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Babiswilt 20
Rabeprude Sodium Enteric Coated Tablets 20 mg

Composition: Each enteric oated tablel @ntains:

Rabepraole Sodium 20 mg

Excipients q.s.

ColouB : Yellow Oxide of lron & Titanium Dioxide

Dosage and Administration:
As direded by the Physician

Indicauor, @ntraindletion, Prceution, and
otherinfomation: Pleas see lhe endosed leaflel
Stomge: Store below 30'C, in dry plae.
Specmetion: h+louse
Keep all medicines out of reach of children.

Carefully read the aeompanying instrction before use.

Rx fhua ben h@ irq.
Ttinh phin: M6i viCn n6n bao tan tDng ruOt @ chra:
Rabep@d natri 20 mg

Liau luvng vi cach dtng: Theo chi d5n aa thiy thu6c
Chi atinh, ch5ng chi d!nh, khuyan c6o, lhan trqng Yi cic
th6ng tin khic: Xin xem huong d5n s0 dung trong hop

Bio quAn: Beo quan dudi 30"C, da noi kh6 160.

Tl6u chuan: Nhe sin xuit
Oong g6i: HOp 3 vi x 10 vion n6n bao tan trong ruot

Di thu6c xa tAm voi cia te em.
Oac ki ht-@ng den sD dung l@ khi ding.

DNNK: D:a.h ...

Manufactured in lndia by / San xuSt tai An o0 bdi:

&

a
lnd-SwiIt

lnd-Switt Limited
off. Nil21. Vilage Jamharpur,

Tehsil Derabassi, Distnd SAS

Nagar (Mohali) Punjaill40507 lndia.
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RxThudc bdn theo ilon

RABISWIFT IOI2O
(Vi6n n6n bao tan trong ruQt rabeprazol natri 10/20 mg)

cANH nAo
Chi dimg theo sq kA don cila bdc s7. 

,
NAu cdn thAm th6ng tin, xin hdi !,kiAn bdc si.
Kh6ng ditng qud li€u chi ilinh.
Xin thdng bdo.cho bdc si bih cdc tdc dang ngoqi y xdy ra trong qud trinh s* dqng.
D€ thu6c xa tdm tay trd em.

Dpc ki huong ddn str dung trudc khi s* dang.
Kh6ng dilng thudc dd qud hqn s* dltng

THANH PHAN
Vtdi vi6n n6n Rabiswift l0 c6 chria:
Hoat chdt : Rabeprazol natri ...........
Td duqc. mannitol, magnesi oxid, low- substituted hydroxy
croscarmellose, magnesi stearat, hypromellose, ethyl cellulose, diethy
phthalat, titan dioxid, oxid sit ving

.........10 mg
propyl cellulose, natri

I phthalat, cellulose acetat

frl6ivien ndn Rabiswift 20 c6 chua:
Hoqt chAt ; Rabeprazol natri ..............
Td duqc: mannitol, magnesi oxid, low- substituted hydroxy propyl cellulose, natri
croscarmellose, magnesi stearat, hypromellose, ethyl cellulose, diethyl phthalat, cellulose acetat
phthalat, titan dioxid, oxid sit vdng

Dr/qc Lu. c HQC
Rabeprazol natri thuQc nh6m ch5ng titit d6n xu6t cta benzimidazol. Thutic.kh6ng c6. d4c tinh
ch6ng ti6t acetylcholin ho{c d6i khang H2 histamin, nhrmg c6 t6c dgng ftc ch6 sp bdi titit acid d4
ddy do ric ch6 clac hiQu tr€n enzyme H*/K* - ATPase d b€ mat ti6t cia t6 bao thdnh dq ddy. HQ

enzyme ndy dugc xem ld bom acid (proton), do tl6 rabeprazol natri d6 ttuqc x6p vdo nh6m thu6c
ric ch€ bom proton d4 ddy, ngln chin budc cudi ctng cfra sg t4o thdnh acid. T6c dpng ndy c6
li€n quan dtin li6u dirng vd din d6n tc ch6 c6 sg ti6t acid co bin l6n su ti6t acid kich thich b6t k6
do t6c nhdn kich thich ndo.
Host tfnh ch6ng tidt: Sau khi dtng li€u 20 mgrabeprazol natri, t6c dgng ch6ng tiiit Uit tlAu xu6t
hiQn trong vdng I gid, hiQu qui tiii da d4t.dugc trong vdng 2 d€n 4 gid. Sau li6u diu ti6n 23 gid,
irc ch€ ti€t acid co bin ld 69 % vd ti'c ch6 ti6t acid kich thich bdi thri'c 5n ld 82 yo, thdi gian ric
ch6 k6o ddi d6n 48 gio. Thli gian thu5c c6 t6c dpng duqc lti ddi hon nhi6u so v6i thdi gian b6n
hriy (khoAng I gid), c6 thiS do sy li6n k6t k6o ddi v6i enzyme H*/K* - ATPase o thdnh da ddy.
HiQu qui ric cht5 titit acid cria rabeprazolnatritdng nhq khi dr)ng ti6p theo m5i ngdy mQt lidu vd
tl4t 6n dlnh sau 3 ngiy.
Tdc dtlng tr€n gastrin huy* thanh: Trong c6c nghi6n criu lAm sdng tr6n bQnh nh6n tlugc didu trl
v1i 20 mg rabeprazol natri ngdy I lAn, k6o ddi <t6n 24 thing. Mric gastrin huy6t thanh ting trong
2 d6n 8 tuAn ddu, cho th6y hi€u qui ric ch6 tr6n ti6t acid. Mric gastrin trd vAr nhu trudc khi di€u
tri, thulng trong vdng I d6n 2 tuin sau khi ngirng thu5c.
Tdc dqng diet H. Pylori:
M5u sinh thi6t da diy ngudi tir hang vd tl6y cria hon 500 bQnh nh6n. dtng rabeprazol hoac li€u
ph6p di6u tri d6i chring trong. 8 tudn kh6ng ph6t hiQn thdy sg thay d6i m0 hgc c[ra t0 bdo ECL,
mric d0 vi€m da dd.y, tj' le mic bQnh vi6m da ddy t6 trdng, chuy,Sn sin ruQt hopc sg phdn b5 cira

nhi6m H. Pylori. O hcrn 250 bQnh nhdn theo d6i trong 36 th6ng ctidu tri li6n tgc, kh6ng c6 thay
aOi Aang k6 trong c6c phdt hien khio s6t ban dAu dA dugc quan s6t th6y.

