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RX Prescription drug

GOLDESOME

Esomeprazole 20 mg gastro-resistant ta'f_'ﬁﬁp SAN PROSPERO SPA

Via Della Pace, R5/A - 41030
San Prospero (MO), ltaly.
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4 blisters x 7 tablets
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Facked and refeased by
VALPHARMA INTERNATIONAL SPA Lamp San Prospero SpA
i \ 4103
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COMPOSITION : Each entenic coated tablet contains
Esomeprazole magnesium dihydrate equivalent to Esomeprazole ... 20 mg
DOSAGE & ADMINISTRATION: As directed by the Physician
INDICATION, CONTRAINDICATION, SIDE-EFFECT, PRECAUTION
AND OTHER INFORMATION: Please read the packing - insert inside

STORAGE : Store in tight container below 30°C
SHELF - LIFE | 24 months from the date of manufacturing
Reach out of out of chilren

Read carefully the leaflet before using.

RX Thuéc ban theo don @

GOLDESOME

Vién nén bao tan trong ruét Esomeprazol 20 mg

XXXXX
dd/mm/yyyy
dd/mm/yyyy

Hép chira 4 vi x 7 vién

v &dn wuAl ban (hdnh phdm

Visa No (S6 DK): VN-XXXXX-XX

Lot No (S6 16 SX):
Mfg.Date (Ngay SX):

Exp.Date (Han diung):

’ \ g fy Grig Gai va xual xudng

VALPHARMA INTERNA Lamp San Prospero SpA
; < Via 41030

THANH PHAN ; Mdi vién nén bao tan trong rugt co chira:
Esomeprazol magnesi dihydrat tuomg duong Esomeprazal 20 mg
LIEU LUONG & CACH DUNG: Theo chi din cia thay thuge,
CHI BINH, CHONG CHI BINH, TAC DUNG NGOAL Y, LUL Y VA
CAC THONG TIN KHAC: Xin xem té hudng dan sir dung hén trong hip
BAO QUAN: Trong hép kin @ nhiét 46 duai 30°C

HAN DUNG: 24 thang ké tir ngay san xudt

Dé thudc trdnh xa tim tay tré em

Doc ki huwdng din s dung trude khi ding.




Rx - Thudc bdn theo don

GOLDESOME

(Vién nén bao tan trong rudt esomeprazol 20 mg)

CANH BAO:

Chi sit dung thudc nay theo don ciia bdc si.

Doc ky hudng ddn sit dung trudc khi diing.

Hay tham khdo ¥ kién bdc st dé c6 thém thong tin.

Khong ding qud liéu da dugc chi dinh.

Xin théng bdo cho bdc si biét cdc tdc dung khéng mong mudn trong qud trinh sit dung.
Khong sit dung thudc da qud han ding.

Pé thubc ngoai tdm vdi ciia tré em.

THANH PHAN:

M&i vién nén bao tan trong rudt ¢6 chifa:

Hoat chdt: Esomeprazol magnesi dihydrat tuong duong esomeprazol.....................20 mg

Td dugc: Polivinylpyrrolidon (PVP), paraffin, methacrylic acid copolymer (Eudragit L. 100-
55), hon hgp chia cellulose va mannitol (Avicel), triethyl citrat, talc, glyceryl monostearat,
dudng hinh ciu (sugar spheres), mannitol, natri stearyl fumarat, polysorbat 80, macrogols
(PEG 4000), nudc tinh khi€t*, natri hydroxid*, dung dich ammonia*.

Td dugc bao phim vién nén: Sit oxid vang (E172), talc, macrogols (PEG 4000), sit oxid dé

* Bay hdi trong qu4 trinh sdn xuat, khong tham gia vao thanh phan cudi ctia vién.
DUGC LUC HOC:

Nhém duge ly: Thube ttc ché bom proton.

Esomeprazol 12 dang déng phan S cda omeprazol, dugc ding tuong tu nhu omeprazol trong
diéu tri loét da day - t4 trang va bénh trao ngudc da day - thuc qudn.

Esomeprazol gin vdi H/K* - ATPase (con goi 12 bom proton) & t€ bao thanh cla da day, \c
ch& dic hiéu hé thng enzym nay, ngin cin budc cudi ching cla sy bai tiét acid vao long da
day. Vi vay esomeprazol c6 tdc dung itc ch€ da day ti€t acid cd bdn va cd khi bi kich thich do
bat ky tdc nhdn nao.

