B8 Y 1F

LUC QAN

s AT

Hop Eson%prazol 20-US: 125 x 30 x 75 mm m}/ﬂ 4q

tF
Ly BE

7 L = 4 . n‘\ ot
k 4 L
Compgsition: Keap out of reach of children.
& > 5 Each dipsule contains: Read the package insert carafully before use
La a . maprazol (As Esomeprazol magnesium ditydrat enteric
8 A1 D, T vessanf s iie VB et il 20mg
dagnkl waea¥hane/ dhaaivanne] aqnnnasnade clpjnll q.5 1 capsule mp
Indicafions, contra i dosage, B AR LA
f Bl refer to enclosed package insert
L Storage: Manufacturer:
n & diy and cool place. below 30°C. protect fram direct US PHARMA USA COMPANY LIMITED
sunlight Lot B1-10, D2 Street, Tay Bac Cu Chi

Specification:
In house

Industrial Zone, HCMC

o
Rx Prescription drup (WHO-GMP)

Esomeprazol 20-US

https://nhathuocngocanh.com/
B

1
—
Esomeprazol 20mg 8
© g
_ S
- ML
® 3
N
@
o
£ &
o
O ¢
0w 2
IS :
w
UG PHARMA USA 3 blisters x 10 capsules m
|
Thanh phin: Bé xa tBm tay tré am
Mé&: vign nang cing chira Boc ki husdng din s dyng trudc khi ding
Esomeprazol (duvoi dang vi hat Esomeprazel magneasium
dihydrat bao tan trong rudt) 20mg .P
Ta dwoc v:°. I-I = 1 vidn m
Chi dinh, chéng chi djnh, lidu ding, céch ding: Lok
Xem té huéng din bén trang hip Nha san wudt:
mo::?':\: ang. nhidt 86 dudi 30°C, tranh anh s4 bbb o
Nl khé thodng, nhi wéni nh anh séng X
s L& B1-10, Buting D2, KCN Tay Bac Cis O,
‘ Ti#u chudn co s& TRACH
I =Z2Wwuw 3 WHO-GMP
S 9 ;_" g Rx thuéc ban thea dan '
ms e 8
§2273
e 2B o
- o =
g5 Esomeprazol -US
=
o
g il
Esomeprazol 20mg 25
US PHARMA USA 3 vi x 10 vién nang cing
| I
Vi Esomeprazol 20-US: 122 x 72 mm
[-’Uz/
70 |
|
_,..-nl'
nC /
/
(aZ




ESOMEPRAZOL 20- US

Vién nang citng Esomeprazol 20 mg

o/ CONG TY \3
* [ TRACH NHIEM HUU HAN) 2

SpEAZOLE(TGi dang vi hat esomeprazol magnesium dihydrat bao tan trong ruot) 20 mg
(* Thanh phan vi hat Esomeprazol magnesium dihydrat bao tan trong rudt gdém: Esomeprazol
magnesium dihydrat, Hypromellose (HPMC ES5), Mannitol, Sucrose, Crospovidone, HPMC
phthalate, Diethyl phthalate)
Loai thudc: ESOMEPRAZOL 20- US 1a thudc khdng ti€t acid da day, thudc nhém thudc chéng loét
da day — rudt theo c¢d ché& e ch& bom proton.
Dugc lyc va co ché tac dung

ESOMEPRAZOL 20- US chita esomeprazol 1a dang déng phan S cia omeprazol ¢6 tdc dung lam

gidm sy ti€t acid da day theo cd ché lién két chon loc cao va khong héi phuc vao bom proton. Thube

¢6 di lyc dic hi¢u vdi men H'/K*-ATPase (bom proton) & t&€ bao vién niém mac da day. Men nay

kiém sodt giai doan cudi ciia qué trinh ti€t acid dich vi, vi th€ ESOMEPRAZOL 20-US c ch€ ci
o qud trinh ti€t acid cd bdn cling nhu do bat ky kich thich nao.