....20 mg
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C6c nghiQn cuu tr6n c6c tttii tugng kh6e m4nh dd chi ra ring rabeprazol natri khdng.c6 tuong t6c

l6m sing d6ng ki5 vdi amoxicillin. Rabeprazol kh6ng g6y 6nh huong bet lqi d6n n6ng ilQ

amoxicillin trong huy6t tuong ho[c clarithromycin khi ph6i hqp vdi mpc dich diet H. Pylori 0 d4

ddy-ru6t.

DI.I, gC DQNG HQC
Hdp thu: Rabeprazol natri dugc bio ch6 d4ng vi6n ndn bao tan trong rudt do d4c tinh dO bi phAn

hriy bdi acid. Do <16 sg h6p thu rabeprazol chi xiy xa sau khi thu6c roi kh6i da ddy. Thutic h6p

thu nhanh, vdi n6ng tlQ tlinh trong huy6t tuong khoAng 3,5 gid sau khi u5ng li6u 20 mg. N6ng dQ

dinh trong huy6t tuong (Cmax) vd AUC ld tuy6n tfnh trong khodng li6u l0 mg d6n 40 mg. Sinh
khi dgng tuyQt <t6i cria li6u 20 mg tludng u6ng (so v6i <ludng tinh m4ch) ld khoing 52Yo do m6t
phAn lon thu6c bi chuy6n h6a tru6c. Ngodi ra sinh khd dyng c6 vd kh6ng tdng sau khi lAp lai liAu.
O ngudi kh6e m4nh,-thdi gian b6n thii huy6t tuong khoing I gid (tu 0,7 d6n 1,5 gid), vd clQ

thanh thii todn co th6 udc tinh li 283 + 98 ml/phrit. Kh6ng th6y c6 tuong t6c vdi thfc dn tr€n
l6m sdng. Ci thric 6n vd thoi gian dtng thu6c tt6u kh6ng Anh hudng d6n sp h6p thu cria
rabeprazol natri.
Phdn b6: Rabeprazol gin v6i protein huy6t tuong khoinggTo/o.
Chuyln h6a vd thai tri: Rabeprazol natri cfing nhu c6c ch6t ric ch6 bom proton kh6c (PPI)
chuy6n h6a th6ng qua h€ th6ng chuy6n h6a t[u5c qua gan cytochrom P45b (CYP450). C6c
nghiCn cuu in vitro 6 microsom gan ngudi cho th6y rabeprazol natri dugc chuyiin h6a boi
isoenzyme cta CYP450 (CYP2C19 vd CYP3A4). Trong c6c nghiCn cftu ndy, tai ndng dO thu6c
mong mu6n trong huy6t thanh, rabeprazole kh6ng g6y cim img cfrng kh6ng rlc ch6 CYP3A4; vd
m4c di c6c nghiOn cuu in vitro khdngphii lu6n ludn du do6n duoc ktit qui in vivo nhung kiSt qui
cta nhfrng nghiCn criu ndy cho ph6p du tlorin kh6ng c6 tuong t6c giira rabeprazol vd cyclosporin.
O nguoi cac ch6t chuy6n h6a chinh trong huy6t tuong ld thioether (Ml) vicarboxylic acid (M6)
vd ciic chdt chuy6n h6a php v6i n6ng dQ thdp hon ld sulphon (M2), desmethyl-thioether (M4) vd
dang li€n hqp v6i acid mercapturic (M5). Chi c6 d4ng chuy6n h6a desmethyl (M3) c6 ho4t tinh
kh6ng ti6t,,nhung kh6ng xuet hien trong huy6t tuong.
Sau khi u61q 1 lidu duy nh6t ZO mg rabeprazol natri tluqc d6nh,d6u bing rac, khOng tim th6y
thudc d4ng khdng chuy6n h6a trong nu6c ti6u. Kho6ng 90% thu6c dugc tldo thii qua nu6c ti6u
chri ytiu ld2 chAt chuy6n h6a: li€n hqp vdi acid mercapturic (M5) vd acid carboxylic (M6), vd
hai ch6t chuy6n h6a chua 16. PhAn con lpi ttugc tim thAy trong ph6n.
Gidi tfnh:Eugc didu chinh tltii vdi chi6u cao vir trgng lugng co th6, kh6ng th6y c6 sg kh6c bi€t
d6ng kC vd c6c th6ng s5 dugc <lQng hgc sau khi ui5ng 1 lidiu ilon 20 mgrabeprazol natri.
Suy thdn;O bQnh nhdn suy th6n giai do4n cu6i, cAn ilugc thAm trich m6u thudng xuy6n (d0 thanh
thii creatinin < 5 ml/phttll,73,r';, sg th6i trtr.ld tuong duong v6i ngudi tinh nguyQn kh6e
m4nh. AUC vd Cmax d nhirng bQnh nhdn ndy th6p hon khoing 35oh so v6i ngudi tinh nguyQn

kh6e m4nh. Thdi gian b6n thii trung binh khoing 0,82 gio d ngudi tinh nguyQn kh6e m4nh, vd
khodng 0,92 gid d bQnh nhdn trong khi tlang tlugc thAm th6ch m6u vi khoing 3,6 gid sau khi
th6m t6ch. DQ thanh thai d bQnh nhdn c6 bQnh th4n cAn thAm t6ch m6u duy tri g6p khoing 2 lin
so vdi ngudi tinh nguy€n kh6e m4nh.

Suy chuc ndng gan; O nguoi suy gan nhe d6n trung binh, sau khi dtng liAu don 20 mg
rabeprazol, AUC tlng g6p d6i vd thdi gian brin th6i tdng eip 2 - 3 ldn so v6i ngudi tinh nguyQn

kh6e mqnh. Tuy nhi6n, sau khi dtng li6u 20 mgtrong vdng 7 ngiry, AUC chi ting l6n khoing 1,5

lin vd Cmax tdng l,2lin. Thdi gian b6n thii cta rabeprazol d bQnh nhdn suy gan ld 12,3 gid so

v6i2,l gid o ngudi tinh nguyQn kh6e mqnh. D6p irng dugc lgc hqc (ki€m sorit pH dg ddy) 0 ch2
nh6m li tuong. duong v0 mat l6m sdng.

