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Rx - Thudc bén theo don

als GOLDESOME
. central (Vién nén bao tan trong rudt esomeprazol 20 mg)

pharmacy

CANH BAO:

TrungTamThuoc.com s dung thudc ndy theo dom cda bdc si

Dyc ki luatng didn 322 dung trude hi ding,

Hiy tham khdo y kién bdc i dé c0 thém thong tin

Khing ding qud lidu & duye chi dinh.

Xin thdng bdo cho bde 3T bidt cde tdec dyng khdng mong mudn trong qud trink 1l dung.
Khdng s dung thudc &3 qud han ding.

D¢ thudc ngodi tdm vdi cia 1ré em.

THANH PHAN:

Mdi vién nén bao tan trong rodt 6 chifa:

Hog! chdi: Esomepeazol magnesi diiydeat ttong SUdng csomeprazol...............20 mg

Td dugrc: Polivinylpymroliden (PVP), parallin, methacrylic acid copolymer (Eudragat L 100-
55), hin hop chita cellulone v3 mannitol (Avicel), tricthyl citrat, tale, glyceryl monostearat,
dudng hinh cdu (sugar spheres), mannitol, natn stearyl fumaral, polysorbat 80, macrogols
(PEG 4000), nede tinh khigt®, natri hydroxid®, dung dich ammonia®.

Td dupe bao phim vién nén: St oxid vang (E172), tak, mactogols (PEG 4000), s£1 oxid 33

(E172), hypromellose, titan dhoxid (E171), ethanol 9%6%*, nude tinh khnéi®. @"-
* Bay b trong qud trinh sdn xult, khong tham gia vio thinsh phdn cudi cda vidn. / -
DUGC LUC HOC: —

Nhdm sugre (¥; ThuSc de ch bom proton.

Esomeprazol 13 dang ddng phin S cda omeprazol, dupe ding wong W nhy omeprazol oong
didu tn Jodt dg diy - 1 trdng va bénh trio nguyc da ddy - thuc qudn,

Esomeprazol gdn vdi H/K® « ATPase (cdn goi 1 bum proton) O t& blio thinh cda da &y, o
eh dc hidu hé thing cnzym ndy, ngdn cin badc culi cdng cda sy b €t acid vho Idng da
diy. Vi vy csomepeazol c6 tic dung e ch€ da diy tidt ackd cu bdn va ¢4 khi bi kich thich do WA
bit k§ tic nhin nlo.

DUGC DONG HOC:

Esomeprazol hip thu shanh sau khi udng. dat ndag 49 cao nhit trong huy€t namg sau | - 2
gi0. Sinh khd dyng cia esomeprazol ting lén theo liéu ding vi khi ding nhic lai, dat khodng
68% khi ding lidu 20 mg va 89% khi dung Lidu 40 mg. Thic in lm chim vi gidm hip thu
esomeprazol, didn tich dudi dubing cong (AUC) sau khi udng 1 lidu duy nhit esomeprazol 40
mg vio ba 3n so vdi Nc &I gidm olr 33% &n $3%., Do 85 esomeprazol phii vdng it ahdt 1
gid trude b Bn. Khodng 97% esomeprazol gin vio protein huyet iung, Thé tich phin bS8
khi ndng 30 thudc &n dinh & ngudi tnh nguyén khde manh 13 16 lit, Thidk chuyén héa chid
yéu & gan nhi isoenzym CYP2C19, hé enzym cytochrom Pyss, thinh céc chit chuyén héa
hydroxy vd desmethyl khong cdn hoat tinh. Phin cdn lai duc chuyén hda qua iscenzym
CYP3IA4 thinh esomeprazol sulfon. Khi ding nhic lak, chuyén héa budc dfu qua gan va db
thanh thii cda thudc gidm, ¢b thé do isoenzym CYP2C19 bj tc ch&. Tuy nhién, khing cd hidn
wwng tich 10y thoSc khi ddng mdi ngdy 1 1in. & mdt 38 ngudi vi thi€u CYP2C19 do di tuyén
(15 - 20% nguoi chiu £), nén lAm chim chuyén bda esomepeazol, ¢in d&n gid t AUC tng
<20 khodng 2 lin so vOi ngudi o6 & enzym. Nifa difi thii tir trong huyét iaag 1 - 1S gid.
Khodng 80% lidu udng duix thil il dudi dang cdc chit chuyén hda khdng o hoat tinh trong
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nud¢ téu, phin cdn lai dunse thii i troag phin. DU 1% chit me duge thdi trif trong mude
A tidu. & ngud suy gan ning. gid tn AUC 4 tinh wang &a dinh cao hon 2 - 3 lin so vOi ngudi ¢6
( @ ce nt ning gan bloh thuitng, Vi vdy phii gldm Béu esomeprazol d nhiing nguivi bénh ndy, lidu
khing qui 20 mg mdt ngly.
Pharmacy  pugc abng hoe cila esomepearcd @ ngudi dui 18 twii chus S nghién cd.
[ TrungTamThuoc.com LI

