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Esomeprazol 40-Mv

Esomeprazole 40mg
Box of 3 blisters x 10 capsules (contains enteric-coated pellets)

US PHARMA USA " . :
Box of 3 blisters x 10 capsules (contains enteric-coated pellets)
‘Composition: Storage: Keep out of reach of children.
Each capsule contains: In a dry and cool place, below 30°C, protect from TS S0 e et Gy Sus e
(as i direct sunlight. u.?
trihydrate enteric coated pellets). 40mg o rvanus s
q.s 1 capsule  In house. - =y %
* Lot B1-10, D2 Street, Tay Bac Cu Chi Industrial Zone, HCMC
Marketed & distributed by:
MINH VIET PHARMA INTERNATIONAL., CO
No. 95 Road 100 Binh Thoi, Ward 14, Dist.11, m
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PR Hép 3 vi x 10 vién nang cirng chira vi hat bao tan trong ruét
N
Thanh phén: Bao quan: D4 xa tim tay tré em
M3i vién nang cizng chira vi hat bao tan trong rudt chira: Noi kho thoang, nhigt 4o dudi 30°C, D0c kf husing din s dyng trudic khi ding
Esomeprazol (du¢i dang vi hat esomeprazol magnesium tranh anh sang.
trihydrat bao tan trong rudt) .. Tiéu chudn:
Té duoc vd Tiéu chuln co s&.
Chi dinh, chéng chi dinh, lidu dung, céch ding, céc
théng tin khac:
Xem t& huéng ddn sir dyng bén trong hop.
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R, Thuéc nay chi dimg theo don thuéc

ESOMEPRAZOL 40 MV
Nm&%tgmé

(* Thanh phan vi hat esomeprazol magnesium trihydrat bao tan trong rudt gom: Hydroxy propyl
methyl cellulose E-5, Sodium hydroxid, Sugar spheres (#18 to #20), Methacrylic Acid Copolymer
Dispersion, Talc, Titan dioxyd, Polyethylen glycol 600 (PEG 600), Polysorbat-80).

Loai thuéc: ESOMEPRAZOL 40-MV chira esomeprazol la thudc khang tiét acid da day, thudc
nhém thudc chéng loét da day — rudt theo co ché trc ché bom proton.
Chi dinh
ESOMEPRAZOL 40-MV dugc chi dinh dé diéu tri trong nhimg truong hop:
- Hoi chimg trao ngugc da day - thye quan.
- Bénh loét da day - ta trang.
- Chira loét da day - ta trang c6 nhiém Helicobacter pylori va ngin ngira nguy co tai phét &
bénh nhén loét da day t4 trang nhiém Helicobacter pylori.
- Phong ngira va diéu tri loét da day enzym - t4 trang gdy ra do thudc khéng viém khong
steroid.
Tang tiét acid da day, bao gdm héi chung Zollinger-Ellison.
Lleu lwgng va cach diung
Liéu ding va thoi gian dung thudc cho timg trudng hop cu thé theo chi dinh cta Bac st diéu tri. Liéu
dung thong thudng nhu sau:

Liéu diing cho ngwoi lén trén 18 tudi: E y

De xa tim tay tré em
Doc kj hwong din sir dung trudc khi diung

Hpi chitng trao ngwoc dg day — thyc quin: lidu dleu tri bénh trao nguoc da uc quan ¢ x6i
mon thyc quan 1a 40mg X llan/ngay, dung trong 4 tudn c6 thé kéo dai thém 4 neu bénh nhan
khong lanh bénh sau 4 tuén diéu tri dAu tién.

Tr;)ng truomg hop duy tri hay bénh khong c6 triéu chimg x6i mon thuc quan, c6 thé ding liéu 20 mg
moi ngay.

Bénh loét dg day — td trang cé Helicobacter pylori: Trong liéu phap b ba két hop véi amoxicillin va i
clarithromycin, liéu thuong ding 13 20 mg esomeprazol x 2 14n/ ngay trong 7 ngay hoic esomeprazol x .
40 mgx 1 14n /ngay trong 10 ngay.

