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Please see the enclosed leaflet.
Specification: In-House

Rx Prescription Drug, ;

High Action Proton Pump Inhi

STORAGE:

STORE BELOW 30°C,
PROTECT FROM LIGHT & MOISTURE.
KEEP OUT OF REACH OF CHILDREN.
Carefully reach the

i before

d leaflet before use.

Should not be broken crush or ct
Do not exceed indicated dose,

Zy-us

Cadiia

Manufactured in India by:

CADILA HEALTHCARE LIMITED
Kundaim Industrial Estate, Plot 203-213,
Kundaim, Goa 403 115, India.
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5 High Action Proton Pump Inhibitor
Delayed Release Tablets 20mg
Composition :
Each delayed tablet contains :
Rabeprmle Sndlum .. 20mg
S’ and A
Asdlrachedbylhephysucnan
Contr
Precaution & warnings:

bitor

10 x 10 Tablets

Mfg. Lic. No.: GO/DRUGS/186

Visa No. © VN-#sa
Batch No. : #HHHH#
Mfg.Date : mmiyyyy

Exp.Date : mmiyyyy
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Rx Thubc bdn theo don

HAPPI 20 DAI DIEN

TAI

(Vién nén bao tan trong rudt rabeprazol natri 20 mg)

CANH BAO

Chi diing theo su ké don cua bdc st.

Néu can thém théng tin, xin héi y kién bdc si.
Khéng ding qud liéu chi dinh.

Xin théng bdo cho bdc s biét cdc tac dung ngoai y xdy ra trong qud trinh sir dung.
Dé thuéc xa tam tay tré em.

Doc kj hudmg dan sir dung trude khi sir dung.

Khéng ding thuéc da qua han sir dung

THANH PHAN G)T

MJi vién nén bao tan trong rudt c6 chira:
Hoat chdt: RaDEPrazol NAMLI .............oveveeevecereesssseesissesssessessesseseessessssens 20 mg

Ta dwgc: Mannitol, crospovidon, magnesi oxid nhg, PVP K-25, isopropy! alcohol*, silic dioxid keo,
talc tinh ché, natri stearyl fumarat, Instacoat Moist Shield IC-AMS-II-3649, nuéc tinh khiét*,
Instacoat IC-EN-640, methylen clorid*,
*: Bay hoi trong qua trinh san xuét, khéng tham gia vao thanh phan cuéi cua thuéc.

DUQC LUC HQC

Rabeprazol natri thugc nhém chdng tiét din xuét ciia benzimidazol. Thudc khdng c6 dic tinh chéng
tiét acetylcholin hosc d6i khang H, histamin, nhung c6 tac dung irc ché su bai tiét acid da day do e
ché dic hiéu trén enzyme H'/K' - ATPase & bé mit tiét cua té bao thanh da day. Hé enzyme nay
dugc xem 1a bom acid (proton), do d6 rabeprazol natri d& dugc xép vao nhém thude trc ché bom
proton da diy, ngiin chin budc cudi ciing ctia sy tao thanh acid. Tac dung ndy c6 lién quan dén lidu
ding va din dén trc ché ca sy tiét acid co ban I4n sy tiét acid kich thich bit ké do tac nhén kich
thich nao.
Hoat tinh chéng tiét: Sau khi dung liéu 20 mg rabeprazol natri, tic dung chong tiét bit dau xuit
hién trong vong 1 gid, hiéu qua téi da dat dugc trong vong 2 dén 4 gid. Sau lidu diu tién 23 gid, tc
ché tiét acid co ban 1a 69 % va tic ché tiét acid kich thich béi thirc dn 1a 82 %, thoi gian trc ché kéo
dai dén 48 gio. Thoi gian thudc c6 tac dung dugc ly dai hon nhiéu so v&i thoi gian ban huy (khoing
1 gidy), ¢6 thé do su lién két kéo dai véi enzyme H'/K" - ATPase & thanh da day. Hiéu qua e ché
tiét acid cua rabeprazol natri tang nhe khi ding tiép theo mdi ngay mét liéu va dat 6n dinh sau 3
ngay.

