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* | Each enteric coated tablet contains: and administration, precaution and |
Rabeprazole sodium 20 mg ;de eﬁacts:th —
] ease see the insert paper.
DESCRIPTION: Other informatiort:
Yellow coloured circular biconvex Please see the insert paper
STORAGE:
from moisture and light, at P
temperature below 30°C READ CAREF HEANSERT PAPER
PACKAGE: BEFORE USE
~._| 10 tablets x 03 Blisters per box KEEP OUT OF OF CHILDREN | -
% Prescription only 10 Tablets x 03 Blisters -
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Manufactured by: Lot No:
M/s Prayash Healthcare Pvt. Ltd. Visa No:
Street No. 8, Habsiguda, Mfg Date: dd/mm/yyyy
Hyderabad, India Expiry Date: dd/mm/yyyy
DNNK:

120 X 50 X 50 MM
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' Rx Thuéc ban theo don
DUPRAZ 20

M&i vién nén bao tan & rudt, 2 mat 14i,

Am va 4nh sang, & nhidt 48 duéi 30°C

Béng gbi: 10 vién x 01 vi trong 1 hdp
Tidu chudn: TCCS

San xuét tai 4n A0 bdi:
M/s Prayash Healthcare Pwvi. Ltd.

mau vang cb chira: Rabeprazol natri 20mg
Béo quan: Bao quén trong bao bl kin, tranh

Puérng sb 8, Habsiguda, Hyderabad, An ©0 P& THUOC TRANH XA TAM TA EM

Chi dinh, chéng chi djnh, lidu legng
va céach dling, than trong va tac dung
phy: Xin xem trong t& hwéng din st
dung kém theo

Cac thdng tin khac: Xin doc trong tér
huwéng dan sz dyng kém theo
sb 16 SX:

SDK:
NSX: dd/mm/lyyyy

HD: dd/mmiyyyy
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TRUOC KHIDUNG /00
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l/ Hx Thubc béan theo don

DUPRAZ 20

| MBi vién nén bao tan & rudt, 2 mat 18,

mau vang cb chira: Rabeprazol natri 20mg

LNl QINN, CNONg CNi QINA, e Pgng |
va cAch ding, than trong va tac dyng |
phy: Xin xem trong tér huémg dén sir

dyng kém theo

Bao quén: Bao quan trong bao bi kin, tranh gau(mgd n sir dung kém theo
16 SX:

Am va &nh sang, & nhiét A3 dudi 30°C
|©éng géi: 10 vién x 10 vi trong 1 hip
Tiéu chudn: TCCS

SBK:
NSX: dd/mm/yyyy
HD: dd/mm/yyyy

San xuét tai 4n 66 bri: BOC KY HUUNG DAN S DUNG
M/s Prayash Healthcare Pvt. Ltd. KHI DUNG |
Buong sb 8, Habsiguda, Hyderabad, An D) BE THUGC TRANH XA TAM TAY TRE EM|
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/ Yellow coloured circular biconvex  Please see the insert paper
/ STORAGE:
Store i tighty containers, protect ~ SPECIFICATION: In House
| from moisture and light, at
| temperature below 30°C READ CAREFULLY THE INSERT PAPER
s PACKAGE: BEFORE USE
L — 10 tablets x 10 Blisters per box KEEP QUT OF REACH OF CHILDREN
% Prescription only 10 Tablets x 10 Blisters
DUPRAZ 20
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M/s Prayash Healthcare Pvt. Ltd. \sc no:
Street No. 8, Habsiguda, Mfg Daté: dd/mmiyyyy
Hyderabad, India Expiry Date: dd/mmiyyyy|
DNNK:
\\.
\
\

Céc théng tin khac: Xin doc trong tér

.
~




https://trungtamthuoc.com/

:r i Indication, contraindication: %_. ¢
% Prescription drug and administration, pmcaul%) o\
side effects, other information
DUPRAZ 20 Please see the insert paper.
Composition: Specification: in house
Each enteric coated tablet contains: Lot No:
| Rabeprazole sodium 20 mg Visa No:
Storage: Store at tightly containers, protect Mfg Date: dd/mmiyyyy
from moisture and light, at temperature below 30°C  Expiry Date: dd/mmiyyyy
Manufactured by: READ uLLY 'l'I-IE INSERT PAPER
M/s Prayash Healthcare Pvt. Ltd. BEFORE\
Street No. 8, Habsiguda, Hyderabad, india KEEP OUWQF RE’ACH OF CHILDREN
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L.
To hwéng dan s dv
Rx: Thudc ban theo don
DUPRAZ 20

(Rabeprazol natri)
Poc kj hwong dén sic dung truede khi ding
Néu cdn thém thong tin xin héi y kién bdc sy, diegc sj.