Diéu tri loét do cdc thuoc NSAID: 20mg x 11an/ngay trong 4-8 tudn. Du phong loét khi sir dung céc

thudc NSAID:20 mg x 114n/ngay.

Diéu tri hji chieng Zollinger-Ellison: 40mg x 2 lan/ngay. Hiéu chinh theo d4p umg 1am sang. S
Thudng bénh nhan kiém soat bénh & liéu 80-160mg/ngay, chia 2 1an. ‘ oy —
Bénh nhin suy gan: khong can diéu chinh lidu d6i v6i bénh nhan suy gan nhe va vira. Liéu “—
esomeprazol cho bénh nhan suy gan nang khong qua 20 mg/ngay.

Bénh nhén suy thin: liéu dung khong can phai hi¢u chinh cho b¢nh nhan suy than. Tuy nhién chua

¢6 dir liéu v& an toan cua thudc trén bénh nhén suy than ning nén khéng sir dung thudc trén nhém dbi

tuong nay.

Nguwoi cao tudi: khong can diéu chinh lidu d6i véi ngudi cao tudi.

Tré em 12-18 tudi: diéu tri hoi chimg trao nguoc da day — thyc quan: 40 mg esomeprazol x 1

1an/ngay, trong 4 tudn. Liéu trinh didu tri thém 4 tuén nira duge khuyén céo cho cac bénh nhan viém

thyc quan chua duorc chira lanh ho#c nhitng bénh nhén c6 triéu ching kéo dai dai dang

Tré em dudi 12 tudi: esomeprazol khong nén dugc sir dung & tré em dudi 12 tudi do khong c6 dit

liéu 1am sang.
Cach dung
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Uéng nguyén vién thubc, khong duge nhai hay nghién céc vi hat. Udng trudc bira &n (t6t nhét 13 trude

bita an sang).

Chong chi dinh:

Man cam v6i esomeprazol cac benimidazol hodc bt ky thanh phan nao cta thudc.

Khong phbi hop véi nelfinavir, atazanavir.

Cinh bdo va thin trong

Trude khi ding thudc trc ché bom proton, phai loai trir kha ning ung thu da day vi thudc c6 thé che

14p triéu chimg, 1am cham chén do4n ung thur.

Thén trong khi ding & nguoi bi bénh gan, ngudi mang thai hodc cho con bu.

Dung esomeprazol kéo dai co thé gy viém teo da day hoic ting nguy co nhiém khuén (nhu viém

phdi méc phai tai cong dong).

C6 thé ting nguy co tiéu chay do Clostridium difficile khi dung céc thudc trc ché bom proton.

Khi ding cac thudc trc ché bom proton, dac biét khi dung liéu cao va kéo dai (trén 1 nam), c6 thé 1am

tdng nguy co gay xXuong chéu, xuong cb tay hodc cot séng do lodng xwong. Co ché cua hién twong

ndy chua dugce giai thich, nhung ¢6 thé do giam hip thu calci khong hoa tan do tang pH da day.

Khuyén céo dung liéu thdp nhét c6 tic dung trong thdi gian ngin nhét c6 thé, phu hop véi tinh trang

lam sang Nhing bénh nhén c6 nguy co gy xuong do lodng xuong nén dung du calci va vitamin D,

danh gia tinh trang xwong va tuén thu theo huéng dan cuia chuyén gia y té.

Ha magnesi huyét (c6 hodc khong c6 tri¢u chung) hiém khi gap & ngudi bénh ding thudc trc ché bom

proton kéo dai (it nhit 3 thang hodc trong héu hét cac truong hop dung kéo dai trén 1 nam).

Esomeprazol c6 thé 1am giam su hép thu vitamin B12 (cyanocobalamin) do su giam tiét acid da day.

