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ANVO - RABEPRAZOLE 10MG
ANVO - RABEPRAZOLE 20MG |
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THANH PHAN CONG THUC THUOC

ANVO - RABEPRAZOLE 10 MG
MA3i vidn nén bao tan & rudl chua

Thanh phin hoat chét: rabeprazole sodium (duéi dang rabeprazole sodium hydrate) 10mg
Thénh phin ta dupe: mannitol, low substituted hydroxypropy! cellulose, magnesium
stearate, ethylcellulose, magnesium oxide, hypromellose phthalate, dibutyl sebacate,
fitanium dioxide, talc, iron oxide red

ANVO - RABEPRAZOLE 20 MG

M3i vidn nén bao tan & rudt chira

Thénh phén hogt chét: rabeprazole sodium (dudi dang rabeprazole sodium hydrate) 20mg.
Thanh phdn ta dupc: mannitol, low substituted hydroxypropyl cellulose, magnesium
stearate, ethylcellulose, magnesium oxide, hypromellose phthalate, dibutyl sebacate,

titanium dioxide, talc, synthetic yellow iron oxide.

DANG BAO CHE

Vién nén bao tan & rudt
ANVO - RABEPRAZOLE 10 MG: Vidn nén bao tan & rudt hinh trdn, mau hong.

ANVO - RABEPRAZOLE 20 MG: Vién nén bao tan & rudt hinh trdn, mau vang.

CHI D|NH

ANVO - RABEPRAZOLE duwgc chi dinh dé didu tri

- Loét ta trang hoat ddng.

- Loél da day lanh tinh hoat ddng.

- Bénh trdo nguroc da day - thyre quan dgng loét hodc bao modn (GORD).

- Bénh trdo nguoc da day - thye quan didu trj dai han (GORD Maintenance).

- Didu trj tidu chimg bénh trdo nguye da day - thye quan tir trung binh dén rdt ndng

- H§i chirng Zollinger-Ellison.

- Phéi hop véi ché dd didu trj khang khuln thich hop a8 tidt trir Helicobacter pylori
(H.pytori) & bénh nhan loét dudng tidu héa (xem phdn Cach dung, lidu ding).

CACH DUNG, LIEU DUNG

Lidu ding

Nour 1my naus aié

Loét ta trang hoat G4ng va loét da day lanh tinh hoat ddng:

Liéu ubng khuyén co cho ¢ loét té trang hoat ddng va loét da day lAnh tinh hogt d8ng
12 20 mg, 1 1An/ngay vao budi sang.

Hau hét bénh nhan loét t4 trang hoat ddng sé lanh trong 4 tudn. Tuy nhién mdt vai banh
nhan ¢4 thé can didu trj thém 4 tudn d& 1anh hin. Hau hét bénh nhan loét da day lanh
tinh s& lanh trong 6 tudn. Tuy nhin, cing nhu trén, mdt val b&nh nhan c6 thé cAn didu
tri thém 6 tudn mdi lanh hin.

Bénh tréo nguype da day - thire quan dang loét hogc bao mon:

Liéu dudmg udng khuyén céo cho tinh trang nay 14 20mg, 1 1An/ngay trong 4-8 tuln.
Bénh trdo nguoc da ddy - thyc quan diéu trj dai han: .

Trong diéu trj dai han, co thé dung liéu duy tri Rabeprazole 10mg hoac 20 mg, 1 IAn/
ngay, Wy theo Gap Ung cia bénh nhan. |

Diéu trj trigu chimg bénh trao nguor da day - thye quén tr trung binh dén rét néng: -
Dung liéu 10mg, 1 1An/ngay & bénh nhan khdng c6 viém thyc quan. Néu triéu ching
khdng cai thign trong 4 tudn, bénh nhan nén dugc kiém tra thém. Khi triéu chirng dugce
cai thién, cd thé kiém so4t tnéu chirng sau 6 vdi viec dung thube theo nhu cAu véi lidu
10mg, 1 lAn/ngay lic cin thiét.

