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Rx Thudc bin theo don

RABEUM

(Natri rabeprazol 20 mg)
Doc kf huedng ddn sic dung trucc khi dimg.
Néu cdn thém théng tin, xin hoi y kién bae s7 hode duoc st

Thube chi dimg khi cé sw ké don cia bdc s¥.

S TO THONG TIN CHO BENH NHAN

1. Théanh phan, him Iuong ciia th ubc
MB&i vién chita:
Hoatchdt: Natri 1abeprazol .......coeeeeevvereercecorermsessesiesenssens 20 mg

Td dieoe : D-manitol, calci carbonat két tia, calci hydroxid, hydroxypropylcellulose, tinh bét natri

glycolat, hydroxypropylcellulose thay thé thdp, magnesi stearatethylcellulose, hypromellose

phthalat, ester ctia glycerin vdi cdc acid béo, talc, titan oxid, mau vang 56 4, sdp carnauba.
MO TA SAN PHAM:

~ A A r 2 A
Dang bao che: Vién nén bao tan & rudt.

. Quy cidch dong goi: 10 vién/ vi x-1vi/ hép

¥
\u
2,
~

Thube ditng cho bgnh gi?

w

Bénh trao ngugc da day- thuc quan.

Loét da day, ta trang.

Hoi chimg Zollinger-Ellison

. Nén ding thudc nay nhuw thé nao va liéu luong?

[y

Duing ding: Pudng udng
Thudc nay chi nén dimg theo sw ké don cita thiy thubc.

Thube ding dudng ubng. Ding theo sy chi dan ctia bac sy didu tri. Dung thubc vao budi séng, trude
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bita 4n, nén ubng nguyén vién thudc, khong nhai hosic bé vién.
Chi dimg cho nguoi lon

- Bénh thuc quan hdi luu: 20mg/ngay, ding trong 4- 8 tudn.

- Loét da day, ta trang: 20mg/ngay, dung trong 4 tudn.

- Hbi chimg Zollinger- Ellison: 60mg/ngay, diéu chinh lidu dung tiy theo dap tmg bénh ly.
. Suy chitc ndng thdn va gan: khong cin hiéu chinh lidu & bénh nhén suy chitc ning thin va gan vira
va nhe.
Sir dung & tré em: Thdn trong khi ditng cho tré em, do d an toan khi si dung natri rabeprazol cho tré

5. Khi nao khong nén ding thuic nay?

- Bénh nhin mén cam véi natri rabeprazol hodic véi bat ki cac thanh phén nao cta thude.

- Phu nif mang thai va phy nit cho con bu. '

“i. Tdc dung khong mong muin

o . | Thojong gip It giip Hiém gip £, vk
Nhém co quan hé Rit hiém
thén ¢ 1/100 (>1/1 000 (>1/10 000 (<1 /10 000)
g <1/10) <1/100) < 1/1 000)
Nhiém tring va L
nhidm ki sinh tring | e trung
Giam bach cdu
R&i loan hé tao mau téung t;ntl ,
31 ho lam hogc tang
va lymp bachcau
Giam tiéu cdu
Phin ung di
) _ ung hé thong
Roi loan hé mién cap tinh (vi du
dich sung mdt, ha
huyét 4p va khé
thé)*
R‘OI loz_m’_‘ dm}‘1 dudng Chén &n
va chuyen héa
R6i loan tim thin . Mat ngu . Bon chon Tram cam
R6i loan hé thin | Nhie dau,
kinh chdéng mat
R&i loan mit R.(Zl loan  thi
giac
R&i loan hd hép H? Viém phé quan
nguc vé.trung thit - " | Viém hong Viém xoang
i Viém miii
Tiéu chay, nén, o .
e busn nom, dau | Kho tiéu, kho | viom d2 day,
Ro6i loan tiéu hoa . . ‘n . viém miéng, roi
bung, tdo bon, | miéng, o hoi ) . g
S oan vi gidc
day hoi
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Viém gan, vang
da, bénh nio

