
1. Nhdn trgc tiep:
- Vi 10 vi6n n6n bao

tan trong ru6t.

2. Nhin trung gian
- HQp 3 vi x 10 vi6n n6n bao tan trong ruQt.
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Composition:
Each enteric coated tablet contains
Babeprazole sodium
Excipients q.s.........

. 10mg
1 tablet

Stora96;-Protect from humrdity and light
below 30 C

l\

SDK/Reg No XXXXXXX.XX

Keep out ot reach of children
Read carefully the instructions before use

lndications - Contraindications - Undesarable
effects - Precautions - Oosage - Administration
and other information: Read the leaflet insert.
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Thanh phan:
M6i vrCn n6n bao bn trong ruot chua:
Rabeprazol natri
Te du'qc vd......
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1vi6n

Bao quan: oe O nhigt dO dugi 30"C. trenh am
vd dnh sdng.

s6t6SX/BarchNo xxxxxx
Ngay Sx/ltrlg Dare xx/Xx/xx
HO/Ero Date XX/XX/XI

od xa tam tay trq em
Dec ky hudng dan sd, dgng tnroc khi dtng

Chi arinh . Ch6ng chi dinh - Tac dgng khong
mnq mu6n - Than trcng - Li6u luqng - Cech
dung va cac thong tin kh6c: Xrn dOc trong to
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HUONG DAN su'nuNc THUoC CHo NGUOI BENH

Rx @

RABEPAGI 10

Thuiic bin theo ilon
Dqc kf huring din sir dBng trufc khi dtng
D6 xa tflm tay tr6 em

Th6ng b6o ngay cho bic si ho{c dugc si nhfrng tic dgng kh6ng mong mu6n gip phni khi sfr
dgng thu6c

Kh6ng dtng thu6c quf thni h4n sfr dgng ghi tr6n nhfln

Thirnh phAn: C6ng thirc cho 1 vi6n:
Rabeprazol natri
T6dugc vd ...

..10mg
. . 1 vi6n.

Qrlatri carbonat khan, Calci carbonat, Magnesi oxid, Crospovidon, L-HPC, Manitol, Natri stearyl
fumarat, Talc, Colloidal silicon dioxid, Methacrylic acid copolymer, Sepifilm LP 770,
Polyethylen glycol4000, Diethyl phtalat, Oxyd sit ri,.rg, Pham mdutartrazin lake).

Md tf, sin phim: Vi6n n6n ddi, bao phim mdru vdng, hai m{t tron, kich thu6c 14 mm x 7 mm.

Quy cich il6ng g6i: HQp 3 vi x l0 vi6n n6n bao tan trong ru6t.

Thu6c dtng cho bQnh gi:

Thu6c ndy chriarabeprazol dtng cho c6c bQnh:

- Lo6t tdtringcAp tinh.
- Lo6t da ddy lanh tinh cAp tinh.
- HQi chimg trlro nguo. c da day - thpc qud.n c6 ho{c kh6ng c6 vi6m thgc quan. lo6t ho4c tray xu6c
- HQi chimg Zollinger - Ellison.
- Lo6t hanh tA trdng vd lo6t d4 ddy ldnh tinh: Ktlt hqp voi liQu trinh kh6ng sinh vich hqp AC aigt

Helicobacter pylori.

NOn dtng thuiic niy nhu th6 nio vi liilu luqng:

Liiiu dtng vi cfch ding:
Ctich ding:
U6ng thudc vdo bu6i s6ng, tru6c bira 5n, n6n u6ng nguydn vi6n thu6c, kh6ng nhai ho{c bd vi6n.

Liiu dilng:
LiAu dung vd thdi gian dung thu6c ttry theo tinh tr4ng bQnh cria ban. Lu6n lu6n dtng thu6c dring
nhu b6c sy qa hucrng d6n. I(h6ng n€n u6ng thu6c vcvi s6 lugng nhi6u hcrn ho4c it hon hodc l6u
hcm so voi li6u chi dinh.

