BAROLE

(Rabeprazole natri dudi dgng vi nang
tan trong ruét)

Mtk

BAROLE, ién nong i fong rugt chda Rabeprazole nar, o6 1c dung tl ché bai ét ocid
dich W, Rabepraacie nati ¢ cng thic hda hoc: 2-(é{3methorypropary)-Hmethyt2
pyridinyl) sufinyl)-1Hhenzimidazole dudi dang mudi natii. Cang hdc tong qudt
CratiNNaOy5, khdikiorg phan 1 381 43.

THANH PHAN:

BAROLE 10: md vién nang chia: T —

Robeprazole natr._ 10 mg

(Ui dgng vinang fon frong )

BAROLE 20 mdi vién nang chia

Robeprazole nafr____20 mg

(dudi dong vi nang fan frong ruf)

1 dic: Oxit st d6, ot sdit den, Tan low, Hypromedose, Copolymer adf mefhaciyic,
Mocrogol, B4t Take finh khiét, Mogie Carbonate nhg, Nt Hydroxt.

DAC TN DUGC LYC:

Rabeprapole thuic nhom céc hop chdt khdng bdi it (ddn chét benamidaeole U ché
bom profon), khdng o3 c dung khing hitamine foi thy i K2 hay khing cholnergc.,
nhung ngdn odn bai 16t acid dg ddy do dc ché men e, ksATPase fai 16 bdo harh dg
ddy. Nhing enzyme ndy dudc xem 1a bam proton frong 18 bdo thanh, cho nén

Robepigzole duge xem Ny K 1a¢ nhan Uc ché bom proon. Rabeprazole ngdn changici -

doon cusl cing cllo qud Hih 8! acd dg ddy. Trong nhdng ¥ bdo tharh do .
Rabeprczole dugc. ahdn thém mét proton, fich Kiy v3 dude chuyén thanh dgng
sufonamide hogt finh.

DUIC BYNG HOC:

Khi ding iu uéng 20 mg Rabeprazoke, ndng 49 dih frong huyt huong dof g sau 20-
5090 Knong cd s fich Ky ddng ké kh ding Béu 10 mg - 40 mg fong vong 24 9B, duge
ding hoc clia Rabeprazoke khdng thay ddi bdl iy coo.

That gion b thei huyét fuang K3 1-2 94. Rabeprazole duigc phat hign frong huyt tuorg
sou | gid ding bling dung udng vél u 20mg.

Sinh khd dyng tuyét a6 clio vién nang Rabeprozole dgng udng khodng 52%. 93%
Robeprazole gdn ké véi profen huyét fuong.

Robepiazole dut chuyén hoa manh, dang chuyén hod chinh e phat hén rong huyét
fuiong 1 ioete w3 sulphone. g éy hoot inh 0 ché” bl 6 & nhing dong chuyén
hod ndy. Cdc i nghiém I vitio cho fhdy Rabeprazole dugc chuyén hod chd yéu qua
gon, do cytochrome PA5) 34 (dgng suiphone) va 2C19 (desmethyf Rabeprazole). 90% kigng
fhudc thdi in qua nude #éu, chd yéu dudi dong thioster carboryic acid, dgng én két
gucuronide va dgng chuyén hda mercaphuic acid

Robeprazole cho 3¢ dyng khng fiét frong vong 1 gid sau khi ding Bu udng 20 mg.
Téc dyng O ¢hé frung binh clia Rabepraaole rén finh acid cla dg ddy frong vang 24
bang 88% midc 16 da sou khi ding Bu dan. So véi gid duge, Rabeprazole 20mg (i ché
sy bii fét acid do kich thich bdi ba an binh thudng va biJa dn peptone fuang dng i3
8% va 95%, va lam 16ng 1y & phin fram clia khoding i glon frong 24 gid md dg ddy
c6 pHb3 1 10% 8n 65%. Tiic &g dugc hic kéo ddi ndy so vdi thdl glan bdn hdi ngdn
cla thudc (1-2 i) cho thdy tac adng dc ché kéo ddi hén He, K+ATPase.

nitps://vnras.com/darug/

CAC TRUGNG H(JP DAC BIET:

Tudi #6c: BGo co frong cdc nghién c{u Kam sang trén nhding nguitidn udi khoé manh
cho thdy gié i AUC tang gdin op 831 vi Cmax 1ng 60% ki 50 53 v rom 1 fudi
Khdng c6 bing ching vé sy fch Ky thudc khi ding #u 1 1dn/ngdy.

