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Rabeprazole Tablets 20mg

RABOFAR 20

Compasition; Each entenc coated tablel contains,
Rabeprazoie sodium  20.0mg

Indication, dosage, contra-indication & precaution;
Please see insar paper.

Specification: In house

Storage: Slore befow 20°C in'a codl and dry place,
away from diract sunlight.

READ ENCLOSED LEAFLET CAREFULLY BEFORE USE
KEEP OUT OF REACH OF CHILDREN

Manutactured byrSin xult Dbi:
Kwality Phanmacsuticals Put. Limited
Nag Kaian, Majitha Read. Amritsar, Punjab, india
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RABOFAR 20

Rabeprazole Tablets 20mg

Thanh philn: M&| wEn nén bao ten & rubt oo chire

0C KT HUXNG DAN 51 DUNG TRUIC KHI DUNG

Rabaprazcle sadium  20,0mg BE 1A TAM TAY TRE EM
Chi dnh, liéu ding & chch dong, ching chi gjnh va ey §:
Xirs wem b hirdmg din sl dung Mg, U Ho
Bao quan: Noi khd, mdt & nhedl 66 duod 30°C, vanh anh sdng. SOKNIsa No.
Dang bio chi: vign nén bac tan & rudt 5416 8% Lot. Ne.
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RABOFAR 20

Doc kif hurong dan sw dung trude khi ding
Deé xa tam tay tré em
Thong bdo cho bde s7 néu co phan itng phy xay ra khi dung thuoe

[Thanh phian] Mai vién bao tan & rut ¢é chira

Rabeprazole sodium 20mg
Ta duge vira dii 1 vién

(Mannitol, magnesium oxid heavy, L- hydroxypropyleellulose, hydroxypropylcellulose,
magnesium stearat, ethylcellulose, ferric oxid yellow, copolymer type C 30%, titanium dioxid. talc,
triethyl citrat, methacrylic acid).

[Ma ATC]|

A02BC04
[Dang bio ché]

Vién bao tan & rudt, hinh tron, hai mat 161, mau vang nhat,

[Dwoe lue hoc

Rabeprazol 14 dan chit benzimidazol, cd tic dung (e ché bom proton.
Co ché tic dung:

Rabeprazol co tac dyng tre ché tiét dich vi ci co ban va trong tinh trang kich thich, khéng ¢6 tinh
chit khang acetylcholin hogic di khang thu thé histamin H,, bang céch e che enzym H'/K -ATPase ¢ té
bio thanh ctia niém mac da diy. Enzym nay duoc coi la bom acid, hydrogen hodic proton trong té bio
thinh nén rabeprazol dirge coi la thude e ché bom proton. Rabeprazol duoc gin vio enzym nay ngan
chin giai doan cudi cling ctia su tiét dich vi, Trong té bao thanh clia da day, rabeprazol dugc proton hoa
va clm_\_'én thanh sulfenamid hoat déng va sau do gz‘ﬁn VGi cystein ctia bom proton lam enzym nay bt hoat.
Ttic dung iic ché iét acid:

Sau khi ubng 20 mg rabeprazol, tdc dung Gc ché tiét acid dich vi s& xuit hién trong vong 1 gio,
tic dung toi da trong vong 2-4 gitr. Ty 1é e ché tiét acid co ban va tiét acid do thirc an kich thich tai thoi
diém 23 gio sau khi udng liéu dau tién cua rabeprazol [a 69% va 82%, turong Gng. Thai gian te ché c6 thé
kéo dii dén 48 giov. Tac dung (e ché tiét acid cia rabeprazol ting nhe voi lidu 1ap lai hang ngay 1 1in va
dat mire dg 6n dinh sau 3 ngay dung thude. Sy tict acid tré nén binh thuong sau 2-3 ngay ngimg thude.

