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heo dom

HUGONG DAN SU DUNG THUOC
RASAN 10 MG/ BEPRASAN 20 MG, Vién nén khéng djch vj

1 TEN THUOC
BEPRASAN 10 MG
BEPRASAN 20 MG

2 THANH PHAN VA HAM LUQNG i
BEPRASAN 10 MG /f Uy
Hogt chit: M&i vién nén khing djch vj chita 10 mg rabeprazol natri. ol
T4 duwge: natri stearyl fumarat, tale, hydroxypropyleellulose, hypromellose, oxyd sit ving,
manitol, oxyd sit dé, dibutyl sebacat, hypromellose phthalat, titan dioxyd, calei hydoxyd.

BEPRASAN 20 MG

Hogt chér: M3i vién nén khing dich vi chira 20 mg rabeprazol natri.

Té duge: natri stearyl fumarat, oxyd sit vang, hypromellose phthalat, calci hydroxyd,
hypromellose, tale, titan dioxyd, dibutyl sebacat, hydroxypropyleellulose, manitol.

3 DANG BAO CHE

Vién nén khéng djch vj
4 DPAC TINH LAM SANG
4.1 Chi djnh diu tri
Beprasan duge chi dinh dé diéu uj:
- Loét ta tring tién trién
- Loét da day lanh tinh tién trién

- Trao nguge da diy - thire quén dang loét hojic dang bao mon (GERD)

- Kiém soét liu dai binh trao nguge da diy - thye quan (Kiém soat GERD)

- Didu trj trio nguec da diy - thire quan o6 biéu hién tridu chimg & mirc d6 trung binh dén
rit nging (GERD ¢6 biéu hi¢n tri¢u chimg)

- Héi chimg Zollinger-Ellison

- Két hop véi phéc db didu trj nhiém khuin thich hop dé diéu trj tiét cin Helicobacter
pylori trén bénh nhin bj loét da diy. Xem muc 4.2.

_ENG
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42 Liéu dang va cdch dimg

Liéu ding
Nawén Iém/ngwir cao tudi:

Lodt td tréng tién trién vé lodr da ddy linh tinh tién trién: Liéu ubng duge khuyén cdo trong ca
loét 14 tring tién trién va loét da dy lanh tinh tién trién 13 20 mg, uéng mét lin hang ngay vio
budi sing.

Hiu hét bénh nhin bj loét ta tring tién trién linh dugc vét loét trong vong 4 tudn. Tuy nhién,
mdt s bénh nhén ¢6 thé cin thém 4 win diéu tri dé lanh vét loét. Pa 55 bénh nhin loét da diy
lanh tinh lanh vét loét trong véng 6 tufin. Tuy nhién, mat s& bénh nhén cé thé cin thém 6 win
diéu tri dé lanh viét loét,

Tréo nguege da déy - thiee qudn dang loét hoge dang bao mon (GERD): Liéu ubng duge khuyén
céio cho trudmg hop nay 14 20 mg, ubng m3i ngiy mat lin trong 4 dén 8 twin,

Kiém sodt ldu dai bénh trio ngiege da déy - thiee qudn (GERD dai ding): Dé kiém sodt ldu dai,
¢6 thé ding liéu duy tri Beprasan 20 mg hosic 10 mg mét lin m&i ngdy tiy thue dip img cia
bénh nhén,

Biéu tri trigu chimg binh trae nguge da day - thue quan mire df trung binh dén rat ning
(GERD ¢6 biéu hign trigu chimg): 10 mg mdi ngay mdt lin & bénh nhin khong ¢6 viém thyc
quén. Néu khong kiém sodt duge trigu chimg trong vong 4 tudn, bénh nhan nén duge kiém tra
thém. Tiép theo khi da giai quyét cdc trigu chimg, ¢6 thé kiém sodt tri¢u chimg bing cich ding
10 mg/ngay trong truimg hep cén thiét,