Hi chimg Zollinger-Ellison:

Liu khdri dau khuyén céo & ngudri I6m 12 60mg, 1 1An/ngay. C6 thé tang lidu 18n 120mg/
ngéy theo nhu cau cla timg bénh nhan. C6 thé dung mot liéu duy nhét 100 mg/ngay.
Liéu 120mg c6 thé cin chia lidu thanh 60mg, 2 1An/ngay. Nén tiép tyc didu trj khi vin
cb chi dinh trén [am séng.

Tiét trir H.pyloni:

Bénh nhén nhiém H.pylon nén dugc digu trj véi ligu phép tidt trir. Khuyén cdo sir dung
phbi hop thubc sau trong 7 ngay: _
Rabeprazole 20mg, 2 lan/ngay + dlarithromycin 500mg, 2 lAn/ngay va amoxicillin 1g,
2 lAn/ngay.

Dbi véi cac chi dinh ding rabeprazole 1 lAn/ngay, nén ubng vao budi sang, trrérc
khi &n; méc di thoi gian ubng trong ngay hoac thirc &n khdng anh hudng dén hoat
dbng clia rabeprazole sodium, ché 49 dung thubc nhur v3y sé dé dang cho viéc tuan
thi diéu trj homn,

Suy gan va suy than ~

Khéng can chinh liéu trén bénh nhén suy gan hodc suy than (xem phan Canh béo va
thén trong khi dang thubc).

Iré em e
ANVO-RABEPRAZOLE duoc khuyén cao sir dyng & tré em Vi khdng cb kinh
nghiém s dyng trén nhém tudi nay.

Céch dung

Bénh nhén cAn leu y khi ding ANVO-RABEPRAZOLE nén ubng nguyén vién thudc,
khong nhai hogc bé vién.

e CHONG CHI DINH

BN () mZn cam voi hoat chAt hodic bt ki 14 dugc ndo ciia thubc.
B Ching chi dinh ding ANVO-RABEPRAZOLE & phy nir c6 thai va cho con bl (xem
s nhan Sir dyng cho phy nlr cé thai véa cho con ba).

BN cANH BAO VA THAN TRONG KHI DUNG THUOC

SN /... i thign triéu chimg khi didu tr v6i rabeprazole sodium khdng loal trir sy hién
dién clia bénh da day hoéc thyrc quén Ac tinh, vi vy cAn loai trir cac bénh 4c tinh truéc
B «hi bst ddu didu trj véi rabeprazole.

======= Bénh nhan dang diéu trj dai han (dac biét dibu trj trén 1 nam) nén dugc theo ddi
===== Knhong thé loai trir nguy co phan (mg quéa min chéo véi cac thubc (rc ché bom proton
B ;i (PPI) hosc cac benzimidazole khi ding thay thé.

Bénh nhan can luu y khi ding ANVO-RABEPRAZOLE nén ubng nguyén vién thuéc,
khong nhal hogc bé vién,

Rabeprazole khéng dugc khuyén céo sir dyng & tré em vi khdng b kinh nghiém sir
dung trén nhém twoi nay.

D3 cb béo céo khi lru hanh vé ching rdi loan tao mau (gidm tidu cAu va gidm bach
cau frung tinh). Trong phén Iém cAc ca khong xéc dinh dugc nguyén nhan gy bénh,
cac bién cb khong bj bién chimg va dugrc gial quyét khi ngimg st dyng rabeprazole.
B&t thudng men gan dugc thiy trong cac nghién ciru 1am sang va dugc béo cdo ké
1r khi luru hanh trén thi trudmg, Trong phén Ién céc ca khong xac djnh duge nguyén
nhan gay bénh, céc bién cb khong bi bibn chimg va dugc gidl quybt khi ngimg sir
dung rabeprazole.
Mwblmmomvécécvbndémmunquandénmubcdtngkéduvcphdl
hign trong mt nghién ciru trén bénh nhan suy gan nhe aén trung binh, so voi 88 tubi
va gi tinh binh thudmg & nhém 661 chimg. Tuy nhign, vi khang cd di lidu 1am sang vé
a.éumvmmbgprmmwmnhanur&toand\ocmmgannang.nbnmntrono
khlkédank!ﬁud&udiéutrivbirapepmzolebnh&ngbenhnhannty.