Ban d6 da
dapg, hoai tir
bitu bi do
Réi loan da vi mé . Ngira, ting tl?t nhiém  doc
e Ban do da* mb héi, noi e
dudi da béng nueck (TEN), hdi
: ] chung
Steven-
Johnson

Roi loan co xuong,
md lign Kkt va
Xuong

Pau khong dic
hiéu/ dau lung

Pau co, vop bé
chéin, dau khop

R6i loan than va
ni¢u

Nhiém  tring
duong ni¢u

Viém thén k&

Ro6i loan chung va
tinh trang tai vi tri
ding thube

Suy nhuge, hdi
chiing gia cim

DPau ngyc, on
lanh, sét

Xét nghiém

Ting men

gan**

Téng can

* Do da, ndi béng nuée va phan tmg di (g hé thong cép tinh thudng bién mat sau khi
ngung thude

** Hiém bao c4o vé bénh nfio gan & bénh nhn xo gan. Trong diéu tri nhiing bénh nhén bi
r6i loan chirc ning gan ning, béc st dugc khuyén thin trong khi khéi dau diéu tri véi
Rabeum 20 mg & nhém dbi twong ndy

Huwéng din eich xit tri ADR

Cac tac dung khoéng mong mudn thudng gip nhu dau byng, ia chay, nhirc ddu, mét moi thuong hét
khi tiép tuc didu tri, rét {t khi phai ngimg thudc.Céc triéu chiing khac néu kéo dai phai ngimg thudc
hodic chuyén sang thudc khac.

8. Nén tranh dung nhitng thudc hodc thiwe phim gi khi dang si dung thuoc nay?

Natri rabeprazol tic ché chuyéﬁ héa cyclosporin, din dén ting ndng dé cyclosporin trong huyét
tuong. Nghién clru trén ngudi tinh nguyén cho thédy ndng d6 cyclosporin cao hon ndng d6 binh
thuong sau 14 ngady ding lidu 20mg natri rabeprazol.

Natri rabeprazol lam giam tiét acid dich vi do d6 s& anh hudng d¢én nhiing thuéc hép thu phy thude
vao pH da day. Khi ding ddng théi voi natri rabeprazol thi sinh kha dung cia ketoconazol gidm
khodng 30%, trong khi d6 dién tich dudi dudng cong (AUC) va ndng d6 téi da (Cmax) cia digoxin
tang 1in luot 13 19% va 29%.

Natri rabeprazol lam ting pH da day (do uc ché bom proton), do d6 lam giam hip thuatazanavir/
ritonavir khi sir dung ddng thoi, 1am gidm déng k& ndng d6 atazanavir/ritonavir trong huyét twong,

khéng dam bao hiéu qua didu trj
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10.

11,

12.

i 8

Cén lam gi khi mt lan quén khong diing thube?

Néu ban nhd ra trong vong 12 gid sau thoi gian dung thude theo liéu trinh, ban nén udng thude ngay va
ubng lidu ké tiép vao thoi diém dung thude theo liéu trinh.
Néu thoi didm ban nhé ra sau 12 gidr so véi thdi diém dung thudc theo ligu trinh, ban nén udng liéu ké

tiép vao thoi diém dung thudc theo liéu trinh va khong nén subng gip doi licu.

Cén bio quan thudc nay nhuw thé nao?

Bao quan trong bao bi kin, noi khé réo, thodng mat, tranh 4nh sang, & nhiét do dudi 30°C.
Nhitng déu hiéu va tri¢u chieng khi dimg thubc qud liéu

Chua c6 dit liéu vé& sir dung qua lidu trén ngudi. Natri rabeprazol lién két chat ché véi huyét tuong,

tham tach mau khong hiéu qua trong loai trir natri rabeprazol.
Cin lam gi khi dimg thudc qud liéu kh uyén cdo?