Tdc dung trén gastrin huyét thanh: Trong cac nghién ciru 1am sang trén bénh nhan dugc diéu tri véi
20 mg rabeprazol natri ngay 1 1in, kéo dai dén 24 thang. Mirc gastrin huyét thanh ting trong 2 dén 8
tudn ddu, cho thdy hiéu qua tic ché trén tiét acid. Mirc gastrin tré vé nhur trude khi diéu tri, thudng
trong vong 1 dén 2 tuin sau khi ngimg thude.

DUQC PONG HQC
Hefp thu: Rabeprazol natri dugc bao ché dang vién nén bao tan trong rudt do dic tinh dé bi phan
hity boi acid. Do d6 su hdp thu rabeprazol chi xay xa sau khi thuéc roi khoi da day. Thude hép thu
nhanh, véi ndng d6 dinh trong huyét tuong khoang 3,5 gi¢r sau khi udng liéu 20 mg. Néng d§ dinh
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trong huyét tuong (Cmax) va AUC la tuyén tinh trong khoang liéu 10 mg dén 40 mg. Sinh kha dung
tuyét d6i cua liéu 20 mg duong udng (so véi dudng tinh mach) 14 khoang 52% do mot phan lon
thude bj chuyén héa trudc. Ngoai ra sinh kha dung c6 vé khong ting sau khi Iap lai lidu. & ngudi
khoe manh, thoi gian ban thai huyét tvong khoang 1 gid (tir 0,7 dén 1,5 gid), va do thanh thai toan
co thé uéc tinh 1a 283 + 98 ml/phut. Khong thdy c6 twong téc véi thirc an trén 1dm sang. Ca thic &n
va théi gian ding thudc déu khong dnh hudng dén sy hip thu cia rabeprazol natri.

Phin bé: Rabeprazol gin vdi protein huyét tuong khoang 97%.

Chuyén héa va thai tric: Rabeprazol natri ciing nhu céc chét tc ché bom proton khéc (PPI) chuyén
héa thong qua hé théng chuyén héa thudc qua gan cytochrom P450 (CYP450). Cac nghién ciru in
vitro & microsome gan ngudi cho thdy rabeprazol natri dwgc chuyén héa boi isoenzyme cua
CYP450 (CYP2C19 va CYP3A4). Trong cic nghién ciru nay, tai ndng d6 thuéc mong mudn trong
huyét thanh, rabeprazole khong giy cam (g ciing khong rc ché CYP3A4; va mic du cac nghién
ciru in vitro khong phai ludn luén dy dodn dugc két qua in vivo nhung két qua cta nhirng nghién
ctru nay cho phép du doan khéng cé twong tic giita rabeprazol va cyclosporin. O ngudi cdc chit
chuyén héa chinh trong huyét tuong la thioether (M1) va carboxylic acid (M6) va céc chit chuyén
héa phu véi ndng do thép hon 1a sulphone (M2), desmethyl-thioether (M4) va dang lién hop véi
acid mercapturic (M5). Chi c6 dang chuyén héa desmethyl (M3) cé hoat tinh khéng tiét, nhung
khong xuit hién trong huyét tuong.

Sau khi udng 1 liéu duy nhit 20 mg rabeprazol natri dugc dénh ddu bing '“C, khong tim thiy thudc
dang khong chuyén héa trong nude tiéu. Khoang 90% thudc duge dao thai qua nude tidu chi yéu la
2 chit chuyén héa: lién hop véi acid mercapturic (M5) va acid carboxylic (M6), va hai chét chuyén
hoéa chwa rd. Phin con lai dugc tim thdy trong phén.

Gidi tinh: Puge diéu chinh dbi véi chiéu cao va trong lugng co thé, khong théy coO sy khac biét
dang ké vé cac thong s6 dugc dong hoc sau khi udng 1 liéu don 20 mg rabeprazol natri.

