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S— — Nhén hop
Tén san pham: ESOXIUM caps. 20
Hoat chit — ham lugng: Esomeprazol 20 mg

Rx Prescription drug

ESOXIUM Caps. 20

Esomeprazole 20mg

SEK [ VISA: XX - XXXX - XX
Ngay / Thang / Nam
Ngay / Thang / Nam

ABMMYY

Box of 2 blisters x 10 capsules

S8 14 SX /Lot
MNgay SX /Mig.:
HD / Exp.

/////I

Keep out of reach of children COMPOSITION - Each capsule contains

Read the leaflet carefully before using Esomaprozole pellsts 22% equivalent to Esomeprazole 20mg
INDICATIONS, CONTRAINDICATIONS, DOSAGE, ADMINISTRATION
AND OTHER INFORMATION - Rood the lecflet inside
Nl‘HI |‘|H||H STORAGE - In a dry, cool ploce (below 30°C). Protect from light
601405854 SPECIFICATION - In-house.

RX Thuéc ban theo don

ESOXIUM Caps. 20

Esomeprazol 20mg

Hop 2 vi x 10 vién nang

v/ /4
BE xa thm tay tré em THANH PHAN - M&i viin nang chio

Boc ki hudng din sil dyng trude khi ding Vi hat chia 22% Esomeprazol tuong duong Esomeprazol 20mg
CHI BINH, CHONG CHI BINH, LIEU DUNG, CACH DUNG

N VA CAC THONG TIN KHAGC - Xem its huong diin sir dyng.

—) N 4 CONG TY O PHAN PYMEPHARCO BAO QUAN - Not kh, mét {dudi 30°C). Tranh dnh sang

0’0 }':: 166-170 Nguylin Hué, Tuy Hoa, Ph, Viét Nam TIEU CHUAN - TCCS -
5%
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Nhin vi
Tén san pham: ESOXIUM caps. 20
Hoat chat — ham lugng:  Esomeprazol 20 mg

ESOXIUM Caps. 20 ESOXIUM caps. 20 ESOXIUM caps. 20

ol20mg Esomeprazol20mg Esomeprazol20mg Esomeprazol 20mg

Thang / nam

LCaps. 20 ESOXIUM Caps. 20 ESOXIUM caps. 20 ESO.

CTY CP PYMEPHARCO . pmephaicao CTY CP PYMEF

ESOXIUM Caps. 20 ESOXIUM caps. 20 ESOXIUM Caps.

ol20mg Esomeprazol20mg Esomeprazol20mg Esomeprazol 20mg

50 la SX: ABMMYY HD: Ngay

I Caps.20 ESOXIUM Caps.20 ESOXIUM caps.20 ESOXIU

VL HNAJH

o~

~

020G NYID ONQL
INYN N

R



B | /) /2 /;ht}pr§://v9;r????l}jéd/rug/

RX = 2 &
HUGNG DAN SU DUNG THUOC

Thudc bdn theo don. Néu cdn thém thdng tin, xin hdi y kién bac si.
Poc ky hudng din su dung trudc khi ding. D€ xa tdm tay cia tré em.

ESOXIUM caps. 20/40
(Esomeprazol 20mg/40mg)

THANH PHAN

ESOXIUM caps. 20

M&i vién nang cling chia:

Esomeprazol 20 mg

(dudi dang vi hat chida esomeprazol 22%)

ESOXIUM caps. 40

Mbi vién nang clng chia:

Esomeprazol 40 mg

(dudi dang vi hat chiia esomeprazol 22%)

Td duge: Hypromellose, Natri hydroxid, Titan dioxid, Sugar pellets, Acid methacrylic copolymer
dispersion, Talc

PEG 6000, Polysorbat - 80.