Ngudi cao tu6i: SU ddo thii rabeprazol giim nhg d ngudi cao tudi. Sau 7 ngiy dirng rabeprazol
natri 20 mg, AUC tnng x6p xi g6p d6i, Cmax ting khoAng 60Yo vir thdi gian b6n thii tdng khoing
3070 so v6i ngudi tinh nguy€n tr6 kh6e m4nh. Tuy nhi€n khdng thiy c6 bdng chfmg v€ tich lfiy
thu6c.
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Tinh da dqng cia CYP2C19; Sau khi dtng rabeprazol 20 mg/ngdy trong 7 ngdy, ngudi c6

CYP2Clg d4ng chuyiin h6a chflm, c6 AUC ve thdi gian b5n thdi khoing 1,9 vd 1,6 l6n so vdi
ngudi c6 d4ng chuy€n h6a nhannh, trong khi Cmax chitdng40o/o.

CHi DINH
Rabeprazol tlugc chi ttinh dC didu trl:
. Lodt t6 trdng ho4t clQng

' B€nh lodt dp ddy ldnh tinh hoat tl6ng
. TriQu chftng trio ngugc da ddy thgc quin do 6n mdn ho[c lo6t (GORD).
. BQnh trdo ngugc d4 diy-thyc quin di6u tri ddi han (GORD kdo ddi)
. DiAu tri triQu chrlmg tu trung binh d6n r6t n4ng cira bQnh trdo ngugc d4 dny thuc quin (tri6u

chring GORD)
. HQi chimg Zollinger-Ellison.

' Ki5t hgp vdi c6c ph6c OO Aieu tri kh6ng khuAn thich hqp Ae aiQt Helicobacter pylori & bQnh

nhdn bi bQnh lo6t da ddy.

LITU LIIqNG vA CACH DUNG
Thutic dtng iluong u6ng. Ding theo sg chi din cria biic si rlir5u tri.
U6ng nguy6n vi6n, kh6ng nhai hoac b6 vi6n thu6c. Ndn su dung thu5c vdo bu6i s6ng.
Li6u dirng:
Ngucri lfn/I'rlgutri cao tu6i:
Loit td trdng vd toit dg ddy hogt ilQng ldnh tinh: Li€u ding cho ci hai d4ng lo6t t6 trdng vd lo6t
d4 ddy.ho4t clQng ldnh tinh ld 20mg m5i ngdy mQt lAn vdo bu6i s6ng. 

-

Hdu h6t c6c bQnh nh6n bi lo6t t6 tring c6 th6 chfra kh6i trong vdng b5n tuin. Tuy nhi6n, m6t vii
bQnh nhdn c6 th6 cAn th€m b5n tudn di€u tri nira tlii il4t tlugc k6t qui. Uiu htit c6c bQnh nh0n bi
lo6t dq ddy ho4t <tQng ldnh tinh sE dugc chira kh6i trong vdng s6u tuin. Tuy nhi6n mQt l6n nta
mQt vdi bQnh nhdn c6 th6 cAn th6m sriu tuAn <liAu tri ee Aat duoc k6t qui chfra bQnh.

BQnh trdo ngrqc dg ddy thryc qudn do dn mbn hofic toit (GORD): Li6u udng duoc khuy6n c6o
A6i vOi tinh tr4ng ndy Id 20mg u6ng m6i ngdy mQt lAn trong vdng ttr b6n d6n t6m tuAn.
BQnh trdo nguqc dg ddyahryc qufin iliiu tr! ddi hgn (GORD kio ddi): Oi5 AiAu tri 16u dii, liAu
duy tri li 20 mg ho4c l0 mg mQt lin m5i ngiy c6 thti ctuqc srlr dgng ttry thuQc vdo d6p ring cta
bQnh nhdn.
Diiu tr! triQu chftng th trung binh ildn rfu n\ng cfia bQnh trdo ngrqc dg ctdy thyc qudn (triQu
chftng GORD): lOmg mQt lin m6i lBeV d bQnh nhAn kh6ng bi vi€m thsc quin. Niiu kh6ng kirim
so6t dugc tri6u chring trong b6n tudn, b€nh nh6n c6n tlugc ti6p tpc ili6u tr!. M$t khi c6c triQu
chimg ttd tlugc giii quyiSt, ki,3m so6t triQu chring ti6p theo c6 th6 d4t dugc bing c6ch sil dpng
ph6c d6 dtng lOmg mQt lin m5i ngdy khi cAn thi6t.
HQi chirng Zollinger-Ellison: Li€u khoi <lAu ilugc khuy6n c6o ld 60 mg m6i ngdy mQt lAn. Li,iu
c6 thiS duqc diAu chinh l6n d6n 120 mg/ngiy dr,ra tr€n nhu cAu c6 nh6n. C6 the dtng li6u l€n dtin
100 m.g/ngiy. Vdi liAu 120 mg thi c6 thii cAn phii chia, 60 mg x 2 l6n/ngdy. Di6u trin6n ti6p tpc
cho d€n khi dat kOt qui l6m sing.
Diet fib H. pylori: BQnh nhdn nhi6m H. pylori n6n dugc <li6u tri bing phuong phep diQt trt.
Ph6c cl6 sau ddy n€n dugc sfi'dpng trong 7 ngdy:

Rabeprazole 20mg hai lAn m5i ngdy + clarithromycin 500mg hai lAn m6i ngdy vi amoxicillin lg
hai l6n m6i ngdy.
O5i vOi c6c chi dinh cAn phii clugc di6u tri mOt ldn m6i ngiy, rabeprazol n€n dugc u6ng vdo
bu6i s6ng, tru6c khi 6n; Vi mpc thdi di0m uring thu6c cflng nhu viQc 5n u6ng kh6ng c6 inh
hu6ng di5n hoat clQng cfia natri rabeprazol, thi ctrti OO ndy s€ t4o di6u kign cho viQc tudn thir di€u
tri.
Say thQn vd suy gan:
Kh6ng cdn <li6u chinh li6u luong cho bQnh nhdn suy than ho{c suy gan.

t

I

4
q
-'!,4

\

https://nhathuocngocanh.com/



Tri con:
Rabeprazol kh6ng tlugc khuy6n ctio sir dgng & trd em, vi kh6ng c6 kinh nghiQm vti viQc sft dgng

thuOc trong nh6m ndy.

CH6NG CHi EINH
Chting chi dinh d bQnh nhin tld c6 min cim vdi rabeprazol, din xu6t benzimidazol vn b6t k!
thinh phin ndo ctra thu5c.
Php nt c6 thai vd cho con b[.
Kh6ng phOi hqp v6i sin ph6m chria rilpivirin.