Hii chimg Zollinger-Ellison: Lidu khéi ddu duge khuyén cdo cho ngirixi 16m 12 60 mg mét lin
trong ngdy. Cé thé do lidu ting dén 1én dén 120 mg/ngdy dya trén dép tmg cia timg bénh nhén,
C6 thé ding lidu dom hing ngay 1én dén 100 mg/ngay. Liéu 120 mg cin chia thinh cdc litu nhé,
vi dy 60 mg, ung hai lin trong ngay. Didu trj nén duy tri theo chi dinh lim sang,

Diéu tri tigt céin H. pylori: Bénh nhén nhigm H. pylori nén duge diéu tr tiét cin. Khuyén cdo
diing phac d6 diu trj phdi hop trong vong 7 ngay bao gdm:

Beprasan 20 mg hai lin/ngdy + clarithromycin 500 mg hai lin/ngdy vi amoxicilin lg hai
ldn/ngay. '
Suy gidm chire nfing gan v chitc nfing thin:

Khéng cén thiét hi¢u chinh liéu cho bénh nhin 6 suy gidm chire niing gan va thin.

Xem muyc 4.4 Canh béo dfic bi¢t va thin trong khi sir dung Beprasan dé diéu tri cho bénh nhén
suy gan ning.

Bénh nhin nhi:

Khéng khuyén cdo sir dung Beprasan cho tré em do chura ¢é kinh nghiém sir dung thuéc cho
nhém bénh nhén nay.
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Céch diing

Déi véi céc chi dinh ding Beprasan mt lin trong ngdy, nén ding thudc vio budi sang, truée
khi &n. Méc di théi diém sir dung thude trong ngay ciing nhur thire &n khéng c6 anh huémg dén
téc dyng ciia rabeprazol natri, cich diing nay gitp bénh nhin d& dang tuan tha didu tri.

Bénh nhén ¢in duge canh béo 1a khong duge nhai hoje nghién nét vién nén Beprasan ma cin

nudt nguyén vién.
43 Chéng chi djnh

thimh phin t4 duge ndo cia thude,
Chéng chi dinh diing Beprasan cho phy nir ¢é thai va trong théi ki cho con bii.

Chéng chi dinh ding Beprasan cho bénh nhan ¢6 tién sit méin cdm véi hoat chit hodic bit c;/ 2
L
__,_.r-‘

4.4 Cidnh bdo dic bi¢t va thin trong khi sir dung

Cai thién tri¢u chimg khi didu trj biing rabeprazol natri khéng cho phép loai trir sir c6 miit ciia
bénh 1y 4 tinh da day hofic thyc quén, do viy cin loai trir kha ning ¢6 tén thuong dc tinh trude
khi bit ddu diéu trj bing Beprasan.

Bénh nhén cin diu trj dii ngdy (diic bi¢t nhimg bénh nhin phai diéu tri trén mét nim) cin
dirge theo ddi djnh ky.

Sir dung céc thude irc ché bom proton & lidu cao va trong thai gian dai (> 1 niim) c6 thé lam
ting nhe nguy co gy xuong héng, xuong b tay vi xwong cft séng, chi yéu & ngudi cao twbi
hoic bénh nhin cb cdc yéu t nguy co di duge bidt dén khdc. CAe nghién ciru quan sét cho thiy
thude ire ché bom proton ¢6 thé 1am ting nguy co gy xuong chung tir 10 - 40%. Trong mét sb
truémg hop, sy ting nay ¢é thé do céc yéu 6 npuy co khac. Bénh nhin ¢6 nguy co lodng xuomg
nén duge chim séc theo cdc hudmg din 14m sing hién hinh vi cn bd sung mét lugng vitamin
D v calei thich hop.

Khéng loai trir nguy co phan img qud miin chéo cia thube véi cde thube (e ché bom proton
khéc ho#ic cée din chit benzimidazol.