[Tén thuéc] DUPRAZ 20

[Thanh phin)
MBOi vién nén bao tan & rudt chira:
Rabeptaznl Bl o s aesenirsen 20,00 mg

Td duoc: Manitol, magnesi oxid, cellulose vi tinh thé, PVP K30, methylparaben natri,
propylparaben natri, crospovidon, talc, magnesi stearat, natri starch glycolat, aerosil, cellulose
acetat phthalat, diethyl phthalat, titan dioxid, sit oxid mau vang, PEG 6000. b
[Dang bao ché] Vién nén bao tan & rudt.

[Quy cach déng gbi] Hop 01 vi x 10 vién, 03 vi x 10 vién hodc 10 vi x 10 vién

[Péc tinh duge luwe hoc]

Rabeprazol natri thudc nhém céc hop chit giam tiét acid dich vi nhung khong thé hién tinh
khéng cholinergic hoic tinh chét dbi khang histamin & receptor H2, nhung ngan chan tiét acid da
day bang cach trc ché enzym H*- K*- ATPase tai mit tiét ciia té bao thanh da day. Bdi vi enzym
nay dugc coi nhu la may bom proton (acid) vao da day nén rabeprazol natri da dugc mo ta nhu la
mdt chét e ché bom proton da day. Rabeprazol natri ngin chin bude cudi cing cia qué trinh
tiét acid da day

[Duge djng hoc]

Sau khi uéng rabeprazol natri, néng d6 dinh trong méu dat duoc sau 2-5 gid, thoi gian ban hﬁy
trong huyét tuong tir 1- 2 gid. Sinh kha dung ciia rabeprazol natri lidu dung-theo duong ubng
bing 52% so véi duong tiém tinh mach. Ty 1& gén két cua rabeprazol natki ‘Vm /ﬁrotem huyét
tuong khoang 96,3%.

Rabeprazol natri dugc chuyén héa tai gan boi hé théng cytocrom P450 3A (cho chuyén hoa
sulfon) va tai cytocrom P450 2C19 (cho chuyén héa desmethyl rabeprazol). Ding theo dudmg
udng khoang 90% thubc duge thai trir qua nude tiéu & dang lién hop acid carboxylic, glucuronid
va acid mercapturic, dang chuyén héa cta rabeprazol natri cling dugc phat hién ¢ phian. Khong
phét hién dang khdng chuyén héa cua rabeprazol natri & nuéc tidu cling nhu & phan. Khéng c6
bing chimg v& sur tich lily rabeprazol natri.

[Chi dinh]

DUPRAZ 20 dugc chi dinh trong cac truomg hop sau:

Bénh trao ngugc da day- thuc quan
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Loét da day, ta trang >
Hoi chimg Zollinger-Ellison 3
[Liéu lwrgng va cich dung] |
Thubc ding dudng udng, ding theo sy chi din cta béc sy diéu tri. Dung thubc vao t
truée bita an 1 gid, nén ubng nguyén vién thude, khong nhai hogc bé vién. '

Chi diing cho nguoi lom
- Bénh trdo nguoc da day - thuc quan: 20 mg/ngay, dung trong 4- 8 tuan.