Loét da diy - i tdng linb tinh,
HOk ching Zollinger-Ellison.
Biénh trdo npusc ds diy - thee quin nang iviém thie quin tror aetde, lodt hode thit bhep duie
xic dinh bAng ndi son).
Phong v didu tn lodt da dhy - th tring do ding thullc chdng viém khing steroid.
CHONG CHI BINH:
Qui min v0i cdc thuGc e ché bom peoton hodc qud mdn voi bdt ki thinh phdn ndo cla
thudc.
Khing nén s dung esceneprazol dlag thdi voi nelfinavir,

LIEU LUGNG VA CACH DONG: /izb
Thube dang dubng udng. Ding theo suf chi ddn cda bic 51 didu L,
Vién nén ciomeprazol nén dude uing tnsde bifa &n it nhdt 13 | gid. Nén nodt 10dn bd vién

cOng voi chit Wng. Khdng nén nhai hay aghién ndt vién,

Thii gian ddng thudc tc ché bam proton phii cdn o vio mdc 39 an todn vA hiéu qui diéu in
v ¢hi dioh vh Lidu d0ng theo nhy hudng din sif dung.

Lifu diing cho nguini lom:

Didu tr] loét da diy - t tring ¢ Helicobacter pylori:

Esomeprazol 13 mdt think phin troag phic &0 &éu ui cng voi khdng sinh, vi dy phic 34 3
thude (cing vOi amoxicilin vi clanthromycin). USag esomeprazol mdi lin 20 mg (wung
&ntg | vidn nén Goldesome 20 mp), nghy 2 Wn trong 7 gy, hode mdi nghy mdt Wn 40 mg
(nfng ding 2 vién nén Goldesome 20 mg) trong 10 agly. (Amoxicilin mdi e 1.0 g, oghy 2
1n va clamhromycin mdl [fn 500 mg. agly 2 Mn trong 7 hay 10 ngly).

Didu trf bnh trdo nguge da day - thife quin ndng ¢ viém thyge quin:

USng mdi ngly mii ln 40 mg (waing dung 2 vién nén Goldesome 20 mg) troog 4 - 8 mdn, co
thé uBag thém 4 - 8 wdn alts néu vie cdn tidu chdng hode bidu hige cda vidm qua ndi sol,
Didu tri duy tri sau khi di khéi viém thife guin:

Udng mdi ngdy mdt 1in 20 mg (wong dung 1 vién néo Goldesome 20 mg), o0 thé kéo dai i
& thing.

Difu tri bénh trio ngude dy diy - thye quin o trido ching nhung khing b viém thye
quiing

Ubag mdi nghy mdt lin 20 mg (namg dung 1 vién oén Goldesome 20 mg) troag 4 win, o6
1 uiag thém 4 1wdn nia n€u cdc tridu chdng chura kbdi holin toln.

Didu tri loét da day do diing thufc chéng viém khing steroid (NSAID):
Udng mdi ngly md1 15n 20 mg (ukmg Gudag 1 vidn nén Goldesome 20 mg) trong 4 - § tudn.
I'hing ngita loét dy diy - 14 tring do dling thudc chiing viém khdng steroid INSAID) d
bénh nhiln cua nguy cd: 20 mg (nfoag diing | vién nén Goldesome 20 mg), | Wningly.

Ditu tri bl chimg Zollinger-Ellison:

Tud theo b thi v mde 3 ting i€l acid cda dich da Ay, lidu Jding mdi ngly cao han trong cic
tnsing hop khic, ditng mdt ln hodc chia 1Am 2 Mn trong nghy. Khi triéu chitng di kifm sadt
&sc, oo thd ding phlu thult 3 cit u. N&u khiag cit bd u dutse hodin todn, phii ding thofc lu
&,
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Nguii suy gan ndng khing ddng qud | vién nén (20 mg) mdt ngdy.

... : \ 2
m n phii gidm lidu & ngudi suy gan nhe v trung binh, agudi suy thin hode ngsi cao
C, centidl

pharmacy Kbdng dang thede cho tré em

N CAO VA THAN TRONG:

ha diing thulic 2c ché bom proton, phii loal trif khd ndng ung thir da dy vi thedc 6
1hé che lp midu chimg, lhm chim chin dodn wog the. Thin trong khi ding & ngudi bj bénh
gan, ngudi mang thai hode cho con bad.

Phii thin wong khi ddng esomeprazol kéo dii vi ¢d h8 gly viém teo dy diy. Thudc khing
duge kKhuy€n cio ding cho tré em,

Khi ké toa esomoprazol 3¢ digt ulr Helicobacter pylori, nén xem xét che wong tic thedc ob
thé xdy ra ong phic 38 didu t 3 thude. Clarithromycin 13 chil ¢¢ ché mynh CYPIAL vi v)
th& nén xem xét ching chi diak vA tiung tie 85§ vOi clarithromycin khi dang phic 48 3 hulfc
cho bénh nhin dang diing céc thulc khic chuyén hda gua CYPIAS nhit cisaprid.