DUJC PONG HOC:

Esomeprazol hdp thu nhanh sau khi udng, dat ndng dd cao nhat trong huyét twong sau 1 - 2
gid. Sinh kha dung clia esomeprazol ting 1én theo liéu ding va khi diing nhéc lai, dat khodng
68% khi diing liéu 20 mg va 89% khi diing liéu 40 mg. Thic &n 1am chdm va gidm hap thu
esomeprazol, dién tich dudi duding cong (AUC) sau khi udng 1 li€u duy nhdt esomeprazol 40
mg vao bita in so vdi lic déi gidm tir 33% dén 53%. Do d6 esomeprazol phdi udng it nhat 1
gid trude bita in. Khodng 97% esomeprazol g&n vio protein huy€t tuong. Thé tich phan b
khi ndng d6 thudc n dinh & ngudi tinh nguyén khée manh 1a 16 lit. Thuéc chuyén héa chii
y&u & gan nhd isoenzym CYP2C19, hé enzym cytochrom Paso, thanh cdc chdt chuyén héa
hydroxy va desmethyl khdng con hoat tinh. Phin cdn lai duge chuyén héa qua isoenzym
CYP3A4 thanh esomeprazol sulfon. Khi diing nhic lai, chuyén héa budc dau qua gan va do
thanh thai clia thudc gidm, c6 thé do isoenzym CYP2C19 bi trc ché. Tuy nhién, khong ¢6 hién
twong tich lily thudc khi ding mbi ngay 1 lan. § mot s6 ngudi vi thi€u CYP2C19 do di truyén
(15 - 20% ngudi chau 4), nén lam cham chuyén héa esomeprazol, din dén gid tri AUC ting
cao khodng 2 1dn so véi ngudi ¢6 did enzym. Nita ddi théi trif trong huyét tuong 1 - 1,5 gid.
Khodng 80% liéu u6ng dugc thai trlr dudi dang cdc chat chuyén héa khong c6 hoat tinh trong

(E172), hypromellose, titan dioxid (E171), ethanol 96%*, nudc tinh khiét*, /@
A
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nudc tiéu, phan con lai dudc thai trir trong phin. Du6i 1% chat me dudc théi trit trong nudc
tiéu. & ngudi suy gan ning, gid trji AUC & tinh trang 8n dinh cao hon 2 - 3 14n so vdi ngudi ¢6
chic nang gan binh thudng, vi vy phdi gidm liéu esomeprazol  nhitng ngudi bénh nay, liéu
dung khong qud 20 mg mdt ngay.

Dugc dong hoc ctia esomeprazol & ngudi dudi 18 tudi chwa dugc nghién cifu.

CHI PINH:

Loét da day - t4 trang lanh tinh.

H6i chitng Zollinger-Ellison.

Bénh trao ngugc da day - thuc qudn nang (viém thuc quén trgt xudc, loét hodc thit hep dudc
x4c dinh bing ndi soi).

Phong va diéu tri loét da day - t4 tring do diing thudc chdng viém khong steroid.

CHONG CHI PINH:

Quéd mén vdi cdc thude e ché bdm proton hodc qud méin v6i bat ky thanh phin nao cia
thudc.

Khong nén st dung esomeprazol dong thdi vdi nelfinavir.

LIEU LUONG VA CACH DUNG: /ﬁ*
Thudc diing dudng udng. Ding theo suf chi din clia bac si diéu tri.

Vién nén esomeprazol nén dugc udng trude bita dn it nhdt 1a 1 gid. Nén nudt toan bd vién
cling véi chat 1éng. Khong nén nhai hay nghién nat vién.

Thdi gian diing thudc e ché bom proton phi cin cif vao mifc d an toan va hiéu qué diéu tri
vdi chi dinh va liéu dung theo nhu huéng din sit dung.

Liéu diing cho ngudi lén:

Piéu triloét da day - t4 trang cé Helicobacter pylori:

Esomeprazol 12 mot thanh phin trong phdc d6 diéu tri ciing vdi khdng sinh, vi du phdc d6 3
thudc (ciing vdi amoxicilin va clarithromycin). Uéng esomeprazol mdi 1dn 20 mg (tuong
duong 1 vién nén Goldesome 20 mg), ngay 2 1an trong 7 ngay, hodc mbi ngay mot lan 40 mg
(twdng dudng 2 vién nén Goldesome 20 mg) trong 10 ngay. (Amoxicilin mdi l1an 1,0 g, ngay 2 -
1an va clarithromycin mdi 1dn 500 mg, ngay 2 lan trong 7 hay 10 ngay).

