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Vién nén
RABETO - 40

(Rabeprazole Sodium Tablets 40 mg)

Thanh phin: M3ivién nén bao tan trong rudt:

Hoat chét: Rabeprazol natri 40 mg.

ethylcellulos, , natri lauryl sulphat,
agnesi stearat, hyp thylcellulos (Ethocel N7 ),
macrogol (polyethylen Glycol — 6000), instacoat- EN- Super I,
A33D00036 mau ndu.

Chi dinh didu tri:
Mymmwam.wctuhummw
Rabeto-40 dugrc chi dinh ad didu tri ngén han (4 dén 8 tudn) aé
14m lanh va 1am hét triéu chimg bénh trdo nguroc da thuc
qmmmw(eewwmmmmmw
dau sau 8 tudin didu tri, c6 thé xem xét mot dot dibu trj b sung véi
Rabeto-40 trong 8 tudn nira.

h trs

rocdad thire quan swirt hodcio
:

Rabeto-40 durgrc chi Ginh 0 duy tri sy lanh banh vA gidm 17 8 ti
phéttrigu chimg ¢ néng & bénh nhan ¢4 bénh rao ngurc da dby —
thyrc quén sudt hodc loét (GERD).

SWoauAn st ok lndt (¢ Sy

Didu r bénh tréo ngurgc da dAy — thirc quan trigu chimg (GERD).
memmwmnmnumzmam
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Chra lanh cac vétloét t4 trang
Rabeto-40 dugre chidinh & didu tri ngén han (11 da 4 tudin) 6é lam
[anh va lam hét triéu chimg loét 14 trang. Phan Iém bénh nhan khoi
bénh trong vong 4 tulin.
Didu trj cac bénh tang tiét bénh Iy, k& ca hol chimg Zollinger-

Lidu va cach ding:

Phai vién nén rabeto-40 nguyén ven, khdng dugc nhai, lém
natvyn hodc 1am v vién nén.
C6 thé udng rabeto-40 ciing véi hod g cing vii th 3
gg;oh)mmmmmuﬂy-mwmmw
Lidu c40 diing ubng cho ngudi ikm 1a mdt vién nén rabeto-
40 mdi ngay mdt lAn bén aén tam tudn, DAI voi cac
bénh nhan khoi sau 8 tudn didu tri, c6 thé xem xét didu tri
thém mot dot 8 tudin nira véri rabeto-40.
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Didu trj bénh trao nguoe da dly thye quan trigu chimg (GERD)
Lidu khuyén cao diing udng cho ngudi I6m 12 mot vién nén rabeto-
40 mBi ngay mét IAn trong 4 tudin. Néu cAc tridu chimg khdng khi
hodn toan sau 4 tudn, cé thé xem xét didu tri thém mot dot nira.
Chiralanh céc vétioét ta trang

Ligu céo ding ubng cho ngudi I6m 1 mdt vién nén rabeto-
mwmwhmmammwmg‘:4w.

itb@nh nhan cAn dugc didu trj thém dé [anh bénh.
i ,tang tiét bénh Iy k& ca hoi ching Zollinger-

lan

V@i robeprozol trong thrl gi
Bidu trf ngdn han bénh trdo nguoc dg ddy thirc quan (GERD) &
nhan thidu nién 12 tuditre 1én.

vidn nén rabeto - 40 mBi ngay 0
Bénh nhan cao tudi, suy gidm chirc nang than va
cin diéu chinh liéu véi bénh nhan cao tudi, bénh nhan cb

d céo dung
LorhS i

Dap (ng trigu ching véi tri ligu rabeprazol khong ngén nglra sy
hién dién ciia ung thu da day.