Diéu nay can dugc xem x¢ét than trong ¢ nhimg bénh nhén :i%;zmg dy trir vitamin B12 giam hodc
ai

céc yéu tb nguy co lam giam hép thu vitamin B12 khi diéu trf

Anh hudng dén cac xét nghiém trong phong thi nghlem . tang nong do Chromogranin A (CgA) ¢6 thé anh
hudng dén xét nghiém cac khdi u than kinh ni tiét. D& tranh sy anh huong nay, nén diung viée dleu tri
esomeprazol lai trong it nhit nim ngay trudc khi do CgA. Néu ndng dd CgA va gastrin khong tré vé& mirc
tham khao sau lan do ban dau, viéc do lai phai dugc 1ap di lip lai 14 ngay sau khi ngimg didu trj thudc trc
ché bom proton.

Do thanh phan vi hat c6 chira sucrose nén céc bénh nhén véi cic bénh 1y di truyén hiém gip vé dung
nap galactose, hogc thu kém hip thu glucose- galactose khong nén dung thudc nay.

Than trong khi sir dung cho bénh nhan bi bénh tiéu duong.

Sir dung thudc cho phu nir ¢é thai

Thubc khong gy anh huong trén sy phat tr1en cta bao thai & ngudi va sic vat, tuy nhién chi nén
dung thudc cho phu nit mang thai khi that cn thiét.

Sir dung thudc cho phu nir cho con bi

Do khéng du dit liéu vé sy bai tiét thudc vao sita me va anh hudng cua thudc 1én tré, vi vay khong
nén sir dung esomeprazol trong trudng hop dang cho con bd. Trong truong hop cn ding thude thi
phai ngung cho con bu.

Anh huwéng ciia thude khi ldi xe va vin hanh miy moc

Mdt s6 trudng hop xdy ra tinh trang chéng mit, nhirc dau, choang vang khi sir dung esomeprazol, do
d6 nén than trong dung thuoc trong khi dang lai xe hay van hanh may moc.

Téc dung khéong mong mudn (ADR)

Thuong gdp, ADR >1/100

Toan than: dau d4u, chéng mat, ban ngoai da.

Tiéu héa: budn nén, ndn, dau bung, tiéu chay, tao bén, ddy hoi, kho miéng.

It gap, 1/1000 < ADR < 1/100

Toan than: mét moi, mét ngu, budn ngu, phat ban, ngira, di cam.

R01 loan thj giac.

Hiém gap, ADR < 1/1000

Toan than: s6t, toat md hoi, phu ngoai bién, man cam v6i 4nh séng, rung téc, phan tmg qua man (bao
gom may day, phit mach, co thét phe quan, sbc phan v¢).

Than kinh trung wong: kich dong, trdm cam, 1a 14n, o giac.

Ho hép: nhiém khuén ho hép.
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Huyét hoc: giam toan thé huyét cau, ting bach cau, giam bach cdu, giam tiéu ciu.

Gan: ting enzym gan, viém gan, vang da, suy chirc ning gan.

Tiéu héa: rbi loan vi giac, viém miéng.

Chuyén héa: ha magnesi huyét, ha natri huyét, i loan chuyén héa porphyrin.

Co xuong: dau khdp, dau co, lodng xuong, gdy xuong.

Tiét ni¢u: viém than ke.

Nbi tiét: chimg vii to & nam.

Da: ban bong nuéc, hdi chimg Stevens-Johnson, hoai tir biéu bi nhiém ddc, viém da.

Do lam giam d¢ acid ctia da day, céc thube wrc ché bom proton c¢6 thé 1am ting nguy co nhiém khuén
& duong ti€u hoa.

Hudng din cdch xir tri ADR:

Phai ngimg thudc khi c¢6 biéu hién ADR ning.

Théng bdo cho Bic si nhitng tic dung khong mong muén gdp phai khi si dung thudc.