Trong trudmg hop qua lidu cAn tién hanh theo di diéu trj triéu chimg va bd trg, c6 thé tién hanh rira

duomg tiéu héa dé loai thudc khoi co thé néu can thiét
Nhitng diéu cin than trong khi ding thuéc nay?

Khi nghi ngor loét da day, nén loai trir kha niing bénh e tinh vi diéu tri ¢6 thé 1am giam tri¢u chimg va
gay tro ngai chén doan bénh. Than trong ddi véi cac bénh nhan ri loan chirc ning gan.

Tré em

Piéu tri véi cac thude trc ché proton ké ca rabeprazol, c6 thé lam ting nguy co nhiém khuin duong
tiéu hoa véi Salmonella, Campylobacter va Clostridium difficile

Khéng duoc chi dinh két hop natri rabeprazol véi atazanavir.

Piéu tri kéo dai hon mdt ndm vdi rabeprazol can dugc giam sat dinh ky vi nguy co gdy xuong dui, cot
song, cd tay.

Thube c¢6 thé 1am giam magnesi huyét, do d6 can than trong khi sir dung thude.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Chéng chi dinh véi phu nif mang thai va phu nit cho con b.

Cac thir nghiém trén chudt c¢bng cho théy, thudc c6 thé qua nhau thai va sita me. Do d6, khong sir dung

cho phu nir mang thai va cho con bu.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC:
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14.

15.

16.

17.

Téc dung phu ciia natri rabeprazol ¢6 thé giy dau dfu, suy nhuge, sét. Do dé néu dugc chi dinh natri

rabeprazol, bénh nhén can tranh cong viéc 1ai xe va vin hanh may moéc.
. hl 2 ; r — -~
Klii nao can tham van bdc si, dwgc si?

Tham vén béc s§ néu gip phai tac dung khéng mong mubn khi sir dung thudc.

Néu cin thém théng tin xin héi ¥ kién béc si hozc duoc st

Han ding cita thubc?

36 théng k& tir ngay san xuét.

Tén, dia chi ciia nha san xuét

MEDICA KOREA CO., LTD.

96, Jeyakgongdan 4-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Han Qubc

Ngay xem xét sita ddi cdp nhit lai npi dung hudng din siv dung 7170/ —

.. T TO THONG TIN CHO CANBQ Y TE - ]

VU S |

CAC PAC TINH DUQC LUC HQC

Nhém duge 1Y : Thude khéng acid, chéng trao nguoc & chéng loét

Ma ATC: A02BC04

Natri rabeprazol thudc nhém cic hop chét giam tiét acid dich vi nhung khéng thé hién tinh khéng
cholinergic hoiic tinh chét d8i khéng histamin & receptor H2, nhung ngan chin tiét acid da day bing cach trc
ché enzym H', K* ATPase tai mit tiét cta 1€ bao thanh da diy. Béi vi enzym nay duoc coi nhu 13 bom
proton (acid) vao da day nén rabeprazol natri d& dugc mé ta nhur la mot chét rc ché bom proton-da day.
Natri rabeprazol ngin chin buéc cudi ciing cta qué trinh tiét acid da day.

CAC PAC TINH DUQCPONG HQC:

Sau khi udng natri rabeprazol, ndng do dinh trong méu dat dugc sau 2-5 gid, thoi gian ban hity trong
huyét twong tir 1- 2 gio. Sinh kha dung cia natri rabeprazollidu ding theo dudng udng bang 52% so
véi dudng tiém tinh mach. Ty 1& gin két clia natri rabeprazol véi protein huyét turong khoang 96,3%.
Natri rabeprazol dugc chuyén héa tai gan béi hé théng cytocrom P450 3A (cho chuyén héa sulfon)
va tai cytocrom P450 2C19 (cho chuyén héa desmethyl rabeprazol). Dung theo dudng ubng khoang

W
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90% thubc dugc thai trir qua nude tiéu & dang chuyén hoéa acid carboxylic, glucuronid va acid
mercapturic, dang chuyén héa ctia natri rabeprazol ciing duge phat hién & phén. Khéng phét hign
dang khong chuyén héa ctianatri rabeprazol & nude tidu ciing nhu & phan. Khéng c6 bing chimg vé

sy tich lfiy natri rabeprazol.
CHI PINH

- Bénh trao nguoc da day- thyc quan.
- Loét da day, ta trang.