Giam acid da day do bat et nguyén nhin nao, ké ca do sir dung rabeprazol, s& dan dén ting cdc vi
khudn binh thudng trong da day - rudt. S dung céc chit Gc ché bom proton ¢6 thé lam ting nguy co
nhiém khuin da day - rudt véi Salmonella, Campylobacter va Clostridium difficile. Déi vai Helicobacter
pylori, rabeprazol ¢6 thé e ché vi khuén nay & ngudoi bi loét hanh ta trang hodc trao ngugce do viém thie
quédn khi bi nhiém, ¢ thé do thube da gén vao vi khudn lam e ché hoat tinh ctia urease. Ligu phép phoi
hop rabeprazol véi 1 hode nhiéu Khang sinh (nhu clarithromycin, amoxicilin) ¢4 thé tiét can hiéu qua
nhicm H. pylori da day.

. O cic bénh nhan si dung rabeprazol 10-20 mg hiang ngay trong thoi gian kéo dai dén 43 thang,
nong do gastrin huyét thanl ting trong 2-8 tuin diu tién cho thiy rabeprazol ¢6 tac dung (rc ché tiét acid
vi ndng do gastrin duy tri 60 dinh néu diéy tri tép tye. Néng dé gastrin huyét tuong s€ tro lai gid tri trude
khi diéu tj trong vong 1-2 tuan sir dung thude. pH da day tang (do thude e ché tiét acid da day) lam tang
san cic té bao giéng té bao hat ua crém (ECL- cell). Tuy & chudt cng da c6 tdn thuong dang carcinom,
nhung & nguoi da dung rabeprazol 11 1 nam, cho 18] nay van chua thy loan san dang adenoma.
|Duge ding hoc)

' Hip thu: Rabeprazol hap thu riit nhanh vi nong doé dinh trong huyét twong xuat hién ¢ 3,5 210 sau
khi udng thude. Sinh kha dung dudng uéng khodng 52% déi v6i vién nén bao tan trong rudt do bj chuyén
héa qua vong tudn hoan diu va khong thay déi nhiéu khi ding lidu mot lan hay liéu lip lai. Khong ¢6 sir
trong tac lam sang gitra thire dn. Thire an ciing nhy thoi gian diéu tri khong anh hudéng dén su hip thu cia
rabeprazole sodium.

Phan bé: Rabeprazol uin gin 97% voi cac protein huyét tuong.
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Chuyén hoéa: In vitro rabepra?of chuyén héa trong gan boi cac isoenzym
[C"ﬁ P2C19 va CYP3A4) ‘L[mnh cae dan Ltmt llnon.lt’ thloetel cua aCId Larbo

C‘r’P Ad. Thoi glan ban l]ldl clia rabepi azo[ trong huyu hmng; Lhoang | gid, tang tir 2 dén 'ﬁn gd
nhin suy gan, 1,6 lan & nhing ngudi enzym CYP2C19 chuyén héa cham va tang 30% ¢ nguoi gia.

Thai tri: Cac dan chat chuyén hoa duge thai trir cha yéu qua nude tiéu (gan 90%), phan con lqi
thai trlr qua phan.

Gidi tinh: Duge diéu chinh cho khéi lugng co thé va chidu cao, khong ¢6 su khdc biét dang ké vé
giGi ve cée théng sd duoe dong hoe sau khi ding lidu duy nhit 20 mg ctia rabeprazol.

Ri loan chite nang thin: O nhitng bénh nhan suy thin ¢6 giai doan cudi 6n dinh doi hoi phai duy
tri tham tach mau (d6 thanh thai creatinin <Sml / phit/ 1,73m2), viée sir dung rabeprazol tuong tu nhu &
nguroi tinh nguyen khoe manh. AUC va Cmax ¢ nhimg bénh nhin ndy thap hon khoang 35% so véi cic
thong sb tuong ung & nhitng ngudi tinh nguyén khoe manh, Thoi gian ban thai trung binh ciia rabeprazol
la 0,82 git & nhitng ngudi tinh nguyén khoe manh, 0,95 gitr & bénh nhén trong qua trinh thim tach mau

v 3,6 g1t sau khi chay thin. D§ thanh thai cia thude & bénh nhin bi bénh thin cin phai duy tri thim tich
mau uap hai ldn so voi nguai tinh nguyén khée manh.

