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Leninrazol 40

Esomeprazole
(as magnesi dihydrate)

7 enteric-coated caplets x 2 blisters

COMPOSITION : Each caplet contains STORAGE : Kuphn&yphm SPECIFICATION : Manufacturer's
E, . e (as magnesi dihydrale) 40 mg do not store above 30°C

& e 1 caplet Protect from light.

INDICATIONS - CONTRAINDICATIONS - KEEP OUT OF REACH OF CHILDREN

DOSAGE - ADMIMISTRATION - PRECALTIONS - READ CAREFULLY THE LEAFLET

SIDE EFFECTS : See enclosed leaflt.
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TO HUONG DAN SU DUNG THUOC

Ry Thudc bén theo don

Vién nén dai bao phim tan trong rugt
LENINRAZOL 40
THANH PHAN

- Esomeprazol magnesium dihydrate
tuong duong Esomeprazol tesveraninnnennnann. 40,0 mg
- Tddwgcviradi.............ocooo............ | vien bao phim
(Pregelatinized starch 1500, microcrystalline cellulose 101, micro
crystalline cellulose 102, natri starch glycolate, povidon K 30,
colloidal| silicon dioxide, magnesi stearate, tale, eudragit L100,
polyethylene glycol 6000, titan dioxide, méu pink lake)

DANG BAO CHE:
Vién nén dai bao phim tan trong rugt.

DUQC LYC HQC

Esomeprazol 14 dang déng phan S cua omeprazol, duge ding
tuong ty nhu omeprazol trong diéu tri loét da day - t4 tring va bénh
trdo ngugc da day - thyc quan.

Esomeprazol gin véi H'/K* - ATPase (con goi I bom proton) & té
bao thanh cta da ddy, irc ché dic hi¢u h¢ théng enzym ndy, ngan can
budc cudi cing cia sy bai tiét acid vio Iong da day. Vi vay
esomeprazol c6 téc dung (rc ché da day tiét acid co ban va c4 khi bj
kich thich do bat ky t4c nhan nao.

DUGC PONG HQC:

Esomeprazol hdp thu nhanh sau khi uéng, dat ndng dj cao nhit
trong huyét tuong sau 1 - 2 gidy. Sinh kha dyung ciia esomeprazol ting
1én theo liéu ding va khi diing nhic lai, dat khoang 68% khi ding lidu
20 mg va 89% khi ding lidu 40 mg. Thirc an lam cham va giam hip
thu esomeprazol, dign tich du6i duomg cong (AUC) sau khi ubng 1
lidu duy nhét esomeprazol 40 mg véo bita &n so voi lic déi giam tir

+ 33% dén 53%. Do d6 esomeprazol phéi udng it nhit 1 gidr trude bira
in. Khodng 97% esomeprazol géin vdo protein huyét tuong. Thé tich
phan bé khi ndng d¢ thube én dinh & ngudi tinh nguyén khoe manh 1a
16 lit. Thudc chuyén héa chi yéu & gan nhi isoenzym CYP2C19, hé
enzym cylochrom Puso, thianh cic chét chuyén héa hydroxy va
desmethyl khong con hoat tinh. Phdn con lai duge chuyg-; héa qua

+isoenzym CYP3A4 thanh esomeprazol sulfon. Khi ding nhic lai,
chuyén h6a bute diu qua gan va d6 thanh thai cda thubc gidm, cé thé
do isoenzym CYP2C19 bj irc ché. Tuy nhién, khéng c6 hi¢n tugng tich
Iy thude khi ding méi ngay 1 14n. & mét s ngudi vi thidu CYP2C19
do di truyén (15 - 20% ngudi chau A), nén lam chim chuyén héa
esomeprazol, dan dén gié trj AUC tang cao khoang 2 I4n so vé ngudi
€6 dii enzym. Nira doi théi trir trong huyét tuong | - 1.5 git, Khodng
80% lidu udng dwge thai trix dusi dang céc chit chuyén héa khong c6
hoat tinh trong nudc tiéu, phin con lai duge thi trir trong phan. Du6i
1% chét me dugc thii trir trong nudc tid, 03 ngudi suy gan niing, gid
trj AUC & tinh trang én dinh cao hon 2 - 3 ldn so vai ngudi co chirc
ndng gan binh thutng, vi viy phai gidm lidu esomeprazol ¢ nhing
ngudi bénh ndy, liéu ding khong qué 20 mg mot ngly.