Bénh nhin cin duge cinh béo vién nén Beprasan khang nén nhai hofic nghién nét ma nén duge
ubng ca vién.

Di ¢6 che bdo cdo rdi loan tao mau (giam tiéu chu va giam bach ciu) sau khi dua thudc ra thj
trudmg. Véi da sb trudng hop khéng thé xée dinh duge nguyén nhin khic, cde bién ¢b nay da
khong dé lai di chimg va hbi phyc sau khi ngimg diéu trj bing rabeprazol.

R&i loan men gan da duge ghi nhin trong céc thir nghiém lim sing va ciing duge bdo cdo ké tir
khi thube duge cip phép. Véi da sb tnrimg hop, khéng thé xéc dinh dwge nguyén nhin khic,
céc bién cé nay 41 khéng 4é lai di chimg va héi phuc sau khi ngimg didu trj biing rabeprazol.
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Khong c6 bing chimg vé bién ¢b nghiém trong lién quan dén dj an todn cia thudc dugc ghi
fihén trén bénh nhan suy gan & mire 4% nhe dén trung binh so véi nhém chimg & cing dj woi
va phin b giéi tinh, Tuy nhién, do khong c6 cdc dir ligu 1am sing vé vige sir dung Beprasan d&
didu trj cho bénh nhin cé réi loan chire niing gan nghigm trong, nén thin trong khi bit diu dicu
trj Beprasan cho cie bfnh nhin nay.

Khéng khuyén céo diing déng thin atazanavir véi Beprasan (xem mye 4.5).

Diéu tri biing cdc thude e ché bom proton, bao gdm ca Beprasan, ¢6 thé lim ting nguy co
nhidm khudn da day rudt nh nhidm Salmonella, Campylobacter v Clostridium difficile (xem
mye 5.1).

Ha magie médu

Ha magie mdu nghiém trong da duge bao cdo trén bénh nhin duge didu tri bing cic thube ic
ché bom proton bao gém rabeprazol trang thé gian tir 3 thing tré 1én, vii glp & da s trudmg
hgp duge didu trj trong thori gian mjt nadm. Cac bitu hign nghiém trong cia ha magie miu bao
gbm mét moi, co cimg co, mé sing, co gift, chéng mit va réi logn nhip thit c6 thé xuét hi¢n
nhumg ciing cé thé dm thim va bj ba qua. O céc bénh nhin ndy, tinh trang ha magie mau di
duge cai thign sau khi bd sung magic vi ngimg diing cdc thudc e ché bom proton. Véi cic
bénh nhin dyr kién phai diéu trj kéo dai hojic bénh nhin ding cdc thude (e ché bom proton ciing
véi digoxin hode céc thudic cd thé gay ha magie mau (nhur céc thude lgi ticu), bic sT nén xem
%€t dinh lugng ndng dd magie huyét thanh trude khi bit dau didu tri biing cdc thube ire ché bom
proton va xét nghiém dinh ki trong qué trinh diu trj.

Quéin thé bénh nhi

Khéng khuyén cdo sir dung Beprasan cho tré em do chia ¢ kinh nghi¢m sir dung thude trén
nhdém b§nh nhin nay.

4.5 Twong tic vii cic thude khdc vi cic dang twong tic khic

Rabeprazol natri irc ché bai tié1 da day manh va kéo dai. Tuong tde véi cde thude ma sy hip thu
phu thuje pH cé thé xdy ra. Ding déng thivi rabeprazol natri véi ketoconazol hojc itraconazol
c6 thé 1am gidm c6 ¥ nghia ndng dd thude khing ndm trong huyét weng. Do d6, bénh nhin cé
thé ciin phii duge theo doi dé xac dinh xem 6 cin thiét higu chinh lidu hay khang khi diing
déng thisi ketoconazol hodc itraconazol véi Beprasan. b
Trong cde thir nghi¢m lim sing, céc thubc antacid duge sir dung dong thiri véi rabeprazol va
trong mét nghién ciru chuyén biét tuomg téc thube-thude, khing ghi nhin duge trong tic gitia
rabeprazol véi cdc thude antacid dang léng.

