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Hép 3 vi x 10 vién nén SP

1 Thanh phin

Thanh phan: mdi vién thudc Esapbe 40 c6 thanh phan:

« Hoat chét chinh 1a Esomeprazol véi ham luong 40mg.
o Ta duogc khac vira du 1 vién.

Dang bao ché: vién nén bao tan trong rudt.

2 Téc dung - Chi dinh ciia thudc Esapbe 40

Tac dung ciia thudc Esapbe 40

Hoat chit Esomeprazole trong thudc thudc nhom thudc w@c ché bom
proton PPIs. N6 gitp trc ché su bai tiét acid ctia da day, tir d6 bao vé niém mac
da day khoi sy tan cong cua acid dich vi.

Thubc Esapbe 40 c6 chita hoat chat esomeprazol - 1a ddng phan (S)-omeprazol,
lam giam tiét acid da day thong qua su tc ché dic hiéu bom proton (H+ K+-
ATPase) ¢ té bao thanh da day.

Esomeprazol 1a mot base yéu, dugc hoat hoa trong cac 6ng tiét ciia té bao thanh
da day c6 d6 acid cao. Sau khi dugc hoat hoa, thuéc e ché bom proton
(H+,K+-ATPase) 1am giam ca ham lugng acid va wre ché tiét acid da day.

Hoat chat nay dugc sir dung pho bién trong cac ché pham héa dugc dé diéu tri
cac bénh lién quan dén da day, ta trang nhu bénh trao ngugc da day, loét da day
- ta trang,...

Chi dinh thudc Esapbe 40

Thudc Esapbe 40 dugc sir dung trong diéu tri bénh trao nguoc da day - thuc
quan.



Chi dinh diéu tri trong cac bénh vé da day nhu viém thuc quan tréy xuoc, loét
thuc quan, xung huyét hang vi da day...

Diéu tri cho bénh nhén loét da day - ta trang lanh tinh.

St dung cho cac ddi tuong mac hoi chimg Zollinger-Ellison.

Phong va diéu tri cac trudng hop loét da day - ta trang khi st dung cac thude
chéng viém khong steroid.

Tiéu diét vi khuan Hp gy viém loét da day- ta trang.

Ngéan ngtra cac tri€u chirng do cac bénh 1y da day gy ra nhu: ¢ nong, kho chiu,
day hoi, ho kéo dai...

3. Li¢u dung - Cach dung thuoc Esapbe 40

Liéu dung thudc Esapbe 40

St dung trong diéu tri loét ta trang: st dung lidu 20mg/ngay, dung kéo dai 2-4
tuan.

St dung trong diéu tri loét da day va viém thuc quan trao nguoc da day: ding
lidu 20mg/ngay, diéu tri kéo dai 4-8 tuan.

Piéu tri cho bénh nhan bi viém loét da day t4 trang do nhidém vi khuan
Helicobacter pylori, st dung theo phac d6 ctiia Bo Y té:

« Esomeprazol véi liéu 40mg/ngay, trong 10 ngay.

« Amoxicillin véi liéu 1000mg/lan, ngay 2 1an va trong 10 ngay.

« Clarithromycin véi liéu 500mg/lan, ngdy 2 1an va trong 10 ngay.

DPéi v6i cac bénh nhan bi mac hoi ching Zollinger — Ellison: Stir dung lidu
60mg/ngay.

Liéu stir dung cho du phong tai phat loét da day- ta trang: dung lidu tir 20-
40mg/ngay.

Liéu luong cua thude co thé thay doi theo chi dinh cua bac si tiy theo tudi, thé
trang cuia bénh nhan.

Cach dung thudc Esapbe 40 hi¢u qua

Thudc Esapbe 40 duoc uéng khi d6i, it nhat 1 gio trudce bira an véi mot coe
nuéc day.

Bénh nhéan phai nudt ca vién thuc khong duoc nghién nhé hodc nhai.

