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- ROBOGEN

RABEPRAZOLE SODIUM CAPSULES 20 MG~

-

3 Blisters x 10 Hard Capsules : ,
containing enteric coated Pellets * N

=
Each capsule contains : 3 3
Rabeprazole sodium 20 mg [ d %
(As enteric coated pellets) ] e ' &)

RABEPRAZOLE SODIUM CAPSULES 20 MG <

Dosage: As directed by the physician, KEEP OUT OF REACH OF CHILDREN
PLEASE READ CAREFULLY THE PACKAGE

Storage: Siore }anddark place.
PRSI A ARCCRTRPINGS INSERT BEFORE USE.

Indication, Contraindication, dosage and
Administration. side-effects. and precaution:
Piease refer the package insert

Manufacturer/ Nhi sén xuat: |
MEDIBIOS LABORATORIES PVT LTD |
Plot No. 1-76. M1 D.C. Tarapur Bosar. Dist Thane

Specification: In house. -401506. Maharashtra state. India (An DG}

3 Vix 10 Vién nang cimg chira
B{Thuﬁ’c ké daon pellet bao tan trong rudt

°§ - ROBOGEN

RABEPRAZOLE SODIUM CAPSULES 20 MG

THANH PHAN: M&i vién nang chta:
Rabeprazole sodium 20 mg
(Dudi dang hat pellets bao tan trong rudt) vd -
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vi céc thing tin khéc: POC KY HUGNG DAN SU DUNG TR-UG
| Xem toa h-uéng din sit dung thudic cho ddy 40 thong un. MfgLic,No  :KD-674

[ Batch No/ 56 16

Liéu higng: Theo s chi din cia Bdc s§. Vs NarEhE
152 NOY H

Tiéu chufin; Nhi sén xuéL Mfg.D/ NSX

. ExpD/HD
\ Béo quin: G noi kho mit Trénh dnh sing. : & =? ‘
mporter/ DNNK:

2222 ROBOGEN -
cg-&F
22225
S ¥ :: =3 Z RABEPRAZOLE SODIUM CAPSULES 20 MG
o 2
2 = Each hard capsule containing entenc coated pellets contains/
o, Ma: vign nang cirng chisa peliet bao tan trong rudt chira:
- Rabeprazole Sodium 20
'g {As entenc coated pellets! Durdi dang hat pellets bac tan trang rudt)
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Dosage : As directed by the physician.
Keep out of reach of children.
Carefully read the accompanying instructions before use.
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Rx thuéec ban theo don cia bdc sy

Thudc dung cho bac sy ké don, dung trong bénh vién hodc phong thi nghiém

ROGOGEN

Vién nang cing chiva hat pellet bao tan trong rugt Rabeprazole sodium 20mg

THANH PHAN

Méi vién chia:

Hat pellet bao tan trong rudt ctia Rabeprazole sodium 253mg
Tuong duong Rabeprazole sodium 20mg

Ta dugc: VO nang cing.

DUQC LY

Duioc luc

Co ché tdc dung: Rabeprazole sodium thudc nhém chdt e ché sy bai ti€t acid/din xuat
cia benzimidazole. Thudc khong c¢6 tdc dung khdng histamine H2 hodc khdng
cholinergic, ma c ché sy bai ti€t acid da day bing cdch dc ché dic hiéu enzyme H/K*-
ATPase & bé mit tiét ciia t&€ bao da day. Hé thdng enzyme nay dugc coi nhu 1a nhitng
chi€c bom acid (proton), va do dé Rabeprazole sodium dugc goi 1a chat @c ché bom
proton da day, e ch& & budc cudi cling trong qud trinh sdn xuat acid. Tdc dung nay c6
lién quan vdi liéu lugng va din t6i e ché sy cd bai ti€t acid cd bdn 1an bi kich thich.
Nghién cifu trén dong vat cho thay sau khi udng, Rabeprazole sodium nhanh chéng bié€n
mat khdi huy€t tuong va niém mac da day.