Khong khuyén céo ding dng thin atazanavir véi ANVO-RABEPRAZULE (xem phén
Tuong tac, tuong ky cda thubc).

Dibu trj voi cac thube PPI, bao gbm ANVO-RABEPRAZOLE, o6 thé tang nguy co t

nhidm tning dudmg idu héa nhu Salmonella, Campylobacter va Clostridium difficile

(xem phdn Dc tinh dupe lye hoc) |

Céc thubc PPI, ddc bidt ndu sir dung lidu cao trong thivi glan dai (>1 ndm), cd thd 1am 4

t4ng nhe nguy co gy xuong hdng, xwong ¢b tay va xuong sbng, phdn Iom & ngun

16m Wi hodc khi co sy hidn didn cia céc ybu th nguy co khdc. Nghién ciru quan sat

cho thdy cAc thubc PPI c6 thd Iam thng nguy co glly xuong lén 10-40% Mot vai sy

gia téing ndy cb thd do ydu t8 nguy co khdic. Bdnh nhan cb nguy co lodng xurong nén

dugc cham s6c theo cac hudng din 1Am sang hidn nay va nén duge bd sung ddy A . I

vitamin D va calcium

Ha magnes| huyt nghiém trong dugre bao cdo & bnh nhan didu trj véd céc thube PPI

nhur ANVO-RABEPRAZOLE trong It nhat ba thang, va trong hiu hét cac ca didu trj trén =

md! nim. Bidu hign nghiém trong cia ha magnesi huyét nhie mét méi, co cimg cor, mé

sang, co gidt, chéng mat va rbi logn nhip thAt cb thd xdy ra nhumg nhimg bidu hién =

ndy thudmg bt dAu &m thAm va bj bd qua. O phln Iém céc bénh nhan bj Anh hudmg,

ha magnesi huy®t duge cdl thign sau khi bd sung magnesi vA ngung st dyng PPI.

D4l vé&ri nhimg bénh nhan dibu trj kéo dai hodc sir dyng PPI vér digoxin hodc thube c6 I

thd g8y ha magnesi huyét (vl dy: thubc Il tidu), nén xem xét theo ddi ndng A magnes!

trdre khi bt ddu didu trf véri PP1 vA dinh ky trong qué trinh didu tr, —
Y ; B——

Céc 1ai lidu cho thdy viéc sir dyng dbng thri PPI véi methotrexate (chi yéu & lidy E==

cao, xem thong tin ké toa clia methotrexate) c6 thé 1am ting v kéo dai ndng 4§ huyét

twong cua methotrexate va/ho4c cdc chdt chuydn hba cla n6, cb thl din 0én Adc linh  me—

cuia methotrexate. Khi si» dyng methotrexate lidu cao, c6 thé cAn nhic ngung tam thér
PPI & mdt 4 bénh nhan.

—

-

4 In sz -
Tuwong tiy nhur céc thube (rc ché acid khéc, rabeprazole sodium c6 thd 1am gidm hép L
thu vitamin B12 (cyanocobalamin) vi Iam gidm tiét acid dich v|. Nén cAn nhic khi sir 1

L

dyng & bénh nhan giam dy trir vitamin B12 trong co thd hodc cb yéu 18 nguy co 1am
gidm hap thu vitamin B12 khi didu tr 1u dai hodc cb cAc tridu chng 14m sang tuong .
(rng quan séat dugc. ¢

.
> . -

! YALIST NS

' ' bacy! '
Thudc PPI ¢4 lién quan dén cac ca hidm SCLE. Néu c6 1bn thuong xdy ra, d3c biét
trén viing da tiép xuc véi 4nh sang mat trid, va néu cb di kém dau khop, bénh nhén
nén 13p tirc tim kiém sy trgr gitp y 16 v béc sT nén can nhac ngung stz dyng ANVO-
RABEPRAZOLE. SCLE u‘mgcxéy ra khi didu trf v6i PPI trudc d6 c6 thé 1am tang nguy
co xdy ra SCLE véi céc thude PPI khac.