Khi niro khdng n6n dtng thu5c niy:
Kh6ng n6n dung thu6c ndry trong nhirng truong hqp sau:

Mdn cAm voi rabeprazol, cdc d6n chAt cria benzimidazol ho{c b6t kj,thanh phAn ndo ctra thu6c.

PhU nir mang thai ho4c dang cho con bri.

T16 em.

Tic dgng kh6ng mong muSn (ADR):
Rabeprazol $ugc dung nap t6t, citc titc dgng kh6ng mong.mu6n thulng nhe vdr thoang qua bao
gdm: Dau dAu, ti6u ch6y, dau bung, suy nhugc, dAy hoi, mdn ngria vd kh6 mi6ng.
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Ngoiri ra c6 gap c6c hiQn nhu: t ngir, ch6ng m{t, ho, vi€m hong, vi6m
mti, bu6n n6n, dau vung bgng, t6o b6n, ddy hoi, dau kh6ng 16 nguy6n nhan, dau ltmg, suy
nhugc, c6c tri0u chimg gi6ng crim.

MQt s6 cdctdc dgng kh6ng mong mu6n it gqp hcrn nhu bdn chdn, budn ngir, kh6 ti6u, kh6 mi€ng,, ,).
o hoi, ngfa, h6ng ban, dau co, chu6t nit, dau khdp, nhi6m khuAn duong nigu, dau ngpc, crn lAnh,

s6t, tAng etzym gan.

NOu ban gap bat kj,t6c dqng php ndo k6 cA nhirng t6c dgng php chua liQt kO nhu tr6n, n6n th6ng
b6o ngay cho b6c s!.

NGn trfnh dtng nhii'ng thu6c hoic thgc phAm gi khi dang sir dgng thu6c niy:
Tru6c khi dung thu6c niy, cho b6c s! cua ban Uiet t6t ci cic 1o4i thu6c kh6c md b4n dd ho4c

dang dtng, bao g6m cA thu6c k6 don vi kh6ng kO don, thu6c tu duoc liQu ho4c thtrc phAm chric
ndng. Dlc biQt c6c nhom thu6c sau:

Atazanav ir, ne lfi navir, saquinavir.

Thu6c kfiang n6m ketoconazolholc itraconazol

Warfarin.

Methotrexat.
Danh s6chndy kb6ng dAy dir c6c lo4i thu6c khrlc c6 th6 tucrng tric v6i rabeprazol. Hdy cho b6c s!
ctra ban Uitit ve t6t ctt c6c lo4i thu6c b4n dang su dgng. Dung dtng mQt thu6c m6i md khdng n6i
voi b6c s! cria b4n.

Cin lirm gi khi mQt lin qu6n khdng dtng thuiic:
Udng lieu.bi qu6n ngay hic nh6 ra. N6u li6u do gAn vdi lAn dtng thu6c ti6p theo, bo qua lieu bi
qu6n vd titip tpc u6ng thu6c theo dirng thoi gian qui dinh. Kh6ng dtng 2 li6u ctng lirc.

Cin bio quin thu6c niy nhu th6 nio:
DC d nhiet d0 duoi 300C, trdnh Am vd 6nh sang.

Nhfrng ddu hiQu vi triQu chrimg khi dtng thu6c quri [6u:
Cho d6n nay chua c6 kinh nghiQm vd trudng hgp dung qu6 li6u rabeprazol do c6 f ho4c v6 tinh.
Trucrng hqp qu6 li6u t6i da duoc x6c nh{n kh6ng lrrot qud 60 mg hai ldn m6i ngdy hodc 160 mg

^ .l i.
mQt ldn m6i ngdy. Anh hucrng thudng lh nhg, bi6u hien gi6ng nhu c6c t6c dqng phq dd bi6t vd c6
the h6i phuc md kh6ng c6 sy can thiQp y t6.

Cin phni lirm gi khi dtng thuiic qur[ li6u khuy6n c6o:

Goi cho b6c s! cria ban ho4c di5n ngay co so y t6 gan nfr6t.