DUQC LUC HOC

Esomeprazol 13 dang ddng phan S clia omeprazol dugc ding tuong tu nhu omeprazol trong diéu tri
loét da day - ta trang va bénh trdo ngudc da day - thuc quan. Esomeprazol gin k&t véi H'/K' -
ATPase G t& bao thanh da day, (c ch& dic hiu hé théng enzym nay, ngdn can budc cudi cung cla
sy bai tiét acid vao long da day. Vi vdy esomeprazol c6 tac dung (c ché da day tiét acid co bdn va
ca khi bi kich thich do bat ky téc nhin nao.

DUGC BONG HOC

Hép thu: Esomeprazol dugc hap thu nhanh sau khi udng, ndng do dinh trong huyét tuong dat dugc sau
1 - 2 gio. Sinh khd dung cla esomeprazol ting theo liéu dung va khi dung nhic lai, dat khodng 68%
khi ding lifu 20 mg va 89% khi dung liéu 40 mg. Thiic &n 1am chidm va gidm do hip thu cla
esomeprazol.

Phan phéi: Esomeprazol lién k&t véi protein huyét tuong khoang 97%.

Chuyén hod: Thudc dugc chuyén héa chi y&u 6 gan nhd isoenzym CYP2C19, hé enzym cytochrom
P450, thanh céc chdt chuyén hoa hydroxy va desmethyl khong con hoat tinh. Phdn con lai dugc
chuyén hoa qua isoenzym CYP3A4 thanh esomeprazol sulfon. Khi diung nhéc lai, chuyén héa budc dau
qua gan va dg thanh thi clia thudc gidm, co thé do isoenzym CYP2C19 bj (c ché. Tuy nhién, khong
co sy tich liy thudc khi dung mdi ngay 1 1dn.

Thai tra: Thoi gian bén thai trong huyét tuong khodng 1 - 1,5 git. Hau hét 80% cla liéu udng dugc
dao thai & dang chét chuyén hoa trong nudc tiéu, phan con lai dugc dao thai qua phan.

CHi BINH

- K&t hgp v6i mot phéc dd khéng khudn thich hop dé diét trir Helicobacter pylori, chiia lanh loét ta
trang do nhiém Helicobacter pylori va phong ngiia tai phat loét da day ta trang & bénh nhan loét do
nhiém Helicobacter pylori.
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- Bénh trao ngugc da day - thuc quan.

- Phong va diéu trj loét da day - ta trang do dung thudc chdng viém khdng steroid.

- Hoi ching Zollinger - Ellison.

- Phong va diéu tri loét da day - ta trang do stress.

LIEU DUNG VA CACH SU DUNG

Phai nudt ca vién thudc. Tuy nhign, néu ngudi bénh kho nudt, cd thé mé vién nang, dé tir tir cc hat
thudic bén trong nang vao mot thia canh nudc dun soi d& ngudi hodc nudc téo, nudc cam va nut ngay
lap tic.

UBng thudc it nhat 1 gid trubc bira an. C6 thé ding ciing thudc khang acid khi cdn thiét dé gidm dau.
Nguai lan:

Diéu tri loét da day - t trang do nhiém Helicobacter pylori: Esomeprazol 12 mot thanh phén trong
phac db diéu tri cing v6i khang sinh. Udng esomeprazol mdi Idn 20 mg x 2 ldn/ngay trong 7 ngay,
hodc 40 mg x 1 &n/ngay trong 10 ngay. Tiy ty 1& khang thudc & timg dia phuong d& Iya chon phéc
dd phi hop 12 3 hodc 4 thudc phdi hgp voi nhau (amoxicillin, clarithromycin, metronidazol, tinidazol,
tetracycline, bismuth).

Diéu tri loét da day do dung thulc chéng viém khéng steroid hodc du phong loét do stress:
20 mg/ngay trong 4 - 8 tudn. Dy phong loét da day & nhiing ngudi c6 nguy co cao vé bién ching 0
da day - ta trang, nhung c6 yéu cdu phai ti€p tuc diéu tri bdng thudc chdng viém khdng steroid: 20 -
40 mg/ngay.