118 em: chua c6 nghién cu vé dugc ddng hoc cla Robeprazole frén i em.

Gidi fih v3 chiing c: Nghién ¢l phin fich frong kiging va hinh 18 cho thdy khdng
09 sy khdc biét vé dugic ddng hoc & nhing ngudi finh nguyén nam va nl.

Bénh Ign: Khéng c5 nhilng khdc bigt m sang ddng ké ndo vé dudc ddng hoc cla
Rabeprazole gl nhiing ngui finh nguyén khde manh v bdnh thdn hdm phan méu.
Bénh gan: 56 iu béo co 1 thdl nghiém Kam sang vdi Bu don cho thdy gid 1 AUC v
i gion ban thdi 1ang gdp ddi & nhing bénh nhan X0 gen nhe d&n frung binh s0 V&

g finh nguyén khde monh. Kndng c6 1hdng fn fén béh nhan suy gan ngng.

CHi DINH & CACH DUNG:

-Diéu I viém loét do hgi ching rdo ngudc: do ddy-hyc qudn (GERD) : Rabeprazole
A chi dinh déu i ngdn hon (R 48 fudn) am Kinh va gidm fiéu ching loé do frao
ngugc dg ddy., thc qudn

Diéu #f duy 1 ching viém loét do koo nguc d ddy-ic quin (GERD) :
Rabeprazole dugc chi dinh Gu i duy i glip Kam Kinh v Kim gidm 1y ¥ 16i pht
hiing figu ching bdng 6t bénh nhdinviém loét do rdo nguigc da ddy. e qudn.

- Didu I loét dg ddy, 16 hang dgic biét la cdc nking hdp c6 sy hign dign cia H.
Pylori: Rabeprazole dugc chf dinh digu H ngdin han (rong 4 fudn) nhém Iam Kinh v
gidm tiéu ching loét dg ddy 16 rang. Hou hét bénh nhan déu dat két qud déu T

e ——

~Diéu I dai han ching fng iét bém Iy boo gom i ching Zolinger- Ellon

CHONG CHi DINK:
Chéng chi dinh & bénh nhdn mén cm vdi Rabeprazole, coc din chét bendimidazoie
hay voibdt ¢0 thanh phéin ndo ol thusc.

THAN TRONG:

Thdn frgng chung

Céc 8ap (ng Béu i voi Rabeprazole khdng ngdn nglo sy xudit hién clia cdc khdl u &
da ddy. Vi thé ofn logi 1 khd ndng c6 ung hu tnkéc I sl dyng thudc.

C6 thé xdy ra suy gan ndng, phdng 1dp rén do, 63 da. Ngung sl dyng hudc khi o sy

_16iphdt clia cfc 1n huong iéndo.
mmaﬂ%ﬁn '

Phy ni mang thal va cho con bié

Chua ¢4 nhing nghién clu A8y &l rén phy nd mang thal. Coc nghién ciu frén ddng
vt khng thé gitip tién dodn chinh xac & ngud, v ihé chi sl dung thudc ndy cho phy nd
mang tha khi fndt cdn igt.

Vi it nhidu thudic duge bal 6t quo sl me v 6 nhidu nguy o xdy ra e dyng phy
1rén nhd nhi do Rabeprazone cho nén cdn quyé! dinh ngung sU dyng thudc hodic ngung
cho con b tly thude vo milc 69 quan tiong cla thudc a5i ol ngudi me.

S0 dyng cho é em:
Téc dung v& milc 8 on fodn ol hudc fié 1 em chua G xic G




$0 dung cho ngutl 16n hudk
Khdng €6 sykhac biéf vé mdc 69 an fodn va finh hu héu gida bénh nhan ki fudi v
ngudi 1ré fudl:

Anh hudng dén kha ndng ki xe va vén hanh mdy mc:
Rabeprazole natri c6 thé gay chéng mat, do d6 cén than trong khi
sl dyng & ngudi I4i xe va van hanh may moc

TAC DYNG PH:

Téc dyng phy xdy ra & mik; 89 A nhe 0én trung binh boo gdm khé chiu, iéu chdy, budn
non, bdng 19p & da, i 8bu va chong mét.

B4t thudng frong cdc xét nghiém (ing men gan, LDH va we mau) va 1 & ngung s
dyng thudc xdy ra kni sl dyng Rabeprazole. fuong duang vdi. cdc. tdc ahdn 50 sdoh
fhdc.

