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NEMEUM

Vién nang ciing chita vi hat bao tan trong rudt

eprazol (dung dudi dang vi hat Esomeprazol magnesium dihydrat bao tan trong rudt) 20 mg

(* Thanh phan vi hat Esomeprazol magnesium dihydrat bao tan trong rut gdm: Esomeprazol magnesium
dihydrat, Hypromellose (HPMC ES5), Mannitol, Sucrose, Crospovidone, HPMC phthalate, Diethyl
phthalate)

Loai thuéc: NEMEUM la thu6c khdng ti€t acid da day, thudéc nhém thuSc chdng loét da day — rudt theo
¢ ché trc ché€ bom proton.

Duge Iye va co ché tdce dung

NEMEUM chita Esomeprazol 1a dang dong phin S clia omeprazole ¢6 tdc dung lam gidm sy ti€t acid da
day theo cd ch€ lién két chon loc cao va khong hodi phuc vio bom proton. Thude ¢6 4i luc dic hiéu véi
men H'K*-ATPase (bom proton) & t€ bio vién niém mac da day. Men nay ki€m sodt giai doan cudi clia
qud trinh ti€t acid dich vi, vi th€ NEMEUM (fc ch€ cd qud trinh ti€t acid cd ban ciing nhu do bt k¥ kich
thich nao.

Dugc dong hoc

Hdp thu: Esomeprazol dugc hap thu nhanh sau khi udng, ndng do dinh trong huyét twong dat dudc sau 1-
gid. Sinh khd dyng ctia Esomeprazol ting 1én theo liéu ding va khi diing nhdc lai, dat khodng 68% khi
ding liéu 20 mg va 89% khi diing liéu 40 mg. Thic in lam chim va gidm sy hip thu, dién tich duéi
dudng cong (AUC) sau khi udng 1 li€u duy nhdt 40 mg vao bita dn so vdi lic d6i gidm tir 33 — 53%. Vi
vy u6ng Esomeprazol 1 gid trudc bita in.
Phén b6’ Khodng 97% Esomeprazol gin k€t véi protein huyét tuong.
Chuyén héa: Esomeprazol duge chuyén héa rong rii & gan nhd hé thdng cytochrome P450 isoenzyme
CYP2C19 thanh cdc dan chat hydroxy va demethyl khong hoat tinh. Phin con lai chuyén héa qua
isoenzyme CYP3A4 thanh Esomeprazol sulfon. Chuyén héa budc ddu qua gan va do thanh thdi cla
thudc gidm ¢6 thé do isoenzyme CYP2C19 bj ifc ché. Tuy nhién khong c6 hién tugng tich lily khi diing
ngay 1 1an. Ndi 1 s6 ngudi chdu A (15-20%) vi thi€u isoenzyme CYP2C19 do di truyén nén lam chiam sy
chuyén héa Esomeprazol, din dén AUC ting 1én 2 1an so v6i ngudi c6 di enzyme.
Thdi trie: Thoi gian bdn thdi cia Esomeprazol khodng 1 — 1,5 gid, khodng 80% liéu uéng dugc thi trir
dudi dang cdc chdt chuyén héa khong hoat tinh trong nudc ti€u, phin con lai thii trir qua phan. Dudi 1%
chdt me duge thdi trr trong nude ti€u. G ngudi suy gan ning nén phai gidm liéu cho cdc d6i tugng nay
va khong nén diing qud 20 mg mdi ngay.
Dugc dong hoc & ngudi dudi 18 tudi chira duge nghién ciiu.
Chi dinh
NEMEUM dudc chi dinh trong nhitng trudng hgp:

- Hoi chitng trdo ngude da day - thuc qudn.

- Bénhloétda day - td trang.
Chira loét da day - td tang ¢6 nhi€ém Helicobacter pylori va ngin ngira nguy cd tdi phit & bénh
nhin loét da day - td trang nhi€m Helicobacter pylori.

- Phong ngira va di€u tri loét da day — t4 trang gy ra do thudc khdng viém khéng steroid.
Doc ky hudng dén sit dung trude khi diing. Néu cdn biét thém théong tin, xin héi § kién bdc s.
Thuéc nay chi diing theo sy ké don ciia thdy thuéc.
Liéu lugng va cich diung
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Liéu diing va thdi gian dung thude cho tirng trudng hdp cu thé theo chi dinh ctia Béc si diéu tri. Liéu
dung thong thudng nhu sau:
Hoi chiing trao ngugce da day — thuc quan Liéu khdi diu khuyén ding trong diéu tri bénh trdo ngugc da
day — thuc qudn Ia tir 20 dén 40 mg mdi ngdy, ¢6 thé kéo dai trén 4-8 tuian doi v6i nhitng bénh nhin
khong lanh bénh sau 4-8 tuan diéu tri.
Trong trudng hgp duy tri hay bénh khong ¢6 triéu chiing x6i mon thyc quén, ¢6 thé€ ding liéu 20 mg mdi
ngay.
Bénh loét da day — td trang ¢é HP: Trong liéu phap bo ba k&t hgp vdi amoxicillin va clarithromycin, liéu
thudng ding 1a 20 mg Esomeprazol x 2 1an/ ngay trong 7 ngay hodc Esomeprazol 40 mg x 1 1An /ngay
trong 10 ngay.
Bénh loét da day — td trang do thudc khdng viém non steroid: Liéu yéu ciu la 20 mg hodc 40 mg x 1 1an
/ngay trong 6 thdng.
Bénh nhéin suy gan: khong cin diéu chinh liéu déi v6i bénh nhin suy gan nhe va vira. Liéu
Esomeprazol cho bénh nhdn suy gan ning khong qua 20 mg/ngay.
Cach dung
Udng nguyén vién thudc, khong dude nhai hay nghién cdc vi hat. USng trude bita dn (16t nhit 12 trudc
bira dn sdng).