Tuwong tic thude

-Esomeprazol uc ché sy tiét acid, 1am tang pH da day, vi vay thudc c6 the anh hudng dén sinh kha
dung ctia mét s6 thude hép thu phy thude pH nhu: ketoconazol, digoxin, mu01 sit.

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

-Esomeprazol tuong tac duge dong hoc véi cac thudc chuyén hoa boi hé enzym cytochrom P450
isoenzym CYP2C19 & gan.

-Dung ddng thoi 30mg esomeprazol va diazepam lam giam 45% d¢ thanh thai cua diazepam.
-Esomeprazol c6 thé lam ting nong dj trong méu cua saquinavir va lam giam ndng d6 cta nelfinavir
va atazanavir thong qua mot co ché chua dugc x4c dinh rd rang. Do d6 nén xem xét viéc g1am lidu
saquinavir khi dung chung v6i esomeprazol dé tranh céc tac dung phu c6 thé Xy ra cua saquinavir.
-Esomeprazol lam giam hoat dgng cua cac enzym chuyen hoa clopidogrel thanh dang c6 hoat tinh, do
d6 lam giam hoat tinh cua clopidogrel, vi vy khuyén c4o chi sir dung két hop hai loai thube nay khi
tht cén thiét.
-Esomeprazol lam ting ndng do cua cilostazol va cac chét chuyén hoéa ctia né. Liéu cilostazol nén
dugc giam tir 100 mg hai 1an mdi ngay thanh 50 mg hai 1dn mdi ngay khi dwoc dung chung véi Y
esomeprazol. MHUU AN z
-Methotrexat: khi dung cung vai PP, nong d0 methotrexat da dugc bao cao tan 6t s6 bénh nhand USA /*
Cén xem xét ding vigc dung methotrexat liéu cao v6i esomeprazol.

-Tacrolimus: ding ddng thoi voi esomeprazol s& 1am ting nong do tacrolimus. Can giam sat chat ch&
nong d9 tacrolimus cling nhu chirc néng thén (d9 thanh thai creatinin) va diéu chinh liéu tacrolimus
néu can thiét.

-Warfarin: ding ddng thoi 40 mg esomeprazol cho bénh nhan dugc diéu tri voi warfarin trong mét
thir nghu;m 1am sang cho thdy réng thoi gian d6ng méu déu ndm trong pham vi chdp nhan. Tuy nhién,
mot vai trudng hop cé bi¢t chi so INR téng cao c6 y nghia 1am sang da duoc bdo céo trong qua trinh
diéu tri ddng thoi. Khuyén cdo nén glam sat chat che khi bét dau va két thic viéc diéu tri dong thél
esomeprazol v6i warfarin hodc cac dan xuit coumarin khac. & \

-Phenytoin: ding dong thoi 40 mg esomeprazol din dén ting 13% nong d6 trong huyét tuong cua
phenytoin & bénh nhén dong kinh. Khuyén c4o nén giam sat chat ch& ndng do phenytoin trong huyet (
twong khi diéu tri v6i esomeprazol. 7S i
-Thubc tkc ché CYP2CI9 va / hodc CYP3A4: esomeprazol dugc chuyén héa boi CYP2C19- Va&
CYP3A4. Dung dong thoi esomeprazol va mot chat trc ché CYP3A4 (nhu clarithromycin) dan\d”
tang gép doi chi s6 AUC ciia esomeprazol Dung dong thdi esomeprazol va mét chit wrc ché tong hop
ctia CYP2C19 va CYP3A4 c6 thé din dén ting hon gap d6i nong do esomeprazol.

-Thubc cam vmg CYP2C19 va / hodc CYP344: thudc cam tmg CYP2C19 hoic CYP3A4 hoic ca hai
(nhu rifampicin) c6 thé din dén giam ndng 9 trong huyét thanh esomeprazol bang cach ting sy trao
d6i chit esomeprazol.