RO loan chire nang gan: Sau khi ding li¢u 20 mg rabeprazol cho bénh nhin suy gan man tinh tir nhe
den trung binh, AUC tang gip doi va thoi gian bin thai eling tang 2-3 lan so v&i nguoi tinh nguyén khoe
manl. I‘uv nhién, theo liéu 20 mg mdi ngay trong 7 ngay, AUC da ting 1én chi con 1.5 lan va Cmax chi
1,2 lin. Thoi gian ban thai cia Iabepxazol 0 bénh nhéin suy gan 13 12,3 git so vdi 2,1 gid & ngudi tinh
nguyen khoe m;;.mh

Naudi cao tudi: Sy thii trlr rabeprazol da giam & nguoi 1én tdi. Sau 7 ngay dung liéu 20 mg
rabeprazol sodium, AUC gan gip d6i, Cmax ting 60% va thoi gian ban thai tang khoang 30% so véi
ngudi tré khoe manh. Tuy nhién khdng ¢6 bang chimg vé su tich Iy rabeprazol.

CYP2CI9 DPa hinh: Sau khi dun" liéu 20me rabepr azoltrong 7 ng: 1y CYP2CI9 ¢ ngudi chuye én hoa
chdm. ¢6 AUC va thai gian ban thai xap xi khoang 1,9 va 1,6 1dn so voi cac thong s6 tuong (g & naudi
chuyén hoa rong rdi trong khi Cmax chi ting 40%.
[Chi dinh]

Rabofar 20 duge chi dinh dé diéu trj:

Loét da diy, ta trang,

Viém thye quéan do trio nguoc,

Hai chimg Zollinger-Ellision

Phéi hop véi cae klmnu sinh khéc trong phac do dicu tri diét HP trén bénh nhan loét ta trang.
[Lidu lugng va cach diing]

Vién nén Rabofar nén duoc nudt toan bé. khong Iwhrcn bé hodc nhai thube. Uéng khi no hoic
doi déu duge.

Loét da day, 14 tr ang. Liéu hudang din 13 20me, mot 1an mot ngay vao bubi sang. Thoi gian cua
dot didu tii tuy theo mic dg tr am trong cha triéu chirng.

Hiu het cic bénh nhin loét ta trang lanh bénh trong 4 tudn. Tuy nhién, mét vai bénh nhin ¢6 thé
cin thun 4 tudn diéu tri nia dé dat dén giai doan lanh bénh.

liu hét bénh nhin loét da day va viem thire qudn do trao nguge lanh bénh trong 6 tuan. Tuy
nhién anL vii bénh nhin co thé can thém 6 tuin duu tri dé dat dén giai doan lanh bénh.

Viem thyee quan do tréo ngupe dg day: Lidu Khuyén ding 1a 20mg udng mét lan mot ngay trong
4-6 tudn.

Hai chimg Zollinger-Effison: Liéu khai diém 1a 60mg, mot lan mot ugay Liéu ding ¢6 thé duoc
(dng lén 120 mg/ngav tuy thuge vao mie do dip tmg cia nguoi bénh. Lieu don hang ngay 1én dén

[00me/ngay, véi 1iéu 120mg/ngay thi ¢in chia 60mg/lin x 2 14n Mmgdy.

Diét H. py{ora Bénh nhin nhiém H. pylori nén ding phdi hop véi cée thube khic. Rabeprazole
Sodium 20mg, 2 |.:l|'l;"llgd'\* clarithromyein 500mg, 2 l.m*’nony vi amoxicillin 1g, 2 ldn/ngay. Thai gian
dicu trj 12 7 ngay.