Hoat tinh itc ché tiét acid: Sau khi udng liéu 20mg Rabeprazole sodium, tdc dung c ché
su bai ti€t acid xuat hién trong vong 1 gid va tdc dung t6i da xult hién tir 2 tdi 4 gid. Sy
¢ ch& bai tiét acid cd ban va bi kich thich do thifc dn 23 gid sau liéu udng dau tién
Rabeprazole sodium dat 69% va 82% (tudng \tng) va su e ché nay kéo dai téi 48 gid.
Thai gian tic dung dudc 1y cda thudc dai hon nita ddi bén thdi duge dong hoc (xap xi 1
gi®), nguyén nhan 1a do thudc lién két kéo dai véi enzyme H/K™-ATPase. Tdc dung tc
ché& sir bai tiét acid cia Rabeprazole sodium ting nhe véi liéu lap lai hang ngdy, va dat
dudc sy e ché bai ti€t acid &n dinh sau 3 ngdy. Sau khi ngitng sif dung thudc, thong
thudng tac dung tc ché bai tiét acid kéo dai thém 2 téi 3 ngay niva.

Tdc dung trén gastrin huyét thanh: Trén cdc nghién citu 1am sang, bénh nhin dugc diéu
tri hang ngay vdi liéu uéng 10mg hoic 20mg Rabeprazole sodium trong sudt 24 thdng.
Nong do gastrin mau ting I&én trong thdi gian 2-8 tuan diu diéu tri mang lai tdc dung tc
ch& su bai tiét acid. Ndng do gastrin thudng trd lai nhu mife trude khi dung thude trong
vong 1-2 tuan sau khi ngling liéu phép.
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Duge déng hoc

Rabeprazole sodium khong bén trong acid vi vy dung dudi dang vién bao tan trong rudt.
Rabeprazole sodium dugc hap thu bdt diu khi vién thudc rdi khoi da day. Thude duge
hap thu nhanh chéng, sau mot liéu 20mg néng dd dinh cta Rabeprazole sodium trong
miu dat duge sau khodng 3,5 gid. Néng dd dinh trong mdu (Cmax) cia Rabeprazole
sodium va AUC 12 mét dudng trén khodng liéu 10mg téi 40mg. Sinh khd dung hoan toan
clia lidu udng 20mg (so sdnh v6i dudng tiém tinh mach) 1a khodng 52% phén I6n 12 do
chuyén hod trudc hé théng. Hon nita khd dung sinh hoc cta thude khong ting Khi diing
liéu lap lai. § ngudi khoé manh, nita ddi bdn thai trong huyét tuong xap xi 1 gid (khodng
0,7 131 1,5 gid), va tong do thanh thdi cia co thé dude udc tinh 1a 283 + 98ml/phit. o)
bénh nhan bi bénh gan man tinh, gid tri AUC gdp do6i so vdi nguti tinh nguyén, mang lai
suf gidm tdc dung qua 1an ddu v thdi gian bdn thii huy&t thanh ting 2-3 lan.
Rabeprazole sodium két hdp va3i protein mdu x4p xi 97%.

Chat chuyén hod chli yéu trong huyét tuong 1a thioether (M1) va carboxylic acid (M6).
Cdc chit chuyén hod khong chii y&u quan sdt thdy & ndng dé thap hon gdém sulphone
(M2), desmethyl-thioether (M4) va mercapturic acid két hgp (MS). Chi ¢6 chdl chuyén
hod desmethyl (M3) 14 ¢6 mdt it hoat tinh \fe ché tiét acid, nhung né lai khong ton tai
trong mau. Thude bai ti&t chii y&u qua than (90%), dang khong chuyén hod khéng dudc
baj ti€t qua nudc ti€u. Mot lugng cdc chi't chuyén hod ¢dn lai thdi trir qua phén

Téng lugng thu lai duge 13 99,8% dua dén mdt lugng nhd chat chuyén hod cda
Rabeprazole sodium dugce bai ti€t qua mat.

O nhitng bénh nhan ¢ tinh trang &n dinh, giai doan cudi, suy thin ¢an duy tri thim phin
mdu (d6 thanh thdi creatinine <Sml/phit/,73m%), khuynh hudng ciia Rabeprazole sodium
& nhitng bénh nhan ndy rit gifng véi ngudi tinh nguyén. G ngudi gid sy bai tiét cla
Rabeprazole sodium ¢6 phin ndo bi gidm. Sau 7 ngdy ding li€u hang ngdy 20mg
Rabeprazole sodium, AUC xap xi gap ddi, Cmax ting 60% so v4i nguti tré tinh nguyén.
Mac dit chua ¢6 biing chitng vé sy tich lu§ clia Rabeprazole sodium.