Sir dyung déng thisi atazanavir 300 mg/ritonavir 100 mg véi omeprazol (40 mg 1 lin/ngay) hofic
atazanavir 400 mg véi lansoprazol (60 mg 1 ldn/ngdy) trén ngudi tinh nguyén khée manh din
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dén lam gidm dang ké ndng dj atazanavir. Hip thu ciia atazanavir phy thudc vio pH. Mic di
chua duge nghién cin, két qua twong tyr dur kién thu duge véi cde thude irc ché bom proton
khic. Do d6, khong nén ding déng thii cée thube e ché bom proton, bao gdm ca rabeprazol
vl atazanavir (xem muyc 4.4),

Khi dimg déng thdi véi cdc thube @re ché bom proton, d3 ghi nhin duge sy ting néng 4o
methotrexat trén mdt s6 bénh nhan. C6 thé xem xé1 ngimg tam théi rabeprazol khi ding
methotrexat ligu cao. =

4.6 Phuy nir c6 thai va cho con bii
Phu nit ¢é thai:
Khong ¢6 dir ligu vé ¢ an todn cua rabeprazol trén phy nir 6 thai. Cdc nghién cim trén kha
ning sinh san duge thye hién trén chudt cong va tho cho thiy khong ¢o biing chimg vé suy
giam kha ning sinh san hojc giy tdn hai cho thai nhi do rabeprazol natri, mic dit ¢6 mét lugng
thuéc nhd qua hang rdo nhau thai da duge ghi nhin trén chudt céng. Chéng chi dinh ding
Beprasan trong thai ki.

ho con b
Chua biét rabeprazol natri c6 duge bii tiét qua sira me trén ngudi hay khong. Chura c6 nghién
ciru duge thyc hién trén phy nir dang cho con bi. Tuy viy, rabeprazol natri dugc bai tiét qua
tuyén vii ciia chudt cbng nén khéng sir dung Beprasan trong théi ki cho con bi.

4.7 Anh hudmg trén khi ning ldi xe va vin hinh miy méec

Duyra trén céc die tinh duge Iy hoc va dir ligu vé céc bién cb bét lgi ciia thudc, Beprasan khing
lam suy giam kha niing 14i xe hojc kha ning vin hanh may méc. Tuy viy, néu sy tip trung bj
giam st do budn ngi, khuyén cdo nén trénh Idi xe vA viin hanh cdc may phirc tap khi ding

thudc.

4.8 T#c dung khéng mong mudn

Céc phan tmg bit Igi cta thude duge ghi nhin phd bién nhét trong cdc thir nghiém lim sing
rabeprazol ¢6 d5i chimg bao gdm dau déu, tiéu chiy, dau bung, suy nhuge, diy hai, phét ban va
khé miéng. Phiin lém céc bién cb bat lgi xdy ra trong céc thir nghi¢m lim sing & mire d§ nhe
hodic trung binh v thodng qua.

Céc bién ¢b bét lgi dudi diy da duge bdo cdo tir che thir nghiém ldm sing vi kinh nghi¢m sau
khi dira thudc ra thi trudng.
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Thn sudt xuét hi¢n duge djnh nghia nhy sau: thudmg gip (= 1/100, < 1/10), it gip (= 1/1000, <
1/100), hiém gap (=1/10000, <1/1000) vé rit hifm gip (<1/10000), chua biét rd (khong wée
tinh duge tir cic di ligu hign c6).

Nhiém tring va nhi inh triiny

Thudmg gip: nhifm triing

Rébi loan méu vi hé bach huxét

Hiém gip: gidm bach ciu trung tinh, gidm bach ciu, gidm tidu cdu, tiéu bach ciu
i logn h& mién dich

Hiém giip: qua mén'~

Réi loan chuyén héa va dinh dutmg

Hiém gip: chin in

Chura biét rd: ha natri mau, ha magie mau (xem myc 4.4).