[Thiin trong|

Rabeprazole ¢ thé gy viém k& than. Didy trj 1abepmm! trong mdt kKhoang thoi gian dai (vi du,
hon 1 ndm) co thé din dén kém hap thu cyanocobalamin (vitamin B-12), gay ticu L[my lam ting nguy co
mic bénh loding xwong, gay xuong lién quan dén hdng, co tay hoje cd song. Vi viy, bénh nhin nén dimg
rabeprazole véi lidu thip nhat, trong thdi glan ngin nhat. Voi nhig bénh nhan diéu tri dai han (ddc biet
la rén | i am) nén ¢d sy giam sat cia bac sy didy tri.

Thube khdng duge nhai hay bé vién ra dé ubng

Thube nay chua co huéng din lidu cho tré em do chua ¢6 kinh nghiém sir dung cho nhém nay.
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Bénh lupus ban do (SCLE.) Thude irc ché bom proton hiém khi ¢6 lién quan den céce truong hop
SCLE. Néu tén thuong xdy ra, dic bi¢t la & ving da Ilep xXue voi anh mmg mat trdi, va néu kem theo dau
khop, bénh nhin cin nhanh chong hoi y kién thiy thude va nén cén nhéc ngung ding thude,

Can thlep vao cde xét nghiém: Tang mirc Chromogranin A (CtrA) c6 thé gdy trd ngai cho viée
ﬂiELl tra ¢de khdi u than kinh. Do d6, nén ngimg diéu trj rabeprazol it nhat § ngay truede khi do CgA. Néu
ndng dé CeA va gastrin khong trd lai pham vi tham chiéu sau khi do ban dau, do phai duge lap lai 14
ngay sau kKhi ngtmg diéu tri thude e ché bom proton.

Methotrexat: Ding dong thai rabeprazol vai methotrexat ¢6 thé lam gia tang néng do methotrexat

va chat chuyén héa hydm\ynmhou{ax‘lt trong huyét turong.
[Ching chi dinh]

Bénh nhdn man cam vdi Rabeprazole sodium, din chit benzimidazoles hay bat cir thanh phén
nio ciia thude.

Khéng nén ding thude nay cho doi twong 1a tré em, phu niv ¢é thai va cho con ba.

[ Twong tie thude]

Vi ketoconazol hoile itraconazol: Co thé giam sy hip thu ketoconazol hoic itraconazol. Vi viy.
néu ding cin giam sat diéu chinh lidu ketoconazol hogc itraconazol.

Tranh ding s dong thi rabeprazol véi: Erlotinib, nelfinavir, delavirdin, posaconazol.

Ding déng thoi atazanavir 300 mg/ritonavir 100 mg cung voi rabeprazol natri liéu duy nhét 40
mg/ngay hode atazanavir 400 ‘mg voi lanzoprazol liéu duy nhit 60 mg/ngay trén nguoi tinh nguyén khoe
manh cho thiy giam manh néng d6 atazanavir. Su hip thu atazanavir phu thude vao pH. Mic du chua
duge nghicn clru, ngudi ta cho rang hién tugng trén ciing xay ra v6i cac thuée tic ché bom proton Khae.
Vivay. khong chi dinh st dung rabeprazol dong thoi vai thude te ché bom proton.

Rabeprazol ¢o thé lam giam nong dd/tac dung cua atanazavir, clorpidogrel, dabigatran, ctexilat,
dasatinib, erlotinib, indinavir, mum sat, itraconazol, Iu,toaonaml mesaiamin, mycophenolat, nelhnavir.

Rabeprazol ¢6 thé ting ndng do/tac dung ctia cée thude 1a co chit CYP2C19, CYP2CS (mlI‘C do
rui ro cao), methotrexat, mqumm:r voriconazol,

Digoxin: Khi ding dong thai véi rabeprazol ¢6 thé lam ting ndng dé digoxin trong mau.