Anh huérng két qua xét nghiém

Tang ndng db Chromogranin A (CgAg c6 thé can irdy viée kiém tra khéi u than kinh ndi
tiét. D4 tranh didu ndy, nén ngimg didu trj v6i rabeprazole it nhat 5 ngay truée khi lam
xét nghiém CgA (xem phn Dc tinh dugre Iyt hoc). Néu ndng 4 CgA va gastrin khdng
tr& lai pham vi tham chiéu sau 1An xét nghiém dau, nén Iam lai xét nghiém sau 14 ngay
ngung diéu tr véi PP,

Canh béo lién quan dén ta dwoc

Natn

Thubc ANVO-RABEPRAZOLE 10 MG chira 0,026 mmol (<1 mmol) natri trong mdi
vién, vé co ban dugc xem nhu khdng chira natri.

Thubc ANVO-RABEPRAZOLE 20 MG chira 0,052 mmol (<1 mmol) natri trang mdi
vién, vé co ban dugc xem nhu khdng chira natri.

Mannitol |

Thubc ANVO-RABEPRAZOLE 10 MG chira 20 mg (<10 g) mannitol trong m&i vién, vé
co ban dugc xem nhu khéng chira mannitol.

Thubc ANVO-RABEPRAZOLE 20 MG chira 40 mg (<10 g) mannitol trong mdi vién, vé
co ban dugc xem nhu khdng chira mannitol.

TUONG TAC, TWONG KY CUA THUOC

Rabeprazole sodium gay ra sy (e ché tiét acid da day manh va kéo dai. Sy frong tic
v&i cac thude hip thu phy thude pH ¢ thé xdy ra. Ding ddng thiri rabeprazole sodium
voi ketoconazole ho3c itraconazole c6 thé dan dén gidm rd rét ndng 3 thudc khéng
nam trong huyét tvong. Vi vdy mdi bénh nhan cdn dugc theo déi khi ding ddng thei
ketoconazole hojc itraconazole véi rabeprazole sodium dé didu chinh idu néu can thiét.
Trong cac nghién ciru Im sang, thudc khang acid duge ding ddng théri vii rabeprazole
sodium, trong mdt nghién ciru cy thé vé tuong tac thude - thude, khdng cb trong tac
v&i cic thube khang acid dang I6ng dugc phét hién. |

Ding ddng théi atazanavir 300mg/ritonavir 100mg véi omeprazole (40mg 1 An/ngay)
hodc atazanavir 400mg véi lansoprazole (60mg 1 lan/ngdy) trén ngudi tinh nguyén
khée manh dan dén gidm dang ké ndng dd atazanavir. Sy hdp thu atazanavir phy thude
pH. Tuy khéng c6 nghién ciru, két qua twrong ty cd thd xdy ra véi cac thudc PPI khac.

Vi vy, khong nén dung ddng thdi cac thudc PPI bao gdm rabeprazole véi atazanavir
(xem phdn Canh béo va thén trong khi ding thudc).

Methotrexale

Céac ca baq cdo, nghién clru duge ddng hoc trén dan sé da cdng bd, va cac phan
tich hdi ciru cho lhngy dung ddng thdi PPI va methotrexate (chd yéu & lidu cao, xem
thdng tin k& don cla methotrexate) cd thd lam ting va kéo dai ndng dd huyét thanh
cla methotrexate va/hodc chdt chuyén héa hydroxymethotrexate. Tuy nhién, chua co
nghién c(u chinh thirc vé twong tac thudc gitra methotrexate véi PPI dugrc thyc hién.

Twong ky: Do khong c6 céc nghién clru vé tinh trong ky cia thude, khdng trdn 1&n
thubc nay véri cdc thude khdc.

SU DUNG CHO PHU NU €O THAI VA CHO CON BU

Phu n c6 thal
Chua c6 dir ligu an todn cda rabeprazole trong thai ky & ngui.

