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Rabeprazole Sodium ........ 20 mg m
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For oral administration only. Vién nén RABLET B
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Thudc nay chi ding theo sw ké toa ctia thiy thude

RABLET-B Vién nén
Rabeprazole Natri 20mg

THANH PHAN

MG&i vién chira Rabeprazole Natri 20mg
Ta dwoce: Calci Carbonat, Magnesi Oxid nhe, Crospovidone, Povidone, Oxid Sat Do, Natri
Bicarbonat, Magnesi Stearat.

TRINH BAY

Vién nén hinh oval hai mat 16i, mau néu hoi dé, c6 chira Rabeprazole natri, ¢6 tic dung (rc ché
bai tiét acid dich vi. Rabeprazole Natri ¢6 cong thirc hoa hoc: 2-({[4-(3-methoxypropoxy)-3-
methyl-2-pyridyl]methyl}sulfinyl)-1H-benzimidazole duéi dang mudi natri. Céng thire tdng quat
C18H20N3Na0;8, khéi lugng phén tir 381,43,

DUGC LUC %
Rabeprazole thudc nhom cac hop chit khang bai tiét (dan chat benzimidazoleNic ché bom

proton), khéng c6 tac dung khang histamine tai thu thé H2 hay khang cholinergic, nhung ngan
can bai tiét acid da day do rc ché men H+, K+ATPase tai té bao thanh da day. Nhimng enzyme
nay dugc xem la bom proton trong té bao thanh, cho nén Rabeprazole duge xem nhu la tac nhéan
trc ché bom proton. Rabeprazole ngan chin giai doan cudi ciing cia qua trinh tiét acid da day.
Trong nhimg té bao thanh da day, Rabeprazole dugc nhén thém mét proton, tich liiy va duoc
chuyén thanh dang sulfonamide hoat tinh.

DUQC PONG

Khi ding Rabeprazole bing duong udng, ndng dé dinh trong huyét twong dat duoc chi sau
0,5gio. Khong c6 sy tich litly dang ké khi dung liéu 10mg — 40mg trong vong 24gid, duoc dong
hoc ctia Rabeprazole khong thay doi boi liéu cao. Thoi gian ban thai huyét tuong la 1-2gio.
96,3% Rabeprazole gin két voi protein huyét tuong.

Rabeprazole dugc chuyén héa manh chu yéu qua gan, qua cytochrome P450 3A (CYP3A) tao
thanh chat chuyén hoa sulphone va qua cytochrome P450 2C19 (CYP2C19) tao thanh chét
chuyén héa desmethyl rabeprazole. Khong thiy hoat tinh rc ché bai tiét & nhitng dang chuyén
hod nay.

Sau khi udng liéu 20mg Rabeprazole, khoang 90% luong thudc thai trir qua nude tidu, chu yéu
dudi dang thioeter carboxylic acid, dang lién két glucuronide va dang chuyén héa mercapturic
acid. Phan con lai dao thai qua phan. Khong tim théy rabeprazole & dang khong déi trong nuéc
tiéu va phén.

Cidc truwong hop dac biét:
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Tubi tic: Bao céo nghién ciru trén 20 ngudi 16n tudi khoé manh dung rabeprazole 20mg ngay
mbt 1an x 7ngay cho thiy gia tri AUC ting gan gip d6i va Cmax tang 60% khi so sanh véi nhom
tré tu6i. Khong c6 bang chimg vé sy tich lily thude khi dung lidu 1 lan/ngay.

Bénh thin: Khong cé nhimg khac biét 1am sang dang ké nao vé duge dong hoc sau khi dung liéu
don 20mg Rabeprazole khi so v6i 10 nguoi tinh nguyén khoe manh.

Bénh gan: SO lidu bao céo tir thir nghiém 1am sang véi lidu don 20mg rabeprazole cho thay gia
tri AUC va thoi gian ban thai tang gdp d6i ¢ nhimg bénh nhan xo gan nhe dén trung binh so véi
nguoi tinh nguyén khoe manh. Khong ¢o6 thong tin trén bénh nhén suy gan nang.

CHI PINH

Diéu tri viém loét do héi chieng trao nguoc da day-thiee quan (GERD): RABLET-B duoc chi
dinh diéu tri ngén han (tir 4-8 tudn) lam lanh va giam triéu chirg loét do trao nguoc da day, thuc
quan. Néu sau 8 tuan chua lanh, c6 thé kéo dai tiép tuc sur dung thém 8 tudn nira.

Diéu tri duy iri chitng viém loét do trao ngugc da day-thwe quan (GERD): RABLET-B duoc chi
dinh diéu tri duy tri giup lam lanh va lam giam ty 1& tai phat nhitng triéu chirmg bong rat & bénh
nhan viém loét do trao nguoc da day, thuc quan.