Duge ddng hoc ciia esomeprazol & ngudri dudi 18 tudi chua duge
nghién cin,

D liéu an todn tidn lim sing -
Nhimg nghién ciu “bic cAu” tién lam sdng khéng phét hign nguy co

diic bigt nao cho ngudi, dya theo nhilng nghién ciru thudmg qui vé déc
tinh lidu Igp lgi, doc tinh trén gen, va doe tinh trén syt sinh san, Nhimg
nghién ctru vé kha ning gy ung thu & chudt khi ding hén hep déng
phédn cho thiy cé sy ting san va u 4c tinh té bdo ECL cia da day.
Nhimg tdc dong trén da ddy & chudt 12 két qua thir chp ciia xudt huyét
tidu héa 6 at kéo dai 14m gidm san xudt acid da day va dugc quan sét &
nhimg chudt diéu trj dai ngdy véi céc chit irc ché tiét acid da day,

CHI DINH PIEU TR]

Esomeprazol 14 loai thude chita loét da day — t4 trang thudc nhom (e
ché bom proton dugc chi &l cho cac truomg hop sau;

- Hgi chimg Zollinger-Ellison.

- Bénh trdo ngugc da day - thyc quin nfing (viém thyc quan trgt
xudc, loét hofic thit hep thyre quan duge xéc dinh bling noi soi).

- Két hop v6i mét phic dd khang khudn thich hop dé digt trir
Helicobacter pyloriva chita loét t4 trang c6 nhidm Helicobacter
pylori.
LIEU LUQGNG VA CACH DUNG:

Thude nay chi diing theo si ké don cia bic i,

Esomeprazol duge ding duéi dang mubi magnesi dihydrat, nhung
lidu duge tinh theo esomeprazol. Esomeprazol magnesi dihydrat 43,4
mg twong duong v6i 40 mg esomeprazol,

Esomeprazol khong én dinh trong moi truong acid, nén phii bio
ché du6i dang vién nén bao phim tan trong rudt ds thudc khéng b pha
hiy & da day va tang sinh kha dyng. Phai nudt ca vién thudc, khong
duge nghién nho holic nhai,

Liéu ding cho bénh nhdn trén 18 tudi
Uéng thudc it nhét mot gitr truéc bira &n (nudt tron, khdng nhai hay
nghign nét vién thudc)..
- Diéu trj bénh trao nguge da day - thyc quan niing c6 viém thyc

uan:
?}émg mdi ngdy mot Idn 40 mg trong 4 - 8 tudn, c6 thé udng thém4 - 8
tudn nira néu van con trigu chimg hogc biéu hi¢n ciia viém qua ndi soi.
- Diéu trj loét da day - td tring cé Helicobacter pylori : :
Esomeprazol 1d mt thanh phén trong ché 49 didu trj ciing véi khang
sinh, vi dy phéc d6 3 thudc (cing véi amoxicilin va clarithromycin).
Udng esomeprazol mi ngdy 40 mg / lin trong 10 ngy, (amoxicilin
mdi Idn 1 g, ngay 2 14n v clarithromyein méi Iin 500 mg, ngdy 2 lin
trong 7 hay 10 ngay).
- Diéu trf hgi chimg Zollinger - Ellison:

Liéu khéi ddu khuyén cdo ciia Esomeprazol 14 40mg, 1 Iin/ ngdy.
Sau 6 diéu chinh lidu theo d4p img cila timg bénh nhan va tiép tyc /.
diéu trj khi con chi dinh vé& mat lam sang, Khi triéu chimg da kiém soat
duge, co thé ding phiu thuat dé cit u. Néu khéng cit bé u duge h
ton, phdi diing thudc l4u dai,

¥i chire ndng thén :
Khéng can phai gidm lidu & ngudi tén thuong chirc ning than.
Ji tin th b :
Khéng cén phi gidm lidu & ngubi tén thuong chirc nang gan & mirc d
tir nhe dén trung binh. & bgnh nhan suy gan niing, khong nén ding qué
liéu t5i da 20 mg esomeprazol.

Tré didi 18 tudi :
Khéng diing thuc cho tré du6i 18 tudi, vi chura c6 dir ligu vé d an
todn va higu qua.