Qua lidu va cich xir tri
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Chua c6 bao céo vé qua lidu esomeprazol ¢ ngudi. Hién chua c6 thudc giai doc dic higu, trong
truong hop qué lidu nén didu tri triéu chimg va ding céc bién phép hd trg tong quat. Thdm tich méau
khong c6 tac dung loai trir thube.

Dic tinh dwge lue hoc

ESOMEPRAZOL 40-MV ' chira esomeprazol la dang dong phan S cua omeprazol co6 tac dung lam
giam sy tiét acid da day theo co ché lién két chon loc cao va e che khong hdi phuc bom proton.
Thubc c6 4i luc dic hidu voi men H/K'-ATPase (bom proton) & t& bao vién niém mac da day. Men
nay kiém soat giai doan cudi cua qua trinh tiét acid dich vi, vi thé ESOMEPRAZOL 40-MV 1 ché
ca qua trinh tiét acid co ban ciing nhu do bét ky kich thich nao.

Diic tinh dwgc dong hoc

Hdp thu: Esomeprazol dugc hip thu nhanh sau khi ung, ndng do dinh trong huyét twong dat dugc
sau 1-2 gio. Sinh kha dung ctia esomeprazol ting 1én theo liéu ding va khi dung nhéc lai, dat khoang
68% khi ding liéu 20 mg va 89% khi ding liéu 40 mg. Thirc &n lam chdm va giam sy hip thu, dién
tich dudi duong cong (AUC) sau khi ubng 1 liéu duy nhat 40 mg vao bita an so véi luc d6i giam tir
33 —53%. Vi vdy udng Esomeprazol 1 gio trudc bita an.

Phdn bé: Khoang 97% esomeprazol gan két véi protem huyét trong.

Chuyén héa: esomeprazol dugce chuyén héa rong rii & gan nhd hé théng cytochrom P450 isoenzym
CYP2C19 thanh céc din chat hydroxy va demethyl khong hoat tinh. Phén con lai‘chuyén héa qua
isoenzym CYP3A4 thanh esomeprazol sulfon. Khi dung nhéc lai, chuyén héa buéc dau qua gan va do
thanh thai ctia thubc giam c6 thé do i isoenzym CYP2C19 bj trc ché. Tuy nhién khong cé hién tugng
tich liy khi ding ngay 1 1an. O mot s6 ngudi chau A (15-20%) vi thicu isoenzym CYP2C19 do di
truyén nén lam cham su chuyén héa Esomeprazol, d4n dén AUC ting 1én 2 1an so véi nguoi ¢6 di
enzym. /

Thai trir: Thoi gian ban thai cua esomeprazol khoang 1 — 1,5 gid, kho % lidu ubng dugc thai
trir dudi dang cac chét chuyén héa khong hoat tinh trong nudc tiéu, phan con lai thai trir qua phan.
Du6i 1% chat me duge thai trir trong nude tidu. O ngudi suy gan ning, gia tri AUC & tinh trang 6n
dinh cao hon 2-3 14n so v&i ngudi c6 chitc ning gan binh thudng, nén phai giam liéu cho cac dbi
tuong ndy va khong nén dung qua 20 mg mdi ngay.

Dugc dong hoc & ngudi dudi 18 tudi chua dugc nghién ctru.

Dang trinh bay:

Hop 03 vi x 10 vién nang cing

Tiéu chuén: Tiéu chuin co s

Han dung: 36 thang ké tir ngay san xuét.

Bido quin:

Bao quan thudc & noi kho thoéng, nhiét d6 du6i 30°C, tranh 4nh sang.

Nha sén xuit:

CONG TY TNHH US PHARMA USA

Diachi: Lo B1- 10, Buong D2, KCN Tay Béc Cu Ch1 TP Hb Chi Minh

Mopi thic mdc va thong tin chi tiét, xin lién hé vé sé dign thogi 028 37908860 — 028 37908861,
Fax: 028 37908856

TUQ.CUC TRUGNG
PTRUGNG PHONG

Niuaydn Nge Ak
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