KHUYEN CAO VA THAN TRONG
BQnh nhdn cin dugc khuy6n cao fnOng n6n nhai ho4c nghidn n6t vi€n thu5c md phii nu5t
nguy6n ci vi6n.
ViQc cAi thiQn triQu chfng qua di€u trl vdi rabeprazol natri khdng loai tru sU hipn di6n cria ung
thu dq ddy ho4c thuc quin, do d6 cAn phii lo4i trri khi ndng 6c tinh trudc khi bit dAu di6u tri.
BQnh nhdn di€u tr!ddi han (<Iac biQt ld diAu tri hon I ndm) iAn cluqc kiiim tra tt6u dan.
Khdng khuy6n c6o dtng thu5c d trd em, do khdng c6 kinh nghi€m di6u tri tr€n nh6m tu6i ndy.
Dd c6 b6o crio khi luu hdnh tr6n thi trulng vC ri5i loqn t4o miiu (thi6u ti6u cAu vi bach cAu irung
tinh. Trong hAu h6t c6c trulng hop, kh6ng th6 x6c tlinh dugc nguyOn nhdn kh6c, bi6n cO nd!
khdng c6 bitin chftng vd hi5t khi ngung thu5c.
Bdt thudng enzyme gan di g4p 6 c6c tht nghiQm l6m sdng vi cfrng dd cluoc b6o c6o tir khi luu
tlu.gc phdp luu hinh. Tr.ong hiu hiit c6c trulng hop, kh6ng x6c ttinh dugc nguy6n nh6n kh6c,
bitin c6 ndy khdng c6 bi6n chimg d h6t khi ngung thudc.
Kh6ng c6 bing chring v,! c6c v6n d€ v6" an toin li6n quan thu6c trong mQt nghiCn criu tr6n b6nh
nhdn suy gan nhe d6n trung binh vdi ki6m soiit tudi vi gidi tinh. Tuy nhi6n kh6ng c6 dir li€u l6m
sdng v6 str dyng thu5c & bQnh nh6n suy gan n{ng hodc ngudi kC dcrn cin thdn trong khi di6u tri
6n dAu d nhirng bQnh nhdn ndy.
Dtng ddng.thdi rabeprazol natri vd atazanavir khdng dugc khuyiln c5o.
Eidiu tri bing thu6c ric ch6 bom proton c6 thti t6ng nguy co nhiSm khu6n ti6u h6a nhu
Salmonella, Campylobacter vd Clostridium dfficile.
C6c thu6c ric ch6 bom proton, dqc biQt n€u dtng li6u cao vd thdi gian ddi (> I n[m), c6 th6 ldm
tlng nguy c9 ran giy xuong h6ng, c5 tay vd cQt s6ng. Cric nghiCn cuu quan s6t cho th6y cric
thu5c uc ch6 bom proton c6 thO gAy ting nguy co r4n gdy khodng l0 - 40 %. }dqit s5 sg gia tdng
ndy c6 th€ do c6c y6u t6 nguy co kh6c. BQnh nh6n c6 nguy co lo6ng xuong cdn dugc chdm s6c

theo c6c hudng d6n l6m sdng hign tgi vd c6 th6 cung c6p th6m vitamin D vd calci.
Giim magnesi m6u nghi€m trong dd dugc brio c6o 6 cilc b6nh nh6n diAu tri vdi c6c ch6t uc ch6
bcrm proton trong it nh6t: th6ng, vd trong hdu hiit c6c trudng hqp ding 1 ndm. Bitlu hiQn nghiOm
trgng c[ra giAm magnesi m6u bao giim mQt m6i, co cfng, m€ sing, co gi$t, ch6ng m6t v]r loan
nhlp th6t nhtmg cfing c6 the khdi rliu lang lc vn bi b6 qua, gi6m magnesi m6u cei thien sau khi
thay th€ magnesi vd dirng thu6c.
D6i v6i bQnh nhdn s€ tli6u trl l6u ddi hoac bQnh nhdn dtng thu6c ric ch€ bom proton vdi digoxin
ho{c c6c thurSc gdy h4 magnesi m5u (vi du thu5c lqiti6u), cin x6t nghiQm ndng dQ magnesi trong
m6u trudc khi khdi ttAu di€u trivd itinh kj,trong qud trinh di6u tri.

ANH sttoNc DEN xHA NANG LAr xE vA vAN HANH vtAv Moc
Dqa tr6n <t4c tinh dugc lgc hgc vir t6c dgng kh6ng mong mu5n, kh6ng chic ring thu5c c6 gdy

inh hudng l6n khA ndng l6i xe vi vf,n hdnh m6y m6c. Tuy nhi6n, niiu budn ngir 6nh huong dtin
sg nhanh nh4y, n6n tr6nh l6i xe vir vfln hdnh mriy m6c phric t4p.

srl DVNG cHo PHU NrI CO THAI; CHO CON B0
Phu ni c6 thai;Khdng c6 dt liQu vd an toin tr6n phg nfr c6 thai. C6c nghiCn criu vd sinh sin ti6n
hdnh tr6n chuQt vd th6 cho th6y kh6ng c6 bing chirng vd suy giim sinh sin ho{c 6nh hucrng tltin
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ph6,i thai do rabeprazol natri, m4c dir c6 sg gi6m trao di5i ch6t gifra nhau thai vd thai d chuQt.

Chdng chi dinh dtrng o php nt c6 thai.
Dang nudi con bi: Kh6ng 16 rabeprazol natri c6 tiOt vdo sfra mg hay kh6ng. Kh6ng c6 nghiOn

cfu tr6n phu.nfr' clang nu6i con bri. Rabeprazol natri c6 bdi ti6t vdo sta d chuQt. Do vfly kh6ng
n6n dirng thuOc khi dang nu6i con bf.

TI.IONG TAC THUOC
Rabeprazol natri gdy ric ch6 ti6t acid cria d4 dAy mqnh vd k6o ddi. Tuong t6c gita thu5c vd sy
hAp thu phu thuQc pH c6 th6 xAy.ra.. Dtng tldng thdi rabeprazol natri vi ketoconazol ho{c
itraconazol c6 the g6y giAm tl6ng kC n6ng 116 thudc kh6ng ndm trong huy6t tuong. Do tl6 timg
bQnh nhdn cAn dusc theo d6i dC quyiit dinh xem c6 cdn thi6t giim liAu khi dtng d6ng thdi v6i
ketoconazol vd itraconazol.
Trong c6c thri nghiQm l6m_sirng, c6c khing acid dtrng d6ng thdi voi rabeprazol natri vd trong m6t
nghi€n cftu tuong t6c thu6c-thu5c cg th6, kh6ng quan sdt th6y tuong t6c voi kh6ng acidlang
16ng.