Phenytoin: giy kéo dai chuyén ho# cua phenytoin,

Antacid: 1am giam ndng dé cua rabeprazol trong huyét thanh,

Methotrexat: Dimg ddng thoi rabeprazol vii methotrexat ¢6 thé lam gia tang nong dd methotrexat
vé chat chuyén hoa hydroxymethotrexat trong huyét tuong.

[Tiac dung khéng mong mudn]
Thieong gap, 17100 < ADR < /710

Ciic ADR thudng gip nhét duoe béo cio trong quéd trinh thir lam sang 1a: Pau diu, ia chay, dau
bung, suy nhuoe, day hoi, man nglra va khoé miéng. Pa s6 cde ADR ghi nhan duoc trong qué trinh thir
lam sang thude nhém nhe va vira va chi thoang qua.

Nhiém khudn, mit ngi, dau dau, chéng mat, ho, viém hong, viém mii, tiéu chay, budn non, dau
vimg bung, tio bén, day hoi dau Khéng rd nguyén nhén, dau lung, suy nhuoe, céc triéu ching gifmg clin.
it gap, I/ 000 < ADR < 17100

Bon chén, budn ngi, kho tidu, khé micng, o hoi, ngira, héng ban, dau co, chudt rat, dau khop,
nhiém khuin dudng niéu, dau ngue, on lanh, sét, ting enzym gan.

Hiém gap, 1710 UOO<ADR < /1 000

Giam bach Lau da nhin trung tinh, giam bach cdu, giam tiéu cu, tang bach ciu, ting huyét ap,
chéan an, trdm cam, ri loan thi gide, viém da day, viém rang, rdi loan vj gidc, viém gan, vang da, bénh
ndo do gan, ngira, @& md héi. phan tmg phdng nurde, viém thin k. tang cdn.
Rat hiém gdp, ADR <1710 000

!Innu ban da dang, hogi tir bieu bi nhidm doc. hoi chimg Stevens-Johnson.

)R chua biét ty 1&: Giam natri huyét, phit ngoai bién, chiimg vi to & dan dng.
[Trirng Iugp ¢6 thai hoiic cho con b
Thoi ki mang thai:
s Phuy nit ¢6 thai: Chua ¢6 nghién ciru diy du trén phu ntr mang thai. Chi st dung thude khi loi ich

hon han nhiing nguy co tiém an cho thai nhi.

That ky cho con bu
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*  Bime cho con bii: Chua biét rabeprazole ¢6 duoc bai tiét qua sita me hay kh g |39r| ’*"HRM -:]

thum_ dugc bai tiét qua sita, can than trong khi ding rabeprazole cho phu nir d: 1% tﬂh

[Tac dong dbi voi kha ning lii xe va vin hanh mdy méc] \ G

Dua trén cac dic dlem cILr(rc 1y cac ADR, c6 kha nang rabeprazol anh huéng demk 'é,r};
hoic diéu khién may mée. Do budn ngi anh huéng dén su tinh téo, khuyén céo khi dung=w
khdng ch.roc lai xe hodc diéu khién may moc.

[Qua I:eu[

St dung liéu don Rabeprazole 786mg/kg va 1024mg/kg da lam chét chudt nhat va chuét cong
tuong (ng,. tuy nhién véi liéu 2000mg/ke can ning di khong gdy tir vong trén c¢hé thi nghiém. Cac biéu
hién cua qué licu (doc tinh c: ip) thudmg gap 1a giam hoat dgng, ho héip, ¢d biéu hién co gidat trén chudt thi
nghiém. tiéu chay nhiéu lin, hoang loan va hén mé trén cho.

Néu nan nhan hén mé hoace khong thé duee, cin goi cdp chu ngay lap tic.

[Dong goi] 10 vién nén/vi x 3 vi/hop

[Han dimg] 36 thang ké tir ngay san xuit. e
[ Bio quin] Noi khé, mét G nhi¢t d6 dudi 30°C, trianh anh sang.

[Tiéu chuan] Nha san xudt

Pt
\113?2 fﬁ\,
~ C‘

Nha san xudt
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