4. Chong chi dinh
Khong sir dung thude Esapbe 40 cho ngudi man cam véi cac thude e ché bom
proton hodc bat ky thanh phan nao cta thudc.

5.Tac dung phu

Khi st dung Esapbe 40 bénh nhan c6 thé xuit hién mot sb tac dung phu sau:
Xuét hién cac triéu chirng nhu dau dau, chong mat, khoé chiu, budn ngu, mét
moi, phat ban, man ngira ngoai da...



Céc van dé vé tiéu hoa nhu an udng kho tiéu, truéng bung, day bung, chan an,
budn nén, ndn, déy hoi, ti€u chay, tdo bon,...

C6 thé gay dau nhirc xwong khdp, lodng xuong, gy xuong.

Ngoai ra, bénh nhan c6 thé gap mot sd tac dung khong mong mudn hiém gip
hon nhu ri loan thi giac, s6t, ra md héi, man cam vai anh sang, rung tdc, cac
phan ng quéa man, c6 thé gip trang thai kich dong, trim cam, 14 13n, 4o giac...
Khi gip bat ky tac dung khong mong mudn nao, bénh nhan can kip thoi hoi y
kién ctia bac si dé co bién phap xir tri thich hop.

6 Tuwong tac

Esapbe 40 anh hudong dén sy hap thu cia cic hoat chat hap thu phu thudc vao
pH nhu Ketoconazol, Itraconazole, mudi Sit, Digoxin....

Lam ting nong d0 trong mau cia cac hoat chat nhu: Diazepam,
Saquinavir, Cilostazol, Methotrexate, Tacrolimus, Digoxin, Clarithromycin...
Do d6, c6 thé dan dén nguy co ngd doc cac chat nay néu khong dugc dicu
chinh liéu hop 1y.

Thudc lam giam ndng do trong mau cua cac hoat chit nhu: Nelfinavir,
Atazanavir, Clopidogrel...

Mot s6 hoat chat lam giam nong do cua Esomeprazol gy anh hudng dén sinh
kha dyng cta thudc nhu: Rifampicin, Sucralfate,...

Esapbe 40 khi dung dong thoi v6i cac thubc ha Magnesi nhu thubc loi
tiéu Thiazid, thudc loi tiéu quai... 1am ting nguy co ha Magnesi huyét d6i véi
bénh nhan.

Ngoai ra, Esapbe 40 lam cho Warfarin bi kéo dai thoi gian dong mau va thoi
gian Prothrombin khi sir dung dong thoi, ¢6 thé giy chay méau bat thudong va tir
vong.

7. Luu y khi sir dung va bao quan

Luwu y va thin trong

Poc ki huéng din sir dung thuéc Esapbe 40 va tudn theo chi din cta bac si
hoac duoc si.

Bénh nhan khong duogc ty ¥ st dung thude hay tu diéu chinh liéu khi su dung
vi ¢6 thé gay ra nhiing tic dung khong mong mudn.

Than trong khi stt dung thudc cho cac bénh nhan bi ung thu da day, da ting
hodc dang bi ha Magie huyét, bénh nhan bi suy than va cac bénh 1y Ve gan...
Thudc Esapbe chua c6 nghién ctru vé tinh an toan khi sir dung cho tré em dudi
12 tudi.

Than trong khi st dung thudc Esapbe 40 cho nguoi gia va cho tré em 12-17
tuoi.



Pbi voi ngudi l4i xe va van hanh may moéc: chua cd nghién ciru ndo nghién ciru
str dung thudc Esapbe 40 cho cac dbi twong ndy. Tuy nhién, bénh nhén ciing
nén han ché thuc hién khi st dung thude.

Bénh nhan can han ché st dung bia rugu va céc chét kich thich trong thoi gian
su dung thude dé dat dugc hiéu qua diéu trj tot nhat.