Dtng ddng thdi atazanavir 300 mg/ritonavir 10 mg vdi omeprazol (40 mg/ngdy) hoflc atazanavir
400 mg vdi lansoprazol (60 mg/ngdy) AOi vOi ngudi tinh nguyQn kh6e manh d6n t6i gi6m.
Rabeprazol c6 th6 ldm tdng n6ng d6/t6c dung cira c6c thu6c ia co ctr6t Cyp2C19, cirzct lmric
tlO riri ro cao), metrothrexat, saquinavir, voricinazol.

TAc DUNG KHONG MoNG tvruoN (ADR)
Phin fmg ngo4i yi thudng gdp nh6t, trong ciic.thri nghiQm ldm sing c6 kiiSm so61v6i rabeprazol li
dau ddu, ti6u chiy, dau bpng, suy nhugc, dAy hoi, n6i ban vd khd miQng. Hiu htit cac Ultin cO

ngo4i !,.xiry.ra trong c:lc nghiOn cftu l6m sdng ld nhe d6n trung binh, tho6ng qua trong thUc t6l
C6c bi6n cd ngoqi ;f sau dd duoc bilo ciio trong thri nghiCm l6m sdng vi khi luu hdnh trdn thi
trudng.
TAn su6t tluoc dinh nghia gap (> 1/100, < 1/10), it gep (>1/1000, < 1/100), hii5m

1 /l 0000 < l/1000 <l
HQ ccr quan Thudng g{p it gip Hi6m g{p R6t ni6m g4p

KhOng
ro

Nhi6m trtng vir
nhi6m kf sinh
trtng

Nhi6m trirng

Rdi lo4n mriu vir
hQ b4ch huyiit

GiAm b4ch
cAu trung tinh
Giim b4ch
cau

..i, :.ulam tleu cau
Tdng bach ciu

R6i lo4n hQ mi6n
dich

Quii mAn'''

R6i lo4n chuy6n
h6a vi dinh
dudng

Ch6n 6n

Hdn
lo4n

R6i toan tAm
thAn

MAt ngir B6n ch6n Trdm cim

n5i toSn hQ thin
kinh

Dau d6u
Ch6ng mat

Bu6n ngt

R6i lo4n thi ginc R6i lo4n thi
glac

Rdi loan mach Phn
ngoal

I
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bi0n
R6i loan h0 hAp,
nggc vir trung
th6t

Ho
Vi€m hgng
Vi€m mfli

phc

Vi6m xoang

Vi6m
quin

R6i lo4n tiGu h6a Ti6u chiy,
bu6n ndn,
n6n, dau
bpng, t6o
b6n, dAy hoi

Kh6 ti6u, kh6
mi6ng, o hoi

VI

Vi6m da ddy
Vi6m mi6ng
ROi lo4n
giirc

R6i lopn gan mgt Vi6m gan

Vdng da
B€nh n6o gan3

R6i to4n da vir
mO drn6d da

Phrit ban
Ban d6

Ngfa
;.. ^.va mo nor

Phin ung n6i
b6ng nu6c

Hdng ban <la

dang
Ho4i ttr bi6u bi
da nhi6m ttQc

(rEN)
HQi chimg
Stevens-
Johnson (SJS)

R6i lo4n co
xuong, m6li6n
t5t vl xuong

Dau kh6ng
tldc hiQu

Dau lung

Dau co
Chu6t rrit
Dau kh6p
Rqn/nut h6ng,
c6 tay, cQt

song

R6i loan hG sinh
san va vu

Chung
to vti d
nam gi6i

R6i loqn toirn
thin vir t4i vi tri
dtns thuiic

Suy nhugc
HQi chring
gi6 crim

Dau nggc
On lanh
stit

X6t nghiQm Tdng men ganr Tdng c6n

Bao sung mdt, ha 6p vd kh6 thd.
2 Ban <16, phin ring ni5i b6ng nudc vd phdn ring qu6 m6n thudng mAt di khi ngrmg thu5c.
3 B6o c6o hi6m.g?p ve UQntr ndo gan d bQnh nhdn.xo gan. Khi di€u trio bQnh nhdn suy gan n{ng,
ngudi k€ don cAn th4n trgng khi dtng thudc l6n ddu d c6c bQnh nh6n ndy.
a Xem phdn Xhuyiin cdo vd thQn trqng khi dilng thuiic.
Hwdng dhn cdch. xit trl ADR:
Ngrmg dtrng thu6c.

QUA LIEU VA XIT TRi
Cho <ltin nay r6t hi6m b6o c6o vd qu6 lidu. c6 chir tllnh hay ng5u nhi6n. Li6u t6i tla kh6ng vugt
qu6 60 \E x 2 l6n/ngdy, hay 160 mg x I l6n/ngd.y. Nhirng t6c dpng 1iy theo ghi than tlugc nhin
chung r6t it vd c6 th6 h6i phpc rdt it vd c6 th6 hdi phpc m.a khgng cpn c6 su can tliAg V hgc ndo

kh6c. Chua c6 thu6c gini.dQc <l6c hieu. Rabeprazol natri gdn k€t nhi€u v6i protein huy6l tuong vi
do ct6 khdng d6 dang thAm t6ch. Nhu trong nhfrng trudng hqp qu5 li6u kh6c, n€n eliilu tri triQu

chring vd 6p dqng c6c biQn phrlp n6ng t6ng tr4ng.

nAo euAN
Bio quin du6i 30'C, tl6 noi kh6 16o.
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HAN DUNG
i

24 thing k€ tt ngdy sin xudt

TIfU CHUAN
Nhi sin xu6t

D4,NG BAO CHE VA QUy CACH DONG GOr
H$p 3 vi x 10, vi6n ndn bao tan trong ruQt.

Sd 16 sdn xuAt (Batch No.), ngdy sdn xudt (Mfg. date), hqn dimg (Exp. date): xin xem ffAn nhdn
hQp vd bao bi.

Sdn xudt tqi,i.nD| bbi:
IND-SWIFT LIMITED.
Off. NH-21, Village Jawaharpur, Tehsil Derabassi, District SAS Nagar (Mohali) Punjab-140507,
India.

Ngdy xem xdt, s*a diji, c,ip nhdt lqi nQi dung hudng ddn s* dqtng thu6c. 05/12/2017

\,:)
CONG

NHIEM
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CrtltH CUn
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Td thdng tin cho bQnh nhdn

RABISWIFT IOI2O
(Vi6n n6n bao tan trong ruQt rabeprazol natri 10/20 mg)

cANH nAo
Chi dilng theo s1r ki tlon crta bdc s7. 