Diéu tri bénh trao ngugc da day - thuc quén ndng cd viém trgt thuc quan: 40 mg x 1 ldn/ngay trong
4 tudn, c6 thé ubng thém 4 tudn nia néu cdn. Hodc cach khdc, b4t ddu udng mdi ngay 20 hoidc
40 mg trong 4 - 8 tudn, c6 thé udng thém 4 - 8 tudn nifa néu ton thuong chua lién. Trubng hop ndng
c6 thé ting lidu Ién 80 mg/ngay chia 2 Ian.

Diéu tri duy trl sau khi da khoi viém trgt thuc quan hodc diéu tri triéu chung trong trudng hgp
khéng cd viém trgt thue qudn: 20 mg x 1 1an/ngay.

Diéu tri hoi chuing Zollinger - Ellison: Tuy theo ting ¢4 thé va mic do ting tiét acid cla dich da day,
liéu dung mdi ngay c6 thé cao hon trong mot sé trudng hop, ding mét 1an hodc chia lam 2 14n trong
ngay. Liu khéi ddu 40 mg x 2 1dn/ngay, sau do didu chinh liéu khi cdn thiét. Pa s6 ngudi bénh co
thé kiém sodt dugc bénh & liéu 80 - 160 mg/ngdy, mac di c6 trudng hop da phai ding dén
240 mg/ngay. Cac liéu > 80 mg/ngay phai chia lam 2 lan.

Tré em:

Esomeprazol diing cho tré em dé diu tri bénh trao ngudc da day - thyc quén va viém thyuc quan trgt
Xudc.

Bénh trao ngugc da day - thuc quan: Tré em 1 - 11 tudi va trong lugng > 10 kg: 10 mg x 1 1dn/ngay
trong 8 tuan.

Viém thyc quan trot xude: Lidu ding dya theo trong lugng co thé va dung 1 1&n/ngay trong 8 tudn:
Tir 10 - 20 kg: 10 mg.

> 20 kg: 10 mg hodc 20 mg.

Tré em > 12 tudi c6 thé ding lidu nhu ngudi I6n.

Do an toan va higu qua cla esomeprazol ding dutng ubng dé diéu tri ngdn han bénh trao ngudc da
day - thuc qudn & tré < 1 tudi hodc ding trong cac trudng hop khac chua dugc xdc lap.
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Bénh nhdn suy gan: Khdng cdn phéi giam lifu & bénh nhan suy gan nhe va trung binh. Suy gan
ndng ¢ thé can nhic ding 20 mg/ngay & ngudi > 18 tudi.

Liéu ubng t6i da mdi ngay clia esomeprazol 1a 20 mg & ngudi 16n, tré em > 12 tudi va 10 mg & tré 1
- 11 tudi.

Bénh nhan suy thdn: Khdng can phai gidam liéu ¢ bénh nhan suy than nhung than trong 6 bénh nhén
suy than ndng vi kinh nghiém s dung & nhiing b&nh nhan nay con han ché.

Ngudi cao tudi: Khong cdn phai giam liéu & ngudi cao tudi.

CHONG CHI DINH

Bénh nhan qud man v6i esomeprazol, cdc din chdt benzimidazol hay bat cir thanh phdn nao cia
thudc.

THAN TRONG

Tru6e khi dung thuc Gc ché bom proton, phai loai trif kha ndng ung thu da day vi thudc co thé che
|&p triéu ching, 1am cham ch&n doén ung thu.

Thén trong khi ding & ngudi bi b&nh gan, ngudi mang thai hodc cho con bd.

Phéi than trong khi diing esomeprazol kéo dai vi co thé gay viém teo da day.

Than trong khi dung cho tré em dudi 18 tudi vi do an toan va hiéu qud chua dugc xac dinh. Thudc
khong dugc khuy&n co dung cho tré em.