Luwu y sir dung trén phu nitr mang thai va ba me cho con bu

Dbi v6i phu nit ¢6 thai: cac nghién ctru trén suc vat khong cho thdy anh huéng
c6 hai cua Esapbe 40 d6i v6i phu nit mang thai. Tuy nhién, cac d6i tuong nay
can than trong khi sir dung va phai dugc can nhic ky trudc khi ding thude.

Dbi v6i phu nit cho con bu: chua cé cac bao cao nao vé nghién ciru anh hudng
ctia thudc Esapbe 40 d6i v6i phu nit cho con bi. Bénh nhan can tudn thi tuyét
d6i theo chi dinh cua béac si. Néu trong trudng hop bat budc phai st dung thude
thi can ngung cho con bu dé dam bao an toan cho tré nho.

Xir tri khi qua liéu

Khi str dung qué liéu thudc Esapbe 40, bénh nhan co thé gip cac van dé nhu:
d6 md hoi, tim dap nhanh, nhin md, budn nén, mét moi, yéu 6t,...

Bénh nhédn can duoc dua dén cac trung tim y té gan nhat dé duoc xu tri kip
thoi.

Bao quan

Bao quan thudc Esapbe 40 ¢ noi kho réo, thoang mat, nhiét d6 bao quan khong
qua 30 do C.

Khong dé anh sang truc tiép chiéu vao thude.

Pé thudc tranh xa tAm tay cua tré em va tranh xa vat nudi.

8. Tai liéu tham khao:
T& huéng dan st dung thude
Dugc Thu Qudc Gia Viét Nam
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THANH PHAN: - e \;
Moi vién nén bao tan trong rudt chira: 3
Hoat chat: Esomeprazole Magnesium dihydrate tuong duong voi Esomepnazole ,,‘,( 40 mg

% earlitol sd 200), Natri bicarbonat, Hydroxypropyl cellulose, Low
substituted hydroxypropyl cellulose (LH-21), Talc, Magnesi stearat, Qpadry wﬁftem
7233, Methacrylic acid copolymer (Eudragit 110055), Dibutyl phthalat, Oxid sat do,
Polyethylen glycol 6000 a pe
DUQCLUCHOQC:
Esomeprazole & dang ddng phan S- cua omeprazole va lam gidm sur bai tiét acid da day bang
mot co che tac dong chuyen biét. Thudc la chat {ic ché dic hiéu acid g té bao thanh. Ca hai
dang don: phén R-va S-cua omeprazole deu ¢6 tic dong dugc lue hoe tuong tur. Esomeprazole
1a mot ¢ chat k1em yeu dugc tap trung va bién doi thanh dang c6 hoat tinh trong moi truong acid
cao ¢ ong tleu quan che tiét ciia té bao thanh tai day thuoc tc ché’ men H+K+-ATPase (bom
acid) va trc ché ca sur tiét dich co'ban 1an surtiét dichdokichthich.

DUGCPONG HQC' : : : -
Esomeprazole hap thu nhanh, nong do dlnh huyet trong dat dugesau kh1 %ﬂg -2 gio. Sinh kha
dung tuyét dbi 12 50% sau khi uong liéu don 20 mg va ting lén 68% sau khiudng liéu 1ap lai ngay
1 lan. Esomeprazole dugc chuyén hoa hoan toan qua hé th(}ng cytoc;l‘rome P450 (CYP).
Esomeprazole thai trir hoan toan khéi huyét tuong giira cac lieu dung ma khong co khuynh

};nh luy khi dung 1 lan/n 2y. Nongdg dinh trung binh cF thudc 6 @ dang uong tuong mg
trong huyét twong 1a khoang 4, . Céc chit chuyén ho ichinh cﬁaﬁwneprazolekhong
anh huong dén sirtiét acid da day. Khoang 80% Esomeprazole [iéu uong duqual tict qua nude
tidu dudi dang cic chét chuyen hoa, phin con lai qua phan. fthon 1% thudc duge tim thay trong
nude tidu dudi dangkhong doi. ; s -