proton benzimidazol thay thé) khong cé tac dyng khang
cholinergic hogc di khang voi thy thé cda histamin H2 nhung
chen sir liét acid da day do (rc ché H+, K+ ATPase da day & bé
mét iét cia té bao thanh da day. Vi enzym nay duge coi la
bom (proton) acid 1€ bao thanh, rabeprazol dugc xéc dinh
18 mét loai thudc (rc ché bom proton da day. Rabeprazol phong
bé budre cudi cling cla sy tiét acid da day.
& 1& bao thanh da day, rabeprazol dugce proton héa, tich ity va
bién abi thanh mot sulfenamid co hoat tinh. Trong nghién clru
trong éng nghi@m, rabeprazol duwc hogt hoa vé héa hoc & pH 1,2
vorinira déri [ 78 gidy. N6 trc ché sy van chuyén acid trong céc tui
da day lon véi nira 3o 90 gidy.
Hoattinh chéng tiét
Téac dyng chéng tiét bit dhu trong vong 1 gidr sau khi udng 20mg
rabeprazol. T4c dung trung binh (rc ché clia rabeprazol trén d6
acid dich vi trong ther glan 24 gior 14 88% cla mirc t6i da sau lan
@Au tign, Rabeprazol 20mg (¢ ché s tiét acid kich thich boi bira
&n peptone va co ban so vivi placebo véi ty 16 86% va 95%, tvong
Umg va tang ty i % cla théri gian 24 giy ma pH da day >3 1a tir 10%
aén 65%. Tac dung duec e hoc twong d6i kéo dai so véri nira doi
dugec ddng hoc ngdn ( 1-2 gity) phan &nh sir bt hoat kéo dai cda
H+, K+ATPase.
Téc dyng trén sy phoi nhiém véi acid & thyc quan
O bénh nhan cb bénh trao nguoc da day thyc quan va sy phot
nhidm véi acid vira dén néng & thyc quan, rabeprazol 20 mg va 40
mg mbi ngay 1am gi&m sy phoi nhidm véi acid & thirc quan trong
24 qity, Sau 7 ngay didu trj, ty 1& 65 % thori gian ma pH thirc quan <
4 gidm trir mirc ban du 24,7% d6i voi 20 mg .
ma, xubng 5,1 % va 2%, twong (mg. Sy binh thudmg hda cla phol
nhi&m véi acid trong thirc quén trong 24 gicr o6 tuong quan véi pH
da day >4 trong it nhét 35% cua thai gian 24 gio: Mirc nay dat
dugc & 90% bgnh nhan 40 mg. Véi |
Zomgva40mgnlﬁingéy.dllhégmcdungooynthaunpuda
:!‘;zv:&\u&quinuummym utri vatac dyng ro réthon sau 7
y didu trf.
Téc dyng trén gastrin huyétthanh
@ bénh nhan dung liBu hang ngay rabeprazol t&i tdi da 8 tuln dé
didu trj viém thirc quan loét hodc s, va & bénh nhan dibu trj i
da 52 tulin 4& dy phong tai phét, ndng a4 trung binh gastrin Kic 861
tang mdt cach phy thude vao lidu, Cac tri 6 trung binh clia nhém
vantrong pham vibinh thirémg. .
Trong mdt nhdm ddi tugng diéu tri hang ngdy voi rabeprazol 20
ngwng:tﬁn.menmw&ngg p déi nbng A trung binh
cta gastrin trong t . Khodng 35% céc ddi twong dugc
didu trj nay phat trién néng d gastrin huyét thanh cao hon giti
han trén cla binh thirdmg. Trong mOt nghién ciu trén cac ddi
twong thudc genotyp CYP2C19 & Nhat, nhimg ngusi chuyén hoa
kém phat trién ndng d9 gastrin trong huyét thanh cao hon cb ¥
ngfﬂasovdvlngu&ichuy&nhbaminh.
Tac dyng trén té bao ECL (té biao kidu wa crom & rudt,
Enterochromaffin-like cells)
Sy tang gastrin huyét thanh thir phat véri cac thubc chdng tiét kich
thich sy tang sinh cac té bao ECL & da day, qua thdi gian c6 thé
ddin dén tang sdn 1 bao ECL & chudt ong va chudt nhét tring va