Nghién ciru vé kha nding sinh san dugc thyc hién trén chudt va thd cho thay khang co
bang chimg v& viéc rabeprazole sodium gy suy gidm kha nding sinh san hodc gay hai
cho phél thai, mgc du c6 ti 1§ thap thubc qua nhau thai & chudt. Chéng chi dinh ding
ANVO-RABEPRAZOLE trong thai ky.

Phu nr cho con bl ‘

Chua rd rabeprazole sodium co bai tiét qua sira me hay khdng. Chura cé nghién cir
ndo thyre hign trén phy nd cho con bd. Tuy nhidn rabeprazole sodium cé bai tiét qua
s(ra & chuft. Vi vy khdng nén diing ANVO-RABEPRAZOLE trong théi ky cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN
HANH MAY MOC

Dyra trén cae dgc tinh duge lye hoc va hd so céc bién cb bt lgi, rabeprazole khéng
lam giam kha nang lai xe hodic s&r dyng mdy mdc. Tuy nhién, nédu budn ngu lam gidm
sy tinh tao, thi nén tranh lai xe va van hanh may méc phirc tap.

TAC DUNG KHONG MONG MUON CUA THUOC

Trong cAc nghién cdru 1am sang c6 ddi chimg véi rabeprazole, cac phan (g cd hai cla
thubc thuang duge bao cdo nhat 14 dau dAu, tidu chay, dau bung, suy nhugc, dAy hoi,
phat ban va khd miéng. Phan Ién céc tac dung phy gap phai trong cac nghién ciru Iam
sang 1a nhe hodc trung binh vé mlrc 49 nghiém trong va thoang qua.

Nhirng tac dung phy sau da dugc ghi nhdn trong cac thir nghiém ldm sdng va sau khi
slr dyng trén thj trwéng.

Tan suét duge dinh nghia nhv sau; thudng gép (>1/100, <1/10), it gédp (>1/1.000,
<1/100), hiém gdp (>1/10.000, <1/1.000) va rAt hiém gap (<1/10.000), chua ré (khdng
thé woc tinh tr d ligu co sén).
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' Bao gbm sung mit. hg huybt ép va khd tho,

? Hdng ban, ndi bong nudc vé phdn img qué miin thudmg bifn mét sau khi ngung thudc.

* Hidm bdo c4o vi bénh niio gan & bénh nhdn xo gan Guge ghi nhdn. Trong @idu tri nhimg bdnh nhan b réi
logn chirc nding gan nding, bac s nén thin trong khi khir dlu didu trf voi ANVO-RABEPRAZOLE & nhém dbi

wromg ndy (xem phin Cdnh béo vé thin trong khi ding thudc),
* Xem phin Cénh béo vé thén trong i diing thudc.

QUA LIEU VA CACH XU TRI

Cho 6én nay kinh nghiém a8i v&i qua lidu c6 chi dinh hogc ngdu nhién déu bj han
ché. Lidu tbi da khdng vuot qua 60mg 2 lAn/ngay, hoic 160mg 1 lan/ngay. Téc
dung néi chung rét t, bién cb bét lgi tiéu biéu a3 biét c6 thé hdi phyc ma khéng
chn can thiép y té nao khéc, Chura cb thubc gidi ddc dac hi¢u. Rabeprazole sodium
gén két nhiby v&i protein va do 86 khong dé dang dé tham tach. Tuong ty nhimg
Wb:igéwpquéiéulméc.néndnéutritriéudu'mgvéépdungécbien phé4p nang
cao thé trang.

PAC TINH DUQC LUC HOC
Nhom dibu tri: thubc duwomg tiéu héa va chuyén héa, thube diéu trj loét da day va
bénh trao ngugc da day thyre quan (GORD), PPI.

