BAROLE

(Rabeprazole natri dudi dang vi nang
fan trong ruét)

MO TA:

BAROLE, vién nang fun frong rugt chila Rabeprazale naffi, ¢6 tc dyng Uc ché bai it acid
dich vi. Rabeprazole nafri c6 cong thilc hoa hoc: 2:(é-{3methorypropoxy)-S-meffiyk2-
pyricinyl) sulfinyl)-1Hvenzimidazole dudi dang mudi natii. Cong fhdc fng quat
CaHNaNaQ:5, khdi lugng phn U1 381 43.

THANH PHAN:

BAROLE 10: mdi vién nang thic: T

Rabeprazole nafti...... 10 mg

(dutd dang vi nang fan frong ut)

BAROLE 20: mdi vién nang chila,

Rabeprazole N0 mg

(i dgng vinang tan rong rud)

1d dugc: Ouit sdit d6, oxit st den, Than diowtt, Hypromelose, Copolymer @it methaciyic,
Macrogol, B3t Talc finh khidt, Magie Carbonate nhe, Nt Hyctoxt

DACTiNH DUGC LyC:

Rabeprazole thue nhdm cdc hap chét khdng bai st (dGn chdt benzmidazole dc ché
bam profon), khng c6 1d¢ dung khang histamine foi thy té H2 hay khdng cholinergic,
nhung ngdn cdn bai iét acid da ddy do ic ché men H+, K+ATPase foi 18 bao thanh da
ddy. Nhing enzyme ndy dugc xem 13 bam profon frong 1 bdo fhanh, cho nén
Rebepiazole. due ¥em nhi 1a fac ahdn c ché bom profon. Rabeprazole ngdin chan giol
dogn cudl clng cla qud tinh &t acid do ddy. Trong nhing 16 bdo tharh do ddy,
Rabeprazole dugc nhdn thém mot profon, fich iy va dudc chuyén thanh dang
sulfonamide hogt finh.

DUGC BONG HOC:

Khi ding iéu udng 20 mg Rabeprazoke, ndng d dinh frong huy#t tuong dat duge sou 20 -
50 gio. Knong c6 sy fich ky dding ké kh ding iu 10 mg - 40 mg frong vong 24 gid, due
ddng hoc clia Rabeprazole khang thay ddi bdi i cao.

Thai gian bén thai huyét fidng 16 1-2 gio. Rabeprazole dugc phat hién trong huyét fuong
sou 1 gid dling bang duing udng vAi iu 20 mg.

Sinh khd dyng tuyét d6i cla vién nang Rabeprazole dong udng khodng 52%. 93%
Rabeprazole gn k&t vdi protein huyét uong,

Robeprazole duic chuyén hda manh, dang chuyén hod chih dugc phat ign frong huyé!
fulong 18 fhioete va sulphone. ¥hang thdy hoat finh (e ch& bai 18t & nhing dang chuyén
hod ndy. Cdc thd nghigm In vitio cho thdy Rabeprazole dudc chuyén hod chd y&u qua
gan, do cyfochrome P450 3A (dgng suiphone) va 2C19 (desmethyl Rabeprazole). 90% ligng
fhudc thdi it qua nuc fiu, chd yéu dudi dang thioster carborylic acid, dang #én ket
glucuronide v& dgng chuyén hba mercapturic acid.

Rabeprazole cho dc dung khang it frong vong 1 gid sau khi dling Béu uding 20 mg.
Tac dyng Uc ché trung binh cla Robeprazole tién finh acid cla dg ddy frong vong 24h
bang 88% milc 16 da sou khi ding Ku dan. So vl gid duic, Rabeprazole 20 mg Uc ché
s bal iét acid do kich thich bdi bla an binh thuding va bla Gn peptone tuang Ung g
86% v 95%, va 1am ting 1y 18 phén ram clia khodng thai gian trong 24 gid ma dg ddy
¢0 pH>3 10 10% I8 65%. Tac ddng dudc i kéo ddi ndy so vl thdi gion bdn thél ngdn
cliathusic (12 id) cho thay tc ddng (ic ché kéo dd én ke, keATPase,

https://trungtamthuoc.com/
CAC TRUGNG HOP DAC BIT:

Tudi tdc: BGo cdo rong cdc nghién ¢l lam sang ién nhiing ngudi o fudi khoé manh

cho fhdy gid i AUC tang gén gdp d6i vis Cmax taing 60% khi 50 sanh vl nnom 1é fudl

Khdng o6 biing chilng vé sy fich Ky thudc khi duing i8u 11dn/ngay.
Tré em: chua c6 nghién cdu vé dugc dong hoc clo Rabeprazole frén hé em.
Gidi finh va chiing Kc: Nohién c(u phan fich frong iigng v hinh 1hé cho thély knong

6 sy khc bigt vé duge dong hoc & nhing ngudi finh nguyén nam va nd.