Newdi cao tudi': Khéng cin didu chinh lidu & ngudi cao tudi,

CHONG CHI DINH:

- Tién sir qua mn véi esomeprazol, phan nhém benzimidazol hofic cic
thnh phin khéc ctia thubc,

- Qué mdn v6i céc thudc irc ché bom proton,

Théng bdo cho Bdc sT nhimg tdc dung khong mong muén
&ap phdi khi sit dung thuéc

CANH BAO VA THAN TRONG KHI S{ DUNG

- True khi ding thudc irc ché bom proton, phai loai trir kha ning ung
thu da day vi thude c6 thé che 1Ap tricu chimg, 1am cham chin doin
ung thu. Thén trong khi ding & ngudi bj benh gan, ngudi mang thai
ho#c cho con bu.

- Phii thdn trong khi diing esomeprazol kéo dai vi ¢6 thé gdy viém teo
da day. Phai thin trong khi ding cho tré dudi 18 tudi vi dj an toan va
hi¢u qua chua duge xéc dinh. Thude khéng dugc khuyén cdo ding
cho tré em.

- Khi ke toa esomeprazol dé digt trir Helicobacter pylori, nén xem xét
cic tuong téc thude c6 thé xay ra trong phéc db diéu trj 3 thude

TUONG TAC VOI CAC THUOC KHAC,
CACDANG TUONG TAC KHAC: )
* Tde dgng cia esomeprazol lrén duge dgng hoc ciia céc thuoc khdae




- Do irc ché bai tiét acid, esomeprazol 1am tang pH da day, 4nh huéng
dén sinh kha dyng ciia cic thudc hép thu phy thugc pH (ttrc lm gidm
sw hiip thu) : ketoconazol, itraconazol, mudi sét, digoxin.

- Ding ddng thtri esomeprazol, clarithromycin vi amoxicillin 1am ting
ndng do esomeprazol va 14-hydroxyclarithromycin trong méu,

- O ngudi tinh nguyén khoé manh, khi diing 40mg esomeprazol chung

Véi cisaprid, di¢n tich dudi dudng cong biu dién nng do cisaprid
trong huyét tuong theo théi gian (AUC) tang 1n 32% va thoi gian ban
thai cisaprid kéo dai thém 31% nhumg ndng d¢ dinh cisapride trong
huyét twong tang 1én khong dang ké.
- Esomeprazol (rc ché CYP2C19, men chinh chuyén ho4 esomeprazol.
Do vy, khi diing chung esomeprazol véi c4c thudc chuyén héa bing
CYP2C19 nhv diazepam, citalopram, imipramin, clomipramin,
Phenytoin, ... nbng 8 céc thubc ndy trong huyét trong c6 thé tang va
cén gidm liéu dung, Didu nay cin dic biét chi ¥ khi ké toa
esomeprazol cho diéu trj theo nhu cdu.
- O ngudi tinh nguyén khoé manh, sir dung ddng thi omeprazol
(40mg, 1 1an/ngay) va atazanavir (300mg) + ritonavir (100mg) 1am
gidm déang ké ngﬁng d6 va thi gian tiép xic atazanavir (gidm AUC,
Cmax va Cmin khodng 75%). Tang ligu atazanavir dén 400mg da
khdng bi trir tic dong cila omeprazol trén ndng d9 va thai gian tiép
xiic atazanavir. Khong nén phdi hgp céc thudc irc ché bom proton, ké
cd esomeprazol véi atazanavir,
- Esomeprazol da duge chimg minh Ia khéng c6 téc dong déng ké vé
ldm sing trén duge dong hoc cia amoxicilin, quinidin.
* Tde dgng cia cdc thudc khdc trén diege dgng hoc ciia esomeprazol
- Esomeprazol dugc chuyén hod bai CYP2CI9 va CYP3A4. Khi diing
ddng thdi esomeprazol véi mot chét irc ché CYP3A4, clarithromycin
(500mg, 2 I4n/ngay) lAm ting gp ddi dién tich dudi dudmg cong
(AUC) ciia esomeprazol.
TRUONG HQP CO THAI VA CHO CON BU:
Théi ky mang thai
- Chua cé nghién ciru ddy di khi ding esomeprazol & ngudi mang
thai. Trén dong vit, chuft cdng tring uéng esomeprazol lidu 280
me/kg/ngdy (gdp 57 lan lidu diing trén ngudi tinh theo dién tich bé mat
co thé) va thd udng lidu 86 mg/kg/ngdy (gdp 35 1dn lidu ding trén
ngudi tinh theo dién tich bé mat co thé) da khang thiy bing chimg vé
suy gidm kha néing sinh sn holic ddc dbi véi thai do esomeprazol. Tuy
nhién, chi sir dung esomeprazol khi thit cin thiét trong thoi ki mang
thai.