Nhfrng tliiiu cAn th$n trgng khi dtng thu6c niry:

C{c tinh tr4ng cin thfln trgng:
Tru6c khi dung thu6c nhy, b4n hdy cho b6c s! biilt ntlu b4n c6 U6t ty tinh trqng ndo ducri ddy:

PhU nfr dU tlinh c6 thai, dang c6 thai hodc cho con bri.

C6 v6n d6 v6 gan.

C6 v6n di: vitm6u.
Ban di img vcri c6c thu6c ric ch6 bcrm proton kh6c nhu lansoprazol, esomeprazol, omeprazol
ho6c pantoprazol.

Ban c6 mOt kh6i u d4 ddy.

Ban c6 lugng magnesi trong m6u th6p.

Lo6ng xuong.
Ngudi cao tu6i.
NOu sir dgng thu6c ndy l6u ddi, ban cAn dugc b6c s! theo d6i thucmg xuy6n AC Hp thoi ph6t hiQn
c6c nguy co:

Gdy xuong do lodng xucrng.
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Giam magnesi trong miiu.

Giim h6p thg vitamin Brz.

Thanh phdn thu6c ndy c6 chira miru tartrazinc6 thd g6y phdn ung di img cho ban

Cic khuy6n c6o dtng thu6c cho phg nfr cri thai vi cho con bri:
Kh6ng dirng thu6c ndy cho php nir c6 thai hodc dang cho con bri.

Trlc {IQng cria thu6c tl6n khn nlng l6i xe vi vfn hinh miy m6c:
Thfn trgng eOi voi nguoi dang l6i xe vi van hanh m6y m6c do thu6c c6 th6 gAy dau dAu, ch6ng
mdt, bu6n ngir.

Khi niro cAn tham vdn br{c s}, dugc si:
Php nir dU dinh c6 thai, dang c6 thai hodc cho con bri.

Dang str dgng loai thu6c kh6c, bao g6m ci thu6c kC dcrn vd khdng k6 dcrn, thu6c tt duoc liOu
ho{c thgc phAm chric n[ng.
C6 phan,ing 9iimg, c6c d6u hieu c6 th6 bao gdm: Stmg m{t d6t ngQt, kh6 tho ho4c h4 huytit 6p
c6 th6 gdy ng6t ho{c bdt tinh.
Bi ti6u ch6y n4ng (chny nu6c hodc chdy m6u) voi c6c triQu chimg nhu s6t, dau bung, nglmg
dung thu6c vh dOn b6c s! ngay.

NhiSm trung thuong xuy6n, nhu dau hgng hoflc s6t cao, ho4c lo6t trong miQng ho4c c6 hgng.

C6 v6t bAm hoac dE ch6y m6u.

NiSu ban mu6n ngung dtng thu6c.

NOu c6n th6m th6ng tin xin hoi y kitin b6c s! ho{c dugc s!.

Hln dring cria thu5c: 24 thangkri tu ngdy sAn xu5t.

C0ng tr ('P Duqc phim Aginrcrphlrnr
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Ngiy xem x6t sfra tl6i, c$p nh{t l4i nQi dung huring din sir dBng thu6c: ...1 ...1 ..

HUONG oAN StI ouNC THUOC CHO cAN BO Y TE

Cic tlic tinh dugc lgc hgc, dugc dQng hgc:

Cic il{c tinh dugc lgc hgc:

Rabeprazol le dan ch6t benzimidazol,c6 tiic dpng ric ch6 born proton.

Rabeprazol c6 t6c dpng fc ch6 ti6t dich vi ci co ban vi trong tinh tr4ng kich vich, kh6ng c6 tinh
ctr6t ttrang.acetylcholin ho4c aOi knang thU th6 histamin H2, bing c6ch ric ch6 men H*/K*
ATPase o t€ biro thdnh cria niOm m4c d4 diy. Enzym ndy duoc coi ld bom acid, hydrogen ho{c

1..proton trong td bdo thdnh n6n rabeprazol dugc coi ld thu6c fc ch6 bom proton. Rabeprazol dugc
gan veo 

"niy^ 
niry ngln ch4n giaido4n cu6i ctng ctra sg titit dich vi. Trong tC bao thanh ctra d4

ddy, rabeprazol duo. c proton h6a vd chuy6n thdnh sulfenamid ho4t dQng vd sau d6 gln vcri

cystein cria bcrm proton lirm enzym ndy bAt ho4t.