Réi loan tim thiin

Thudmg gip: mét ngu

it 2ip: cing Ihing

Hiém gip: trim cdm

Chura biét rd; 1 lin

Réi loan hé thin kinh

Thudmg giip: dau diu, chéng mjt

it gap: budn ngd

Hiém glip: roi logn thi gidc

Réi loan hé mach

Chura biét rd: phit ngogi bién

Rdi lo B v

Thuimg gip: ho, viém hong, viém mdi

it gap: viém phé quan, viém xoang

Rbi loan tiéu héa s

Thuémg giip: tiéu chiy, nén, budin ndn, dau bung, téo bon, diy hoi / 14 'l/’,’

it g@ip: i loan tiéu héa, khé miéng, ¢ hoi

Hiém gap: viém da day, viém miéng, rbi logn vj gise

Réi loan gan mét

Hiém giip: viém gan, ving da, bénh I¥ nfio gan ?

Réi loan da vi mé dudi da
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it giip: phat ban, ban do?

Hiém gaip: ngira, ra md hdi, phin tmg bong nude?

Rét hiém gap: hong ban da dang, hoai tir biéu bi nhiém djc, hi chimg Stevens-Johnson

Réi loan co xuomg, xwong va mé lién két

Thudmg gip: dau khong dic hi¢u, dau lung

it gap: dau ca, chudt rit & chin, dau khép, gy xuong héng, cb tay hay eit sbng (xem myc 4.4.)

R&i loan hé tiét niéu /__{f, (:/

ft glip: nhi&m khudn dwdmg tiét nigu
Hiém giip: viém thin ke

Réi loan hé sinh sin va tuyén vi

Chua bidt r5: vii to

R&i loan toan thin va tai vi tri dua thube
Thudmg gap: suy nhuge, gid cim

ft géip: dau ngre, én lanh, sbt

Céc xét nghiém

ft gp: ting men gan’

Hiém gdip: ting ciin
! Bao gbm phii mit, ha huyét 4p va khé ther
? Ban do, phin {mg bong nuéc vi phan img qud mén thuémg hét sau khi ngimg diéu trj
? Béo cdo hiém gdp cia bénh ndo gan dd nhin dirge & bénh nhin xo gan. Khi didu trj cho bénh
nhéin suy gidm chirc niing gan nghiém trong, bac sT ké don nén thin trong lic bit diu ding
Beprasan cho cdc bénh nhin nay (xem muyc 4.4).

Haiy théng bdo cho béc st nhimg tic dung phy gip phai khi sir dyng thudc

4.9 Qui litu

Cho dén nay, kinh nghiém vé ¢b ¥ hofic v tinh ding qud lidu thudc con han ché. Sy phoi
nhiém t6i da véi thude duge ghi nhén 13 khing vugt qud 60 mg hai lin/ngdy hojic 160 mg, mjt
lin/ngay. Anh hwémg thudmg rit han ché, céc phan img bt Igi die trung déu duge biét dén va
¢6 kha niing héi phye mi khéng cin can thiép y khoa. Hién chua c6 chit gidi dje die hifu.
Rabeprazol natri lién két manh véi protein huyét wromg nén khong thé loai b qua thim tich.
Tuwong ti céc trudmg hop qud lidu thude khic, cin didu trj trigu chimg va ding bign phip didu
trj hd trg thng quat. .

