi PINH:

Rabeprazole chéng chi dinh ¢ nhitng bénh nhan di biét qua man cam vai Rabeprazole, cac

benzimidazole thay thé hotic bit e thanh phin nao eiia thude. /1&,/

CANH GIAC VA TITAN TRONG:
Pap ting tridu chiing khi didu tri voi Rabeprazale khong loai trir duge sy hién dién khéi u da
day dc tinh.
Su tuong tdc & tinh trang én dinh cua Rabeprazole vét warfarin chua duge dénh gia diy di
trén bénh nhén, DA ¢6 vai béo cdo vé su gia ting INR va thoi gian prothrombin & nhitng bénh
nhin didu tri ddmg thoi chit Ge ché bom proten véi warfarin. Tang INR va théi gian
prothrombin c6 thé din t6i xuat huyét bat thudng va thim chi gdy t& vong. Nhitng bénh nhan pe
diéu tri ddng thoi chit Ge ché bom proton voi warfarin thi cAn phéi theo déi su gia ting INR
va thixi gian prothrombin.
St dung cho phu nir o thai: Chua cd nhitng nghién ciu durge kidm sodt 16t va thich hop cho
phu nir mang that. Béi vi cde nghign civu vé sy sinh san trén ste vt khdng lubn luén du doan
ding céc ddp 1ing cho ngudi, vi vy, chi nén ding thube nay trong thai k¥ néu that sy cin
thiét.
S# dung cho phy nii cho con b Do nhidu thude bai tiét vao sita, va do kha ning c6 cic
phan iing phu trén tré so sinh b me tir Rabeprazole, quyé‘r dinh nén ngung thude hodc ngung
cho con b, phii tinh dén tim quan trong coa thude déi voi npudi me.

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Dya trén céc dic tinh duge hre hoc va tac dung phy, khéng chic ring RABARIS giy gidm
3w ‘s T 3 ; . - sa A . ¥ ooy 3 xi P \’\A’? .
kha néng lai x¢ va véin hanh méy méc. Tuy nhién ncu tinh tdo bi giam do budn ngd nén (rin Q 47

14i xe v& van hanh may méc phirc tap. —~
, 1N
TAC DUNG PHU: \Z
Trong céc nghién ety ngln han va ldu dai, cde tic dung phy sau day, khong ké dén nguyén &
nhén, da duge bda cdo & nhiing bénh nhin didu trj voi Rabeprazole.
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Todn thdn: Suy nhuge, sét, phan dng di ong, on lanh, kho chiu, dau ngue duél xuong e,
cimg ¢b, phan img nhay cam 4nh sdng.
Hé tim mach: Cao huyét ap, dign tdm db bat thutng, dau nua dAu, ngét, dau thét ngue, héi
hép, nhip xoang tim chdm, nhip tim nhanh.
Heé tien hoa: Tidu chiy, budn nén, dau bung, nén mia, kho tiéy, diy hoi, tdo bon, khé misng,
o hoi, viém da day rudt, xuft huyét trire trang, dai tién méu den, chan an, loét miéng, viém
miéng, khé nudt, viém loi, viém i mét, ting su thém in, viém két trang, viém thuc guan,
viém ludi, viém tuy, viém tryc trang.
HE ngi tidr: Cudng giap, nhuoe giap.
Hé méu va bach huyét: Thiéy mau, mang bdm, bénh hach bach huyét.
RET loan chuyén hba va dinh dudmg: Phi ngoai bién, ting cdn, mit nudc, giam can.
Hé co-xuwong: Pau co, viém khap, vop bé chén, bénh khép, viém tii thanh mac.
¢ than kinh: Mt ngi, lo du, chéng mat, suy nhuge, cang thing, bubn ngy, ting trrong luc,
dau than kinh, hoa mét, co gift, gidm kha ning tinh duc, bénh thin kinh, di cam, run.
H¢ ho hdp: Kho thé, hen, chiy mdu cam, viém thanh quan, ndt cut, ting thong khi. qu
Da va cde phin phy: Nbi ban, ngira, 04t md hoi, mé day, chimg rung 13ng téc.
Cdc gide quan dde bigr: Puc thiy tinh thé, giam thi lye, ting nhin &p, khd mit, thi gidc bat
thurdmg, @ tai, viém tai gitta.
Hé ni¢u-duc: Viém bang quang, tiéu nhit, thdng kinh, kho tidu, xudt h:.Lyéi Lir cung, da niéu.
Cde gic i xét nghiém: Nhimg thay d¢81 sau trong cdc théng sb xét nghidm da duge bio cdo
nhu nhiing tic dung phu: Bat thudmg tiéu cdu, albumin niéu, creatine phosphokinase ting,
héng céu bét thudng, ting cholesterol huyét, ting dwomg huyét, ting lipid huvét, giam kali
huyét, gidm natri huyét, tang bach cdu, xét nghiém chire ning gan bt thudng, SGPT ting,
nuéc tidu bt thudmg.
Pidu i phoi hop voi amoxicillin va elavithromycin: Trong cac thiv nghigm 1am sang didu tr
phéi hop Rabeprazole véi amoxicillin va clarithromyein (RAC), khdng thiy c¢é tac dung rhu
nio do sy phdi hop thude gy ra. Khéng thay co nhiing bét thuéng xét nghiém déng ké trén
1am sang do bai s phdi hop thude.
Théng bdo cho bdc sT nhitng tde dung khing mong muén gip phdi khi si dung thudbc.