CHiDINH: ‘ , | )
Esomeprazole dugc chi dinh trong céc truong hop: EETA
Bénh trio ngure da day thye quin (GORD)
- Diéu tri viém trot thyc quan do trdo ngugc. '
- Diéu trj phong ngira ti phat lau dai trong nhing tnrong hqp viém thuc quan da
khoi.
- Diéu tri tri¢u chimg bénh trao nguoc da day thuc quan
Phéi hop véi cic liéu phap khang sinh thich hgp trong dﬂlgu tritin gég Helicobacter pylori:
- Loettam‘mg do Helicobacter pylori
- Phong ngira téi phat loét duong tiéu hoa ¢ bénhnhan loét té trang do

HeItcobacter pylori o 3 %o
Bénh nhén dang diéu trj véi NSAID - '
- Loétda day,(lp ;Iwutn VOINSAID.
- Phong ngtra loét da day ta trang khi diéu trj VM_SAID v} nhung bénh nhén c6
nguy ¢t; i i8¢ W

Piéu tri hgi chirng Zollinger Ellison. .

CHON G CHI DINH:

Tién sir qu4 man véi esomeprazole, phan nhom benznmxdazolghay céac thanh phan khac trong
cono thire




LIEULUQONG VA CACH DUNG:

Toan bd vién nén duoc udng véi nude, khong nénnhai hay nghién nat vién

Nguwoilon:

Bénh trao nguoc da day thuc quan (GORD)

-  Diéu trj viém trgt thyc quan do trio ngugc: 40 mg/ngiy trong 4 tuan, Khuyen céo
dleu tri thém 4 tuan nita ¢ nhitng bénh nhan viém thuc quanchua laa hay nhimg bénh nhan
cd tri¢u chimg dai déng.

- Diéu tri phong ngira tai phat 1au dai trong nhimg trrong hop viém thuc quan da khoi:
20 mg/ngdy

- Diéu tri triéu chimg bénh trao ngugc da day thuc quan: 20 mg/ngay ¢ nhing bénh
nhén khong c6 viém thuc quan

Két hop voi | phac do khdng khudn thich hop dé diét trie Helico bacter p)Tori:

- Chira lanh loét ta tring va phong ngra tai phat loét da day ta trang co nhiém
Helicobacter pylon (Esomeprazole 40 mg + amoxicilin 1 g clarithromycin 500 mg) x 2
lén/ngay x 7ngay. ’,\

Bénh nhan can diéutri bangNSAID lién tuc :

- Chira lanh loét da day do dung thude NSAID: licu thong th 220 mg, 1 lan/ngay.

Thoi gian diéu trila4-8 tuan. - e
- Phong ngtra loét da day va loét ta trang do dung thudc NSAID & bénh nhén c6 nguy co:

20 mg/ngay.

Dzeu tri hoi chimg ZollmgerElltson

Liéu khoi dau khuyen cdola40mgx 2 lan/ngay Liéu ding sau d6 nén diéu chinh theo timg ca

nhan va tiép tuc diéu tri theo déu hiéu lam sang. Dua vao dit liéu 1dm sang, phan 16n bénh nhan

co thé duge kiém soat o liéu tir 80-160 mg esomeprazole hang ngdy. Vi liéu trén 80 mg/ngdy,
nén chialiduralam2 lan.

Tré em duwdi 12 tubi:

Esomeprazole khong nén dung cho tré em vi chura c6 dit liéu

Nguoi suy chirc ning thin: ‘

Khong can diéu chinh liéu & bénh nhén suy chic nang than. Do kinh nghiém diéu tri cho bénh
nhansuy thanngmgvan conhanché, nénthin trong khidung thube trén cdg bénh nhannay.

