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TRACH NHIEM TRON VEN Tel :(08) 37700 144

CONG TY CO PHAN DUGC PHAM SAVI (SaWipharm)
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Fax :(08) 37700 145 Email : svp@savipharm-vn,com

TO HUONG DAN SU DUNG THUOC

Rx =W ) Thudc bdn theo don
Thudc com uong SaViEsomeprazole 10

THANH PHAN :

- Esomeprazol (dang magnesi dihydrate, dudi

dang vi hat bao tan trong rudt) 10,0 mg

=aidugc vira/du e e 1 g6i 650mg
(Ta dugc ctia vi hat Esomeprazol: Glyceryl
monostearat, hyprolose, hypromelose,
methacrylic acid copolymer, celulose vi tinh
thé, parafin, macrogol, polysorbat 80,
crospovidon, natri stearyl fumarat, tricthyl
citrat. Céac ta duoc khac: Lactose monohydrat,
xanthan gum, PEG 6000, PEG 400, povidon
K30, bot mui chanh, acid citric, magnesi
stearat)

DANG BAO CHE :
Thudc com udng (chtra vi hat bao tan trong
rudt).

DUQC LUC HQC:

Esomeprazol la dang dong phan S cua
omeprazol, dugc dung tuong tu nhu omeprazol
trong diéu tri loét da day - ta trang va bénh trao
ngugc da day - thuc quén.

Esomeprazol gén v6i H'/K" - ATPase (con goi la
bom proton) ¢ t€ bao thanh ctia da day, trc che déc
hiéu hé théng enzym nay, ngan can budc cudi cling
clia sir bai tiét acid vao long da day. Vi véy
esomeprazol co tdc dung trc ché da day tiét acid co
ban va ca khi bj kich thich do bét ky tac nhan nao.

DUQC PONG HOC:

Esomeprazol hap thu nhanh sau khi udng, dat
ndng do cao nhét trong huyét tuong sau 1 - 2 glcr
Sinh kha dung cua esomeprazol ting 1én theo liéu
ding va khi dung nhic lai, dat khoang 68% khi
dung liéu 20 mg va 89% khi dung liéu 40 mg.
Thirc An lam chdm va giam hép thu esomeprazol
dién tich dudi dudng cong (AUC) sau khi udng 1
litu duy nhit esomeprazo[ 40 mg vao bira dn so
voi lic doéi giam tr 33% dén 53%. Do dé6
esomeprazol phai udng it nhat 1 gid trude bira an.
Khoang 97% esomeprazol gén vao protem huyét
twong. Thé tich phén bd khi néng dé thube 6n dinh
& nguoi tinh nguyén khoe manh 1a 16 lit. Thudc

chuyén héa chu yéu & gan nhd isoenzym
CYP2CI19, hé enzym cytochrom P4sg, thanh cac
chét chuyén héa hydroxy va desmethyl khéng con
hoat tinh. Phan con lai dugc chuyén héa qua
isoenzym CYP3A4 thanh esomeprazol sulfon. Khi
dung nhic lai, chuyén héa budc dau qua gan va do
thanh thai cua thudc giam, c6 thé do isoenzym
CYP2C19 bj tc ché. Tuy nhién, khong cé hién
tuong tich luy thudc khi ding mdi ngay 1 l4n. O
mot sb ngum vi thiéu CYP2C19 do di truyen (15 -
20% nguoi chau A), nén lIam cham chuyén héa
esomeprazol, dan dén gia tri AUC ting cao khoang
2 lan so v6i ngudi cé dii enzym. Nira doi thai trir
llOl1g huyét tuong 1 - 1,5 gio. Khoang 80% liéu
udng duogc thai trir dudi dang cac chét chuyén héa
khéng c6 hoat tinh trong nudc tiéu, phén con lai
dugc thai trir trong phan Dudi 1% chét me dugc
thai trir trong nudc t[eu J ngudi suy gan ndng, gia
tri AUC & tinh trang én dinh cao hon 2 - 3 lan so
vOi nguoi c6 chirc nang gan binh thuong, vi vay
phai giam liéu esomeprazol & nhitng ngudi bén
ndy, liéu ding khéng qua 20 mg mdt ngay.

e‘
Q(

Cic s liGu an toan tién 1im sang
Nhitng nghién ctru “bic cau” tién 1am sang khéong
phat hién nguy co ddc biét nao cho ngudi, dya theo
nhitng nghién ciru thuimg qui vé doc tinh liéu lap
lai, doc tinh trén gen, va dgc tinh trén su sinh san.
Nhitng nghién cru vé kha nang gy ung thu &

chudt khi diing hdn hop dong phén cho thay c6 su ;
ting san va u 4c tinh té bdo ECL cua da day.
Nhiing tdc dong trén da day ¢ chudt la két qua thir
cap cua xudt huyét tiéu héa d at kéo dai lam giam
san xuét acid da day va dugc quan sét & nhiing

e

chudt diéu trj dai ngay véi cc chat tic ché tiét acid
da day. ,
CHI PINII PIEU TRI:

Esomeprazol 12 loai thuc chira loét da day — t4
trang thugc nhom trc ché bom proton dugc chi
dinh cho céc trudng hgp sau:
- Loét da day - té trang lanh tinh.
- Hgi chirng Zollinger-Ellison.
- Bénh trao nguoc da day - thuc quén ndng (viém
thuc quén trgt xudc, loét hodc that hep thuc quan
dugc xac dinh bang ndi soi).

2
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- Phong va diéu tri loét da day - ta trang do dung
thuéc chdng viém khong steroid (NSAID).
- Két hop v6i mot phac dd khang khuén thich hop

dé diét trir H. pylori va : £
* Chifa loét t4 trang c6 nhiém Helicobacter

pylori.
* Phong ngtra tai phat loét da day - ta trang O
bénh nhan loét cé nhiém H. pylori.
LIEU LUQNG VA CACH DUNG :

Thudc nay chi ding theo sy ké don ciia bdc st
Cdch ding :

Esomeprazol dugc dung dudi dang mudi
magnesium dihydrate, nhung liéu dugc tinh theo
esomeprazol. Esomeprazol magnesi dihydrate
10,84 mg tuong duong véi 10 mg esomeprazol.

Esomeprazol khong én dinh trong méi trudng
acid, nén phai bao ché dudi dang bao phim tan
trong rudt dé thudc khong bi pha hiy & da day va
tdng sinh kha dung. Khong dugc tan nghién hoic
nhai bt thudc trong goi.

Liéu lwong :
Liéu diing cho bénh nhan trén 18 tuéi:
Ubng thudc it nht mot gios trudce biva an.

- Diéu tri bém’t trao ngwoc da day - thure qudin
ngdng cd viém thuc quan
Uong moi ngay mot 14n 20 - 40 mg trong 4 - 8
tudn, c6 thé udng thém 4 - 8 tudn nira néu van con
triéu chung hoc biéu hién cia viém qua ndi soi.

- Diéu tri duy tri sau khi da khéi viém th we
quan:

Udng mdi ngay mét lan 20 mg, c6 thé kéo dai tdi 6
thang.

- D phong loét da day ¢ nhitng nguéi cé nguy
co cao vé bién chung (o da. day - ta trang, nhung c6
yeu cdu phai tiép tuc diéu tri bang thudc chéng
viém khong steroid : Udng mdi ngay 20 mg.

- Diéu tri triéu chieng bénh trao nguwrgc da day -
tlm‘c quan, nlumg khong bj viém thyc quén : Uong
mdi ngdy mt lan 20 mg trong 4 tuan, c6 thé udng
thém 4 tuin nira néu céc triéu chirng chua khoi
hoan toan.

- Diéu tri loét da r!ay do dtmg thubc chong viém
khong steroid : Udng mbi ngay mot 14n 20 mg
trong 4 - 8 tuan.

- Diéu tri loét da day - td trang cé Helicobacter
pylori : Esomeprazol 13 mgt thanh phan trong ché
do diéu tri cing véi khang sinh, vi du phéac do 3
thudc (cung véi amoxicilin va clarithromycin).
Ubdng esomeprazol mbi 1an 20 mg, ngay 2 Iin
trong 7 ngay, hogc mi ngdy mot lan 40 mg trong
10 ngay. (Amoxicilin moi lan 1,0 g, ngay 2 lan va
clarithromycin méi lan 500 mg, ngay 2 lan trong 7
hay 10 ngay).

- Diéu tri hoi chitng Zollinger — Ellison :

Liéu kh&i dau khuyén cdo ctia Esomeprazol 1a
40mg, 1 lan/ngdy. Sau d6 diéu chinh liéu theo dap
ung cua ting bénh nhén va tiép tuc didu tri khi con
chi dinh vé mat lam sang. Khi triu ching da kiém
soat dugc, c6 thé dung phiu thuat dé cit u. Neu
khong cét bo u dugc hoan toan, phai dung thubc
lau dai.

Ngueoi !é"n thuong chirc ndng than :

Khéng cén phai giam liéu & ngudi tn thirong chirc
nang than.

Ngueoi t6n thiwong chiec ning gan :

Khong cén phai giam liéu & nguoi ton thuong chirc
ndng gan & mic do tir nhe dén trung binh. 0 bénh
nhan suy gan ning, khong nén ding qué liéu tbi da
20 mg esomeprazol.