Ma ATC: A02B C04

Co ché téc 66ng

Rabeprazole sodium thudc nhom thubc khang tiét acid, dan chat benzimidazoles
thay thé, khdng cb dic tinh khang cholinergic hay dbi khang histamine H2, nhung
(rc ché sy tiét acid & da day bang cach (rc ché chuyén biét enzyme H+/K+ - ATPase
(bom acid hay bom proton). Hiéu qué lién quan véi liBu lgng va (¢ ché ca sy iét
acid co ban 1n sy tiét acid do kich thich bat k& tac nhan kich thich ndo. Nhimg
nghién ciru trén ddng vét cho thly sau khi ubng, rabeprazole sodium nhanh chéng
bién mét khdi huyét trong va niém mac da day. Vi 1a mt base yéu, rabeprazole
nhanh chéng dugc hip thu & tt ca céc liéu va tép trung tal moi trebmng acid cla
thanh té bao. Rabeprazole durgc chuyén thanh dang sulphenamide c6 hogt tinh qua
sy proton héa va sau d6 phan (mg v&i cysteines c6 san & bom proton.

Téc dyung khéng tiét acid

P /

Sau khi ubng mét liu 20mg rabeprazole sodium, higu qué khang tiét acid bat dau |

x4y ra trong vong mdt gidr, voi hiéu qua tbi da dat dugc trong hai 161 bdn gid. 23 gidy
sau libu rabeprazole sodium dAu 1ién, sy (¢ ché tiét acid co ban la 69% va sy (rc
ché tiét acid do thirc an kich thich |4 82% va thoi gian (rc ché kéo dai dén 48 gid.
Hiéu qué (rc ché tiét acid clia rabeprazoie sodium tang nhe khi 3p lai liéu méi ngay,
dat tinh trang (rc ché &n dinh sau ba ngay. Khi ngung thube, hoat dong tiét acid binh
thudmg hba sau 2 dén 3 ngay.

Giam acid da day do bét ki cach nao, bao gbm ¢4 PPl nhu rabeprazole, s& 1am tang
sb lgng vi khuén binh thudmg hién dién trong dudng tigu hba. Didu tri bang PPI ¢6

N % |am tang nguy co nhiém tring duédng tiéu héa nhu Salmonella, Campylobacter
-— va Clostridium difficile.

Anh huémg trén gastrin huyét thanh

Trong céic nghién clru 1am sang, bénh nhan dugc dibu tri véi 10 hay 20mg
rabeprazole sodium mdt 1An mBi ngay trong thér gian dén 43 thang. Nong 49 gastrin
huyét thanh tang dén trong 2 dén 8 tuln dau tién phan énh hiéu qua (rc ché ddI voi
sy 1iét acid va duy tri &n dinh khi tiép tuc didu trf. Néng a6 gastrin trér v& mirc truée
didu trj sau khi ngung thubc 1 dén 2 tuln.

Trén 500 bénh nhén sau 8 tuén didu trj vél rabeprazole hay dibu trj dbi chimg, céc
mau sinh thiét ving hang vi va than vi cho thay khéng c6 sy bién dbi md hoc té bao
ECL, 80 viém da day, ty 1& viém teo niém mac da day, dj san té bao rudt hay tinh
trang nhiém H.pylori. Trén hon 250 bénh nhan didu tr lién tyc 36 thang, khong thay
cb thay ddi y nghla dugc tim thly véi lic dau.

Nhimg tac dyng khac

Cho dén nay chua thdy co tc dyng toan than clia rabeprazole sodium Ién hg than
kinh trung womg, hé tim mach va h@ hd hép. Véi lidu ubng 20mg trong 2 tuan,
rabeprazole sodium khong co @nh hudng 18n chirc nang tuyén gidp, chuyén héa
carbohydrate, hay néng d6 trong méu cla hormone cin gidp, cortisol, estrogen,

testosterone, prolactin, cholecystokinin, secretin, glucagon, hormone kich thich
nang trimg (FSH). hormone hurémng hoding thd (LH), renin, aldosterone hay hormone
ting tnrdmg.