Bénh thdn: Khong ¢ nhilng khdc biét 1am sang ddng ké ndo & dudc ddng hoc cla
Rabeprazole gida nhilng ngua finh nguyén khde manh vd bénh ahdn thdm phdn mau.
Bénh gan: 35 iéu bdo cdo tU thl nghiém Iam sang vai ligu dan cho thdy gid t AUC va
fhéi gian ban thdi tang gdp di & nhiing bénh nhan xo gan nhe dén trung binh so véi

_ngudifinh nguyén knde manh. knéng c thing fn frén béoh nhd suy gon ndng,

CHi DINH & CACH DUNG:

-Diéu I viém loé! do hi chiing hdo ngude do dy-hyc qudn (GERD) : Rabeprazole
dugc chi dinh diéu fri ngdn hgn (10 48 tudn) Iam Knh va gidm tiéu ching loét do tido
ngudc do day, thuic qudn

-Diéu I duy i ching viém loét do tdo ngugc dg ddy-hyc quin (GERD) :
Rabeprazole duge chf dinh didu i duy fi ol Kom Kanh va lom gidm 1y 18 16l phat
nhiing fiéu chilng bing 16t & bénh nhan viém loét do frdo nguge da ddy, thyc qudn.

- Didu 1] loét dg day, 16 hang dgc bigtia cdc hudng hdp c6 sy hign dién cia H.
Pylori: Rabeprazole dugic chf dinh diéu 1 ngdn han (ong 4 fudn) nhém Iam lanh va
gidm tigu ching loét dg Ay 16 frang. Hau hét bénh nhan déu dat ket qud didu ti
frong vong 4 tucn.

~Didu I dai hgn ching tng iéh bén Iy boo gdm hgi ching Zolinger- Elson

CHONG CHI DINH:
Chéng chi dinh @ bénh nhan mn cdm vdi Rabeprazole, cdc dan chdt bendmidazole
hay vdi bdt ¢l thanh phdn ndo clia thudc.

Thdn frong chung

Cdc dap (ng déu i voi Rabeprazole khdng ngdin ngdla sy xudt hién clia cdc khdl u
da ddy. Vithé cln logi rl khd ndng c6 ung thil indc khi s dyng thudc.

C6 hé xdy fa suy gan ndng, phing r3p frén da, 63 do. Ngung s dyng thudc ini c6 &y
161 phat clia cdc tn hudng fién da.

Knong khuyn cdo st dung cho fré em.

Phy ni mang thai va cho con bu

Chua c6 nhing nghién cliu ddy AU trén phy nd mang thol. Cac nghién clu frén dong
vt khang thé gip fién dodn chinh xdc & ngud, vi thé chi s dung thudc ndy cho phy nd
mang thal kh that cdn thigt,

Vi it nhidu thudc duge bal tit quo sla me v 6 nhidu nguy cd xdy ra fac dyng phy
frén nhi nhi do Rabeprazane cho nén A quyét dinh ngung st dyng thudc hodc ngung
¢ho con bl fy thudic véo mic d9 quan trgng cla thudc a6l voi ngudi me.

$0 dung cho 1é em:
Tac dung va mic d§ an foan cda thudc trén 11é em chua dudc xac dinh,

R ——— e S ——



Sit dyng cho nguel 6n fudi:
Khdng 60 skhac biét vé mdic 49 an fodn va fish hdu hiéu gilla bénh nhan K fudi va
guidi fré tugt

Anh hung dén kha néing léi xe va vin hanh méy méc:
Rabeprazole natri cd thé gy chéng mit, do d6 cdn than trong khi
sl dyng & ngudi 14i xe va van hanh may méc

TAC DUNG PHU:

Téc dyng phy xdy 1a & mdc do 1t nhe d&n frung binh bao gdm kho chiu, fiéu chdy, budn
non, bdng 19p & da. nhic &u va chong mat.