.
NAU cdn th€m thdng tin, xin hdi j,kiAn bdc si.
Kh6ng ditng qud liiu chi dinh.
Xiry th6ryg bdo cho bdc si biiit cdc tdc dqng ngoqi j,xdy ra trong qud trinh str dqtng.

DA thu6c xa tdm tuy trd em.

I

4.

THANH PHAN:
trutSi vien n6n Rabiswift l0 c6 chria:
Hoqt chiit : Rabeprazol natri 10 mg
Td drqc: mannitol, magnesi oxid, low- substituted hydroxy propyl cellulose, natri
croscarmellose, magnesi stearat, hypromellose, ethyl cellulose, diethyl phthalat, cellulose
acetat phthalat, titan dioxid, oxid sit rdng

Dpc ki hrdng ddn s* dqng trudc khi s* dqtng.

Kh6ng ditng thuiic dd qud hgn .stb dqtng

M5i vien ndn Rabiswift 20 c6 chria:
Hoqt chiit : Rabeprazol natri ........... 20 mg

2

3

Td duqc: mannitol, magnesi oxid, low- substituted hydroxy propyl cellulose, natri
croscarmellose, magnesi stearat, hypromellose, ethyl cellulose, diethyl phthalat, cellulose
acetat phthalat, titan dioxid, oxid sit ving

u0 rA sAN pnAvr
Md td dqng bdo chA; ViCn ndn bao tan trong ruQt mdu ving, hinh trdn, hai m4t l6i vi
nhin.

QUY CACH DONG GOI
HQp chri'a 3 vi x l0 vi6n ndn bao tan trong ruQt.

rHUOC DugC Su nqNC cHO BENH Gi
Rabeprazol dugc chi dinh de didu tri:
. Lodt t6 treng ho4t dQng
. BQnh lodt d4 ddy linh tinh ho4t dQng
. Trigu chimg trio ngugc da ddy thyc quin do 5n mdn hodc lo6t (GORD).
. BQnh trdo ngugc dp diy-thgc qudn di6u tri ddi han (GORD k6o dni)
. Didu tri trieu chimg ttr trung binh dtin r6t neng cria bQnh trio nguoc da diy thyc quin

(tri€u chring GORD)

' HOi chimg Zollinger-Ellison.
, Ki5t hqp v6i c6c ph6c OO OiCu tri kh6ng khuAn thich hgp a6 aiet Helicobacter pylori 6
b6nh nhdn bi bQnh lo6t da dey.

CO',
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5.

6.

THUoc EUgc stl oUNc NnU rnf, N^Ao va lmu LUqNG
Thu6c dtng dudng u6ng. Dirng theo su chi din cria b6c si di€u tri.
U6ng nguyEn vi6n-, kh6ng nhaiho4c b6 vi€n thu5c. N€n sir dung thu5c vio bu6i sring.

Lidu dtng:
Ngudi ldnlNlguoi cao tu6i:
tiOt m tdng vd toit dg ddy hogt itQng ldnh tfnh: Li6u dtng cho ci hai dang lodt t6 trdng
vd lodt da ddy holt dQng linh tfnh ld 20mg m5i ngiy mQt lAn vdo bu6i srlng.
HAu hrit c6c bQnh nhdn b! lodt tri trirng c6 th6 chira khoi trong vong b5n tuAn. Tuy nhiOn,

mQt vai bQnh nhin c6 thiS cin th€m btin tuAn di€u tri nta dr5 dat duoc ki5t qu6. Hiu htit c6c

bQnh nh6n bi lo6t da ddy hopt dQng ldnh tinh sE duoc chira khoi trong vdng s6u tuAn. Tuy
nhi6n mQt lAn nira m6t vai bQnh nh6n c6 th6 cdn th6m s6u tuin di€u tri de dat duqc ka5t

qui chira bQnh.

BQnh,trdo ngy.oc dg ddy thqrc qudn do dn.mbn hofrc todt (G.ORD); Li€u u5ng dugc
khuytin crio d6i v6i tinh trang ndy li 20mg uting m6i ngdy m6t lin trong vdng tri btin dtin
trim tudn.
BQnh trdo nguqc dq ddyahqc qudn itiiu tr! ddi hgn (GORD kio ddi): OC aieu tri l6u
ddi, li6u duy tri li 20 mg ho6c l0 mg mQt lAn m6i ngdy c6 thtS dugc sir dpng tiry thu6c
vdo d6p (mg cta bQnh nh6n.
Diiu tr! triQu chftng tt trung binh illn riit n\ng cfia bQnh trdo ngrgc dg ddy thyc qudn
(triQu chtng GORD): lOmg m6t lAn m5i ngiy o bQnh nhdn kh6ng bi vi6m thuc quin.
N6u khOng kii5m sorit duoc tri6u chrlng trong b5n tuAn, b€nh nh6n cAn dugc titip tgc di6u
tri. MQt khi c6c tri6u chfng dd duoc gi6i quy6t, kii5m so6t tri6u chring ti6p theo c6 thti <tpt

dugc bing ciich st dung ph6c <lO dr:ng lOmg mOt lAn m5i ngdy khi cin thitit.
HQi chftng Zollinger-Ettison: Li€u khoi dAu duoc khuy6n c6o ld 60 mg m5i ngdy mQt

lin. Li6u c6 th6 dugc di6u chinh l€n d6n 120 mg/ngiy dga tr€n nhu cAu crl nh6n. C6 the
dtng li6u l6n diin 100 mg/ngdy. Vgi li€u l20.mg thi c6 th€ cin phii chia, 60 mg x 2

l6n/ngiy. Di6u tr! n€n ti6p tuc cho d6n khi dat k6t qui l6m sing.
DtQt trb H. pylori: BCnh nh6n nhi6m H. pylori n6n duoc di6u trl bing phucrng ph6p diQt

trir.
Phric <t6 sau ddy n6n duoc su dung trong 7 ngdy:
Rabeprazole 20mg. hai -lin m6i ngdy + clarithromycin 500mg hai lin m5i ngiy vd

amoxicillin lg hai l6n mOi ngdy.
OOi vOi c6c chi dinh cdn phii duoc di6u tri mQt lAn m6i ngdy, rabeprazol n6n dugc u6ng

,l .
vdo bu6i s6ng, trudc khi 5n; Vh m{c thdi di€m u6ng thu.6c cfing nhu viQc. Sn u6ng khdng
c6 dnh huong d6n ho4t tlQng cta natri rabeprazol, thi cn6 AO niy sE t4o di€u ki6n cho vi6c
tudn thfi diAu tr!.
Suy thfn vd suy gon:
Kh6ng c6n di6u chinh li6u luong cho bQnh nhin suy th4n ho4c suy gan.