Suy thdn: O bénh nhan suy than giai doan cudi, cAn dugc thim tich mau thuong xuyén (4o thanh
thai creatinin < 5 mL/phat/1,73 m?), s thai trir 1a tuong dwong v&i ngudi tinh nguyén khoe manh.
AUC va Cmax & nhitng bénh nhéan nay thip hon khoang 35% so véi ngudi tinh nguyén khoe manh.
Thoi gian ban thai trung binh khoang 0,82 gi¢ & ngudi tinh nguyén khoe manh, va khoang 0,92 gi¢
& bénh nhén trong khi dang dugc thdm thach mau va khoang 3,6 gid sau khi thim téch. D¢ thanh
théi & bénh nhan cé bénh than cin thAm tach mau duy tri gip khoang 2 1an so v&i ngudi tinh nguyén
khoe manh.,

Suy chirc ndng gan: O ngudi suy gan nhe dén trung binh, sau khi dung liéu don 20 mg rabeprazol,
AUC ting gip d6i va thoi gian ban thii ting gip 2 — 3 14n so v&i nguoi tinh nguyén khoe manh.
Tuy nhién, sau khi diing lidu 20 mg trong vong 7 ngay, AUC chi ting Ién khoing 1,5 lin va Cmax
tang 1,2 1an. Thoi gian ban thai cia rabeprazol & bénh nhéan suy gan 1a 12,3 gi& so véi 2,1 gio ¢
ngudi tinh nguyén khoe manh. Dép img dugce lyc hoc (kiém soat pH da day) & ca 2 nhém la tuong
duong vé mit 1am sang.

Nguoi cao tuéi: Sy dio thai rabeprazol giam nhe & ngudi cao tudi. Sau 7 ngay dung rabeprazol natri
20 mg, AUC ting xép xi gip d6i, Cmax ting khodng 60% va thoi gian ban thai ting khoang 30% so
véi ngudi tinh nguyén tré khoe manh. Tuy nhién khéng thdy c6 bing chimg vé tich lity thudc.

Tinh da dang cia CYP2CI19: Sau khi dung rabeprazol 20 mg/ngdy trong 7 ngdy, ngudi co
CYP2C19 dang chuyén héa chim, c6 AUC va thoi gian ban thai khoang 1,9 va 1,6 1An so véi ngudi
¢6 dang chuyén héa nhannh, trong khi Cmax chi ting 40%
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CHI DPINH

Rabeprazol dugc chi dinh dé 1am lanh vét loét va giam triéu chimg 4n mon hoic loét do bénh trio
nguge da day thue quan (GERD). Thudc ciing dugc ding diéu trj duy tri cic vét loét va lam giam ti
1¢ téi phat hodc trigu ching ¢ ndng & cdc bénh nhén c6 an mon hoic loét do trao nguge da day thuc
quan.

Rabeprazol dugc chi dinh dé lam lanh cic vét loét va giam tridu chimg loét t4 trang va loét da day
lanh tinh. Thudc cling c6 thé dung véi ca khang sinh thich hop theo phic dé diét H. pylori & nhiing
bénh nhén loét da day ¢é nhiém vi khuin.

Rabeprazol dugc ding dé diéu trj lau dai & bénh nhén ting tiét dich vi, bao gdm ca hdi chimg
Zollinger-Ellison.

LIEU LUQNG VA CACH DUNG

Thuée ding dudng ung. Ding theo sy chi din cia béc si diéu tri.

Diéu tri an mon hodc loét do trao ngugc da day thuc quan: 1 vién 20 mg/ngdy x 4-8 tudn. Néu
bénh nhin khong lanh sau 8 tudn thi cAn diéu trj thém 1 dot 8 tudn nita.