PHU NU CO THAI VA CHO CON BU

Phu ni ¢d thai: Chua c6 nghién ciu ddy dd khi dung esomeprazol 6 ngudi mang thai. Chi sii dung
esomeprazol khi that cdn thiét trong thoi ky mang thai

Phu ni? cho con bu: Chua biét esomeprazol cé bai tiét qua sita me hay khong. Tuy nhign da do dugc
ndng dd clia omeprazol trong stia cla phu nit sau khi udng 20 mg omeprazol. Esomeprazol c6 kha
nang gay ra cac tic dung khdng mong mudn nghiém trong G tré bl me, vi vAy phéai quyét dinh
ngling cho con bl hodc ngling thudc, tily theo tdm quan trong clia viéc dung thude doi vai ngudi me.
TAC DONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC

Bénh nhan bi chong mat hodc do gidc trong khi ding esomeprazol khong nén li xe hay van hanh
may moc.

TUGNG TAC THUGC

Do (ic ch& bai tiét acid, esomeprazol lam ting pH da day, anh hubng dén sinh khd dung clia cic
thudc hdp thu phu thudc pH: ketoconazol, mudi sét, digoxin.

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

Esomeprazol tuong tic dugc dong hoc véi cdc thudc chuyén héa bdi hé enzym cytochrom Puso,
isoenzym CYP2C19 & gan. Dung dong thoi 30 mg esomeprazol va diazepam lam gidm 45% do thanh
théi clia diazepam.

TAC DUNG KHONG MONG MUON

Esomeprazol dung nap 6t cd khi sif dung trong thoi gian ngdn hodc thoi gian dai.

Thudng gap:

Toan than: Pau ddu, chong mat, ban ngoai da. Tigu h6a: Bubn ndn, ndn, dau bung, tiéu chay, tio bén,
ddy hai, kho miéng.
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It gap:

Toan than: M&t méi, mat ngl, budn ngt, phat ban, nga, rdi loan thi gidc.

Hiém gap:

Toan than: S6t, d8 md hoi, phi ngoai bién, man cam v6i 4nh séng, phan (ing qudé min (bao gbm

may day, phii mach, co thdt ph& quén, soc phan vé). Than kinh trung uong: Kich dong, trdm cam, i

lan c6 hdi phuc, &o gidc & ngudi bénh ning. Huy8t hoc: Chitng mat bach cdu hat, giam bach cdu,

gidm tiéu cdu. Gan: Ting enzym gan, viém gan, vang da, suy chitc nang gan. Tiéu hoa: R&i loan vj

gidc. Co xuong: Pau khGp, dau co. Tiét niéu: Viém than ké. Da: Ban bong nuéc, hdi ching Stevens -

Johnson, hoai tif bi€u bi nhiBm ddc, viem da. Do lam gidm do acid clia da day, céc thudc (c ché

bom proton c6 thé lam ting nguy co nhiém khudn & duting tiéu hoa.

Thong bdo cho thdy thudc cac tac dung khong mong mubn gdp phai khi sl dung thudc.

Hudng dan cdch xir tri tdc dung khéng mong muén:

Phéi ngting thudc khi c6 biéu hién tic dung khong mong mudn nang.

QUA LIEU VA CACH XU TRi

Chua ¢ bdo cdo vé qué liéu esomeprazol & ngudi, Khong c6 thudc giai doc dic hiéu cho esomeprazol.

Chli y8u diéu tri triéu chiing va hd trg. ThAm tich mau khong c6 tic dung ting thai trir thudc vi thudc

gdn nhiéu vao protein.

HAN DUNG: 24 thang ké tif ngdy san xudt.

BAO QUAN: Noi kho, mat (du6i 30°C). Tranh dnh sang.

TIEU CHUAN:  TCCS.

TRINH BAY: ESOXIUM caps. 20: Hop 02 vi, vi 10 vién.
ESOXIUM caps. 40: Hop 02 vi, vi 10 vién.

CONG TY CO PHAN PYMEPHARCO
166 - 170 Nguy&n Hu@, Tuy Hda, Phi Yén, Viét Nam

TUQ.CUC TRUGNG
P.TRUONG PHONG