Thng b cho b s nhingKc g king mng mudn g P fog ud i
dung fhudc.

TUONG TAC THUC:

Rabeprazole A chuyén hoa qua hé thing enzyme chuyén hoa fhudc cylochiome
P4S0) (CYPAS) nhung khong o6 fuong 1dc 1am sang ndo dding ké vl cdc thubc kndc
chuyén hoa quahé théng CYP4S0 nhy wariarin, theophyline, diczspam va phenyoin.
Rabeprazole cho tdc ddng U ché bai iét acid da ddy kéo adi, v 18 co 1hé xdy 1o
fuang 1dc vdi nhing thudc m3 mdc 69 hdp thu & thudc vdo pH do ddy nhy
ketoconazole (gim 33%). Vi thé bénh nhdn ofin dugc theo ddi ky ki sU dyng chung
Robeprazole vdi cdc thudc ndy.

S0 dung chung Rabeprazdle va cdc thude kg acid khdng 1am fhay 681 ndng &
Rabepiczoie fiong huye! fuong.

QUA UEV & DiEUTRE

Khing 6 tnidng hap qud #u Rabeprazoke ndo dude bho cdo. Bénh nhan mic hdi
ching Zolinger-Elson 44 duge By i véi Ku 8n d8n 120 mg/ Bn/ngdy. Khong 6 chéit
081 khing dic hiu. Rabeprazole gdn két manh vét protein huyét hong nén kiing thé
hm phan. Trong idng hdp qud Ku, nén Béu 1 ning 60 A réu chilng.

EU DUNG & CACH DUNG:
BAROLE nén dc s dyng i bl 6n

"-Didu 1 viém loé! do irdo ngukic dg ddy-hytc qudn:
Li8u khuyéin oo cho ngud K 20 mg Rabepiczole/nga frong 48 fudn.

Dy j duy hi viém loél do hdo ngugc dg ddy-hyc quin: 20 mg
wm'_ “L SR AR Sl

-Diéu b loét dg ddy, 16 hang dfc bigf K cdc ining hp c6 s/ hign dign cio H
Py

L k8 6o cho ngudl 6n 13 20 mg Rabaprazcle/ngay sou bila 80 sang tong 4
fudn. Hou 6! bénh nhan ddu dat két qud soud tudin,

Dy I ching ting 61 bénh 1, boo gdm Mg ching Zolinger-Ellson: Liu ding
khdc nhou & mdi banh nhdn.

Ly 31 6Bu Ky co cho ngu n 3 8mgidn/ngdy. Ubu dlng nén due Gy
chinh ly theo nhu cAu cil méi bénh 3N 19 dling Kén fuc frong khodng tha gion
fly theo yéu cdu diu . Udu ding c6 hé 1én dén 60 mg x 2 n/ngdy vo
100mgAdn/ngay.

nitps://vnras.com/darug/

Kndng c3n du chinh Bu & ngusdi1on fudi, bénh nhan suy 1han w3 binh shén suy gan
10/ nhe dén frung binh. & bénh nhan suy than nhe A8 frung binh, tac &g clia
Rabeprazone ting va thdi nd gidm. Do chua ¢6 4l thng fin Im sang vé Rabeprazole
frén bénh nhdn suy than ndng. cn than rong frén nhing i uaing nd:

Nén udng nguyén vién nang Rk, khing i nha, nghin ey i vén e
e khi uing

BAO QUAN: B30 qudn duti 25°C, rénh 6oh sang & 6m.
AN DUNG: 24 fndng ké 1 ngdy sdn it
TIEU CHUAN SAN PHAM: 1C clanha st rust

TRINH BAY: Vién nang BAROLE co 2 dang ham iugng, vién 10 mg v vién 20 mg.

- 10 viénAv, 10 vilhap.
- 10 vién/vi, 3 virhop.

W

D€ xa 1am fay é em

Doc kj hubng dén s dung i khi ding
Néu cdn thém thang fin, xin hdi  kiéh béc si
Thude ndy chi ding theo dn cia thdy thude.

Séan xuét cho:

MEGA LIFESCIENCES (AUSTRALIA) PTY LTD
(ACN 076 713 392), Victoria 3175, Australia.

San xuat béi:

INVENTIA HEALTHCARE PVT. LTD.
F1-F1/1, Additional Ambernath, M.I.D.C,
Ambernath (East)- 421 506, Dist. Thane, India.