Dugc dong hoc

Hdp thu: Esomeprazol dugc hap thu nhanh sau khi udng, ndng do dinh trong huyét twong dat dugc
sau 1-2 gid. Sinh khd dung cda esomeprazol ting 1én theo liéu ding va khi dung nhic lai, dat
khodng 68% khi diing liéu 20 mg va 89% khi dung liéu 40 mg. Thitc &n lam chdm va gidm sy hﬁ'p
thu, di¢n tich dudi dudng cong (AUC) sau khi udng 1 liéu duy nhat 40 mg vao bita #n so véi lic d6 &
gidm tr 33 - 53%. Vi vdy udng Esomeprazol 1 gi¥ trudc bita in.
Phan bé: Khodng 97% esomeprazol gin két véi protein huyét tuong.
Chuyén héa: esomeprazol dugc chuyén héa rong rdi & gan nhd hé thdng cytochrom P450 isoenzyrmh.
CYP2C19 thanh cdc din chdt hydroxy va demethyl khong hoat tinh. Phin con lai chuyén héa qua
isoenzym CYP3A4 thanh esomeprazol sulfon. Khi ding nhdc lai, chuyén héa budc ddu qua gan va
d6 thanh thdi ctia thudc gidm c6 th€ do isoenzym CYP2C19 bi ttc ch€. Tuy nhién khong ¢6 hién
tugng tich ity khi ding ngay 1 lan. o] mot s& ngudi chidu A (15-20%) vi thi€u isoenzym CYP2C19 do
di truyén nén 1am chdm sy chuyén héa Esomeprazol, din dén AUC ting 1én 2 l4n so véi ngudi ¢6
Q dd enzym.

Thai trie: Thoi gian bdn thdi clia esomeprazol khodng 1 — 1,5 gid, khodng 80% liéu udng dugc thai
trlf dudi dang cdc chdt chuy€n héa khong hoat tinh trong nudc ti€u, phin con lai thai trit qua phan.
Du6i 1% chat me dugc thai trir trong nude tiéu. O ngudi suy gan ning, gid tri AUC § tinh trang 6n
dinh cao hon 2-3 lan so v6i ngudi ¢6 chifc ning gan binh thudng, nén phai gidm liéu cho cdc ddi
tugng nay va khong nén ding qud 20 mg mdi ngay.
Dugc dong hoc & ngudi dudi 18 tudi chura dude nghién cifu.
Chi dinh /
ESOMEPRAZOL 20- US dugc chi dinh trong nhitng trudng hop:

- Hdi chitng trao ngugc da day - thuc quén.

- Bénhloétda day - td trang.

- Chita loét da day - td trang c¢6 nhi€ém Helicobacter pylori va ngin ngifa nguy cd tdi phat &

bénh nhin loét da day - t4 trang nhiém Helicobacter pylori.
- Phong ngira va diéu tri loét da day enzym — td trang gy ra do thudc khdng viém khong
steroid.
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Doc k§ hudng dén sit dung truée khi ding. Néu cin biét them thong tin, xin héi y kién bdc sy.
Thuée nay chi ditng theo sy ké don ciia thdy thude.
Liéu lugng va cich ding
Li€u ding va thdi gian ding thudc cho tirng trudng hgp cu thé theo chi dinh ciia Béc si didu tri. Lidu
dung thdng thudng nhu sau:
Hoi chiing trao ngugc da day - thuc quén: Liéu khdi diu khuyén dung trong diéu tri bénh triao
ngudc da day — thyc qudn 1a tir 20 d&€n 40 mg mdi ngdy, ¢6 thé kéo dai trén 4-8 tuin ddi v@i nhitng
bénh nhén khong lanh bénh sau 4-8 tuin diéu tri.
Trong trudng hgp duy tri hay bénh khéng ¢6 triéu chitng x6i mon thuc quén, ¢6 thé dung liéu 20 mg
mdi ngay.
Bénh loét da day - td trang c6 Helicobacter pylori: Trong li¢u phdp bo ba k&t hgp véi amoxicillin va
clarithromycin, li€u thudng ding 1a 20 mg esomeprazol x 2 lin/ ngay trong 7 ngay hodc esomeprazol
40 mg x 1 lan /ngay trong 10 ngay.
Bénh loét dg day - td trang do thuéc khdng viem khéng steroid: Liéu yéu ciu 1a 20 mg hoidc 40 mg
x 11an /ngay trong 6 thang.
Bénh nhdn suy gan: khong can diéu chinh liéu dSi v6i bénh nhan suy gan nhe va vira. Lidu
esomeprazol cho bénh nhédn suy gan ning khéng qué 20 mg/ngay.

® cichding
Ubng nguyén vién thudc, khong dude nhai hay nghién cédc vi hat. USng trudc bita in (5t nhat 1a
trude bita dn sdng).
Thén trong
Khi ¢6 sir hi€n dién clia cdc triéu chitng cdnh gidc nhu: sut can ddng k€ khong chii dich, non mita t4i
phat, khé nudt, ndn ra mdu, hodc dai tién ra mau den) va khi c6 hay nghi ngd bi loét da day, nén
loai trir khd ndng ung thu da day, vi diéu tri véi esomeprazol ¢6 thé 1am gidm triéu chiing va lam
cham tr& viéc chin dodn. :
Thén trong khi ding thudc kéo dai vi ¢6 thé gay viém teo da day.
Than trong khi dung cho tré em dudi 18 tudi.
Thén trong khi ding cho ngudi bi bénh gan, phu nit mang thai va cho con bu.
Bai v6i ngudi bi suy than khong cin phai diéu chinh lidu, nhung phdi thin trong khi ding cho bénh
nhin suy thian ning.
Phu ni¥ ¢6 thai va cho con bu