Nguwoisuy chirc nang gan: :
Khong can diéu chinh liéu & bénh nhan suy chirc nang gan tir nhe dén binh. Doi vi bénh
nhan suy gan nang, khong nén dung qua liéu tbi da 20mg Esomeprazole mdi ngdy

Nguwdi cao tuoi: [

Khéng can diéu chinh liéu 6 ngudi cao tudi



TAC DUNG KHONG MONG MUON: o
Thuonggap:

Nhirc dau, dau bung, tiéu chay, day hoi, buén nén/nén, tio bon.
It 20D M

Viém da, ngira, n6i mé day, choang ving, kho miéng, nhin mo.
Hiém gap g
Phan {mg qua man nhu phii mach, phan tmg phan vé. Tang men gan. Hoi chung Stevens
Johnson, hong banda dang, dau co.

* Thong bdo cho Bic sy nhitng tac dung khong mong muon glip phai khi diing thuéc.

THANTR()NG' 1 B ;

Khi c6 sy hién dién olia cc tneu chung canh gidc nhur syt cn dang ké khong chu dich, non mira
tai phat, kho nuét, nénra mau hodc dai tién ra mau den va khi c6 hay nghi ngo bi loét da day, nén
logi trir kha néng 4c tinh vi vige diéu trj bang Esomeprazole ¢6 thé che Iap triéu chimg va chdm
tré viée chuan doan

TUONG TAC THUOC:

Tinh trang gidm do acid da day khi diéutri bang Esomeprazole c6 thé lam tang hay giam s hép
thu cua cac thube khac néu co che hép thu ciia cac thudc ndy bi anh hudng boi d§ acid da day
Gidng nhu céc thude dc ché tiét acid dich vi khac hay thudc khang acid, su hép thu cia
ketoconazole vaitraconazole c6 thé glam trong khidiéu trj voi Esomeprazole.

Esomeprazole te ché CYP2C19, do viy khi Esomeprazole duogc ding chung véi cac thude
chuyen hoa qua CYP2C19 nhw diazepam, citalopram, i mupramme clomlpratmne phenytoin...,
nong do cac thube ndy trong huyét trong c6 thé tang va can giam lidu ding.

PHUNU'CO THAIVA C HO CONBU:

Nén than trong kh1 ké toa Esomeprazole cho phu nit ¢ thai. Ngu'm ta chua biét rang
Esomeprazole co tlefra stra megxz khong. Nghién ciru trén phu nit cho con ba chua duge thuc
hi¢n. Vivay, khong némding Esémeprazole trong khi cho con bu.

QUA LIEU

Cho dén nay corat it kinh nghi¢m véviéc ding qua lidu c6 chu dich. Céc trigu chimg dugc mo ta
¢6 lién quan den viéc dung liéu uong 280 mg 1a cdc tri¢u chimg trén dudng ti€u héa va tinh trang
yéu ot. Céc liéu don Esomeprazole dang uong 80 mg va dang tinh mach 100mg van an toan khi
ding. Chura ¢ chét giai dde dac hiéu. Esomeprazole gan ket manh véi protein huyét trong va vi
vay khong dé dang bi phan tach. Trong trudng hop qud lidu, nén diéu tri triéu chimg va sir dung
cac bién phap ho trg tong quat.

PONG GOI: Hop 3vix 10 vién.
BAO QUAN: Bao quanndikhd mét. Trsnh anh sang.

HANDUNG: 2 nam ké tirngay san xuat.
*Khong ding thuéc qud han sit dung.

Thubc nay chi duwgc ban theo don ciia thiy thuéc.
Doc ky huing diin sir dung tru'a'c khi ding.
Néu cin thém thong tin xin hoi y kién ciia thay thude.
Dé xa tim véi ciia tré em.

San xuétbéi: :

STERLING HEALTHCARE LTD.

GatNo. 396, Village Urse, Near Tale gaon Toll Plaza,
Mumbai - Pune Expressway, Maval, Pune - 410 506, India