- Hoi ching Zollinger-Ellison.

CHONG CHI PINH

- Bénh nhan min cam v&i natri rabeprazol hodc véi bt ky cac thanh ph?a,n nao ctia thude.
- Phu nir mang thai va phu nir cho con bu.
LIEU DUNG VA CACH DUNG

Pwong dung: Pwong udng
Thuéc nay chi nén ding theo sw ké don ciia thay thuébc.

Thube dung duong ubng. Dung theo su chi dan cua bac sy diéu tri. Dung thudc vao bubi séng, trude
bita dn, nén uong nguyén vién thudc, khéng nhai hodc bé vién.
Chi diing cho ngueoi lon

- Bénh thuc quan hdi luu: 20mg/ngay, ding trong 4- 8 tudn.

- Loét da day, ta trang: 20mg/ngay, ding trong 4 tudn.

- Hoi chimg Zollinger- Ellison: 60mg/ngay, diéu chinh liéu dung tiy theo déap (mg bénh ly.

Suy chirc ndng thdn va gan: khong can hiéu chinh liéu & bénh nhan suy chitc nang thén va gan via
va nhe.
Sir dung ¢ tré em: Than trong khi dung cho tré em, do d6 an toan khi sir dung natri rabeprazol cho tré

em chua duge xac dinh (chua cé céac thir nghiém lam sang day du)
CAC TRUONG HQOP THAN TRONG KHI DUNG THUOC

- Khi nghi ngd loét da day, nén loai trir kha ning bénh ac tinh vi diéu tri c6 thé lam giam triéu chimg va
gdy tré ngai chin doan bénh. Than trong déi v6i cac bénh nhén rbi loan chire nang gan.

- Tréem

- Diéu tri v6i cac thude trc ché proton ké ca rabeprazol, ¢6 thé 1am tang nguy co nhiém khuin duong tiéu

héa véi Salmonella, Campylobacter va Clostridium difficile

W
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- Khoéng duge chi dinh két hop natri rabeprazol v6i atazanavir.
- Diéu trj kéo dai hon mét ndm véi rabeprazol can dugc giam sat dinh ky vi nguy co gdy xuong dui, cot
séng, cd tay.

- Thubc c6 thé 1am giam magnesi huyét, do d6 cin than trong khi sir dung thude.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Chéng chi dinh v6i phu nit mang thai va phy nit cho con bu.

Céc thir nghiém trén chudt cdng cho thiy, thude cé thé qua nhau thai va sita me. Do d6, khong sir
dung cho phu nir mang thai va cho con bu.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Téc dung phu cuia natri rabeprazol c6 thé gdy dau dau, suy nhugc, s6t. Do d6 néu duoc chi dinh natri
rabeprazol, bénh nhan can tranh cong viéc li xe va van hanh may méc.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC

Natri rabeprazol Grc ché chuyén héa cyclosporin, din dén tang ndng do cyclosporin trong huyét
tuong. Nghién ciru trén ngudi tinh nguyén cho thiy nong do cyclosporin cao hon néng do binh
thuong sau 14 ngay dung liéu 20mg natri rabeprazol.

Natri rabeprazol lam giam tiét acid dich vi do d6 s& anh hudng dén nhimg thudc hap thu phu thude
vao pH da day. Khi dung dbng thoi voi natri rabeprazol thi sinh kha dung cua ketoconazol giam
khoang 30%, trong khi dé dién tich duéi duong cong (AUC) va ndng do t6i da (Cmax) cta digoxin
tang lan luot 1a 19% va 29%.