Liéu duy tri 10 — 20 mg m&i ngay, tiy theo d4p tmg.
- Véi loét da day — t4 trang dang tién trién: Liéu 20 mg/ngdy, mot dot diéu trj kéo dai tir 4 — 8
tudin cho loét t4 trang, va 6 — 12 tuan cho loét da day.
- Trong loét da day do vi khudn Helicobacter pylori, phac db diéu tri nhu sau:
+ Rabeprazol natri 20 mg + clarithromycin 500 mg + amoxicillin 1 g mdi 14n x 2 1an/ngay
+ Rabeprazol natri 20 mg + clarithromycin 500 mg + metronidazol 400 mg mdi lan x 2
lan/ngay.
- Hoi chimg Zollinger- Ellison: Liéu khéi dau 60 mg/ngay, c6 thé diéu chinh liéu tiy theo dap
img. Lidu diing c6 thé 1én dén 120 mg/ngay. Néu liéu dung trong ngay vuot qua 100 mg, nén
duoc chia 1am 2 14n dua thudc.
Suy chitc ndng thdn va gan: khong cin hiéu chinh lidu & bénh nhén suy chirc nang than va gan
vira va nhe.
Str dung & tré em: Khong khuyén céo ding cho tré em, do d6 an toan khi sir dung rabeprazol
natri cho tré em chura dugc xac dinh (chua ¢6 céc thir nghiém lam sang day du).

Thudc chi ding khi cé s ké don ctia Bic si.

[Chong chi dinh)
Bénh nhan man cam véi rabeprazol natri hay din xuit cia benzymidazol hodic v&i bét ky céc
thanh phin nao cia thubc.
[Thén trong]
- St dung rabeprazol c6 lién quan dén sy gia ting nguy co nhidm khuén dudng hé hép (nhu viém
phdi mac phai tai cong ddng).
- Khi nghi ng& loét da day, nén loai trir kha nang bénh 4c tinh vi diéu tri c6 thé lam giam triéu
chimg va gay tr& ngai chan doan bénh. Thén trong di véi cac bénh nhan rbi loan chircuing gan.
- Mdt s6 nghién ctru quan sat cho thdy ring, sir dung thudc tic ché bom proton, déc b \\/('/ lidu
cao vi du sir dung nhiéu liéwngay hodc sit dung trong thoi gian dai (> 1 nim) 6 thé ¢6 lién quan
dén ting nguy co gdy xuong hdng, co tay hosic dét séng. Tuy nhién tm quan trong cia nhitng
rii ro ndy chua dugce 18 rang, FDA dang tiép tuc nghién ctru vé tinh an toan ctia c4c thude trc ché
bom proton nay. Do d6 can sir dung lidu luong thép nhét va thdi gian sir dung ngén nhit ddng
thoi mang lai dugc hiéu qua diéu tri cao nhét d6i véi nhitng bénh nhén phai didu tri bang thudc
nay.
- Khi sir dung céc thube \rc ché bom proton trong 1 thdi gian dai (> 1 ndm) c6 thé lam giam
luong magnesi trong huyét thanh (hypomagnesemia). Sy thiéu hut magnesi trong huyét thanh
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gdy ra nhimg tac dung phu nghiém trong nhu co cimg co, loan nhip tim hodc co gid (.
Dé diéu tri hypomagnesemna cin bd sung magnesi, tuy nhién theo mot so nghién cit
bénh nhén mic bénh nay sau khi dung thubc trc ché bom proton kéo dai, chi bd sung ¢
don thudn khong cai thién duoc mirc dd magnesi trong huyét thanh ma phai ngung sir dung_ﬂmﬁc»
ttc ché bom proton.
Céc chuyén gia y t& cAn xem xét ndng d6 magnesi trong huyét thanh & nhimg bénh nhén s& ding
thudc rc ché bom proon kéo dai, ciing nhu bénh nhan phai dung ddng thoi thube e ché bom
proton véi digoxin, thudc lgi tiéu hoc véi thubc cé nguy co giy ra hypomagnesemia. Do su
giam magnesi trong huyét thanh c6 thé gy ra 1 s tic dung phu nghiém trong, do d6 can thiét
phai kiém tra dinh ky ndng do magnesi trong huyét thanh & nhimg dbi tuong nay
- Phu ni¥ ¢6 thai, phu nit cho con bu.
[Tac dung khéng mong mudn]
Thuong gap: ADR > 1/100:
Tiéu chay, budn non, dau diu.
it gap: 1/1000 < ADR < 1/100:
Viém miii, viém hong, ddy hoi, ndn, dau lung khong dic hiéu, chéng mat, cac triéu chimg cam
ciim, ho, tio bon va mét ngu.