Liéu ding cho bénh nhén tré em

- Diéu tri tri¢u chirng bénh trao ngwoc da day -

thue quin 3 :
a) Tré em tic 12 den 17 tuoi:

Piéu tri ngén han : Udng 20 — 40mg/ngdy trong
8 tuan i
b) Iré em tir 1 dén 11 tuoi:

Diéu tri ngin han : Udng 10mg/ngdy trong 8
tuan
- - Diéu tri bénh trao nguge da day - thue quan
cd viém thyc quan:
c) Tré em tir 1 dén 11 tudi:

- Tré em c6 thé trong < 20kg
10mg/ngay trong 8 tuan

- Tré em c6 thé trong > 20kg
20mg/ngay trong 8 tuan

Nguoi cao tudi : ;
a " A a wd 3w .
Khéng can diéu chinh licu & ngudi cao tudi.

CHONG CHI DINI:

: Ubng

: Udng 10mg —
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- Qua man véi esomeprazol, phan nhém
benzimidazol hozc c4c thanh phan khéc ctia thudc.
- Qua mén véi céc thude trc ché bom proton.

- Phu nir ¢ thai va cho con bu

CANH BAO VA THAN TRONG KHI SU
DUNG

- Trude khi dung thudc tic ché bom proton, phai
loai trlr kha nang ung thu da day vi thudc c6 thé
che l4p tridu chimng, lam cham chan dodn ung thu.
Thén

trong khi ding & nguoi bi bénh gan, ngudi mang
thai hoéc cho con bt.

- Phai than trong khi ding esomeprazol kéo dai vi
c6 thé gy viém teo da diy. Phai than trong khi
dung cho tré dudi 18 tudi vi do an toan va hiéu qua
chua dugc xac dinh.

Thubc khong dugc khuyén céo ding cho tré em.

- Khi ké toa esomeprazol dé diét trir H pylori, nén
xem xét cac tuong tac thubc cé thé xay ra trong
phéc do diéu tri 3 thubc.

TUONG TAC VOI CAC THUOC KHAC,
CAC DANG TUONG TAC KHAC:
* Tac dong cua esomeprazol trén dugc dong hoc
ciia cdc thuée khdc
- Do trc ché bai tiét acid, esomeprazol lam ting pH
da day, anh hudng dén sinh kha dung cua céc
thudc hip thu phu thudc pH (tirc lam giam su hép
thu) : ketoconazol, itraconazol.
- O nguoi tinh nguyén khde manh, khi dung 40mg
esomeprazol chung vdi cisaprid, dign tich dudi
dudng cong biéu dién ndng do cisaprid trong huyét
tuong theo thoi gian (AUC) tang 1én 32% va thoi
gian ban thai cisapride kéo dai thém 31% nhung
nong d¢ dinh cisapride trong huyét tuong tang lén
khong dang keé.
- Esomeprazol tc ché CYP2C19, men chinh
chuyén héa esomeprazol. Do vy, khi dung chung
esomeprazol véi céc thudc chuyén héa bing
CYP2C19 nhu diazepam, citalopram, imipramin,
clom:pramm phenytoin, ... nong do céc thuéc nay
trong huyet tuo*ng co the ting va can giam lidu
dung. Diéu nay can dic biét chu y khi ké toa
esomeprazol cho diéu trj theo nhu cau.

- (0 nguoi tinh nguyén khée manh, sir dung dong
thoi omeprazol (40mg, 1 lan/ngdy) va atazanavir

300mg + rifonavir 100mg lam giam déng ké ndng
dé va thoi gian tiép xlic atazanavir (giam AUC,
Cmax va Cmin khoang 75%). Tang liéu atazanavir
dén 400mg da khéng bu trir tac dong cla
omeprazol trén nong do va thoi gian t1ep xuc
atazanavir. Khong nén phdi hop céc thude trc ché
bom proton, ké ca esomeprazol véi atazanavir.

- Esomeprazol da dugc ching minh 1a khong c6
tac dong dang k& vé 1am sang trén dugc dong hoc
cuia amoxicilin, quinidin.

* Tdc dgng cua cdc thuéc khdc trén duge dong hoc
cua esomeprazol

- Esomeprazol duoc chuyén héa bdi CYP2CI9 va
CYP3A4. Khi ding dong thdi esomeprazol véi
mot chit e ché CYP3A4, clarithromycin (500mg
2 lan/ngay) lam tang gap doi dién tich dudi dudng
cong (AUC) cua esomeprazol.