Nhimg nghién ctru trén ngudri khde manh cho thdy rabeprazole sodium khéng o
twong tac v mdt 1am sang déng k& ndo véri amoxicillin. Rabeprazole khdng cb anh
hirdmg xéu 18n ndng 80 amoxicillin hay clarithromycin trong huyét tirong khi ding
chung nhim muc dich 8t tnr nhidm H.pylor dudmg tidu hba trén

Trong qué trinh didu tr] v&i cdc thube chdng ndn, gastrin huyét thanh tang aé dap
Umng vér vide glam tidt acid. CgA cling tang do gldm acid dg day. Ndng d0 CgA tang
co thé gy tréy ngai cho vibe kidm tra danh gid céc khél u thAn kinh ndi tiét.

BAng chimg duge cdng bd cho thAy nén ngimg sir dung PPI trong khodng thévi gian
tir 5 ngdy dén 2 tuln tredre khi do CgA. Didu ndy 14 d& cho ndng d) CgA cb thé da
b| tng gid sau khi didu trj véri PP trér v pham vi tham chidu,

Tréd em

Co quan Dugc phdm Chau Au da tir bd vide ndp két qua nghién ciru viéc didu trj véi
rabeprazole sodium trén mdt hogc nhidu nhém nhd bénh nhi bj trdo nguge da day-

thye quan (xem phan Céch ding, lidu ding a8 biét théng tin vé sir dyng cho tré em). R
Co quan Dugc phdm Chau Au da tir bd viée ndp két qua nghién ciru viée didu tr
véi rabeprazole sodium trén tt cd cdc nhém nhd bénh nhi bj hoi chimg ZolliNGer- e
Ellison, lodt t4 trang va loét da day (xem phAn Cach diing, lidu ding A& biét thing
tin v& sir dyng & tré em)

PAC TINH DUQC DONG HOC

Hép thy
sodium 14 thubc dang vién nén bao tan trong rudt. Dang bao ché ndy S
& cAn thiét vI rabeprazole khdng bén trong mdi trurémg acid. —_——

Sy hiip thu rabeprazole chi xdy ra sau khi vién thubc réri khéi da day. Hap thu nhanh
véi ndng @9 dinh rabeprazole trong huyét twong dat dugc khodng 3,5 gir sau mot —
lidu 20mg. Ndng d¢ dinh trong huyét trong (C_) clia rabeprazole va AUC ty 18
tuyén tinh voi llgu tr 10mg dén 40mg. Sinh kha dung tuyét d6i cia mot lidu ubng
20mg (so voi dudng tiém tinh mach) 1a khodng 52% do chuyén hda phan Iém truée
khi vao hé tudn hodn chung. Ngoai ra sinh khd dyng ciing khdng tang véi liéu I3p
lal. &Y ngui khde manh thei gian bén hly trong huyét tirong vao khodng mt gidr (tir
0,7 dén 1,5 gity), va d0 thanh thi todn co thé 1 283 + 98ml/phdt. Khéng c6 trong
tac vd 1am sang v thire 8n. Thire &n cling nhur thr glan dang thube trong ngay déu

khdng dnh hudmg sy hp thu rabeprazole sodium.

Phén bd;

& ngui, khodng 97% rabeprazole gén két véri protein huyét twong.
Chuyén héa va thai triz

Rabeprazole sodium, cling nhtr cac thubc khéc thudc nhém (rc ché bom proton
(PPI) dugc chuydn héa qua hé thdng cytochrome P450 (CYP450) cla gan. Trong
nhirmg nghién ciru in vitro véi microsom gan ngudi cho thiy rabeprazole sodium
dugc chuyén héa bdi isoenzyme CYP450 (CYP2C19 va CYP3A4). Trong nhimg
nghién clru ndy & ndng d trong huyét tuong ngudi, rabeprazole khdng cam (mg
cing khong (rc ché CYP3A4; va méc di nhirng nghién clru in vitro khéng phai
ludn Iudn tién doan két qua twong ty vé in vivo nhung két qua cla nhirng nghién
clru ndy cho phép dy doan khong cb tuong tac gilra rabeprazole va cyclosporin.
O ngudi cAc chat chuydn héa chinh trong huyét tirong 12 thicether (M1) va acid
carboxylic (M6) va cac chét chuyén héa phy véi ndng 69 thap hon 14 sulphone
(M2), desmethyl-thioether (M4) va dang lién hgp véi acid mercapturic (MS). Chi c6
dang chuyén héa desmethyl (M3) c6 mdt hoat tinh khang tiét nhé, nhung khong
hién dién trong huyét tuong.