Q Thén trong 0970359

: Khi ¢6 sy hién dién cla cdc triéu chitng cdnh gide nhu: sut cdn ddng k€ khong chi dich, nén mita téiyg 1y

phdt, kh6 nudt, nén ra mdu, hodc dai tién ra mdu den) va khi ¢6 hay nghi ngd bi loét da day, nén loai “#HIEMHUU
kha niing loét da day dc tinh, vi di€u tri vGi Esomeprazol ¢6 thé lam gidm triéu chitng va lam chim tpﬁAHHAU
viéc chdn dodn.
Than trong khi ding thudc kéo dai vi c6 thé gdy viém teo da day.
Thén trong khi ding cho tré em dudi 18 tudi.
Thén trong khi dung cho ngudi bi bénh gan, phu nit mang thai va cho con bui.
D3i vdi ngudi bi suy thin khong cin phii diéu chinh liéu, nhung phai thin trong khi diing cho bénh nhén
suy thdn ning.
Phu ni¥ ¢é thai va cho con ba
Thudc khong gdy dnh hudng trén sy phdt trién clia bao thai § ngudi va sdc vit, tuy nhién chi nén diing
thudc cho phu ni mang thai khi thit can thai. Khéng nén diing thudc cho phu nif trong thdi ky cho con
bd. Trong trudng hgp cin ding thudc thi phdi ngung cho con bi.
Lai xe va vAn hanh may méc

Q Chua ¢6 bdo cdo vé dnh hudng clia thudc khi sit dung cho ngudi 14i xe va vin hainh mdy méc
Téc dung khong mong mudn
Céc tdc dung phy thudng gip: nhitc diu, chéng mit, dau bung, tiéu chdy, ddy hoi, tdo bén.
{t gap: viém da, ngtta, n8i mé day, chodng véng, kho miéng.
Hi€m gip: sot d6 m6 hoi, phit ngoai bién, min cim vdi 4nh sdng, phdn ng qui min bao gdm: may day,
phit mach, co thit ph& qudn, s6c phin vé.
RAt hi€m gip: mdt bach cdu hat, gidm bach cdu, gidm tiéu cdu, ting men gan, viém gan, suy gan, viém
thian k&, dau cd, khép.
Théng bdo cho Bdc si nhiing tac dung khong mong muén gdp phdai khi sit dung thuéc.
Tudng tdc thudc
Esomeprazol (fc ch€ sy tiét acid, 1am ting pH da day, vi vdy thudc ¢6 thé dnh hudng dén sinh khd dung
cia mdt sd thude hap thu phy thudc pH nhu: ketoconazole, digoxin, mudi sit.
Ding dong thdi Esomeprazol, Clarithromycin vd Amoxicillin 1am ting néng d6 Esomeprazol va 14-
hydroxyclarithromycin trong mau.
Esomeprazol tudng tdc duge dong hoc véi cdc thude chuyén héa bdi hé enzym cytochrom P450 isoenzym
CYP2C19 & gan.
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Diing dong thdi 30mg Esomeprazol va Diazepam lam gidm 45% do thanh thdi ctia Diazepam.
Qua liéu va cich xi¥ tri
Chua ¢6 bdo cdo vé qua liéu Esomeprazol & ngudi. Hién chua c6 thude gidi doc dic hiéu, trong trudng
hop qud liéu nén diéu tri triéu ching va ding cdc bién phdp hd trg tdng quédt. Tham tdch mdu khéng ¢6
tdc dung loai trif thudc.
Dang trinh bay:
Hop 02 vi x 10 vién nang ciing chifa vi hat bao tan trong rudt.
Tiéu chudn: Nha sin xudt
Han ding: 36 thiang k& tir ngay sdn xuat.
Bao quan:
Bdo qudn thudc & ndi kho thodng, nhiét d¢ dudi 30°C, trdnh dnh sdng.
Dé thuédc xa tam tay tré em.
Nha san xudt:
CONG TY TNHH US PHARMA USA
Pia chi : L6 B1- 10, Pudng D2, KCN Tay Bic Cii Chi, TP.HS Chi Minh
Moi thic mdc va théng tin chi tiét, xin lién hé vé sé di¢n thogi 08 37908860 — 08 37908861, Fax: 08
37908856