sl N

P4
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5 DPAC TINH DUQC LY

5.1  Diic tinh dwge lyc hoe

Nhém dugee 1y didu tri: Cée thube ée ché bom proton

Ma ATC: AD2B C04

Co ché tdc dung: Rabeprazol natri thuge nhom cic chat e ché tiét acid da day, diin chit
benzimidazol, khéng ¢6 tdc dung khdng cholinergic hofic khdng histamin Ha. Thube ¢b tic dung
ngan can bai tiét acid da day do irc ché dic higu enzym H*/K -ATPase (bom acid hojic bom
proton). Téc dyng ciia thube phy thuje vio lidu, din dén tc ché bai tiét acid nén hoge bai tiét
acid do duge kich thich béi bét cir nguyén nhén ndo. Nghién ciru trén déing viil cho lhé:.' sau khi
udng, rabeprazol natri nhanh chéng xdm nhip vio huyét twong va niém mac da diy. La mt
base yéu, rabeprazol duge hip thu nhanh qua dwimg udng & tit cd cde mic lidu va duge tip
trung trong méi trudmg acid & té bao vién, Rabeprazol duge proton héa dé chuyén thinh dang
sulphenamid 6 hoat tinh, sau d6 phan img véi céc cystein sin c6 trén bom proton.

Tde dung ching 1iét acid: Sau khi ubng liéu 20 mg rabeprazol natri, téc dung chéng tiét acid bit
déiu xudt hién trong vong 1 gidy, tae dung 161 da xudt hign trong vong tir 2 dén 4 gio,

Ty 1§ irc ché tiét acid nén hofic bai tiét acid do kich thich béi thite &n 23 giér sau khi ding liéu
diu tién rabeprazol natri tuong (mg dat 69% va 82%, thisi gian (e ché kéo dai dén 48 giv. Téc
dung trc ché bai tiét acid cla rabeprazol natri ting nhe khi ding ligu l3p lai mdi ngay va dat
trang théi én dinh sau 3 ngdy. Khi ngimg diing thudic, bai tiét acid trs vé binh thutmg sau 2 dén
3 ngay.

Giam acid dich vi do bt ¢ir nguyén nhan gi, bao gdm ding thube Gc ché bom proton nhu
rabeprazol, lim ting s6 lugng vi khudn c6 mit & dudmg tiéu héa. Diéu trj bing thube irc ché
bom proton ¢6 thé 1am ting nguy co nhi#m khudn duémg tiéu hoa bao gbm nhiém Salmonella,
Campylobacter va Clostridium difficile.

Tdc dung trén nong d gastrin huyét thanh: Trong céc nghién ciru 1im sang, bénh nhin duge
diéu trj bing rabeprazol natri 10 hofic 20 mg, 1 lin/ngdy trong khodng thé gian 1én dén 43
thing. Nong dj gastrin trong huyét thanh ting trong véng 2 dén 8 win diu phin dnh tie dung
irc ché bai tiét acid dich vi va duy tri én dinh khi tiép e didu tri. Néng d¢ gastrin tré vé mirc . .
trwée khi didu tr thudmg trong vong 1 dén 2 tfin sau khi ngimg thude. /,/._ ({_/ 1/._/
Céic miu sinh thiét da day trén ngudi duge Ky tir ving hang va viing diy ciia hon 500 bénh
nhan ding rabeprazol hofic thude déi chifu trong khodng thdi gian 1én dén & win khang cho
thiy sy thay ddi vé mé hoc té bao ECL, mirc d) viém da day, 1y 1§ mic viém da day teo, tang
sdn rudt hogc nhiém K. pylori, Trong hon 250 bénh nhén sau 36 thing ditu trj lién tyc, khing
c6 sy thay ddi ding ké duge quan sit so véi ban déiu,
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Cée tdic dung khde: Anh huéng toan thin cia rabeprazol natri trén hé thin kinh trung vong, h¢
tim mach v& hé hé hip cho dén nay chua duge ghi nhin. Ubng Rabeprazol natri liéu 20 mg
trong 2 tufin khng &nh huémg dén chire niing tuyén gidp, chuyén héa carbohydrat hogic néng d¢
trong tuin hoin cha hormon tuyén cin gidp, cortisol, oestrogen, testosteron, prolactin,
cholecystokinin, secretin, glucagon, hormon kich thich nang trimg (FSH), hormon tao hodng
thé (LH), renin, aldosteron hojic hormon ting truémg.