CHI PINH
ROGOGEN dugc chi dinh dé diéu tri
- Loétt4 trang 1é€n trién
- Loét da day tién trién lanh tinh
- Triéu ching s6i mon hoidc bénh trac ngude thic quan-da day giy loét (GORD)
Loét td trang do H. pylori (duong tinh), thudc sé tham gia vao phdc d6 ph6i hgp
diét h. pylor vdi khdng sinh thich hop.
- DBiéu trj duy tri lanh v&t s61 mdn hodc vEt loét trong GORD. Tdc dung chua duge
chitng minh cho thfi gian virdt qua 12 thang. %



CHONG CHi PINH
- Bénh nhdn ¢6 tién st di Gng v3i Rabeprazole sodium, din xuit benzimidazole
hodc bt cif thanh phin nao khac cla thude
- Phu niY ¢6 thai va phu nit cho con ba

LIEU LUONG VA CACH SUDUNG
- Ngudi 16n/ngudi cao tudi
Loét td trang tién trién va Loét da diry tién trién lanh tink: 20mg, ngdy ding 1 1an vao
budi sdng. Hiu hét cdc bénh nhin loét ta trang tién trién lanh trong vong 4 twan. C6
2% bénh nhin can ding thém 4 tuan niva.
M6t vai bénh nhan bi loét td trang tién rién dap @ng vdi liéu 10mg, ngay ding 1 1in
vao budi sang.
Hau hét cdc bénh nhin loét da day ti€n trién lanh tinh lanh trong vong 6 tudn. Tuy
nhién khodng 9% bénh nhin cin ding thém 6 tudn nita A€ v&t loét lanh hin. VEL s6i
mon hodic vét loét trong GORD diing lién 20mg, ngay ding 1 lan trong 4 t6i 8 tuan.
Can ki€m sodt di€u tri dai han & bénh nhin trao nguge thue quin — da day: Vi thdi
gian kiém sodt t¢i 12 thang; li€u duy tri ¢6 thé sit dung liéu 20mg/ngay. Mot s6 bénh
nhan ¢ thé ddp iing vdi li€u duy i 10mg/ngay.
Diét H. pylori:
ROGOGEN dudc chi dinh cho loét td tring nhiém H. pylori duwdng tinh, va 12 mot
thudc trong phac dé di€u tri véi cdc khdang sinh thich hep.
ROGOGEN nén dudgce udng vio budi sang, trude bita An; mic di vay ca thoi diém
dung thude trong ngay va thic dn déu khdng dnh hudng t6i hoat tinh cla rabeprazole
sodium, ché€ d6 an uéng nay sé& thuin Igi cho viéc tudn theo phdc dd diéu tri.
Bénh nhin nén dugc hréng din khdng nhai hoac 1a nghién vién ROGOGEN ma nén
nudt cd vién nguyén ven.
ROGOGEN nén dudc sit dung trong vong 3 thang k& tif ngdy md vi nhom dung thudc.
Ngudi suy gan va suy than: Khong cin thi€t phdi dicu chinh liéu vdi bénh nhin suy
gan va suy thian. Tuy nhién cdn than trong khi st dung lan ddu ROGOGEN véi bénh
nhin bi suy gan niang, tham khao “Tac dung phu va nhitng luu y dac biét”
Tré em: ROGOGEN khéng khuyén cdo ding cho tré em vi chura ¢6 dit kinh nghiém
sit dung cho Iifa tudi nay.

NHUNG TAC DUNG PHU VA LUU Y PAC BIET:
Hau hét cdc tdc dung phd bién 1a dau dau, tiéu chdy va budn nén. Cdc tdc dung khdc
nhu viém mii, dau bung, suy nhitge, diy hdi, viém hong, nén, dau khong cu thé/dau
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lung, chéng mit, héi ching cdm cim, nhi€m khudn, ho, tio bén va mit ngd. Cédc phdn
itng phu khong ph(§ bi€n nhi phadt ban, dav cd, dau ngure, khd miéng, khé tiéu, bén
chon, budn ngh, viém phé€ quin, viém xoang, ring minh, phdt ban, chudt rit chan,
nhiém khudn dudng niéu, viém khdp hodc viém sdt. Nhitng trudng hgp riéng biét, chin
an, viém da day, tang cin, trdm cdm, ngifa, r8i loan thi gidc va vi giac, viém miéng, dd
md héi cling da thiy, ting men gan da thdy trong 2% bénh nhan. Ciing di ¢6 nhitng bdo
cdo vé gidm luong ti€u cdu, gidm bach cAu trung tinh va gidm bach ciu. Cling di c6
cdc bdo cdo vé phdt ban bong va cdc phdn dng da liéu gdm ban dé. Viéc diéu tri nén
ngling ngay khi tdi phdt cdc t8n thuong vé da.