@ Thudc khong gdy dnh hudng trén sy phat trién ciia bao thai & ngudi va sic vat, tuy nhién chi nén
dung thudc cho phu nit mang thai khi tht cin thiét. Khong nén ding thudc cho phu ni trong thdi ky
cho con bu. Trong trudng hgp can ding thudc thi phii ngung cho con bd.
L4i xe va vin hanh mdy méc
Mot s6 trudng hgp x4y ra tinh trang chéng mit, nhitc diu, chodng vdng khi sit dung esomeprazol, do
d6 nén thin trong dung thudc trong khi dang 1di xe hay van hanh mdy méc. A/U

Téac dung khéng mong muén

Céc tac dung phu thudng gip: nhitc ddu, chéng mit, dau bung, tiéu chdy, day hdi, tdo bén. /

ft gép: viém da, ngita, ndi mé day, chodng ving, kho miéng.

Hi€m gap: s6t d8 md hoi, phd ngoai bién, min cidm vdi 4nh sing, phédn @ng qud min bao gdm: may
day, phi mach, co thit ph&€ quén, s6c phin vé.

R4t hi€m gip: mat bach cdu hat, gidm bach ciu, gidm tidu ciu, ting men gan, viém gan, suy gan,
viém thdn k&, dau cd, khdp.

Thong bdo cho Bdc si nhiing tdc dung khéng mong muén gdp phai khi si dung thuéc.

Tuong tdc thudc
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- -Esomeprazol dc ch€ sy ti€t acid, lam ting pH da day, vi vay thudc c6 thé dnh hudng dén sinh kha

dung ctia mét s6 thudc hap thu phu thudc pH nhr: ketoconazol, digoxin, mudi sit.
-Diing dong thdi esomeprazol, clarithromycin va amoxicillin 1am ting ndng d6 esomeprazol va 14-
hydroxyclarithromycin trong mau.
-Esomeprazol tuong tic duge dong hoc v6i cdc thuSe chuyén héa bdi hé enzym cytochrom P450
isoenzym CYP2C19 & gan.
-Diing dong thdi 30mg esomeprazol va diazepam lam gidm 45% d6 thanh thai clia diazepam.
-Esomeprazol ¢6 thé 1am ting néng d6 trong méu cda saquinavir va lam gidm ndng do cia
nelfinavir va atazanavir thong qua mot cd ch€ chua duge xdc dinh 16 rang. Do d6 nén xem xét viéc
gidm li€u saquinavir khi ding chung véi esomeprazol d€ tranh cdc tic dung phu c6 thé xdy ra cla
saquinavir.
-Esomeprazol lam gidm hoat dong cda cdc enzym chuyén héa clopidogrel thanh dang ¢6 hoat tinh,
do d6 1am gidm hoat tinh ciia clopidogrel, vi viy khuy&n cdo chi sit dung k€t hgp hai loai thudc nay
khi thit cin thiét.
-Esomeprazol lam ting ndng d6 clia cilostazol va cic chit chuyén héa ciia né. Lidu cilostazol nén
dugc gidm tf 100 mg hai 1dn mdi ngay thanh 50 mg hai 1an mdi ngay khi dugc ding chung véi
esomeprazol.

® Quilidu va cdch xi tri
Chua c6 bdo cdo vé qué liéu esomeprazol & ngudi. Hién chua c6 thude gidi doc dic hiéu, trong
trudng hdp qud lieu nén diéu tri triéu chiing va diing cdc bién phdp ho trg tong quat. ThAm tdch m4u
khong ¢6 tdc dung loai trit thudc.
Dang trinh bay:
Hop 03 vi x 10 vién nang citng
Tiéu chudn: Tiéu chuén cd s
Han duing: 36 thang k€ tir ngdy sdn xuat.
Bao quan:
Bdo qudn thudc & noi kho thodng, nhiét do dudi 30°C, tranh 4nh sdng.
Dé thuée xa tém tay tré em.
Nha san xuit:
CONG TY TNHH US PHARMA USA
Pia chi : L6 B1- 10, DPudng D2, KCN Tay Bic Ci Chi, TP.H3 Chi Minh

. Moi thic mdc va thong tin chi tiét, xin lién hé vé 56 di¢n thoai 08 37908860 — 08 37908861, Fax:
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