Céc nghién ciu trén ngudi tinh nguyén khie manh cho thiy rabeprazol natri khéng tromg tac
¢b ¥ nghia lim sang véi amoxicilin. Rabeprazol khéng giy dnh huéng bit lgi dén néng 4§

amoxicilin hodic clarithromyein trong huyét twomg khi dimg phdi hep véi myc dich didu trj gt

ciin nhiém khuin tiéu héa trén do H. pylori,

52 Ciic djc tinh drge dgng hge

Hiip thu: Beprasan 13 rabeprazol natri duge bio ché dudi dang vién bao tan trong ruft (khang
dich vi). Dang bio ché niy I cdn thiét vi rabeprazol khang bén trong méi truimg acid. Do do,
rabeprazol chi bit diu hdp thu sau khi vién nén di qua da diy. Thudc hip thu nhanh, dat ning
d dinh trong huyét twomg sau khodng 3,5 gitr sau khi diing liéu 20 mg. Néng d6 dinh trong
huyét nrong (Cmax) cia rabeprazol vi dién tich dwdi duimg eong (AUC) tuyén tinh trong
khoang liéu tir 10 mg dén 40 mg. Sinh kha dung tuyét d6i cia liéu uéng 20 mg (so véi duimg
tinh mach) 14 khodng 52% do mét phin ding ké thudc bi chuyén hoa trudc khi vio xdm nhip
viio hé tudn hoin, Ngodi ra, sinh kha dung cia thubc khing ting khi ding liéu 13p lai. Trén
ngudi tinh nguyén khoe manh, thivi gian bén thii cia thude trong huyét wong vio khodng 1 gid
(dao ddng tir 0,7 dén 1,5 gi®), thanh thai todn phin wéc tinh la 283 + 98 ml/phit. Khéng ¢b
twong i cé § nghia lim sing gifra thude véi thire &n. Thire &n v thoi diém ding thude trong
ngy khong dnh hwéng dén hip thu ciia rabeprazol natri.

Phén bé: Rabeprazol lién két khoing 97% véi protein huyét tuomg.

Chuyén héa vé thai trie: Tuong g céc thube irc ché bom proton khéc, rabeprazol natri duge
chuyén héa qua h¢ chuyén héa thude i gan cytochrom P450 (CYP450). Cdc nghién cim in
vifro trén microsom gan ngudi cho thiy rabeprazol natri duge chuyén héa bdi isoenzym
CYP450 (CYP2C19 va CYP3A4). Trong céc nghién ciru ny, & néng d¢ rabeprazol dy kién
trong huyét twong ngwisi khong gy cim img hay rc ché CYP3A4, Mic di nghién ciru in vitro
Khéng phai luén dy dodn duge két qua in vive, nhimg két qua nay chi ra ring khong c6 twong
tic gilta rabeprazol v eyclosporin. Trén nguir, thicether (M1} va acid carboxylic (M6) la cic
chéit chuyén héa chinh trong huyét tuong elmg vdi céc chit chuyén héa khac duge quan sit thiy
& néng di thip 1a sulphon (M2), desmethyl-thicether (M4) va dang lién hop voi acid
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mercapturic (MS). Chi ¢6 chit chuyén hoa desmethyl (M3) cdn gilr hogt tinh tic ché bai tiét
dich vi yéu, nhumg chit ndy khing c6 mit trong huyét tromg.