carcinoid daday =
O hon 400 bénh nhan didu tr véri rabeprazol (10 hodc 20mg/ngay)
11 1 nam, ty 18 trwdmg hop ting san té bao ECL tang 1én véi tho
glan va véri lidu, Didu ndy phi hop voi tac dyng dugc ly cla thubc
(rc ché bom proton. Khéng bénh nhan nao phat trién cac céc thay
adi dang u tuyén, loan sdn hoac ung thu ca té bao ECL & niém
da day. Khdng bénh nhan nao phét tridn u carcinoid nhén xét
miacm tréng.
Tacdyng ni
Nghién ciru trén ngudi cho téi 1 nam khong phat hign tac dyng o6
y nghia lam sang trén hé ni tiét. O ngui tinh nguyén nam gidi
khde manh diéu irj vi rabeprazol trong 13 ngay, khéng phat thién
thay thay ddi c6 lién quan vé&i 1am sang trong cac thdng 8 ndi tiét
sauday: ——— ——
17 B-estradiol, héc mdn kich thich tuydn gidp, thyroxin,
trilodothyronin, protein gén thyroxin, héc mén can giap,
Insulin, glucagon, renin, aldostron, héc mdn kich nang trimg, héc
mén tao hodng thé, prolactin, héc mén sinh trwdng,
dehydroepi globulin gén cortisol, 6 8 -
hydroxycortisol nuérc tigu, testosteron huyét thanh va cortisol
trong theri glan 24 giey,
Cac tac dyng khac
O ngui didu tri véri rabeprazol cho ti 1 ném, khong thély tac dyng
todn than trén hé than kinh trung wong, cac hé bach huyét, tao
huyét, thain, gan, tim mach hodic hd hip.
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Hép thu va phan bd
Khédvngsmhocmﬁlddicﬁalhubcﬁemﬂnhmbewazdlé
100%. Rabeprazol gén v&i protein huyét twong ngudi véi ty 18

R: chuyén héa manh, Thioether va suffon 14 céc chét
:uy&\m m chi yéu GDQGWCMW\G“M huyt ul'a ngudi. Céc chit
khong it ' nghia. 8
u’rl:y rong. ég nghiém cho thiy rabeprazol dugc chuyin héa
trong gan chi yéu béi cac cytochrom P450 3A (CYP 3A) thanh
mt chét chuyén hoa sulifon, va bdi cytochrom P450 2C18 (CYP2
C19) thanh desmethyl rabeprazol. Chit: thioether

dugc tao nén khong en: do khir rabeprazol. C'
momnhd-denqdiwmosumllumé Ot am qu rm ~
(nhur 3-5% ngudr da tréng va 17-20% ngudi ’

héa cia rabeprazol chdm & cac nhém quan thd nay, do @6 ho

ngudi chuyén hoa chim thubc.
Thai trir
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tinh mach don, va phenytoin ding lidu tidm tinh mach don &vﬁ
d&mubn&ﬁm).mwwmhmmnmgmcMu &
trang théi on dinh clia rabeprazol va céc thubc khac duge chuyén
hoa bdi hé enzym ndy & bénh nhan.

Cé béo cao vé sy tang INR va théi gian prothrombin & bénh nhan
diing thubc (re ché bom proton, trong dé cb rabeprazol va warfarin
dung mm. Sy téing INR va thoi gian prothrombin o6 thé dn
@én chay méu bét thrémg va tham chi tir vong.