Piéu tri bénh trao ngude da day - thu'c quan niing cé viém thyc quan:

U6ng mdi ngady mdt lan 40 mg (tuong duong 2 vién nén Goldesome 20 mg) trong 4 - 8 tudn, ¢6

thé udng thém 4 - 8 tudn nifta néu vin cdn triéu chitng hodc biéu hién cla viém qua ndi soi. 1 PF
Diéu tri duy tri sau khi di khéi viém thyc quan: Pac

UGng mdi ngay mot 14n 20 mg (twong dudng 1 vién nén Goldesome 20 mg), ¢6 thé kéo dai tgi ~ *°

6 thiang.

Piéu tri bénh trao ngudc da day - thyc quan cé triéu chitng nhung khéng bi viém thuc
quan:

Udng mdi ngdy mot 1dn 20 mg (tuong duong 1 vién nén Goldesome 20 mg) trong 4 tudn, ¢6
thé udng thém 4 tun nita n€u cdc triéu ching chua khdi hoan toan.

Piéu tri loét da day do diing thudc chéng viém khong steroid (NSAID):

Uong mbi ngay mdt 1an 20 mg (twong duong 1 vién nén Goldesome 20 mg) trong 4 - 8 tuan.
Phong ngira loét da day — t4 trang do dung thudc chdng viém khong steroid (NSAID) ¢
bénh nhan clia nguy ¢o: 20 mg (tuong duong 1 vién nén Goldesome 20 mg), 1 l1an/ngay.

Piéu tri hoi chitng Zollinger-Ellison:

Tuy theo cd thé va mifc do ting tié€t acid cla dich da day, liéu ding mdi ngay cao hon trong céc
trudng hdp khéc, ding mot lan hodc chia 1am 2 lan trong ngay. Khi triéu ching di kiém sodt
dudc, c6 thé ding phiu thuat dé cit u. Néu khong cit bd u duge hoan toan, phai diing thudc lau
dai.




Ngudi suy gan ning khéng diing qud 1 vién nén (20 mg) mdt ngay.

Khong can phdi gidm liéu & ngudi suy gan nhe va trung binh, ngudi suy thin hoic ngudi cao
tudi.

Khong dung thudc cho tré em.

KHUYEN CAO VA THAN TRONG:

Trude khi dung thude e ché€ bom proton, phai loai trif khd ning ung thu da day vi thudc ¢6
thé che 14p triéu ching, lam chdm chdn dodn ung thw. Than trong khi diing & ngudi bi bénh
gan, ngudi mang thai hodc cho con bu.

Phéi thin trong khi ding esomeprazol kéo dai vi ¢6 thé giy viém teo da day. Thudc khong
dudc khuyé€n cdo ding cho tré em.

Khi ké toa esomeprazol dé€ diét trir Helicobacter pylori, nén xem xét cdc tudng téc thudc ¢
thé xdy ra trong phdc dé diéu tri 3 thudc. Clarithromycin 12 chat ¢ ch€ manh CYP3A4 va vi
th€ nén xem xét chdng chi dinh va tudng tdc doi vdi clarithromycin khi ding phac db 3 thude
cho bénh nhén dang diing cdc thudc khdc chuyén héa qua CYP3A4 nhu cisaprid.

ANH HUGNG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC:

Can than trong do esomeprazol c6 thé giy tdc dung ngoai ¥ nhu dau dau, chéng mat.

SUDUNG THUOGC CHO PHU NU' CO THAI VA CHO CON BU: /(((,
Thai ky mang thai */

Chua c6 nghién cttu day da khi ding esomeprazol § ngudi mang thai. Trén dong vat, chudt
cong tring udng esomeprazol liéu 280 mg/kg/ngay (gdp 57 1an liéu dung trén ngudi tinh theo
dién tich bé mat cd thé) va thé udng liéu 86 mg/kg/ngay (gap 35 1an liéu dung trén ngudi tinh
theo dién tich bé mit co thé) di khong thay bing chitng vé suy gidm khéd nidng sinh sdn hoac
doc d6i véi thai do esomeprazol. Tuy nhién, chi s dung esomeprazol khi thit can thi€t trong
thdi ky mang thai.