SU DUNG QUA LIEU:
Chua ¢6 kinh nghidm qua 1idu véi Rabeprazole. Chua ¢é thude gidi doc dic hiu cho
Rabeprazole. Rabeprazole 1ién két manh véi protein va khong dé dang bi tham téch. Trong
trudng hop qua lidu, nén diéu tri (riéu chimg va hé tro.
Céc 1iéu udng duy nhét Rabeprazole 786 mgrkg va 1024 mg/kg 1n lugt pay tir vong ddi véi
chudt nhit va chudt lon. Lidu udng duy nhit 2000 mg/kg khong gay ti vong dbi voi chd. Cac
triéu chiing chii yéu khi bi ngd doc cdp tinh 1a giam hoat dong, thd gip, ndm sip hay nghiéng
mot ben va co gidt xay ra & chudt nhit va chudt lon, tiéu chay, run, co gm/va\\;ml mé xav ra

e
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TUONG TAC THUOC:
Rabeprazole duge chuyén hoa bai hé enzyme chuyén héa thudc P450 (CYP450), Cée nghién
citu trén nhiing ngudi khoe manh cho ring Rabeprazole khong ¢é sw tuong téc ding ké trén
1am sing vdi cée thube khac duge chuyén héa bai hé CYP450, nhu warfarin v theophylline
ding céc lidu ubng duy nhit, diazepam lidu tiém tinh mach dom lidu, va phenytoin ding
duong tiém tinh mach don ligu (vai lidu udng bd sung).
Sw trong tae ¢ tinh trang 6n dinh cia Rabeprazole véi cac thude khac duge chuyén héa bai
hé enzyme nay chira duge nghién ciru trén bénh nhén. Da 6 vai bdo cdo vé sy gia tang INR
va thori gian prothrombin & nhimg bénh nhin didu trj ddng thai chit Ge ché bom proton, bao
gdm Rabeprazole voi warfarin. Tang INR v thi gian prothrombin c6 thé din 167 xudt huyét
bét thuémg va tham chi gdy tir vong.
Rabeprazole gy (e ché sy tiét dich vi lién tuc. Ca thé xay ra sy tuong tic véi cde chit ma sy
hép thu thude phu thudc vito pH da day do cuimg d0 e ché tiét acid coa Rabeprazole. Vi dy,
& nhiing ngudi binh thuémg, ding ddng théi Rabeprazole 20 mg mét lin mi ngay lam giam
xép xi 30% d6 sinh kha dung ciia ketoconazole va lam ting AUC va Cmax cla digoxin lin
lugt 1a 19% va 29%. Vi viy, cin phai theo doi bénh nhén khi nhimg thuée nhir thé duge ding
dbng thai véi Rabeprazole. .'f,},--'
Diéu tri phéi hop ba thuée Rabeprazole, amoxicillin va clarithromycin lim ting néng dé '
trong huyét tuong ciia Rabeprazole va 14-hydroxyclarithromycin.

BAO QUAN:
Bao quan & noi khé mat, dudi 30°C, tranh énh séng.
Bé xa tim tay tré em.
HAN DUNG: 24 théng ké tir ngdy sn xudt.
DONG GOT: [16p c6 5 tii nhém, mdi tdi chita 1 vi nhém-nhom, mdi vi 10 vién nén,

TIEU CHUAN CHAT LUQNG: Tiéu chudn nha san xudt.

Pugc san xuit bai: ARISTOPHARMA LTD.,
No. 21, Road #11 Shampur, Kadamtali Industrial Area, Dhaka-1204, Bangladesh.
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