Sy 0 in vitro ddng microsom (tidu thé) gan ngudi cho thdy
s ey By Vo1 1C 50

a6 ire ché 50%) 14 62 morcomol, mt ndng 46 cao

v6i C max ( ndng 83 ti da) & ngureri tinh nguyén khde manh sau 14

ndy voi rabeprazol. Viéc diing ddng thdi rabeprazol va thubc
mmaddl@dnggiymayd&"&w

kg ﬂmmﬂ%gwnmmamﬂ
: diing ddng thér atazanavir vér thudc trc ché bom
giam ndng 66 atazanavir huyét twong

Bénh nhén ¢6 murc d nhi
day 06 xu hurémg chuydn sang vira, khi bénh nhan dugc xép
Wﬂmmmdﬁ&mhﬂ:‘n dinh. .
Bénh nhan cd mirc 86 nhidm khudn hodc viém nhe trong hang
day ¢4 xu hrémg vén én dinh. Lic ban dBu, 8% bénh nhan c teo
cactuyén & thé da day vé 15% bénh nhan co teo hang da day. Lic
Kkétthic, 15% bénh nhan c6 teo cac tuyén trong thé :: day v% 1%
©6 teo & hang da day. Khodng 4% bénh nhan cb dj san rugt

sﬁ:\&mﬁﬁgmﬂtpwcmmmnﬂywhwd&
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N6i chung khéng c6 sy khac nhau vé& an toan va higu qua gitra
ngudr cao i va ngudi tré.

chirc than
s‘”m:ﬂvm:mu&uounhmmwgmmmmn
% cin *Qlu chl:hm & bénh nhén co suy gidm ht:u’rcwr\éng
gan vira.Viéc dmnnbomml cho bénh nhén cb suy
%:’ mn%%g mlﬁc dor liéu umﬁﬁﬁ%m':
bénh nhan suy gidm chira nang gan ndng, cin phai thén trong 641
véicachénh nhan nay.

Sirdyng cho phy nir cé thai va cho con bi:
thai

ky mang )

Khoing 66 nghién ctru ddy a0 va c6 kiém ching tét & phy nlrmang
thai. Vi nghién ciru v& sinh sn trén ddng vit khong phai lic nao
cling dyr doan dap (g trén ngudd, chi ding thube nay trong thor
y mang thai nu tht can thiét.

Th&i ky cho con b

Vi thude duge tiét trong sira me, phai than trong khi ding
rabeprazol cho phy ni¥ dang cho con bi.
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Sau 1 lidu duy nhét 20 mg chit rabeprazol danh d4u phong
mw.m&m&w tiét trong nudre tibu, ch ybu
1a ic acid, n6, va cac cht chuyén

héi toan b hoat tinh phong xa 14 99,8%. Khdng cé rabeprazol
khong thay déi duoc tim théy trong nurdre tidu hoac phan,

2 wwm&maowhocwa&emma
bénh nhén tré em dud| 18 tudi.
wunnvaﬁwm Tm phan tich dugc dlu_g._imr:noﬂd

sy khac ihau co y nghia lam sang gitra nam gici va phy n@. Trong
khacnhau, rj s4AUC

véi trj s6 cia nam gidri khde manh & My.

Bdnhlh&l:a10b0nhnhdnwb*lhlhﬁnbdﬂwuﬂdnﬂnh

dnmmwmuwm.mommwwmmwymm
sau mt lidu ubng

40, nira 4di thai trir
cao gép 2-3 1&n va sy thanh thai cor thé toan b gidm xubng dudr 1
nira so voi tri s & ngudi khde manh,
Trong nghién clru nhidu fidu trén 12 bdnh nhan bj suy gidm
chirc néng gan nhe dén vira, cho dung lidu 20
mmmvmmuo:xemcumbmcucmum
khodng 20% so véi tri sb &

ngudi khde manh ciing tubl va gioi

tinh. Sy ting ndy khdng c6 § nghlla thdng ké. Khdng cb thdng tin

m%mwommwmmmm
gannang.

Trinh bay: Hop 10 vix 10 vién nén.
aum:omwm,maomao‘cmmmm
Han diing: 24 thang ké tir ngay san xuét. Khdng ding qué
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Canh béo:
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Reg. No/S4 DK: VN-19733-16

gici 2;noubomnh5nwvc«uu1vﬁ
rabeprazol ubng trong céc thir nghiém 1am sang gial doan Il - Il
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