Crlc tl{c tinh dugc tlQng hgc:

Rabeprazol dugc h6p thu nhanh ch6ng vir n6ng dg dinh trong huy6t tucvng d4t ducr. c sau khi u6ng

3,5 gig. Sinh khe dpng duong ,rO.ne khoing 52%o do b! chuy6n h6a qua gan lAn dAu vd kh6ng
thay d6i nhi6u khi dung li6u mQt l6n hay li6u lap lai.
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Rabeprazol gdn khodng 9TYovotprotein tucmg.

Thudc dugc chuy6n h6a manh qua gan boi he th6ng isoenzym cytochrom P+so (CYP2C19 vd
CYP3A4) thenh circ dan chdrt thioether, thioether cira acid carboxylic, sulfon vir
desmethylthioether.

Thoi gian b6n th6i trong huy6t tucrng khoing 1 eid,tAng g6p 2 d6n 3 lAn d benh nhdn suy gan,

g6p 1,6 tan O ntrirng nguoi enzym CYP2C19 chuy6n h6a chQm vd tdng 30% b nguoi cao tu6i.

Cac chittchuy6n hoa duo. c bni tirit chtr y6u qua nudc ti6u (khoan g90oh),ph6n cdn lai thai trir qua phAn.

Chi tlinh, tidu dtng, cr{ch dtng, ch6ng chi ilinh:

Chi tlinh:
- Lo6t tii trAng cAp tinh.

- Lo6t da dny hnh tinh c6p tinh.

- HOi chimg trio ngucr. c da ddy - thgc quAn co ho4c kh6ng c6 vi0m thuc qudn,lo6t hoac trAy xutrc.

- HQi chimg Zollinger - Ellison.
- Lo6t hanh t6 triurg vd lodt d4 ddy ldnh tinh: K6t hqp v6i liQu trinh kh6ng sinh vich frqp AC aipt

Helicobacter pylori.

Lidu dring vir cfch dtng:
Liiu ditng cho ngudi l6n:
- Lodr fi tdng cdp tinh:20 mglldn/ngey, u6ng trong 4 tuin ntfu rtlt lodt chua li6n hoan todn.

- Lodt dq ddy ldnh tinh cdp tinh:20 mg/Flnhgey, u6ng trong 6 tuAn, ti6p tpc thOm 6 tuAn n6u

vtit lo6t chua lidn hoin todn.

- HOi .ch*ng trd,o nguqc dq ddy - tht;c quan c6 tri€u ch*ng lodt hoQc trdy xudc: 20

mg/l6n/ngdy, u6ng trong 4 - 8 tu6n.

- BQnh trdo nguoc dq ddy thlcc qudn phdi di€u tri ldu ddi: Di6u tri duy tri, khuy6n c6o li6u dung
hang ngdy 10 - 20 mgfldn/ngiry, phu thuQc vdo d6p img ctra bQnh nh6n

- EiAu ffi ffieu chilmg b€nh trdo nguqc dq ddy - thuc quan kh6ng viAm thrc quan: Li6u khuy6n
c6o l0 mglldn/ngity cho tdi 4 tuan, sau d6 10 mg/l6n/ngdy khi cAn. N6u kh6ng thdy triQu
chimg bQnh dugc ki6m so6t trong 4 tu6n, bQnh nh6n c6n duoc t6i khem.

- HOi chung Zollinger - Ellison: Li€u khoi dAu 60 mg/ldn/ngdy,. sau do c6 th6 tang <I6n

100 mgnAr/ngdy hay 60 mg x 2 lAn/ngdy. Li6u dung n6n dugc di6u chinh tuy theo nhu cAu, :.. ^ ,
c[ra m6i benh nhan vd dr)ng li6n tpc cho d6n khi h6t triQu chimg l6m sang.

