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RX Prescription drug

GOLDESOME

Esomeprazole 40 mg gastro-resistant tabletamp SAN PROSPERO sPA

Via Della Pace, 25/A - 41030
San Prospero (MO), Italy.
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4 blisters x 7 tablets

JNOS3AT10O

sj9|qe} jueysisal-onseb Bw gf sjozeidawosy

ficog

COMPOSITION : Each enteric coated tablet contains:

Esomeprazole magnesium dihydrate equivalent to Esomeprazole . ... 40 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 belaw 30°C

SHELF - LIFE ! 24 months from the date of manufacturing

Reach out of eutaf chilren

Read carefully 1flet before using. _—
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i | x Cing ly dong gdj vaaual sudng
VALPHARMA INTERNATIONAL SPA Lamp San Prospero SpA
2 5 Margac 47654 Wia De A 410

THANH PHAN : Méi vién nén bao tan trang rudt cé chia:

Esomeprazol magnesi dihydrat trong duong Esomeprazol .. 40 mg
LIEU LUQGNG & CACH DUNG: Theo chi dn cia thay thuée.
CHi DINH, CHONG CHI BINH, TAC DUNG NGOAI Y, LUU Y VA
CAC THONG TIN KHAC: Xin xem 1o hudng dan sir dung bén trong hip
BAO QUAN: Trong hip kin & nhiét 46 dudi 30°C

HAN DUNG: 24 thang ké nr ngay san xuat

Dé thuie trdnh xa tidm tay tré em

Poc ki kirdng ddn si dung truedc khi ditng. /
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Rx — Thudc ban theo don
GOLDESOME

(Vién nén bao tan trong rudt esomeprazol 40 mg)

CANH BAO:

Chi sit dung thudc nay theo don ciia bdc sT.

Poc kj hudng dén sit dung trudc khi ding.

Hay tham khdo ¥ kién bdc si dé cé thém thong tin.

Khéng ding qud liéu da dugc chi dinh.

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

Dé thuéc ngoai tdm vdi ciia tré em.

THANH PHAN:

MJdi vién nén bao tan trong rudt c6 chia:

Hoat chat: Esomeprazol magnesi dihydrat tudng dudng esomeprazol............... 40 mg

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

Td dwoc bao phim vién nén: Sit oxid vang (E172), talc, macrogols (PEG 4000), sit oxid do6
(E172), hypromellose, titan dioxid (E171), ethanol 96%%*, nudc tinh khi€t*,

* Bay hdi trong qud trinh s&dn xua't, khong tham gia vao thinh phén cudi clia vién. /%

g
DUQC LUC HOC: £ = 2
Nhém duge ly: Thudce e ché€ bdm proton. =
Esomeprazol 12 dang déng phan S cda omeprazol, duge ding tudng ty nhu omeprazol trong
diéu tri loét da day - t4 trang va bénh trdo ngugc da day - thuc quan.
Esomeprazol gin véi H'/K* - ATPase (con goi 1a bom proton) & t€ bao thanh ctia da day, tc
ché& dic hiéu hé thdng enzym nay, ngin cdn budc cudi cing cla sy bai ti€t acid vao ldng da o

day. Vi vdy esomeprazol c6 tdc dung c ché da day ti€t acid cd ban va cd khi bi kich thich do

bat ky tdc nhan nao.

DUGC PONG HOC:

Esomeprazol hdp thu nhanh sau khi udng, dat néng dd cao nhat trong huyét tuong sau 1 - 2

gi®. Sinh kh4 dung cla esomeprazol ting Ién theo li€u ding va khi dung nhic lai, dat khodng

68% khi diing liéu 20 mg va 89% khi ding lidu 40 mg. Thitc 4n 1am chdm va gidm hap thu LAMP S
esomeprazol, dién tich dudi dudng cong (AUC) sau khi udng 1 liéu duy nhat esomeprazol 40 gan
mg vio bita dn so véi lic d6i gidm tlr 33% dén 53%. Do dé esomeprazol phdi udng it nhat 1

gid trude bita in. Khodng 97% esomeprazol gin vao protein huyét tuong. Thé tich phin bd

khi ndng d6 thudc On dinh & ngudi tinh nguyén khde manh 13 16 lit. Thudc chuyén héa chi

y€u & gan nhd isoenzym CYP2C19, hé enzym cytochrom Pyso, thanh cdc chat chuyén héa

hydroxy va desmethyl khong con hoat tinh. Phdn con lai dudgc chuyén héa qua isoenzym

CYP3A4 thanh esomeprazol sulfon. Khi ding nhic lai, chuyén héa budc diu qua gan va do

thanh thdi cdia thudc gidm, cé thé do isoenzym CYP2C19 bi e ché. Tuy nhién, khong c6 hién

tugng tich ldy thudc khi ding mdi ngay 1 1in.  mot s ngudi vi thi€u CYP2C19 do di truyén

(15 - 20% ngudi chau 4), nén 1am chim chuyén héa esomeprazol, din dén gia tri AUC ting

cao khodng 2 1an so véi ngudi c6 di enzym. Nita ddi thai trir trong huyét tuong 1 - 1,5 gid.