Sau mdt lidu udng duy nhit 20mg rabeprazole sodium ¢6 danh dau bang *“C, khdng
tim thdy dang thudc con nguyén ven trong nudre tidu. Khodng 90% lidu ding dugc
bai tiét qua nudrc tidu dudi hai dang chuyén héa: dang lign hop véi acid mercapturic
(M5) va dang acid carboxylic (M6), va hai chat chuyén héa khéc chura dugc biét .
Phan con lai clia liéu ding dugc tim thiy trong phan.

Gidi tinh

Dugc diéu chinh theo chidu cao va trong legng co thé, khdng cd sy khac biét
y nghia vé céc thdng sb dugc ddng hoc gitra hai gidi tinh sau khi ding mdt liéu
20mg rabeprazole. '

Réi loan chirc nang thén

O nhig b&nh nhan suy than giai doan cudi, &n dinh, dugc thim phan mau thuémg
xuyén (49 thanh thai creatinine < Sml/phut/1,73m?), mirc d9 dao thai rabeprazole
trong ty véi kha néng dao thai & ngudi khée manh. AUC va C__ & nhirng bénh
nhan ndy thap hon khodng 35% so véi ngudi khde manh. Thai gian ban hiy trung
binh cla rabeprazole la 0,82 gi& & ngudi khde manh, 0,95 gi¢ & bénh nhan dang
thdm phan méu va 3,6 gi& & bénh nhan sau thdm phan. O bénh nhan suy than
can thdm phan mau, 49 thanh thai cla rabeprazole khodng gdp hai IAn cla ngudi
khée manh.

RO logn chire ndng gan

O bénh nhan suy gan nhe va trung binh, sau mdt lidu duy nhét 20mg rabeprazole,
AUC tang |én gab dbi va thdi gian ban hly cla rabeprazole ting 1én 2 dén 3 1n
so véi ngudi khde manh. Tuy nhién, sau khi ding 20mg mdi ngay trong 7 ngay.
AUC chi tang 1,5 1&n va C___chi tng 1,2 lan. Thai gian ban hiy cda rabeprazole &
b&nh nhan suy gan |a 12,3 gi¢r so véi 2,1 gi& & ngudi khde manh. Kha nang dép
(g v& dugc lye hoc (khd ndng kidm soat pH & da day) & hal nhém trong duwong
nhau vé mjt 1am sang.

Nguor I6m tudi

Sy dao thdi rabeprazole gidm nhe & ngudi giad. Sau 7 ngdy didu tri véi 20mg
rabeprazole sodium mdi ngdy, AUC tang I8n khodng gdp ddi, C__ tang khodng
60% va 1, ting khodng 30% so v&i ngudi tré khde manh. Tuy nhién khdng b biéu
hién tich ty rabeprazole.

Tinh da dang cua CYP2C19

Sau 7 ngdy dung rabeprazole v&i 20mg mdi ngdy, & nhirng ngudi cd dang
CYP2C19 chuyén hoa chm, AUC tang gép khodng 1,9 lan va t,, gap khodng 1,6
|an so véi & ngudi cd dang chuyén héa nhanh, trong khi C__ tang chi 40%.

QUY CACH DONG GOI

ANVO-RABEPRAZOLE 10 MG:
Hop 2 vi x 14 vién
Hop 7 vi x 14 vién

ANVO-RABEPRAZOLE 20 MG:
HOp 2 vi x 14 vién
Hop 7 vi x 14 vién

BAO QUAN:
Bao quan & nhigt dd khang qué 30°C trong bao bl gdc, tranh &nh sang va am.

HAN DUNG:
18 thang ké tr ngay san xuét.

TIEU CHUAN CHAT LUONG:
Tiéu chuln co sO

TEN, D|A CHI CUA CO SO’ SAN XUAT THUOC
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