Sau khi ubng lidu dom rabeprazol natri 20 mg géin dong vj phéng xa "*C, khing phat hién thudc
& dang nguyén ven duge thii trir qua nudc tidu. Khodng 90% lidu ding dugc thai trir qua nurde
tiéu chi yéu dudi dang hai chét chuyén hoa: lién hgp voi acid mercapturie (MS) va acid
carboxylic (M6), cling vdi hai chit chuyén héa chura duge bidt, Phin con lai ciia lidu ding duge
tim thiy trong phin,

Gidi tinh: Hiéu chinh theo trong lirgng co thé va chiéu cao cho thdy khéng cé sy khdc bigt ding
ki giira hai gii trén céc théng sb duge ding hee sau khi ding lidu dom 20 mg rabeprazol,

Suy gidm chite ning thin: O bénh nhin suy thiin én dinh, giai doan cudi cin duy tri loc méu
(thanh thai creatinin Sml/phit/1,73m?), phin b cia rabeprazol twong ty trén ngudi tinh nguyén
khoe manh. Gid trj AUC va Cmax trén nhimg bénh nhin ndy thip hon khoang 35% so véi cic
théng sé twomg img trén ngudi tinh nguyén khoe manh, Thir gian ban thai trung binh cia
rabeprazol 14 0,82 gitr trén ngudi tinh nguyén khoe manh, 0,95 git trén bénh nhin dang trong
loe mau va 3,6 gidr sau khi loc mdu, Thanh thai cia thube & bénh nhin ¢ bénh thin cin duy tri
lope méu xﬁp xi hai lin so véi nguwdi tinh nguyén khoe manh,

Réi loan chire néing gan:Trén bénh nhin suy gan man tinh & mirc 4 nhe dén trung binh, sau
khi diing liéu dom rabeprazol 20 mg, gid tri AUC ting gip ddi va thdi gian bdn thii eia
rabeprazol ting gdp 2-3 lin so véi ngudi tinh nguyén khoe manh. Tuy nhién, sau khi ding lidu
20 mg hing ngdy trong vong 7 ngay, AUC chi ting 1,5 lén vi Cmax chi ting 1,2 lin. Théri gian
bin thai cia rabeprazol & bénh nhéin suy gan 13 12,3 gidr so voi 2,1 gitr trén ngudi tinh nguyén
khée manh. Bap img duge e hoe (kidm sodt pH da diy) 14 twong ty nhau trén lim sing & hai
nhdm.

Ngurdi cao tuéi: Thai trir rabeprazol cé phin gidm trén ngudi cao twdi. Sau khi ding rabeprazol
natri 7 ngdy voi lidu 20 mg/ngdy, gid tri AUC ting khoang ghp doi, gis trj Cmax ting khoing
60% vi thii gian ban thai ting khodng 30% so véi ngudi tinh nguyén tré wdi khée manh, Tuy
nhién khéng cé bing chimg vé sir tich liy rabeprazol. //.{/
Ba hinh di truyén ciia CYP2CI9: Sau khi ding lidu 20 mg/ngay rabeprazol trong 7 ngay, én
bénh nhiin chuyén héa CYP2C19 chim, AUC vi théi gian bdn thai ting khoang 1,9 va 1,6 lin
twong {mg so véi ngudi eé chuyén héa CYP2C19 binh thudmg, trong khi Cmax chi ting khoang
4005,

Han ding
24 thang ké tir ngay sén xuft



https://trungtamthuoc.com/

+ Rabeprazole_oral_01_2013

Ditu ki¢n bio quin
Béo quén trong bao bi gbe va khing qué 30°C.

Pé thube ngoai tm véi tré em
Doc ki té hudng dfin sir dyng trre khi ding thude.
Néu ban ¢6 thém céu héi gi, hiiy héi bdc sThode dwge si ciia ban.
Thudc chi ding theo dom cda béc sy

Quy cich déng goi
Beprasan 10 mg: Hép 1 vi x 10 vién nén khing dich vj
Beprasan 20 mg: Hgp 1 vi x 10 vién nén khing dich vj

Nhi sin xudt: LEK PHARMACEUTICALS D.D.,
Verovskova 57, 1526 Ljubljana, Slovenia.
Theo ban CDS dd dwgc phé duyéi: Rabeprazole_oral 01 2013
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