Khodng 80% liéu udng dugc thdi trlr dudi dang cdc chit chuyén héa khong c6 hoat tinh trong




https://trungtamthuoc.com

nudc ti€u, phin con lai dudge thai trir trong phan. Dudi 1% chit me dugc thai trir trong nudc
ti€u. & ngudi suy gan ning, gid tri AUC § tinh trang 8n dinh cao hon 2 - 3 14n so vdi ngudi ¢6
chic ning gan binh thudng, vi vy phai gidm liéu esomeprazol § nhitng ngudi bénh nay, liéu
dung khong qua 20 mg mot ngay.

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

CHI PINH:

Loét da day - ta trang lanh tinh.

HGi chitng Zollinger-Ellison.

Bénh trao ngugc da day - thuc quan nang (viém thyc quén trgt xudc, loét hodc thit hep dugc
x4c dinh biing ndi soi).

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

CHONG CHIi PINH:

Quéd min véi cdc thudc e ché bom proton hodc qud man véi bat ky thanh phin nao cla
thudc.

Khong nén st dung esomeprazol dong thdi vdi nelfinavir.

LIEU LUONG VA CACH DUNG:

Thudc ding dudng udng. Dung theo su chi din clia bc si diéu tri.

Vién nén esomeprazol nén dugc udng trudc bita dn it nhat 1a 1 gid. Nén nudt toan bd vién
ciing vdi chat 18ng. Khong nén nhai hay nghién n4t vién.

Thdi gian dung thudc tc ch€ bom proton phdi cdn cif vio mic dd an toan va hiéu qua diéu tri
véi chi dinh va liéu dung theo nhu huéng din st dung.

Liéu ditng cho ngudi 1én: /gé
Piéu tri loét da day - t4 trang cé Helicobacter pylori:

Esomeprazol 12 m6t thanh phin trong phdc d6 diéu tri cing vdi khdng sinh, vi du phdc d6 3

thudc (cling v6i amoxicilin va clarithromycin). USng esomeprazol mdi lan 20 mg, ngay 2 lan -
trong 7 ngay, hoic mdi ngdy mot 1an 40 mg (tuong duong 1 vién nén Goldesome 40 mg) trong :
10 ngay. (Amoxicilin mdi 1an 1,0 g, ngay 2 lan va clarithromycin mdi 1an 500 mg, ngay 2 lan
trong 7 hay 10 ngay).

Piéu tri bénh trao ngugc da day - thuc quan niing ¢é viém thyc quan:

Udng mdi ngay mot 1in 40 mg (twong duong 1 vién nén Goldesome 40 mg) trong 4 - 8 tuan, ¢6
thé udng thém 4 - 8 tudn nifa néu vin con triéu chitng hoac bi€u hién clia viém qua ndi soi. -
Diéu tri duy tri sau khi di khoi viém thyc quan:

Udng mdi ngay mdt 1an 20 mg, c¢6 thé kéo dai t6i 6 thang.

Piéu tri bénh trao ngugc da day - thuc quan cé triéu chitng nhung khong bi viém thyc

quan:
U6ng mdi ngay mdt 1dn 20 mg trong 4 tun, ¢6 thé udéng thém 4 tuin nita néu cdc triéu ching i PRC
- R — Pace,
chura khoi hoan toan.
prosperc

Piéu tri loét da day do diing thudc chéng viém khdng steroid:

Udng mdi ngay mdt 1an 20 mg trong 4 - 8 tuan.

Phong ngira loét da day — td trang do dung thudc chéng viém khong steroid (NSAID) &
bénh nhan cla nguy cd: 20 mg esomeprazole, 1 lan/ngay.

Diéu tri hoi chitng Zollinger-Ellison:

Tuy theo cd thé va mic dd ting ti€t acid clia dich da day, li€u dung mdi ngay cao hon trong céc
trudng hop khdc, ding mot 1dn hodc chia 1am 2 ldn trong ngay. Khi triéu ching da kiém so4t
dugc, c6 thé ding phiu thuat d€ cit u. Néu khdng cit bd u duge hoan toan, phai diing thudc lau
dai.

Ngudi suy gan nang khéng dung qud 20 mg mdt ngay.
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Khong can phdi gidm liéu & ngudi suy gan nhe va trung binh, ngudi suy than hodc ngudi cao
tudi.

Khong dung thude cho tré em.

Ghi chii: v6i nhitng liéu 20 mg thi dang bao ch€ vién nén 40 mg khéng phit hgp dé chia liéu.
Tham khdo thém dang bio ché vién nén bao tan trong rudt 20 mg.

KHUYEN CAO VA THAN TRONG:

Trudc khi ding thudc (e ché bom proton, phai loai trif khd ning ung thu da day vi thude ¢6
thé che 14p triéu ching, 1am chdm chdn dodn ung thu. Than trong khi ding 3 ngudi bi bénh
gan, ngudi mang thai hodc cho con bu.

Phdi thin trong khi diing esomeprazol kéo dai vi c6 thé giy viém teo da day.. Thudc khong
dudc khuyén cdo dung cho tré em.