Théng bio cho bac s¥ nhitng tic dung khéng mong muén gip phai khi ding thudc

THAN TRONG: Cdc triéu chiing ddp tng véi liéu phdp diéu tri ciia Rabeprazole
sodium khdng ngin ngita duge khdi u ac tinh ciia thyc quidn va da day, do do phdi loai
trir khd ning kh&i u 4c tinh trudce khi bit dduv diéu tri vdi ROGOGEN.

Mic di chua ¢é biing chitng ddng ké vé tinh an toan cla thudc trong nghién citu trén
nhitng bénh nhén suy gan nhe dén trung binh so vdi nhém ching binh thudng va tuong
duong vé tudi va gidi tinh, cin than trong khi chi dinh 1an dau tién cho bénh nhin suy
gan niang.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU:
Khong str dung thudc cho phu nif mang thai va dang cho con bu.

TUONG TAC THUOC

Rabeprazole sodium ciing giéng nhu cdc chi't thudc nhém chét e ché bdm proton (PPI),
duge chuyén hod qua hé thdng chuyén hod thudc clia gan cytochrome P4350 (CYP450).
Céc nghién citu ¢ ngudi khoé manh cho thdy ring, Rabeprazole sodium khdng ¢é tuong
tic thudc ding k& wén 1im sing vdi cdc thude khdc chng chuyén hod bdi hé thong CYP
450, nhu watarin, phenytoin, theophylline, hodc diazepam.

Rabeprazole sodium ¢6 tac dung e ch€ sy 1iét acid da day manh va kéo dai. Su tuong
tic cla thudc véi cdc chit duge hip thu dua trén pH cé thé xuit hién do d6 tuong tic
thudc tiém tang di dugc kiém tra. S dung dong thdi Rabeprazole sodium vdi
ketoconazole 1am gidm 33% ndng d6 ketoconazole va vdi digoxin lam ting 22% ndng
do digoxin & ngudsi binh thudng. Do dé vdi tiing ngudi cin ki€m sodt va diéu chinh liéu
khi si¥ dung dong thai véi ROGOGEN.

Trong thit nghiém lam sang, st dung ddng thoi khang acid vdi ROGOGEN, va trong
mot nghién cifu riéng biét cé muc dich xdc dinh tuong tdc thude nay, cho thady khéng cé
treng tac thude véi dung dich khdng acid. =
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Khong thay ¢6 tudng tac thudc ddng ké trén 1am sang véi thitc 4n.

Nghién cifu trén in vitro véi microsome gan & ngudi chi ra rang Rabeprazole sodium
dudc chuyén hod bdi isoenzymes cia CYP450 (CYP2C19 va CYP3A4). Céc nghién cifu
nay ciing chi ra riing hiéu luc tuong tdc thudc thip, tic dung trén cycloporin chuyén hod
thap gidng nhv quan sét § cdc chat @e ché bom proton khac.

QUA LIEU: Chua ¢6 thudc gidi doc dic hiéu. Ty 1é Rabeprazole sodium dudgc lién két
protein 16n, do d6 khong dé dang thdm tach. Piéu tri triéu chiing va hd rg.

QUY CACH PONG GOI: Hop 3 vi x 10 vién.
HAN DUNG: 24 thang ké tir ngay sdn xuit.
TIEU CHUAN CHAT LUQNG: Nha sin xuat.
BAO QUAN: Ndi kho réo, thodng mat. Tranh dnh sdng
GIU THUOC NGOAI TAM VGI TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN Gi
NHA SAN XUAT:

PLOT NO J-76, M.L.D.C. TARAPUR, BOISAR, DIST. THANE-401506,
MAHARASHTRA STATE, AN PO

TEL. 02525-271339