Loét ta trang va loét da day lanh tinh: 20 mg/ngdy, thuong khoang 6-12 tuin. Khuyén ding 20 mg
rabeprazol véi 500 mg clarithromycin va 1g amoxicillin (céc thudc déu udng 2 lin/ngay) trong
vong 7 ngdy dé diét trir H. pylori & nhitng bénh nhan loét da day c6 nhiém vi khuén.

Bénh tang tiét dich vi, gom ca hji chirmg Zollinger-Ellison: 60 mg/lin/ngay. Diéu chinh lidu theo
dép (g ciia mdi bénh nhan va theo thdi gian chi dan cia béc si.

Khéng can diéu chinh liéu & nguoi gia, nguoi ¢é bénh than hoic ngudi suy gan nhe dén vira. Nén
nubt nguyén vién thudc, khong dugc nhai, nghién nét hoic bé vién thude.

Tré em: Chura ¢6 nghién ciru vé sir dung rabeprazol cho tré em.

CHONG CHI PINH

Chdng chi dinh & bénh nhan d3 c6 man cam véi rabeprazol, din xuat benzimidazol va bat ky thanh
phin nio ctia thudc.

Phy nift c6 thai va cho con bi. (‘DT

KHUYEN CAO VA THAN TRONG -

Bénh nhan cin dugc khuyén cdo khong nén nhai hojc nghién nét vién thuéc ma phai nuét nguyén
ca vién.

Viéc cai thién triéu ching qua diéu tri v6i rabeprazol natri khong loai trir sy hién dién cua ung thu
da day hoac thuc quén, do d6 cAn phai loai trir kha niing 4c tinh trudc khi bit dau diéu tri.

Bénh nhén diéu tri dai han (dic biét 1a diéu tri hon 1 nim) cin dugc kiém tra déu dan.

Khéng khuyén cdo dung thuc & tré em, do khong c6 kinh nghiém diéu tri trén nhém tudi nay.

Di ¢6 bao céo khi luu hanh trén thj trudng vé réi loan tao mau (thiéu tiéu ciu va bach ciu trung
tinh. Trong hiu hét cac trudng hop, khdng thé x4c dinh dugc nguyén nhén khéc, bién cb ndy khong
c6 bién chimg va hét khi ngung thudc.

Bit thuong enzyme gan da gip & cac thir nghiém 1am sang va ciing da dugc béo cdo tir khi hru duge
phép luu hanh. Trong hau hét cac trudng hop, khong xac dinh dugc nguyén nhan khéc, bién c6 nay
khong c6 bién chimg a hét khi ngung thuéc.

Khong c6 bing chimg vé cic vin d& vé an toan lién quan thubc trong mdt nghién ciru trén bénh
nhén suy gan nhe dén trung binh véi kiém soét tudi va gi6i tinh. Tuy nhién khong c6 dir ligu 14m
sang vé sir dung thudc & bénh nhan suy gan ning hodic ngudi ké don can than trong khi diéu trj lan
dAu & nhirng bénh nhan nay.

Dung ddng thdi rabeprazol natri va atazanavir khéng dugce khuyén cdo.
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Diéu trj bfing thudc trc ché bom proton c6 thé ting nguy co nhiém khuin tiéu héa nhu Salmonella,
Campylobacter va Clostridium difficile.

Céc thuée trc ché bom proton, dic biét néu dung lidu cao va thoi gian dai (> 1 niim), 6 thé lam ting
nguy co ran gdy xuong hong, c6 tay va cft sdng. Céc nghién ciru quan sét cho thdy céc thudc tre ché
bom proton c6 thé gy ting nguy co ran giy khodng 10 — 40 %. Mot s6 sy gia ting nay c6 thé do
cac yéu t6 nguy co khac. Bénh nhan c6 nguy co loang xuong cin dugc chim séc theo céc hudng
dan 1dm sang hién tai va c6 thé cung cip thém vitamin D va calci.