Tri con:
Rabeprazol kh6ng duoc khuy6n c6o sri dgng o trd em, vi kh6ng c6 kinh nghiQm vO viQc

st dyng thu6c trong nh6m ndy.

KHI NAO XTToNC NTN NUNG THUOC
BQnh nh6n cl6 c6 min cAm vdi rabeprazol, d6n xu6t benzimidazol vA b6t k! thdnh phAn

nio c0a thu6c.
Phu nir c6 thai vd cho con bf.
Kh6ng phOi hqp v6i sin phAm chria rilpivirin.
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7 rAc npNc xnoNc MoNG rvtuoN
Phin ring ngo4i 1f thudng gdp nh6t, trong c6c thri nghiQm l6m sdng c6 kii-Am sor{t v6i
rabeprazol ld dau dAu, ti6u ch6y, dau bung, suy nhugc, diy hoi, n6i ban v.a kh6 miQng.

HAu htlt c6c bi6n c5 ngopi y xhy ratrong c6c nghi6n ct?u l6m sing li nhg d6n trung binh,
tho6ng qua trong thuc t€/
C6c bi6n c5 ngo4i y sau dE dugc brio c6o trong thu nghiQm l6m sdng vi khi luu hinh tr€n
thitrudng.
TAn su6t dugc dinh nghia nhu sau:

hiiim l/10000, < l/l
(> l/100, < l/10), it gap (>l/1000, < l/100),

< 10000va
\uv e.qP

rAt hi6m

H6 co quan
Thudng
gap

it gap Hitim gap
Ret
g?p

hi6m Kh6ng
ro

vd
sinh

Nhi6m trirng
nhi€m ki
tring

Nhi6m
trDng

R6i loan m6u vd
hQ bach huyi5t

0 Gi6m b4ch
cAu trung t(nh
Giim bpch
cdu
Gi6m tiiSu cAu

Tlng bach ciu
R6i loan h€ mi6n
dich

Qu6 m6nl,2

R6i loan chuvGn

h6a vi dinh duOng
Ch6n 5n

R6i loan tdm thdn MAt ngir Bdn
ch6n

Trdm cim H6n
loan

R6i loan hQ thdn
kinh

Dau ddu

Ch6ng mit
BuOn

ngt
R6i loan thi gi6c R6i lopn thi

glac

Pht
ngoai
bi6n

R6i lo4n mgch

ROi loan h6
nguc vd trung

hdp,
thar

Ho
Vi€m hong
Vi6m mfii

Vi6m
phti quin
Vi6m
xoang
Kh6 ti6u,
kh6
mi€ng, o
hoi

Vi€m d4 diy
Vi€m miQng
ROi loan vi
gi6c

ROi loan ti6u h6a Ti6u ch6y,
bu6n n6n,
n6n, dau
bqng, t?o
b6n, ddy
hoi

Vi0m gan
Ving da
BQnh n6o
gan3

R6i loan gan mAt

:
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R6i lo4n da vd mO

du6i da
Ph6t ban
Ban do

Ngria :.. ^,va mo hol
Phin fng n6i
b6ng nudc

H6ng ban da

dang
Hoai tft bi€u
bi da nhi6m
dOc (TEN)
HQi chfng
Stevens-
Johnson
(SJS)

xuong, m6 li€n
k6t va xuong

R6i coloan Dau kh6ng
tlac hiQu

Dau hmg

Dau co
Chu6t rrit
Dau
kh6p
Ran/nut

lnong, co
tay, cQt

s6ng4
R6i lo4n hQ sinh
san va vu

Chung
to vri
d nam
gi6i

Rdi loan todn thdn
vd tai vi tri ding
,, i
thuoc

Suy nhu<rc

HQi chri'ng
gi6 crim

Dau
nguc
On lanh
sot

X6t nghiQm TIng
men
gan3

TIng c6n

l Bao sung mlt, h4 hu 6p vd kh6 tho
ZBan d6, ph6n ring n6i b6ng nu6c vh phAn ring qu6 m6n thudng mdt di khi ngmg thu5c
3 86o c6o hitim gap vC b6nh n6o gan d b6nh nh6n xo
gan n[ng, ngudi k6 don cdn thdn trong khi ding thu5c
4 Xem phAn Khuy6n c6o vd thAn trong khi dtng thuiSc.

Hufng din cdch xft tri ADR:
Ngtng dtng thu6c.

NT,N TnANH DUNG NHLNG THUOC HOAC THUC PHAM Ci XUT DANG SU
DVNG THUOC
Rabeprazol natri gAy (rc ch6 ti€t acid cta d4 ddy m4nh vd k6o ddi. Tuong t6c gi0'a thu6c
vd s1r h6p thu phu thu6c pH c6. th6 x6y ra. Dirng d6ng thcri rabeprazol.natri vd

ketoconazol hohc itraconazol c6 th€ gAy giim d6ng kC ndng dO thu6c kh6ng n6m trong
huy6t tuong. Do d6 tilng bQnh nh6n cAn dugc theo d6i dC quy6t dlnh xem c6 cAn thi6t
giim li6u khi dirng d6ng thoi vdi ketoconazol vd itraconazol.
T.ong c6c thrh' nghiQm lAm sing, c6c. khring acid dtng d6ng thdi v6i rabeprazol natri vi
trong m6t nghiCn cilu tuong t6c thu6c-thu5c c,,r thi5, kh6ng quan s6t th6y tuong t6c vdi
khring acid dpng long.

gan. Khi
lAn dAu o

rli6u tri o b6nh nh6n suy
cric b6nh nhdn nhy.

A

2
I
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9

Dtng il6ng thdi atazanavir 300 mglritonavir 10 mg v6i omeprazol (40 mg/ngdy) ho4c
u.Yul?ui1"400 mg v6i lansoprazot (60 mg/ngdy) a5i voi ng,roi tinh nguyQi t[ol msnt
ddn t6i giim.
Rabeprazol c6 th€ ldm ting n6ng dQ/t6c dung cita cdc thu6c ld co ch6t Cypzclg,
cYP2c8 (mric dQ r0i ro cao), metrothrexat, saquinavir, voricinazol.

cAN r,Arvt ci KHr Mer r,AN eu0N KHONG DUNG THU6c
ffOnq dirng mQt lieu g6p d6i de bir cho 

]An 
me b4n cli qu€n dirng. Ni5u ban quen I lidu,

n6n u6ng ngay khi nhd ra. Ntiu gAn v6i thoi gian u5ng li€u tiCp t[eo thi nbn .no d6n l6c
d6.

cAN nAo euAN THUoc NAy wHII rHE NAo
86o quin dudi 30oC, dii noi kh6 16o.