Khi ké toa esomeprazol dé diét trit Helicobacter pylori, nén xem xét cdc tuong tic thudc c6
thé xdy ra trong phdc dd diéu tri 3 thudc. Clarithromycin 1a chat &c ché manh CYP3A4 va vi
thé€ nén xem xét chdng chi dinh va tuong tdc doi v6i clarithromycin khi diing phic dd 3 thudc
cho bénh nhin dang diing céc thudc khdc chuyén héa qua CYP3A4 nhu cisaprid.

ANH HUONG 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 mit.
SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Thdéi ky mang thai

Chua c6 nghién citu ddy di khi ding esomeprazol & ngudi mang thai. Trén ddng vat, chudt
cOng tring udng esomeprazol liéu 280 mg/kg/ngay (gap 57 1in liéu diing trén ngudi tinh theo
dién tich bé mit cd thé) va thd udng liéu 86 mg/kg/ngay (gap 35 lan liéu diing trén ngudi tinh
theo dién tich bé mit co thé) da khong thay bing ching vé suy gidm kha nang sinh sin hoic
ddc ddi véi thai do esomeprazol. Tuy nhién, chi si dung esomeprazol khi that cin thiét

trong |
thdi k¥ mang thai. /@Z&
Thai ky cho con bu .

Chua biét esomeprazol ¢6 bai ti€t vao sita ngudi hay khong. Tuy nhién di do dudc ndng do
cua omeprazol trong sita cia phu nif sau khi udng 20 mg omeprazol.

Esomeprazol ¢6 khad ndng gay ra cdc tdc dung khong mong mudn nghiém trong & tré bi me,
vi viy phdi quyét dinh ngitng cho con bii hodc ngitng thudc, thy theo tAm quan trong ctia viéc
dung thudc d6i v6i ngudi me.

TUOGNG TAC THUOC:

Do ttc ché& bai tiét acid, esomeprazol lam ting pH da day, 4nh hudng dén sinh khd dung cia
céc thudce hip thu phu thudc pH: ketoconazol, mudi sit, digoxin.

Dung dong thdi esomeprazol, clarithromycin va amoxicilin 1am ting ndng do esomeprazol va
14-hydroxyclarithromycin trong mau.

Esomeprazol tuong tic duge dong hoc véi cdc thude chuyén héa bdi hé enzym cytochrom
Py4s0, isoenzym CYP2C19 & gan. PER!
TAC DUNG KHONG MONG MUON: 5IA- 4
Nhin chung, esomeprazol dung nap t6t ¢ khi st dung trong thdi gian ngn hodc thdi gian dai. (MO, !t
Thuong gdp, ADR > 1/100

Toan thin: Pau dau, chéng mit, ban ngoai da.

Tiéu héa: Budn ndn, ndn, dau bung, ti€u chdy, tdo bén, dﬁy hai, khd miéng.

it gdp, 171000 < ADR < 1/100.

Toan than: Mét mdi, mat ngli, budn ngt, phat ban, ngita.

R&i loan thi gidc.
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Hiém gip, ADR < 1/1000

Toan than: S6t, 5 mo hoi, phd ngoai bién, mdn cdm véi dnh sdng, phdn dng qud min (bao
gdm may day, phil mach, co thit phé quan, séc phan vé).

Than kinh trung wong: Kich dong, trdm cdm, 16 14n ¢6 héi phuc, 4o gidc & ngudi bénh ning.
Huyét hoc: Chiitng mat bach c4u hat, gidm bach cdu, gidm tiéu cau.

Gan: Tdng enzym gan, viém gan, vang da, suy chifc ning gan.

Tiéu héa: R&i loan vi gidc.

Co xuong: Pau khdp, dau ca.

Ti€t niéu: Viém thin ké&.

Da: Ban bong nudc, hdi chitng Stevens-Johnson, hoai tif bi€u bi nhiém ddc, viém da.

Do lam gidm do acid cda da day, cdc thudc dc ché bom proton ¢6 thé [Am ting nguy cd nhiém
khudn & dudng tiéu héa.

QUA LIEU VA XU TR

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

Khéng c6 thudc gidi doc dic hiéu cho esomeprazol. Chii y&u diéu tri triéu ching va hd trg.
Thdm tdch mdu khdng c6 tdc dung ting thdi trir thudc vi thudc gin nhiéu vao protein.

TIE:U CHUAN CHAT LUQNG: Nhi sin xuat.

HAN DUNG:

24 thiang ké tir ngay sdn xuit.

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

BAO QUAN: .
Trong hop kin & nhiét d6 dudi 30°C, /[Q/
DANG BAO CHE VA QUY CACH PONG GOI:

Hop 4 vi x 7 vién nén.

Co sd sdn xudt bdan thanh phdm:
VALPHARMA INTERNATIONAL SPA
VIA G. MORGAGNI, 2 - 47864 PENNABILLI (RN), Y.

Co s déng géi va xudt xudng:
LAMP SAN PROSPERO SPA
VIA DELLA PACE, 25/A - 41030 SAN PROSPERO (MO), .

Ngay xem xét lai t& hudng din st dung: 20/01/2015

SPA
J30

TUQ CUC TRUONG
GPHONG