Diéu tri viém loét da day, td 1rang dac biét 1a cac truong hop cd su hién dién coa H. pylori:
RABLET-B duoc chi dinh diéu tri ngin han (dén 4tudn) lam giam triéu ching loét da day. ta
trang. Hau hét bénh nhan khoi bénh sau 4 tudn chua lanh.

Diéu tri dai han chitng tdng tiét bénh Iy bao goém héi ching Zollinger- Ellison.

LIEU LUQNG VA CACH DUNG

Diéu tri viém loét do trao nguwoc da day-thue quéan: Liéu khuyén cdo cho ngudi 16n: 20 mg
Rabeprazole/ngay trong 4-8 tudn.

Diéu tri duy tri viém loét do trao ngugc da day-thuc quan: 20 Rabeprazole/ngay.
Tiét triv H.pylori: nhitng bénh nhan bi nhiém H.pylori nén dugc didu tri véi lidu phép tiét trir.
Diéu tri phdi hop trong 7 ngay dugc dé nghi nhu sau: Rabeprazole 20 mg hai 1an mdi ngay +
clarithromycin 500 mg hai ldn mdi ngay va amoxicillin 1g hai 1in mdi ngay.

Diéu tri chimg tang tiét bénh ly, bao gom héi chirng Zollinger-Ellison: Liéu khoi dau khuyén céo
cho ngudi 16n 1a 60mg/lan/ngay. Lidu ding c6 thé diéu chinh tuy theo nhu cau ctia mdi bénh
nhan va c6 thé 1én dén 120mg/ngay. Liéu 100mg/ngay c6 thé ding mét 1an trong ngay. Liéu
120mg/ngay nén dugc chia lam hai lidu, mdi liéu 60mg. Co thé dung lién tuc trong khoang thoi
gian tly theo yéu cdu diéu tri.

Khéng can diéu chinh liéu & bénh nhan suy gan than.

CHONG CHI PINH
Chéng chi dinh & bénh nhan man cam véi Rabeprazole, cac din chit benzimidazole hay véi bt

cr thanh phan nao cta thude.

THAN TRONG
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Viéc cai thién triéu ching qua diéu tri bﬁng rabeprazole khoéng loai trir sur hién dién cua ung thu
da day hodc ung thu thuc quan, do d6 cén loai trir kha niang ¢ ung thu trude khi sir dung thudc.
Bénh nhan diéu tri dai han (dac biét diéu tri hon mét nam) can duoc kiém tra déu dan.

Trong mdt nghién clru trén bénh nhéan suy chirc ndng gan nhe dén trung binh so v&i nhom chimg
binh thudng va twong duong vé tudi va gidi tinh , khong thiy c6 bang chimg y nghia vé an toan
lien quan téi dung rabeprazole. Tuy nhién chua c6 dir liéu ldm sang vé
viée str dung rabeprazole cho bénh nhin suy gan ning, khuyén c4o nén than trong khi khoi dau
diéu tri & nhém déi tuong ndy.

Phu niv mang thai va cho con bu

Chua c6 nhimng nghién ciru day dii trén phy nit mang thai. Cac nghién ciru trén dong vét khong
thé gitp tién doan chinh x4c & ngudi, vi thé chi st dung thudc nay cho phu nir mang thai khi that
can thiét.

Vi rét nhiéu thudc duoc bai tiét qua sira me va ¢ nhiéu nguy co xay ra tac dung phu trén nhil nhi
do Rabeprazone cho nén can quyét dinh ngung st dung thudc hodc ngung cho con b tiy thudc
vao mirc d§ quan trong cia thude dbi voi ngudi me.

St dung cho tré em: Tac dung va muc do an toan cta thude trén tré em chua dugc xéac dinh.

Sir dung cho ngwoi lon tudi: Khéng ¢6 su khac biét vé mirc dd an toan va tinh hitu hiéu giita
bénh nhén 16n tudi va ngudi tré twoi.

TUONG TAC THUOC

Rabeprazole dugc chuyén héa qua hé théng enzyme chuyén hoa thudc Cytochrome P450
(CYP450). Nghién ctru trén ngudi tinh nguyén khoe manh cho thiy rabeprazole khéng cé twong
tac l1dm sang ndo dang ké véi cac thude khac chuyén hoéa qua hé théng CYP450 nhu warfarin.
theophylline dung dudng udng va diazepam va phenytoin ding dudng tiém tinh mach (ding hd
trg cho duong udng).

Rabeprazole cho tac dong trc ché bai tiét acid da day kéo dai, vi thé c6 thé xay ra twong tac voi
nhitng thuéc ma mirc do hap thu 1é thude vao pH da day. Sinh kha dung cuta ketoconazole giam
30%, AUC va ndng dd cuc dai huyét tvong Cmax cia digoxin ting tuong tmg 19% va 29% khi
str dung dong thoi voi rabeprazole 20 mg/ngay. Vi thé bénh nhén cin dugc theo ddi k§ khi sir
dung chung Rabeprazole v6i cac thudc nay.