Thdi ky cho con bu

Chua bi€t esomeprazol ¢6 bai ti€t vao sifa ngudi hay khong. Tuy nhién da do dudc ndng dd
clia omeprazol trong sita cia phu nif sau khi udéng 20 mg omeprazol.

Esomeprazol ¢é kha ning giy ra cdc tdc dung khdng mong mudn nghiém trong § tré bi me,
vi vAy phdi quyét dinh ngitng cho con bu hodc nging thudc, tiy theo tAm quan trong cta viéc
diing thudc d6i véi ngudi me.

TUONG TAC THUOC:

Do ttc ch& bai tiét acid, esomeprazol 1am ting pH da day, 4nh hudng dén sinh khd dung cla
cdc thuSc hap thu phu thudc pH: ketoconazol, mudi sdt, digoxin.

Ding ddng thdi esomeprazol, clarithromycin va amoxicilin 1am ting nong do esomeprazol va
14-hydroxyclarithromycin trong mau.

Esomeprazol tuong tdc dugc dong hoc vdi cdc thuéc chuyén héa bdi hé enzym cytochrom
Pys0, isoenzym CYP2C19 & gan.

TAC DUNG KHONG MONG MUON:

Nhin chung, esomeprazol dung nap t5t ca khi sit dung trong thdi gian ngdn hodc thdi gian dai.
Thudng gap, ADR > 1/100

Toan than: Pau ddu, chéng mit, ban ngodi da.

Tiéu héa: Budn ndn, ndn, dau bung, tiéu chiy, tdo bén, diy hdi, kho miéng.

it gap, 1/1000 < ADR < 1/100.

Toan than: Mét mdi, mat ngli, budn ngd, phét ban, ngia.

R&i loan thi gidc.

'SPI
25/A
(MO,




Hiém gap, ADR < 1/1000

Toan than: S6t, 6 md hoi, phi ngoai bién, min cdm vdéi 4nh sdng, phdn tng qud min (bao
gdbm may day, phit mach, co thit ph& quin, s6c phin vé).

Than kinh trung wong: Kich ddng, trim cdm, I 14n c¢6 hdi phuc, 4o gidc & ngudi bénh ning.
Huy€&t hoc: Chitng mat bach ciu hat, gidm bach cau, gidm ti€u ciu.

Gan: Tang enzym gan, vi€m gan, vang da, suy chifc ndng gan.

Tiéu héa: R&i loan vi gidc.

Cd xuong: Pau khdp, dau co.

Ti€t niéu: Viém thin ké.

Da: Ban bong nudc, hdi chitng Stevens-Johnson, hoai tif biéu bi nhiém doc, viém da.

Do lam gidm d6 acid clia da day, cdc thuSc fc ch€ bom proton ¢6 thé 1am ting nguy cd nhiém
khudn & dudng tiéu hoa.

QUA LIEU VA XU TRi

Chua ¢6 bdo cdo vé qud liéu esomeprazol & ngudi.

Khéng c6 thudc gidi doc dac hiéu cho esomeprazol. Chi y€u diéu trj triéu ching va hd trg.
Th&m tdch mdu khong c6 tic dung ting thai trit thudc vi thude gdn nhiéu vao protein.

TIEU CHUAN CHAT LUQNG: Nha sin xuit. /é@
HAN DUNG: s

24 thang k€ tlf ngay sdn xuat.

S6'16 sdn xudt (Batch No.), ngay sdn xudt (Mfg. date), han ding (Exp. date): xin xem trén nhan
hop va vi.

BAO QUAN:

Trong hdp kin & nhiét d6 dudi 30°C.

DANG BAO CHE VA QUY CACH PONG GOI:

Hop 4 vi x 7 vién nén.

A
Co 58 sdn xudt bdn thanh phdm:
VALPHARMA INTERNATIONAL SPA
VIA G. MORGAGNI, 2 — 47864 PENNABILLI (RN), X
Co s dong goi va xudt xudng:
LAMP SAN PROSPERO SPA
VIA DELLA PACE, 25/A - 41030 SAN PROSPERO (MO), Y.
Ngay xem xét lai t& huéng dan sit dung: 20/01/2015.
<0 SPA
41030
Maly,

TUQ. CUC TRUONG
P.TRUJNG PHONG
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