- Lodr hdnh td trdng vd lodt da ddy ldnh tinh kr* hqp vdi nhiem U. pylori:
Khuytin c6o ktit hqp.c6c thu6c sau d6y trong vong 7 ngay, u6ng vdo bu6i s6ng vi bu6i t6i:
Rabeprazo.l 20 mgAAn,2ldn/ngdy + clarithromycin 500 mg/16n, 2ldnlngity vd amoxicillin
lglldn,2 lin/ngiry.

B€nh nhdn suy gan, suy thdn:Kh6ng cAn di6u chinh li6u.

C6ch dtng:
Udng thu6c vdo bu6i s6ng, tru6c bta dn, n6n u6ng nguy0n vi6n thu6c, kh6ng nhai ho4c b6 vi6n.

Chiing chi dinh:
MAn cim vor rabeprazol, c6c ddn ch6t cua benzimidazol hoflc b6t k] thanh phAn nio cta thu6c.
Trd em, do d0 an todn khi sir dung rabeprazol cho tr6 em chua duoc x6c tlinh (chua c6 c6c thu
nghiQm ldm sang ddy ilt).
Php nt mang thai hodc dang cho con bri.

Cfc trudng hqp thfn trgng khi dtng thu5c:

Cric tinh trgng cAn thfln trgng:
- Tru6c khi chi dfnh cho gguoi bi lo6t da ddy dtng rabeprazol, n6n loai trt kh6 ndng bi u 6c

tinh vi thu6c co th6 che l6p c6c tri6u chimg vd gAy tro ngii cnan do6n bQnh.

\,-{
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- BQnh nhdn loan chric ndng gan

Cdc bat
cao sau
nguy0n

- Di€u tri v6i c6c thu6c ric chti bcrm proton (PPI) c6 th6 lam tdng nguy ccr nhi6m khuAn duong
ti6u h6a (vi dp nhi6m Salmonella, Campylobacter vd Clostridium dfficile).

- Kh6ng th6 lo4i tru nguy co phin img qurl m6n ch6o vdi c6c thu6c ric chti bcrm proton khiic.

- nOi loan tqo mdu: Dd, co b6o c6o sau khi dua thu6c ra thi trudng ve rOi loan tao m6u (giAm
..i I .ti6u cdu vd giim bach c6u trung tinh). Trong phAn lcrn c6c trucmg hqp kh6ng th6 x6c dinh
duoc nguy6n nh6n, c6c r6i loan ndy kh6ng bitin chimg vd m6t di khi ngtng sri dung
rabeprazol.

- B€nh lupus ban dd da bdn ciip (SCLE): Thudc irc chti bom proton c6 li6n quan d6n m6t so

truong hqp bg$lupus ban d6 d.a ban c6p r6t hi6m khi xAy ra. N6u t6n thuong xAy ra, d4c biQt
ld 0 vung da ti6p xric v6i anh nang mdt trdi, vi n6u kdm theo dau kh6p, benh nhan cAn nhanh
ch6ng li€n hg voi b5c s! d6 xem x6t ngimg dung thu6c rabeprazol. Nguoi mic bgnh lupus ban
do da ban cAp sau khi di6u tri vcri thu6c ric ch6 bcrm proton thi c6 the tang nguy co m6c bQnh
lupus ban d6 da ban cSrp khi di6u tri vcvi c6c thu6c irc ch6 bom proton kh6c.

- Tuong tdc vdi warfarin:Tucrng t6c cria rabeprazol vd warfarin chua duoc d6nh giri {Ay dir d
bQnh nh6n. D5 co b6o c6o vC tang INR vd thcri gian prothrombin o bQnh nh6n dtng d6ng thoi
thu6c ric ch6 bom proton vd warfarin. Tdng INR vi thdi gian prothrombin c6 th6 din d6n
ch6y mriu b6t thucrng ve tham chi tu vong. B6nh nh6n di6u tri d6ng thoi thu6c ric ch6 bcrm
proton vh warfarin co thti cAn dugc theo d6i ting INR vd thcri gian prothrombin.