S dung dong thoi Rabeprazole va cic thudc khang acid khong lam thay dbi ndng do
Rabeprazole trong huyét twong.

Da c6 bao cdo cho thdy tang INR va thoi gian prothrombin & bénh nhén ding ddng thai thude e
ché bom proton, bao gdm rabeprazole va warfarin. Tang INR va thoi gian prothrombin c6 thé giy
ra chay mau bt thuong va c6 thé din dén tir vong.

TAC DUNG KHONG MONG MUON

Noéi chung thude duge dung nap tdt trong cac thir nghiém lam sang. Nhimg tac dung khéng mong
mudn thudng thoang qua va nhe hodc trung binh. Nhimg tic dung phu thuong gip nhét 1a nhirc
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dAu, tidu chay va bubn ndn. Nhitng tac dung phu duoc ghi nhadn nhiéu hon nhimg truémg hop
riéng 18 duoc liét ké duéi ddy theo nhém co quan hé théng va theo tin sudt.

Tan sudt duge dinh nghia nhu sau: thuong gdp (>1/100, <1/10), it gap (>1/1.000, <1/100), hiém
gap (>1/10.600, <1/1.000) va rat hiém (<1/10.000).

Nhém co quan hé ; : &
- I Thuomg ga It ga Hiém ga Rat hié
théng uong gap gap 1°m gap at hiem
Nhiém tring va nhiém| ..
e i ° Nhiém trimg
ky sinh trung
Giam bach ciu
: t tinh Gia
R6i loan hé tao mau va wne T 1am
. bach cau Giam
lym phd - % g
ticu cau Tang
bach cau
Phan {ng di ung
hé théng cdp tinh
R&i loan hé mién dich (vi du sung mit,
ha huyét ap va
khé thay*
R&i loan dinh dudng ..
) . Chan an '
va chuyén hoa N~
) . ) B:\ h,\ . ./
Roi loan tAm than Mat ngu OF c N rdm cam “ g
budn nga
, , Nhi dA
Réi toan hé than kinh | - C "N
Chong mat

Réi loan mét

Réi loan thi gidc

Réi loan hé hip, nguc
va trung thét

Ho Viém hong
Viém mil

Viém  phé

quan Viém

R61 loan tiéu hoa

Tiéu chay Non
Budn nén Dau
bung Téo bon
Dy hoi

xoang
Kho 1éu
Khé migng

O hoi

Viém da day
Viém miéng R6i

loan vi giac

R&1 loan gan mét

Viém gan Vang
da Bénh
gan**

néo

R&i loan da va md
dudi da

Ban B¢ da*

Ngira Tang tiét
md héi Nbi bong

Ban do da dang, hoai tr
biéu bi do nhifm doc
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nuoc* (TEN), hoi ching|
Stevens-Johnson
: b \
Ré1i loan co xuong, mo|Dau khong dic :a " (io P
e s & " bé chan Dau
lién két va xuong hi¢u/dau lung y
khop
Nhiém tring

R6i loan than va niéu Viém than ké

dudng niéu

R:.- | h 4 tinh .
0i loan chung va tin Suy nhuoc HaiPau  nguc

trang tai vi tri dun : ;
ke Sllchimg gia cam [Gn lanh Sét

thudce

Ta
Xét nghiém ga:"‘g* . Téng can

* P6 da, ndi bong nude va phan tng di tng hé théng cip tinh thuong bién mét sau khi ngung

thudce

** Hiém bédo c4o vé bénh nio gan ¢ bénh nhan xo gan. Trong diéu tri nhimg bénh nhan bi rdi

loan chirc nang gan nang, béac si duge khuyén than trong khi khoi dau diéu tri voi Pariet & nhom|
dbi tuong nay (tham khao muc Cha y dé phong)

“Thén g bdo cho bdc sy nhitng tic dung khong mong muén gip phai khi sir dung thuoc.

QUA LIEU

Khdng co trudng hop qué lidu Rabeprazole nao duge béo céo. Khdng<6 Shét dbi khang dic hiéu.
Rabeprazole gin két manh véi protein huyét twong nén khong thé tham phén. Trong truong hop
qué lidu, nén diéu tri nang d& va triéu ching.

PILU KIEN BAO QUAN: Bao quan & noi khé réo, tranh anh sang va nhiét do dudi 30°C.
PONG GOI: Hop 1 vi x 10 vién. 1)

HAN DUNG: 24 thang ké tir ngay san xuét. /
Khéng diing thuéc khi @i hét han sie dung trén bao bi.

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.
GIU THUOC TRANH XA TAM TAY CUA TRE.,

Sén xuit béi:
INVENTIA HEALTHCARE PVT. LTD.
F1-F1/1, Additional Ambernath M.1.D.C, Ambernath (East) - 421506, Dist. Thane., An Dd.
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