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Doc kjf lurdng din siv dung triede khi ding
Néu cin thém théng tin, xin héi y kién thay thuéc.
Chi diing thudc nay theo sie ké don cria thiy thuéc.

Vién nang ETETHIC

(Esomeprazol 40 mg)

THANH PHAN:
Mai vién nang chia:

ESOMEPRAZOL ccwavi s 40 MG
Ta dwgc: Magnesium Oxide, Sugar Spheres, Povidone, Hydroxypropyl Methylcellulose 2910,
Methacrylic Acid Copolymer, Polyethylene Glycol 6000, Triethyl Citrate, Talc, Colloidal
Silicon Dioxide, Titanium Oxide.

MO TA: _
Vién nang cing mau tim chira hat mau tring,

Al
DUGC LY: L/%

Duoe bue hoc:

Esomeprazol la déng phan S cta omeprazol, lam giam su tiét acid thong qua co ché tac dong
dac hiéu. Esomeprazol la chét tic ché dac hiéu bom acid trén té bao vach da day.

Duge dong hoc:

Hép thu va phén bd:

Esomeprazol khong én dinh voi acid va duoc uéng o dang hat bao tan trong rudt.
Esomeprazol dugc hap thu nhanh, voi nong do dinh huyét tuong khoang 1-2 gio sau khi uong.
Thirc an lam chim va giam su hap thu cia esomeprazol khoang 33-53%.

Sinh kha dung tuyét doi khoang 64% sau Khi udng lidu don 40 mg va tang 1én 89% sau khi
dung lip lai 1 ianfnga) Thé tich phén bé bleu kién & trang thai 6 én dinh o ngudi khoe manh la
khoang 0,22 L/kg thé trong. Esomeprazol gan két v&i protein huyét tuong khoang 97%.
Chuyén hoa va thai trir:

Esomeprazol duoc chuyén hoa hoan toan qua hé théng cytochrom P450 (CYP). Phén chinh
cua sur chuyén héa esomeprazol phu thude vao CYP2C19 da hinh, chiu trach nhiém vé su tao
chét chuyén hoéa hydroxy va desmethyl ciia esomeprazol. Phan con lai phu thugc vao mot
isoenzym khac, CYP3A4. chiu trach nhiém vé su tao esomeprazol sulfon, chat chuyén hoa
chinh trong huyét tuong.

Cac thong sb sau day phan anh chu yéu duge déng hoc ¢ cac ca nhan co enzym CYP2C19,
nhitng ngudi c6 chuyén héa manh.

D¢ thanh thai toan phan trong huyét tuong la khoang 17 L/gio sau khi udng lidu don va
khoang 9 L/git khi dung 1ap lai. Thoi gian ban thai huyét tuong la khoang 1,3 gio sau khi
dung lap lai 1 lan/ngay. Dugc dong hoc clia esomeprazol di duge nghién ciru o liéu 1én dén
40 mg x 2 lan/ngay. Dién tich dudi dudng cong (AUC) tang khi dung l1ap lai esomeprazol. Su
tang nay phu thudc liéu dung va su tang AUC cao hon ty I¢ tang lieu ding. Su phu thude thoi
gian va liéu ding nay 1a do giam chuyén hoa lan déu va giam thanh thai toan than do uc ché
enzym CYP2C19 boi esomeprazol va/hodc chat chuyen héa sulfon. Esomeprazol dugce thai
trir hoan toan khoi huyét thanh giira cac liéu dung va khéng ¢é khuynh huéng tich liy khi
dung | Iénfngiiy

Cac chat chuyLn hoa chinh cua esomeprazol khong cé tic dung trén su tiét acid da day. Hau
hét 80% liéu ding esomeprazol duge dao thai & dang chat chuyen héa trong nude tiéu, phan
¢on lai trong phan. Dudi 1% thube & dang ban diu duoc tim tha\f trong nudc tiéu.
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Chic ndng co quan bi suv giam:

Su chuyén hoéa esomeprazol bi giam & cac bénh nhan c6 chirc ning gan suy giam ¢ mirc do
nhe dén trung binh. Té¢ d6 chuyén hoa bi giam & cac bénh nhan suy gan nang, lam tang gap
déi AUC ciia esomeprazol. Vi thé, khong nén ding qua 20 mg ddi voi bénh nhan suy gan
nang. Esomeprazol va cac chét chuyén hoa chu yéu khong ¢6 khuynh hudng tich liy o liéu
diing 1 1an/ngay.

Khong o6 cac nghién ciru trén cac bénh nhan suy chirc nang than. Do than chiu trach nhiém
vé sur bai tiét ciia cac chat chuyén hoa cia esomeprazol, khéng thai trir hop chat ¢ dang ban
dau, su chuyén hoa cua esomeprazol dugc cho la khong thay doi & cac bénh nhan suy than.
Duoc dong hoc ¢ ngudi chuyén hoa cham:

Nhimng nguoi thiéu enzym CYP2C19 duoc £oi la nguoi chuyén hoa chém. o) nhirng nguoi
nay, su chuyén hoa cia esomeprazol chu yéu nho CYP3A4. Sau khi udng mot lidu 40 mg,
dién tich dudi dudng cong ¢ nguoi chuyén hoa cham tang 100% so voi ngudi chuyén hoa
manh. Nong dé huyét tuong trung binh tang 60%.