Natri rabeprazol lam ting pH da day (do uc ché bom proton), do d6 lam giam hap thuatazanavir/
ritonavir khi sir dung dong thoi, lam giam déng ké nong do atazanavir/ritonavir trong huyét twong,
khong dam bao hiéu qua diéu tri.

TAC DUNG KHONG MONG MUON

; . | Thojomg gap It gip Hiém gip £ L
S (>1/100 >1/1 000 >1/10 000 (fi“;l'('}‘;g‘m
i} g <1/10) <1/100) < 1/1 000)
Nhiém trung va Nhim triing

nhiém ki sinh triing

Giam bach cau

Rdi loan hé tao mau trung tinh
va lympho Giam hogc tang
bach cau

Giam tiéu cau
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R&i
dich

loan hé mién

Phan Gng di
ting hé thong
cép tinh (vi du
sung mat, ha
huyét ap va khé
tho)*

Ro6i loan dinh dudng

va chuyén héa Chifn 50
R6i loan tam than __| Mat ngu Bon chon Tram cam
Roi loan hé than | Nhic dau,
kinh chéng mat
A “
R&i loan mit R.ql e, iy
gidc
x TR AR ‘a g
RG6i loan ho hap, Via Viém phe quan
5 £ iém hong o
nguc va trung that Viém miii Viém xoang

Réi loan tiéu hoa

Tiéu chay, non,
buén nén, dau
bung, tdo bon,
day hoi

Khé tiéu, kho
miéng, ¢ hoi

Viém da day,
viém miéng, roi
loan vi giac

Viém gan, vang

da, bénh ndo
gan**
Ban do da
dapg, hoai tr
biéu bi do
£y O Ngu'a tang tlet .x 5
RoOi loan da va md - z. | nhiem  doc
s Ban do da* mo  hoi, noi ke
dudi da ” (TEN), hoi
boéng nudce :
chimg
Steven-
Johnson

R&i loan co xuong,
ket

Pau khong dic

Pau co, vop bé

md lién va | 1ea 4 .

Xifong hiéu/ dau lung | chan, dau khép

R'cil loan than va Nh‘lem Mtrung Viém thén ke
niéu dudng niéu

Roi loan chung va
tinh trang tai vi tri
dung thuoc

Suy nhuge, hoi
chimg gia cum

Pau nguc, 6n
lanh, sot

Xét nghiém

Tang
gan**

men

Tang can

* Do da, nm bong nudc va phan ung di img hé théng cap tinh thuong bién mat sau khi

ngung thude

** Hiém bao cao vé bénh ndo gan & bénh nhan xo gan. Trong diéu tri nhng bénh nhan bi
rdi loan chirc nang gan nang, bac si duge khuyén than trong khi khoi dau diéu tri voi

Rabeum 20 mg & nhom ddi tugng nay

Hudng dan cdach xir tri ADR
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Céac tac dung khong mong mudn thuong giip nhu dau bung, ia chay, nhic dau, mét moi thudng hét
khi tiép tuc didu tri, rat it khi phai ngimg thube.Céc tridu chimg khac néu kéo dai phai ngimg thude
hodic chuyén sang thude khac.

Théng bdo ngay cho bdc si hodc dwoc si khi gdp phai cdc tic dung phu cia thuéc.

. QUA LIEU VA CACH XU TRi

Chua ¢6 dit lidu vé sir dung qua lidu trén ngudi. Natri rabeprazol lién két chit ch& véi huyét twong,
tham tach mau khong hiéu qua trong loai trir natri rabeprazol. Trong trudng hop qua liéu can tién hanh
. theo ddi didu tri triéu chimg va bd tro, c6 thé tién hanh rira duong tiéu hoa dé loai thude khoi co thé

néu can thiét.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO KHAC CUA THUOC (NEU CO).

TUQ.CUC TRUONG
P.TRUONG PHONG

Pliam Ghi Vin Hank