Bt thudng frong cdc xét nghiém (tang men gan, LDH va wre mdu) va 1y 18 ngung sl
dyng thudc xdy ra khi sl dung Rabeprazole tuong dudng véi. cdc fdc nhan so sdnh
fhac,
Mmﬁmb&cfmﬁcmmaummowﬂwwmﬂ?
dung thuc.

TUONG TAC THUGC:

Rabeprazole dugc chuyén hoa qua hé théng enzyme chuyén hoa thudc cylochiome
PAS0 (CYPA50) nhuing khdng ¢4 fuong 1dc 1am sang ndo dang ké v cdc thudc khdc
chuyén hda quahé théng CYP450 nhu wariorn, theophyline, diazepam va phenytoin.
Rabeprazole cho 1dc dng e ché bai tiét acid da day kéo ddi, v hé co thé xdy ra
fuong tdc véi rhing thudc ma mdc &9 hip thu 18 thudc vo pH dg day nhy
ketoconazole (gidm 33%). Vi thé bénh nhan ofin duge theo ddi ky khi 80 dyng chung
Rabeprazole vai cdc thudc ndy.

80 dyng chung Rabeprazole vi céc thubc kning acid khang 1am thay di ndng d
Rabepiazole frong huyst tuong.

QUA LiEu & DIEUTRE

Kndng c6 ridng hap qud iu Rabeprazole ndo duc bdo cdo. Bénh nhdn mdc hdi
ching Zolinger-Ellson da dugc didu i véi iéu 16n d&n 120 mg/ 1dn/ngdy. Khong co chdt
61 king ddc . Rabeprazole i két marh vol proten huyét fang nén khéng hé
hdm phén. Trong fudng hop qud 1éu, nén didu ti nding 40 va tiéu ching.

UEU DUNG & CACH DUNG:
BAROLE nén duge s{ dyng rudc bia én.

“+Didu ff viém loé! do irdo ngui dg day-tylc quan:
Lidu khuy&n cdo cho ngudi 6n: 20 mg Rabeprozole/ngdy frong 44 fudn.

mummumwdomwwﬁwcm 20mg
Rabeprazole/nody

-Diéu ] loét dg ddy, Id hng ddc bigh K céc iniong hdp c6 sy hin dign cla H.
Pylor

Li8u khuy8n cio cho ngudi i6n I& 20 mg Rabeprazole/ngdy sou bl Gn sdng frong 4
fudn, Hau hét bénh nhén déu dat k&t qud saud tudn,

Dyt ching King fié bénh i, boo gdm hgi ching Zolinger-Elfson: Libu ing
khac nhau & mdi bénh nhan.

11U khd1 0B knuyén cdo cho ngudt6n 3 80mgningay. Lidu ding nén duge iy
chinh flty theo nhu cu cda mal bénh nhan v dlng 18n tuc trong khodng thai gian
fly theo yéu cdu diéu ti. Udu dung c6 ihé in d&n 60 mg x 2 dn/ngdy v&
100mg/dn/ngdy.

https://trungtamthuoc.com/

Knng cAn didu chinh iu & ngudi n tudi, bénh nhan suy than va bénh nhén suy gan
f{l nhe dén frung binh, § bénh nhan suy than nhe @8 frung binh, 1c dong clia
Rabeprazone f6ing va fhdi r idm. Do chua 06 di héng fin kom sang vé Rabeprazole
118n bénh nhdn suy thdn nding, can thn frong frén nhilng dGi fugng ndy.

Nén udng nguyén vién nang Barole, Mmmwmdfmm
U ki uéng.

BAO QUAN: Bdo qudn dudi 25°C, frdnh 6nh séng & m,

" HAN DUNG: 24 thang ké 1t ngay sdn yudt

TIEU CHUAN SAN PHAM: 1C clia pha san xuét

TRINH BAY: Vién nang BAROLE ¢6 2 dang ham kigng, vién 10 mg v vién 20 mg,

- 10 viénivi, 10 vi/nbp.
- 10 viénAvi, 3 vifhdp.

Wuy:

D€ xa fdm fay hé em

Doc ky hudng ddn si dung hude khi ding
Néu cdn thém thong fin, xin hi § kién béc si
Thudc ndy chi dung theo don cda tdy thudc.
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San xuét cho:

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

San xuat bai:

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



