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HOp 3 vix 10 vién nén bao tan trong rudt

Dosage: As directed by the physician
Store below 30C.

Protect from moisture and light
Indications, contraindications: Read
Inside leaflet.

Read instruction before use.

Keep out of reach of children,
TABLET TO BE SWALLOWED
WHOLE, NOT CHEWED.
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T& hwéng dan sir dung
Rx: Thudc ban theo don

ZESOM

(Natri rabeprazol 20mg)
Poc kj huwdng din sie dung trieée khi ding
Néu cdn thém théng tin xin héi y kién bdc sy, dwoc s.

[Tén thude] ZESOM

[Thanh phén)

MJi vién nén bao tan & rudt chia:
Hoat chdt:

Natri rabeprazol........ccceceuenee. 20,00mg

Td_duwoc: mannitol, natri carbonat anhydrous, polyvinyl pyrolidon K30, magnesi stearat,
crosspovidon, cellulose vi tinh thé 102, aerosil, talc, sit oxit yellow, titanium dioxid, diethyl
phthalat, cellulose acetat phthalat.
[Dang bao ché] Vién nén bao tan & rudt.
[Quy cach dong g6i] Hop 3 vi x 10 vién.
[Chi dinh] q)/
ZESOM dugc chi dinh trong céc trudng hgp sau:
Bénh trao ngugc da day- thue quan.
Loét da day, ta trang.
Hoi ching Zollinger-Ellison.
[Liéu hrong va cich ding]
Thudc ding dudng udng. Ding theo sur chi dén cia béac sy didu trj. Dung thude vao budi sang, trudc
bira an, nén udng nguyén vién thubc, khong nhai hodc bé vién.
Chi dung cho nguoi lon

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

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

- Hoi ching Zollmger- Elllson 60mg/ngay, diéu chinh liéu ding tiy theo dap Lrng bénh ly.
Suy chitc ndng thdn va gan: Khong cin hiéu chinh lidu & bénh nhan suy chirc nang than va gan vira
va nhe.
St du.ng o tré em: Than trong khi dung cho tré em, do d9 an toan khi sir dung natri rabeprazol cho
tré em chua duge xac dinh (chua c6 cac thir nghiém lam sang day du).

Thudc chi diing khi ¢6 sy ké don ciia Bic si.

[Chéng chi dinh]
Bénh nhan mén cam véi natri rabeprazol hodc véi bat ky cac thanh phan nao cta thude.
[Thén trong] <A By
- Khi nghi ngd loét da day, nén loai trir kha ning bénh éc tinh vi dié trrco thé lﬁrp
va gdy tr¢ ngai chdn doan bénh. Than trong doi véi cac bénh nhan o
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- Tré em
- Phu nif ¢6 thai, phu nir cho con bi.
[Tac dung khéng mong mudn]

; Thwong gi itga Hiém gi g v o
Nhigm-co (>1f1go%' d (>1f% 000 (>1f10g00[:} = ey
qusn b thong <1/10) <1/100) <1/1 000) (51 20°000)
Nhiém tring
va nhiém ki Nhiém triing
sinh tring
Giam bach cau
Réi loan hé tao trung tinh
mau va lym Giam hodc tang
phd bach ciu
Giam tiéu cu
Phan (mg di img
Réi loan hé h¢ thong cap tinh
midich L s q,\/
a huyét dp va
kho tho)*
Réi loan dinh
dudng va Chaén &n
chuyén hda
Bol ﬁ:gg e Mét ng Bon chén Trim cam
Réi loan he | Nhire ddu, chong
thin kinh mt
Roi loan mit Rdi loan thi gidc
R6i loan ho Ho . I
£ : o5 Viém phé quan
hap, nguc va Viém hgng Vidmxoang
trung that Viém mii

Tiéu chay, ndn,

xuong, mo ién | hiéu/ dau lung

chén, dau khép

Woiloaniity | bubn ooy | KRGS kG | CW Sudag
: i = ; viém miéng, roi
héa bung, tao bon, miéng, ¢ hot !
1 ; loan vi giac
day hoi
Viém gan, vang
da, bénh nio
gan**
Ban dd da dang,
e e ek hoai tir biéu bi
2. X Negira, ting tiét AN
Raéi loan da va Ban d& da* m hoi, nbi borig do nhiém doc
mb dudi da - V- (TEN), hai
nurae :
chimg Steven-
A s~ _Johnson
R&i loan co Pau khong déc Bau co, vop bé “e
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két va xuong
ROi l\oa!‘lﬁthan Nhiém trl_JPg Viém than k&
va niéu dudng ni¢u
R6i loan chung
va tinh trang Suy nhugc, hoi Pau nguc, 6n
tai vi tridung | chimg gia cim lanh, sbt
thude
Xét nghiém Tang men gan** Tang cén
* Po da, nbi bong nurde va phan (g dj img hé {héng cap tinh thudmg bién mat sau khi ngung
thudc
** Hiém béo cao vé bénh ndo gan & bénh nhan xo gan. Trong diéu tri nhig bénh nhan bj rdi
loan chirc ning gan ning, bac si duge khuyén than trong khi khéi dau diéu tri véi ZESOM &
nhém d6i tugng nay

Théng bdo ngay cho bdc sy khi gdp phdi cdc tdc dung khéng mong muon ciia thubc.
[Twong tac thudc] ql/
Natri rabeprazol trc ché chuyén héa cyclosporin, din dén ting ndng do cyclosporin trong huyét
twong. Nghién clru trén ngudi tinh nguyén cho thdy néng do cyclosporin cao hon ndng d6 binh
thudng sau 14 ngay ding liéu 20mg natri rabeprazol.