Thai ky cho con bii

- Chua bit esomeprazol c6 bai tiét véo sita ngudi hay khong,

Tuy nhién d2 do duge ndng d¢ clia omeprazol trong sira cita phu nit
sau khi udng 20 ‘mg omeprazol.

- Esomeprazol c6 kh4 ning gdy ra céc tic dyng khong mong mudn
nghiém trong & tré b me, vi vy phai quyét dinh ngimg cho con bi
hofic ngimg thudc, tly theo tim quan trong ciia viéc ding thubc déi
véi ngudri me.

TAC DUNG KHONG MONG MUON

Nhin chung, esomeprazol dung nap tét ca khi sir dyng trong thai
gian ngn va/hofic thoi gian dai. C4c phin img khong mong mubn
duge sip xép theo tin sufit xdy ra.

Thudng gip, ADR > 1/100

& CYC TRUONG 4.

-

M__’Vm Chank,

- Toan thin : Pau déu, chéng mit, ban ngodi da, )
- Tiéu héa : Budn ndn, non, dau bung, titu chay, téo bén, diy hoi,
khé migng.
it gap, 1/1000 < ADR < 1/100,
- Toan than : M§t méi, budn ngii, mét ngd, phét ban, ngira,
- Réi loan th giéc.
Hiém gép, ADR < 1/1000
- Todn thin : S&t, d8 m hoi, phi ngoai bién, min c4m véi 4nh sang,
phén img qui min (bao gdm may day, phit mach, co thit phé quin, séc

han v§).
? Thén kinh trung wong : Kich dng, trim cam, 16 13n ¢6 hdi phuc,
4o gidc & ngudi bénh ning,
- Huyét hoc : Chimg mét bach cdu hat, gidm bach cdu, giam tiéu
cdu,
- Gan: Téng enzym gan, viém gan, vang da, suy chirc niing gan,
- Tiéu héa: Réi loan v gic.
- Co xuong : Pau khép, dau co.
- Tiét nigu: Viém than ke,
- Da: Ban bong nuéc, hji chimg Stevens-Johnson, hoai tir biéu bi
nhiZm dpc, viém da.
- Do lam gidm d¢ acid cia da day, céc thube e ché bom proton c6
thé 1am ting nguy co nhiém khuén & duimg tidu héa.
Hirémg déin cdch xir tri ADR
Phéi ngung ding thudc khi ¢6 biéu hi¢n tac dung khong mong mudn
ning.
QUA LIEU

Cho dén nay cé rét it kinh nghiém v vigc ding qua liéu c6 chu dich,
Céc trigu chimg dugc m6 té c6 lién quan dén viée ding lidu 200mg la
cdc tri¢u chimg trén dudmg tiéu hod va tinh trang mét mdi. Céc liéu
don 80mg esomeprazol van an toan khi sir dyng. Chua c6 chit gidi.dge
diic hi¢u. Esomeprazol gin két manh v6i protein huyét twong va vi vay
khong d& dang bj phan tch. Trong truémg hop qué lidu, nén ditu trj
tri¢u chimgva sir dyng céc bién phép hd trg tong quét.

DONG GOI : Vi 7 vien - Hop 2 vi,, vi Alw/Alu. .
BAO QUAN : Noi kho, nhiét do khong qué 30°C. Trénh dnh shng
TIEU CHUAN AP DUNG : Tiéu chuln co so.

HAN DUNG : 36 thang ké tir ngdy san xuit.
Pé xa tim fay cila tré em.
Doc ky hieong dén sit dung truéc khi diing.
Néu cin thém thong tin, xin hdi j kién Bdc si.

Sin xufit tai 5 ;
CTY CO PHAN DUGC PHAM SA VI (Sawipharm J.5.C)
L6 Z01-02-03a KCN/KCX Tan Thugn, Q.7, TP.HCM
Di¢n thoai : (84.8) 37700142-143-144

Fax : (84.8) 37700155
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