TRUONG 1IQP CO THAI VA CHO CON BU:

Thoi ky mang thai

- Chua cé nghién cGu ddy da khi dung
esomeprazol ¢ ngudi mang thai. Trén dong vat,
chudt cong lrang uong _esomeprazol liu 280
mg/kg/ngay (gap 57 lan liéu dung trén _nguoi tinh
theo dién tich bé mit co lhe) va tho ubng liéu 86
mg/kg/ngay (gap 35 lan liéu dung trén ngufn tinh
theo dlen tich bé mat co thé) da khong thdy béng
cht.rng vé suy giam kha nang sinh san hogc doc doi
v6i thai do esomeprazol. Tuy nhién, chi sir dung
esomeprazol khi thét can thiet trong thoi ky mang
thai.

Thoi ky cho con bit
- Chua biét esomeprazol c6 bai tict vao sira nguoi

hay khong. Tuy nhién da do dugc nong do cua
omeprazol trong sira ctia phu nit sau khi uong 20
mg omeprazol.

- Esomeprazol c6 kha ndng géy ra céc tic dung
khong mong muén nghiém trong & tré bu me, vi
vay phai quyét dmh ngung cho con bu hodc ngtrng
thudc, tiy theo tdm quan trong clia viéc dung thudc
déi véi ngudi me.

TAC DONG CUA THUOC KHI LAI XE &
VAN HANH MAY MOC
Khong c6 tac dong
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Thong bdo cho Bdc si nhitng tdc dung khong
mong muébn
gdap phai khi st dung th uébc

TAC DUNG KHONG MONG MUON CUA
THUOC (ADR)

Nhin chung, esomeprazol dung nap tot ca khi str
dung trong thoi gian ngén va/hodc thoi gian dai.
Céac phan ng khéng mong muon dugc sdp x€p
theo tan suit xay ra.

Thuong gdp, ADR > 1/100
- Toan than : Pau dau, chéng mit, ban ngoai da.
- Tiéu héa : Budn nén, nén, dau bung, tiéu chay,
tho bon, ddy hoi, khd miéng.
It gap, 1/1000 < ADR < 1/100. '

- Toan than : Mét moi, budn ngl, mat ngt, phat

ban, ngtra.

- Réi loan thi giéc.

Hiém gdp, ADR < 1/1000

- Toan than : Sét, dd mo hoi, phu ngoai bién, rqﬁn
cam véi anh séng, phan (mg qua mén (bao gém
may day, phi mach, co thit phé quan, séc phan
ve).

- Than kinh trung vong : Kich dong, trdm cam, Id
&n ¢4 héi phuc, 4o gidc & ngudi bénh ning.

- Huyét hoc : Chirng mét bach cau hat, giam bach

cdu, giam tiéu cau.

- Gan : Tédng enzym gan, viém gan, vang da, suy

chirc ndng gan.

- Tiéu héa : Rdi loan vi giéc.

- Co xuong : Pau khédp, dau co.

- Tiét niéu : Viém thén ke.

-Da: Ban bong nudc, hdi ching Stevens-
Johnson, hoai tir biéu bi nhiém ddc, viém da.

- Do lam giam d acid cta da day, cac thudc trc
ché bom proton c thé lam ting nguy co nhiém
khuén & dudng tiéu hoa.

PHO CUC TRUONG

Npuyin Vit Homg

Hicong dan cdch xir riADR
Phai ngung dung thudc khi c6 biéu hién tac dung
khéng mong mudn néng.

QUALIEU :
Cho c‘{én nay cé rat it kinh nghiém vé viéc dung
qua liéu co6 chu dich. Cac triéu ching dugc mo ta
c6 lién quan dén viéc dung liéu 200mg 12 céc triéu
clu’rng‘lrén duong tiéu hoa va tinhﬂtrang mét moi.
Céc lieu don 80mg esomeprazol van an toan khi sir
dung. Chua c6 chat giai doc déc hiéu. Esomeprazol
gan ket manh vdi protein huyét tuong va vi vay
khong dé dang phan tach. Trong truong hop qua
lieu, nén diél[ tri triéu chirngva str dung cac bién
phép ho trg tong quat.
DONG GOI : G6i 650mg — hdp 14 gbi, kém theo
to hudng dan sir dung.
BAO QUAN : Noi khd, nhiét d6 khéng qua 30°C.
Trénh énh sang.
TIEU CHHUAN AP DUNG : Tiéu chuén co so.
HAN DUNG : 36 théng ké tir ngay san xuat.
Dé xa r(:;m tay cua tré em.
Doc ky huong dan si dung tricde khi ding,
Néu can thém théng tin, xin héi y kién Bdc sf.

TRACH KHIEM TRON VEN

Sin xuit tai : CTY CO PHAN DUQC PH;
( Sawvipharm J.S5.C)

TP.HCM
Dié¢n thoai : (84.8) 37700144-143-142
Fax : (84.8) 37700145

Tp. HCM, ngdy ©4 théng 02 nam 2013
KT. TONG GIAM DOC