Natri rabeprazol lam giam tiét acid dich vi do d6 s& anh hudng dén nhiing thudce hép thu phy thuge
vao pH da day. Khi ding dong thoi véi natri rabeprazol thi sinh kha dung cia ketoconazol giam
khoang 30%, trong khi dé dién tich dudi duong cong (AUC) va ndng d6 tbi da (Cmax) cia digoxin
tang lan luot 14 19% va 29%.

Natri rabeprazol lam ting pH da day (do trc ché bom proton), do d6 lam giam hép thu atazanavir/
ritonavir khi sir dung ddng thdi, lam giam dang k& ndng do atazanavir/ritonavir trong huyét tuong,
khong dam bao hiéu qua diéu tri.

[Sir dung thudc cho phu nir ¢6 thai va cho con bii]

Phu nir c6 thai: Chua cé nghién ciru cu thé vé tac dung phu clia thudc trén phu nir c6 thai. Cac
nghién ciru trén dong vét khong thdy c6 anh hudng téi thai nhi & lidu théng thuong. Tuy nhién cac

' nghién ciru trén dong vét khong thé tién doan hét két qua trén ngudi. Do d6 chi sit dung natri
rabeprazol cho phu nir c6 thai khi can nhic loi ich va nguy co.

Phu ni¥ cho con bi: Vi nhiéu thudc ¢6 thé xuit hién trong sira me, c6 thé anh hudng téi tré. Do d6
cin thén trong khi sir dung natri rabeprazol cho phu nir cho con bu.

[Anh hudng dén kha niing lii xe va vin hanh may méc]

Téc dung phu cua natri rabeprazol cé thé gly dau dau, suy nhuoe, sét. Do d6 néu duge chi dinh natri

rabeprazol, bénh nhan can tranh cong viéc 1ai xe va van hanh may méc.

[Péc tinh dwgc lwe hoc]

Natri rabeprazol thugc nhém céc hop chét giam tiét acid dich vi nhung khéng thé hién tinh khang
cholinergic hodc tinh chét ddi khang histamin & receptor H2, nhung ngan chin tiét acid da day bang
céch trc ché enzym H', K* ATPase tai mit tiét clia té bao thanh da day. Béiaj enzym nay duoc coi

P ’
ota lh']"u< 3 mot chat (rc ché
t el da day:”
ey

nhu la may bom proton (acid) vao da day nén natri rabeprazol da du,
bom proton-da day. Natri rabeprazol ngan chin budc cudi ciing c
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[Dwge dong hoc]
Sau khi udng natri rabeprazol, ndng do dinh trong mau dat dugc sau 2-5 gid, thoi gian ban hiy trong
huyét tuong tir 1- 2 gi. Sinh kha dung ctia natri rabeprazol liéu dung theo dudng udng bing 52% so
v6i dudng tiém tinh mach. Ty 18 gén két clia natri rabeprazol v&i protein huyét twrong khoang 96,3%.
Natri rabeprazol dugc chuyén hoa tai gan bai hé thng cytocrom P450 3A (cho chuyén hoa sulfon)
va tai cytocrom P450 2C19 (cho chuyén héa desmethyl rabeprazol). Diing theo dudng udng khoang
90% thudc duge thai trir qua nudc tidu & dang chuyén héa acid carboxylic, glucuronid va acid
mercapturic, dang chuyén hoa ctia natri rabeprazol cling dugc phat hién & phan. Khong phat hién
dang khong chuyén héa ciia natri rabeprazol & nude tidu ciing nhu & phan. Khong c6 bang ching vé
sy tich lity natri rabeprazol.
[Qui lidu]
Chua c6 dif lidu vé sir dung qua lidu trén ngudi. Natri rabeprazol lién két chit ché véi huyét tuong,
thdm tich mau khong hiéu qua trong loai trlr natri rabeprazol. Trong truong hop qua liu cén tién
hanh theo di diéu trj triéu chimg va bd trg, c6 thé tién hanh rira dudng tidu hoéa dé loai thude khoi
co thé néu can thiét.
[Bao quin] Béo quan dudi 30°C, tranh 4m va 4nh sang.
[Han diing] 36 thang ké tir ngay san xuit. Khong dung thude khi hét han sir dung. CF/
PE THUOC TRANH XA TAM TAY TRE EM.
Nha san xuit
ACI PHARMA PRIVATE LIMIT
172/A, Plot 135/A, IDA Bollaram Jinnaram Mandal, Medak, Andt:
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