- Vigm thqn kd ciip tinh: Vi6m thQn kE c5p tfnh dd duoc quan s6t 5' benf nh6n dung thu6c ric
ch6 bcrm proton (PPI) bao gdm rabepruzol. Vi6m th{n kE c6p tinh c6 th6 xtty ratai b6t k! thoi
dii5m ndo trong khidi6u tri bing PPI vd thuong do phdn img qu6 m6n. Ngimg dtng rabeprazol
n6u vi6m th4n kE cdp tinh ph6t tri6n.

- Gdy xuong: MQt s6 nghiCn cuu quan s6t 0 ngucri lcm dugc c6ng b6 cho th6y rdng li6u ph6p PPI
c6 th6 ldm tdng nguy co gly xuong h6ng, c6 tay ho{c cQt sdng 1i6n quan d6n lo6ng
xucrng. Nguy co gdy xuong tdng cr ntirng bQnh nh6n dung li6u cao, tilc li dung liAu nhi6u
ngay, vd dung liQu phSp PPI.l6u dai (1 n[m ho[c l6u hcrn). BCnh nhan n6n dung li€u th6p nh6t
va thci gian diAu trf PPI ngan nnat phu hqp vcri tinh trang dang dugc diOu tri. Benh nhdn c6
nguy co bi gey xuong li6n quan dtin lodng xuong n6n duoc di6u tri theo ph6c AO aieu tri churin.

- ThiAu vitamin Bt 2: YiQc di6u tri hang ngdy v6i bdt k) loai thu6c ric chti acid ndro trong mQt

thoi gian ddi (vi dg, ddi hcrn 3 ndm) c6 th€ d5n d6n ginm h6p thu cyanocobalamin (vitamin
Bl2) do gi6m ho[c thi6u acid trong dich vi. ChAn doan n]ry n6n dugc xem xdt n6u c6c tri€u
chimg lAm sang pht hqp voi su thi6u hgt cyanocobalamin dugc quan s6t o bQnh nh6n diAu tr!
bing rabeprazol.

- Gidm magnesi mau: Tlnh tr4ng giim magnesi m6u, c6 triQu chimg vd kh6ng c6 tri6u chimg,
hi6m khi xhy rad benh nhdn di6u tri b6ng PPI trong ft nhAt 3 th6ng, phAn lon ld sau mdt n5m

di0u tri. Cdc tdc dpng phg nghiEm trgng bao gdm co gi6t, loan nhlp vd <lQng kinh. O hAu h6t
c6c bQnh nh6.n, di6u tri h4 magnesi huyi5t cAn phAi b6 sung magnesi vd ngrmg str dr;ng PPI.

OOi vOi benh nh6n dU ki6n sE dugc di6u tri l6u ddi v6i thu6c uc chti bom proton hay tr6nbQnh
nh6n dang dtrng d6ng thoi thu6c ric ch6 bcrm proton vcri digoxin ho4c nhirng thu6c c6 th6 ldm
ha magnesi huy6t (nhu thu6c lgi ti6u), thi b6c s! n6n chir f ki6m tra ndng dQ magnesi huy6t
thanh trudc khi bit dAu kd don voi thu6c ric ch6 born proton vd kitlm tra dlnh kj, sau d6.

- Tuong tdc vai 
"methotrexat:Y 

vdn cho thAy st dgng d6ng thoi PPI voi methotrexat (chri yi5u o
liOu cio) c6 thO ldm^tang vd k6o ddi ndng dQ methotrexat vir/ ho{c ch6t chuyi5n h6a cria n6 trong
huytlt thanh, c6 th6 aan AOn dQc tinh cta methotrexat. Trong trucrng hqp di€u tri li6u cao

methotrexat, c6 th6 xem x6t t4m thoi ngrmg dung thu6c PPI d mQt s6 benh nhan.