NHING DAU HIEU vA TRIpU CHTING KHI DUNG THU6C QuA I,mu
Cho d6n nay rilt hi6m b6o c6o vd quri li€u c6 cht dinh hay ngiu nhi6n. LiAu t6i da khong
vuot quii 60 mg x 2 lAn/ngdy, hay 160 mg x I lAn/ngdy. Nhrrng t6c dung ndy theo ghi
nhdn duoc nhin chung r6t it rd c6 th€ hOi phr,rc r6t (t vi c6 th6 h6i phr,rc rna ru,org .an .O
sU can thiQp y hoc ndo khric.

cAN puAr LAM ci xHr ouNc rHuoc euA LrEU KHUvEN cAo
Chua c6 thu6c giii d6c dpc hi6u. Rabeprazol natri gan k6t nhi€u v6i protein huy6t tuong
vi do d6 kh6ng d6 ding thAm t6ch. Nhu trong nhirng trudng hqp qualieu kh6c, n6n di6u
tri tri6u chring vd 6p dung c6c biQn ph6p ndng ti5ng trang.

NHITNG DIEU CAN TUAN TRoNG KHI DUNG THU6C NAY
BOnh nh6n cAn duoc khuy6n c6o kh6ng n€n nhai ho4c nghi6n n6t vi€n thu5c md phii nu5t
nguyOn ci viOn.

ViQc cii thi6n tri6u chting qua didu tri v6i rabeprazol natri kh6ng lo4i tru su hi€n diQn cria
ung thu da dny hoic thuc qu6n, do d6 cin ph6i loai trtr kh6 ndng irc tinh tru6c khi bit diu
di6u tri.
BQnh nhdn diAu tri dii h4n (dac biQt ln di€u tri hon I n6m) cAn dugc ki6m tra <l6u tlan.
Kh6ng khuy6n crio dtng thu5c o tr6 em, do kh6ng c6 kinh nghiQm di€u trl tr€n nh6m tu6i
niy.
Di c6 b6o c6o khi luu hinh tr€n thi trudng vC rOi loan tao m6u (thi6u titlu cdu vi b4ch cAu

trung tinh. Trong hAu htit c6c trudng hop, kh6ng th6 x6c dinh dugc nguy6n nhdn khiic,
bii5n c6 niy kh6ng c6 bi6n chftng vi htit khi ngung thuiSc.

B6t thuong enzyme gan d6 g?p o c6c thri nghiOm l6m sirng vi cfing di dugc b6o c6o tt
khi luu dugc ph6p luu hdnh. Trong hAu h6t c6c trudng hop, kh6ng x6c dinh dugc nguy6n
nhdn kh6c, birin c6 niy kh6ng c6 bitin chring a n6t Uri ngLmg thu6c.
Kh6ng c6 bing chimg vd c6c v6n d€ vd an todn li6n quan thui5c trong mQt nghiCn criru tr6n
b€nh nhdn suy gan nhg di5n trung binh vdi ki6m so6t tu6i vd gi6i tinh. Tuy nhi€n kh6ng
c6 dir liQu l6m sing v0 st dqng thu6c d bQnh nh6n suy gan n6ng hoic ngudi k6 don cdn

thdn trgng khi di€u tri lin dAu o nhfing bQnh nhin ndy.
Ding d6ng thdi rabepr azol natri vd atazanavir kh6ng duoc khuy6n c6o.

Di6u tr! bing thudc ric chi5 bom proton c6 thi3 tlng nguy co nhi6m khuAn ti6u h6a nhu
Salmonella, Campylobacter vd Clostridium difficile.
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16.

cric thu6c ric ch6 bom proton, d{c biQt n6u dtrng lidu cao vd thdi gian ddi (> I nim), c6
th6 lam ting nguy co rAn gdy xuong h6ng, c6 tay vd cOt s5ng. Cric nghiCn criu quan s6t
cho th6y crlc thu5c ric chti bom proton c6 th6 gdy tdng ngry io.4n gay khoing iO - +O

%. M}t sd su gia tdng ndy c6 th€ do c6c y6u t6 nguy co kh6c. BQnh nhdn c6 nguy co
lodng xuong cAn duoc chdm s6c theo c6c hu6ng d6n l6m sing hiQn tai vd c6 th6 cung c6p
th€m vitamin D vd calci.
Gi6m magnesi m6u nghiCm trong di duoc brio ciio d cric bQnh nh6n di6u tri vdi c6c ch6t
ric ch6 bom proton trong it nh6t 3 th6ng, vd trong hAu hiit ciic trudng hqp dtng I ndm.
BiiSu hipn nghiGm trgng cta gi6m magnesi m6u bao gdm m6t m6i, co cfng, m6 s6ng, co
gi6t, ch6ng m[t vd loan nhip th6t nhung cfing c6 the khdi <lAu lang lE vi bi b6 qua, gi6m
magnesi m6u cAi thiQn sau khi thay th6 magnesi vd dtrng thui5c.
OOi vOi bQnh nh6n s€ didu tri I6u ddi ho4c bQnh nhdn dtng thuiSc ftc ch6 bom proton v6i
digoxin ho6c c6c thu6c gdy h4 magnesi m6u (vi d9 thu6c loi ti6u), cAn x6t nghiQm n6ng
dQ magnesi trong m6u tru6c khi khoi dAu di6u tr! vi dinh kj,trong quri trinh di6u tr!.

KHr NAO CAN THAM VAN sAC Si, nuQC SY
Khi b4n cin th€m th6ng tin ho6c g4p cric t6c dgng kh6ng mong mu6n cria thu6c, kh6ng

c6 rl6p ftng di6u tri hay c6c tri€u chftng tr0 n6n trAm trgng hon thi h6y tham v6n b6c sI

ho{c dugc si cira b4n ngay lap tfc.

HAN DUNG CUA THUOC
24 thing kC tri ngdy s6n xudt.
SO tO san xudt (Batch No.), ngdy sin xu6t (Mfg. date), han dirng (Exp. date): xin xem tr6n

nhdn bao bi.

TtN, DIA cHi, BIEU TUqNG cuA NHA sAN xuAr
IND.SWIFT LIMITED.
Off. NH-21, Village Jawaharpur, Tehsil Derabassi, District SAS Nagar (Mohali) Punjab-

140507 ,lndia.

Ngdy xem xrlt, stia dAt, cfup nhfut lqi nQi dung hwdng ddn str dqng thudc: 05/t2/2017
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