ANH HUONG DEN KHA NANG LAIXE HOAC VAN HANH MAY MOC:

Clin thdn trong do esomeprazol b th ghy tic dung ngoal ¥ aby dau ddu, chdng mit. "
SUDUNG THUGC CHO PHU NU €O THAL VA CHO CON BC: /{{{g
Thil ky mang thal s
Chirs o6 nghidn odu &y d0 khi dong esomeprazol O ngudi mang thal. Trén ddng vit, chudt

cdng tring ulng esomeprazol lidu 280 mg/Xgngly (gdp 57 ln Léu dang tréa Bgudi tinh theo

dién tich bd mat o thé) vh thd udng lidu 86 meg/mghy (gip 35 lin héu ding wén ngudi tinh

theo didn tich bé mjt oo thé) &3 khdng thiy Mng chifng vé suy gidm khd ning sinh sdn hodc

dic &1 v thai do esomeprazol. Tuy nhidn, chi sif dung csomeprazol khi thit cdn thidt wong

thdi k¥ mang thai.

Thil k¥ cho con b

Chits bidt esomeprazol ¢ bAi 1t vio s¥a ngudi hay khdag. Tuy nhién di do duye ndag J0

cda omeprarol trong s cda phu nd sau khi vdag 20 mg cocprazol,

Esomeprazol <6 khi nang gly ra cdc téc dung khdng mong muda nghiém trong O trd b me,

vi viy phdi quydt dinh ngling cho con b hoje ngimg thets, wy theo tim quan trong cda vide

ding thalc &8 Ui ngudi me.

TUONG TAC THUOC:

Do ¢ cb¥ bii ti€l acid, esomepeazol Im tang pH da dly, doh hiing 0&n sinh khi dung cia

cdc thuffc hip thu phu thudc pH: ketoconazol, modi sit, &goxin.

TrungTamThuoc.ccm

Ding Sdng thdi csomeprazol, clarithromycin vA amoxicilin lim ting ndng 48 cromeprarol vi ooy

14-hydroxyclarithromycin trong miu,

Escencprazol tuong tie duge ddng hoc voi cde thedc chuyén héa bdi he enzym cytochrom
Pass. soenzym CYP2C19 & gan.

TAC DUNG KHONG MONG MUON:

Nhin chung, esomeprazol dung nap 18t ¢d khi sif dung trong thidi gian ngdn hodc thdi gian dii.
Thusitng gdp, ADR > 1/100

Todn thin: Dau ddu, chong mat, ban ngodi da.

Tidu héa: Budn ndn, ndn, Jau byng. tiéu chdy, tdo bda, iy hol, khi miéng.

ft gdp. 121060 < ADR < 1100,

Todn thin: Mt mdi, mat ngd, bodn ngd, phit ban, ngda.

RS loan thi gide.
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Oy Hi&m gap, ADR < 1/1000
O ce S5t 88 md hdi, phit ngoai bidn, min cim v dnh sing, phin dng qus min (bao
olar y, phit mach, co thit phé€ quin, séc phdn v¢).
n kinh trung wong: Kich 8dng. trdm cim, 14 lin ¢6 hbi phuc, do gifc J ngudi bénh ning.
Chitng mt bach chu hat, gidm bych cdu, gidm ti€u cdu.

Gan: Tdng enzym gan, viém gan, ving da, suy chic ndng gan.
Tiéu hoa: Rdi loan vi gide.
Co xuomg: DPau khdp, dau o0,
Ti€l nidu: Viém thin ké.
Da: Ban bong nude, hii chidng Stevens-Johasan, hoai ti¥ bifu bl nhiém dde, viém da.
Do Wm gilim 40 acid cda da ddy, ede thule de ch€ bam proton ¢d the lhm thng aguy co nhuém
khufn d dufing tidu hda.
QUA LIEU VA XU TRI
Chuts ¢ bio cfo vé qui Lidu esomeprazol & ngui.
Khdng <6 thudc gidi édc dic hidu cho esomeprazol. Chil y&u didu trf méu ching va bd g
Thim tich mduv khong o6 tdc dyng tang thii tnif thube v1 thude gin ahiéu vio protein. _
TIEU CHUAN CHAT LUGNG: Nba sin xusl. /@;
HAN DUNG: —
24 thing k& tif ngiy sdn xudl.
S5 18 sdn audt (Batch No.), ngdy sdn xudt ( Mfy. date), han diing {Exp. date): xin xem teén nhin
hdp vh vi.
BAO QUAN:
Troag hdp kin J nhidt db dudi 30°C,
DANG BAO CHE VA QUY CACH BONG GOI:
Hop 4 vi x 7 vién nén.

Co 18 xdn xudt bdn thanh phdm:
VALPHARMA INTERNATIONAL SPA ) .
VIA G. MORGAGNL, 2 - 47864 PENNABILLI(RN), Y.

Co s dong g6i va xudl xudng:
LAMP SAN PROSPERO SPA ]
VIA DELLA PACE, 25/A - 41030 SAN PROSPERO (MO), Y.

Ngiy xem xét 131 10 ardng din s dung: 200172015,

{0 Spa
31630
My