- Thdnh phAn t6 duoc cira thu6c ndy c6 mintartrazin (E 102): C6 the g6y phan rmg di Lmg.
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Cr[c khuy6n c6o dtng thu6c cho phg nir crf thai vir cho con bri:

fhdi ki mang thai
Chdng chi d-inh vcri phq nir c6 thai do chua c6 c5c dir li6u nghiCn cuu vd dQ an todn ctra
rabepiazol AOi vOi php nfr trong thoi kj,mang thai. h ]
fhdi ki cho con bti \Y \
Ch6ng chi dinh voi bd me trong thoi ki, cho con bri do chua x6c dinh duoc rabeprazol c6 bii ti6t
qua sira mg hay kh6ng vd cfrng chua c6 nghiCn cr?u nio du-o. c ti6n hanh tr6n cric bd mg cho con bri.

T6c <IQng cria thu6c tl6n khi nlng l6i xe vi v$n hinh miy m6c:

Thf,n trgng aOi voi nguoi tlang l6i xe vh van hanh m6y m6c do thu5c c6 th6 g6y dau dAu, ch6ng
m6t, bu6n ngir.

Tuong tic cta thu5c vtfi cic thu6c khric vir cfc lo4i tuong tic khic:
- Voi ketoconazol ho4c itraconazol: Co thiS gi6m sg hAp thu ketoconazol ho[c itraconazol. Vi

^ivdy n6u dtng chung voi rabeprazol cln gi6m s6t di6u chinh li6u ketoconazol ho{c itraconazol.
- Tranh dung ddng thoi rabeprazol voi: Erlotinib, nelfinavir, delavirdin, posaconazol.

- Rabeprazol c6 the lam gi6m ndng dg/ t6c dqng cua atazanavir, clopidogrel, dabigatran,
etexilat, dasatinib, erlotinib, indinavir, mu6i sit, itraconazol, ketoconazol, mesalamin,
mycophenolat, nelfi navir.

- Rabeprazol c6 th6 lim tdng ndng dQ/ t6c dpng ctra c6c thu6c ld co ch6t CYPzClg vd CYP2C8
(mric d0 rui ro cao) methotrexat, saquinavir, voriconazol.

- Methotrexat:
C6c trucmg hqrp b6o c6o, cdc nghiOn cuu dugc dQng hgc dd c6ng b6 vd cric ph6n tich h6i cuu
cho th6y dung d6ng thdi PPI vd methotrexat voi li6u cao (xem th6ng tin k6 toa methotrexat)
c6 th6 ldm tdng vd k6o ddi luqng methotrexat val ho{c chAt chuy6n h6a hydroxymethotrexat
trong huy6t thanh. Tuy nhi6n, kh6ng c6 nghiOn cr?u chinh thric vC tucrng t6c thu6c cria
methotrexat v6i PPI dE dugc ti6n hdnh (xem c{c tinh tr4ng cfln thfn trgng).

Tric dgng khdng mong muSn:

Ctrct6c dung phu thuong gap voi rabeprazol trong c6c thir nghiQm 16m sang c6 ki6m so6t ld nhirc
dAu, ti6u chAy, dau bqng, suy nhugc, dAy hcri, phrit ban vd kh6 miQng. Da s6 cdc titc dung php b6t
lgr x6y ra trong c6c nghiCn cuu ldm sang d6u c6 mric tIQ nhq ho{c trung binh vd c6 tinh ch6t
tho6ng qua.

Cic phan u.rg phU sau d6y dE dugc b6o crio ttr tht nghiem lAm sang vd kinh nghiqm sau khi tiep thi.

Thwdng gQp, ADR > I/100
Nhi6m trung vd nhi6m kf sinh trtng: NhiSm trung.
R6i lo4n tdm th6n: MAt ngri.