Gidm magnesi méu nghiém trong di dugc bdo cdo & cic bénh nhan diéu trj v&i cac chit e ché bom
proton trong it nhat 3 thang, va trong hau hét céc truong hop dung | nim. Biéu hién nghiém trong
ctia gidm magnesi mau bao gém mét moi, co cimg, mé sang, co gidt, chéng mat va loan nhip thét
nhung ciing c6 thé khoi dAu ling I8 va bj bo qua, gidm magnesi mau cai thién sau khi thay thé
magnesi va dirng thudc.

D6i véi bénh nhan s& diéu trj ldu dai hodc bénh nhan ding thudc (e ché bom proton véi digoxin
hoic cic thudc gdy ha magnesi mau (vi dy thudc lgi tiéu), cin xét nghiém ndng do magnesi trong
mau trudc khi khoi ddu diéu tr va dinh ky trong qua trinh didu tr.

KHA NANG VAN HANH MAY MOC TAU XE

Dua trén dic tinh dugc lyc hoc va tic dung khong mong mudn, khong chic ring thudc cé giy anh
hudng 1én kha ning 1ai xe va van hanh mdy méc. Tuy nhién, néu budn ngi dnh hudng dén su nhanh
nhay, nén tranh lai xe va van hanh may moc phirc tap. (D"f

SU DUNG CHO PHU NU CO THAI; CHO CON BU -

Phu nix ¢6 thai: Khong c6 dit liéu vé an toan trén phu nit ¢6 thai. Céc nghién ciru vé sinh san tién
hanh trén chudt va tho cho thiy khong cé bing chimg vé suy giam sinh san hoiic anh hudong dén
phdi thai do rabeprazol natri, mic du c6 sy giam trao ddi chat giira nhau thai va thai & chudt. Chéng
chi dinh ding & phu nir c6 thai.

Dang nudi con bii: Khong rd rabeprazol natri ¢é tiét vao sita me hay khong. Khong c6 nghién ctru
trén phu nir dang nudi con bu. Rabeprazol natri c6 bai tiét vao sita & chudt. Do vy khong nén ding
thude khi dang nudi con bu.

TUONG TAC THUOC

Rabeprazol natri gdy {rc ché tiét acid cua da day manh va kéo dai. Tuong tac giira thudc va sy hép
thu phy thudc pH c6 thé xay ra. Dung ddng thai rabeprazol natri va ketoconazol hodc itraconazol ¢6
thé gdy giam dang k& ndng do thudc khéang ném trong huyét twong. Do d6 ting bénh nhén can dugc
theo doi dé quyét dinh xem c6 cin thiét giam liéu khi dung dong thoi véi ketoconazol va
itraconazol.

Trong céc thir nghiém 14m sang, cac khéng acid ding ddng thoi véi rabeprazol natri va trong mét
nghién ciru tuong tac thudc-thude cu thé, khong quan st thiy twong téc vdi khéng acid dang long.
Dung déng thoi atazanavir 300 mg/ritonavir 10 mg véi omeprazol (40 mg/ngdy) hofic atazanavir
400 mg véi lansoprazol (60 mg/ngay) déi véi nguoi tinh nguyén khoe manh dan t6i giam .

TAC DUNG KHONG MONG MUON (ADR)

Phén (g ngoai y thuong gip nhét, trong cac thir nghiém 1am sing c6 kiém soat véi rabeprazol la
dau déu, tiéu chay, dau bung, suy nhugc, diy hoi, ndi ban va kho miéng. Hau hét cc bién cb ngoai
¥ xdy ra trong céc nghién ctru 1am sang 14 nhe dén trung binh, thodng qua trong thyc té/