Théng bdo ngay cho bdc sy khi gdp phii cdc tdc dung khéng mong muon ciia thuéc.
[Twong tic thudc]
- Rabeprazol natri tc ché chuyén hoa cyclosporin, din dén ting ndng 4o cyclosporin trong huyét
tuong. Nghién ciru trén ngudi tinh nguyén cho thdy ndng do cyclosporin cao hon ndng d§ binh
thudmg sau 14 ngay diing liéu 20 mg rabeprazol natri.
- Rabeprazol natri lam giam tiét acid dich vi do d6 s& anh huong dén nhimg thube hip thu phu
thudc vao pH da day. Khi ding ddng thdi v6i rabeprazol natri thi sinh kha dung ciia ketoconazol
giam khoang 30%, trong khi d6 dién tich dudi duomg cong (AUC) va ndng d6 téi da (Cmax) cua
digoxin tang 1an luot 12 19% va 29%. Viéc dung ddng thoi rabeprazol natri va atazanavir khong
dugc khuyén khich boi vi s& lam giam dang k& ndng do atazanavir trong huyét trong, khong dam
béo diéu tri.
- D4 c6 bdo céo vé viéc tang INR (international normalized ratio) va thei gian prrothrombin khi
ding déng thoi cac thudc tic ché bom proton da day va warfarin. Tang INR va thdi gian
prrothrombin c6 thé din t&i chay mau bét thudmg va thdm chi tr vong.
- Céc nghién ciru hién c6 dd goi ¥ ring thude tc ché bom proton c6 thé c6 tac dung At Fm lén
hoat tinh khang tiéu cu cua clopidogrel. Hoat tinh cia CYP2CI19 la yéu té quyé quan
trong cua d4p tmg ldm sang véi clopidogrel. T4t ca cac thudce e ché bom proton déu chityén héa
qua CYP2C19 véi mirc d6 thay ddi, do d6 c6 kha niang anh hudng khi sir dung ddng thoi thube
nay vé6i clopidogrel. Do d6 rabeprazol cé thé anh hudng dén hoat tinh khéng tidu ciu cia
clopidogrel khi sir dung dbng thoi.
- Sucralfat ¢6 thé 1am giam sy hip thu cta cac thude e ché bom proton do d6 lam giam sinh kha
dung cia thuée nay khi ding ddng thdi. Do d6, néu bénh nhan duoc chi dinh ding 2 thube nay,
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cén thiét phai ding thudc ttc ché proton it nhét 30 phut trude khi ding sucralfat. = /)
[Sir dung thudc cho phu nir ¢ thai va cho con bi] { e o
Phu nit ¢6 thai: Chua ¢ nghién ciru cu thé vé tac dung phu ciia thude trén phy nir c64hal
nghién ciru trén dong vét khong thiy c6 anh huong t6i thai nhi & lidu thong thuomg: Tuy’ n]nen
c4c nghién ciru trén dong vét khong thé tién doan hét két qua trén ngudi. Do d6 chi sir dung
rabeprazol natri cho phu nit c6 thai khi c&n nhéc loi ich va nguy co.
Phu nit cho con bu: Vi nhiu thudc c6 thé xuét hién trong sira me, ¢ thé anh hudng t6i tré. Do
d6 cén than trong khi sir dung rabeprazol natri cho phu nir cho con bi.
[Anh hwémg dén kha ning i xe va vin hanh miy méc]
Mbt sb téc dung phu cia thudc c6 thé anh hudng dén kha nang 14i xe va vin hanh may méc. Do d6
can than trong ddi véi cac dbi tuong nay.
[Qui lidu)
Chua c¢6 dir liéu vé sir dung qua liéu trén ngudi. Rabeprazol natri lién két chat ché véi huyét
twong, thim tach mau khong hiéu qua trong loai trir rabeprazol natri. Trong trudng hop qua liéu
cén tién hanh theo ddi diéu trj triéu chimg va bb trg, ¢ thé tién hanh rira duomg tiéu héa dé loai
thudc khoi co thé néu cén thiét.
[Bio quan] Béo quéan trong bao bi kin, tranh 4m, tranh anh sang, & nhiét dd dudi 30°C.
[Han ding] 24 thang ké tir ngay san xuét. Khong dung thudc khi hét hangir dyng.
PE THUOC TRANH XA TAM TAY TRE EM.
Nha san xuft
M/s Prayash Healthcare Pvt. Ltd.
Street No. 8, Habsiguda, Hyderabad, An D6.
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