Rdi lo4n hQ thAn kinh: Nhric dAu, ch6ng mdt.
ROi toan h6 h6p, l6ng ngFc vd trung thdt: Ho, vi6m hgng, vi6m mfii.
ROi loan ti6u h6a: Ti6u chiy, n6n, bu6n n6n, dau bgng, tiio b6n, dAy hoi.
ROi loqn co xuong vd m6 li6n kiSt: Dau kh6ng rd nguy6n nhen, dau ltmg.
ROi loan t6ng qurlt: Suy nhuo. c, hdi chimg gi6ng crim.

i, gdp, t/l000 < ADR < 1/100
ROi loqn tdm th6n: Lo l6ng, b6n ch6n.

R6i loan hQ than kinh: Bu6n ngri.
nOi loan h6 h6p, l6ng nggc vd trung th6t: Vi6m phi5 qudn, vi6m xoang.
ROi loan ti6u h6a: Chtmg kh6 ti6u, kh6 miQng, g hoi.
ROi loan da vd m6 ducri da: Ph6t ban, ban d6.

ROi loan co xuong vd mO li6n ktit: Dau co, chimg chuQt nit, dau khdp, gay xuong h6ng, c6 tay
i

noac cQt song.
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loan th6n vd rueu trung duong nleu.

R6i lo4n tdng qu6t: Dau nguc, crn l4nh, s6t

X6t nghiQm: Ting men gan.

HiAm gQp, l/10.000 < ADR < 1/1000
ROi lo4n tdm thAn: Trdm cim
ROi loan m6u vd hQ bach huytit: Tdng ho{c gi6m b4ch ciu, giim bach cAu trung tinh, gidm ti6u cAu.

lo4n hQ th6ng mi6n dfch: Phin img di ung c6p tinh (vi dU srmg mdt, h4 huy6t 6p vd kh6 tho)
loan chuy6n h6a vd dinh du&ng: Bi€ng dn.
lo4n m6t: ROi lo4n thi gi6c.
loan ti6u h6a: Vi6m d4 ddy, vi6m mi6ng, r6i loan vi giric.

loan gan m6t: Vi6m gan, vdng da, b€nh n6o gan.

loan da vd md du<ri da: Ngria, ra m6 h6i, phdn img bong rQp.

lo4n thqn vd ti6t ni6u: Vi6m thfln kE.

Kh6c: Tdng cdn

Riit hiAm gdp, ADR < 1/10.000

ROi loan da vh m6 duoi da: H6ng ban da dAng, hQi chrmg hoai tri da nhiSm dQc (TEN), hQi
chimg Steven-Johnson (SJS)

Kh6ng biAr:

ROi lo4n t6m thAn: NhAm l6n.

R6i lo4n chuy6n h6a vd dinh du6ng: H4 natri trong m6u, ha magnesi trong m6u.

ROi loan mach mriu: Pht ngo4i bi6n.

R6i loan da vd m6 duoi da: BQnh lupus ban do ducri da ban c5rp.

ROi toan vri vd hQ th6ng sinh sin: To vir dan 6ng.

Hufng din cich xfr tri ADR
PhAi ngrmg thu6c khi c6 bi6u hiQn t6c dpng kh6ng mong mu6n n?ng.

Qur[ liiiu vi cfch xfr tri:
TriQu ch*ng:
Cho d6n nay chua c6 kinh nghiQm vd trucrng hqp dtng qu6liAu rabeprazol do c6 y ho4c vO tinh.
Trucmg hqp qu6li6u t6i da dugc x6c nhQn khdng vuqt qu6 60 mg hai lAn m5i ngdy ho{c 160 mg

mQt lAn m5i ngdy. Anh huong thudng ld nhe, bi6u hien gi6ng nhu c6c tdc dpng phg dd bi6t vd c6

thC h6i phpc md kh6ng c6 sg can thiQp y t6.

R6i
ROi

R6i
R6i

R6i
R6i

R6i

Xu tri: Chua c6 thu6c gi6i dQc dac hieu.

Do rabeprazol k6t hqrp r6t m4nh voi protein nOn kh6ng th€ th6i tru bing phucrng ph6p

Trong truong hqp qu6li6u, cAn di6u tri c6c triQu chimg vd diAu tri h6 trg.
ph6n.
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