Céc bién cb ngoai y sau da dugc béo cdo trong thir nghiém lam sang va khi luu hanh trén thj truong.
Tén suét duge dinh nghia nhu sau: hay gap (> 1/100, < 1/10), it gap (>1/1000, < 1/100), hiém gap
(> 1/10000, < 1/1000) va rat hiém gip (< 10000).
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H¢ co quan Thuong gip it gip Hiém gip R4t hiém gip Kl:-(;ng
Nhiém trung va | Nhiém tring
nhiém ky sinh
trung
Réi loan mau va Giam bach cau
hé bach huyét trung tinh
Giam bach cdu
Giam tiéu cau
Tang bach cau
Roi loan hé mién Qua man"*
dich
Roi loan chuyén Chén in
héa va dinh
duing
Roi loan tim than | Mat ngu Bon chon Tram cam Hon
loan
Roi loan hé than | Pau dau Budn ngu
kinh Chdng mat
Roi loan thi gidc R6i loan thi
gidc
Roi loan mach Phu
ngoai
bién
Réi loan hé hap, | Ho Viém  phé
nguc va trung | Viémhong | quan G),’
thét Viém miii Viém xoang -
Rdi loan tiéu h6a | Tiéu  chay, | Kho tiéu, khé | Viém da day
budn nén, | miéng, ¢ hoi | Viém mi¢ng
nén, dau R6i loan Vi
bung, tdo giac
bén, diy hoi
Roéi loan gan mat Viém gan
Vang da
Bénh ndo gan’
Roi loan da va mé Phat ban Ngira Hong ban da dang
duéi da Ban d6 Vi mé hoi Hoai tir biéu bi da
Phan tmg ndi | nhiém dgc (TEN)
béng nudc Hoi chitng
Stevens-Johnson
(SJS)
ROi loan co [Pau khong | Pauco
xuwong, moé lién | dic hi¢u Chudt rat
két va xwong Pau lung Pau khép
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Ran/nirt
hong, ¢ tay,
cot song®
R6i loan hé sinh Chimg
san va v to vl &
nam
giai

Roi loan toan | Suy nhugc Pau nguc
than va tai vj tri | H6i  chimg | On lanh

dung thude gid cum Sét
Xét nghi¢m Téng  men | Tang cin
gan’

" Bao gobm sung mit, ha huyét 4p va kho thg.

? Ban do, phan tmg ndi bong nudc va phan g qué min thuong méat di khi ngung thudc.

3 Béo céo hiém gip vé bénh ndo gan & bénh nhan xo gan. Khi diéu trj & bénh nhan suy gan ning,
ngudi ké don can thin trong khi ding thudc 1dn d4u ¢ cac bénh nhén nay.

4 Xem phén Khuyén cdo va thin trong khi ding thuéc.

Hudng din cdch xuw tri ADR: (\D—T

Ngimg ding thudc.

QUA LIEU VA XU TRi
Cho dén nay rdt hiém béo cdo vé qua liéu c6 chu dinh hay ngdu nhién. Liu tdi da khong vuot qua
60 mg x 2 lin/ngdy, hay 160 mg x 1 lin/ngdy. Nhing tic dung nay theo ghi nhin dugc nhin chung
rit it va c6 thé hdi phuc rit it va c thé hdi phuc ma kh("mg can c6 su can thiép y hoc nao khac.
Chua c6 thude giai doc dic hiéu. Rabeprazol natri gin két nhiéu voi protem huyét tuong va do do'
khéng d& dang thAm tach. Nhu trong nhitng trudng hop qué lidu khéc, nén diéu trj triéu chimg va ép *
dung céc bi¢n phdp ning tong trang. 4
BAO QUAN '
Bio quan dudi 30°C, tranh 4nh séng va im.

HAN DUNG

36 théng ké tir ngay san xuét

TIEU CHUAN

Tiéu chuén nha san xuit

DANG BAO CHE VA QUY CACH PONG GOI
Hop 10 vi x 10 vién nén bao tan trong ruét

S6 16 san xudt (Batch No.), ngay san xudt (Mfg. date), han ding (Exp. date): xin xem trén nhén hgp

-_—

va bao bi. TUQ. CUC TRUONG
P.TRUONG PHONG

San xuit tai An D boi: oﬂ;yag/ in S Y Hon 7

CADILA HEALTHCARE LTD. J :

Kundaim Industrial Estate, Plot 203-213, Kundaim, Goa 403 115, India.
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