CHI DINH:

Bénh trao nguwoc da day-thue quin ‘Qj)ﬂ

- Diéu tri viém bao mon thuc quan do trao nguoc

- Diéu tri lau dai bénh nhan viém thuc quan da lanh dé ngan bénh tai phat

- biéu trj triéu ch trng bénh viém thue quan trao nguoc /s

Phéi hop vai cic thude khang khuin dé diét Helicobacter pylori x/ -

- Lam lanh vét loét ta trang do nhiém Helicobacter pylori va Al

- Ngin ngira tai phat loét da day & bénh nhén loét da day c¢é nhiém Helicobacter pylori ._'_'

Bénh nhan cin diéu tri lién tuc bing thudc khang viém khéng steroid \

- Lam lanh vét loét da day do thude khang viém khdng steroid. ~

- Ngan ngtra loét da day ta trang do diéu tri bang thudc khang viém khong steroid o cac bénh
nhén co nguy co cao.

Ngiin ngira tdi xuiit huyét do loét da day sau khi sir dung duong tiém tinh mach.

Piéu tri hoi chirng Zollinger Ellison.

LIEU DUNG VA CACH DUNG:

Thude ding dudng udng, nén udng trude khi an it nhat la 1 gio, do thiic an lam giam sy hap

thu ctia thude.

Nén nudt nguyén vién voi nude, khéng nén nhai hodc nghién vién.

Doi voi bénh nhan gép kho khan khi nudt, ¢6 thé mo vién nang ra va khudy vao nua ly nudc

khong ¢ gas dé udng. Khong nén dung cac loai nudce khac vi lop bao tan trong ruét co thé bi

hoa tan. Trang ly vé&i nira ly nude roi uéng. Khong duge nhai hay nghién cac hat thude.

Bénh trao nguoce da day-thye quin

Nouoi lén:

Co viéem loét thiec quan:

- Diéu tri ngan han: liéu khuyén cdo & ngudi 16n 1a 20 — 40 mg, ubng | lan/ngay x 4 — 8
tuan. Co thé can ding thém mot dot 4 — 8 tuan nira néu thuc quan chua lanh hoan toan sau
dot diéu tri dau tién.

- Liéu duy tri 1a 20 mg, udng | lan/ngay sau khi lanh vét loét thuc quan dé du phong tai
phat.

Khdng.b;' viém loét thyc quan:

- Dbieutri ngan han: 20 mg, udng |1 lan/ngay x4 ltlz"ll}. C6 thé dung thém mét dot 4 tudn nira
néu cac triéu chimg chua hét han sau dot diéu tri dau.

Tré em tir 12-17 tudi:

- Diéu tri ngan han: 20 — 40 mg, ubng | lan/ngay x 4-8 tuan
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Phéi hop voi cic thube khang khudn dé diét Helicobacter pylori

Neouodi Ién

Khi phm hop véi cac thue khang khuin dé diét H pylori, ding esomeprazol ¢ liéu 40 mg,
uong 1 lan/ngay x 10 ngay

Dw phong loét do thudc khang viém khong steroid

Neuoi lon

Dung 20 — 40 mg, Llérug I lan/ngay. C6 thé ding lién tuc trong 6 thang.

Negiin ngira tai xuzlt huyet do loét da day sau khi str dung dudng tiém tinh mach

Dung 40 mg, udng | lan/ngay x 4 tuan

Piéu tri héi chung Zollinger Ellison

Li¢u ding khoi dﬁu khuyén cao la 40 mg x 2 lan/ngay. Nén diéu chinh liéu ding theo tung
bé¢nh nhan va tiép tuc kéo dai diéu tri theo chi dinh 1am sang. Dia trén cac sb ligu 1am sang,
da 56 bénh nhan duge kiém soat ¢ liéu dung gitra 80 dén 160 mg esomeprazol mdi ngay. Vi
liéu dung trén 80 mg/ngay, nén chia liéu ra 2 Ian;’nga).

Suy chirc niing thin

Khéng ¢in didu chinh liéu dung o cac bénh nhan suy than. Do thiéu kinh nghig¢m ¢ cac bénh
nhan suy thin nang, nén than trong khi diéu trj cho cac bénh nhan nay.

Suy chire niing gan _ '
Khéng can thiét diéu chinh liéu ding & cac bénh nhén suy chite nang gan & muc dé nhe dén
trung binh. Déi voi bénh nhan suy gan nang, ding nén dung qua liu t6i da 20 mg
esomeprazol.

Nguoi cao lufii _ ' LS

Khéng can diéu chinh liéu ding & ngudi cao tudi. ;
Tré em II
Khong ding esomeprazol cho tré duaoi 12 tudi.

N,
N,

CHONG CHI DINH:

Min cam voi esomeprazol, cac chit ¢co ge benzimidazol hojc céc thanh phén khéc cua cong
thire.

Khéng nén dung esomeprazol déng thai voi nelfinavir

CANH BAO VA THAN TRONG:

Cac thin trong chung;

- Anh huéng trén tiéu héa:
Khi ¢6 céc trigu chimg canh bao (nhu la giam cén ngoai y mudn, tai phat 6i, khé nuét, i ra
mau hodc phan den) va khi da biét hodc nghi ngo loét da day, nén loai tror kha nang bj u ac
tinh, vi diéu tri bang esomeprazol s& lam giam trig¢u chimg va lam cham su chan doan.
Nguy co viém teo da day & mét s6 bénh nhan diéu tri kéo dai. Bénh nhan diéu tri kéo dai
(dac biét o nhimg bénh nhan diéu tri trén | nam) nén duoc theo ddi thudng xuyén.
Piéu tri bang thudc e ché bom proton cé thé lam tang nhe nguy co nhiém khuan duong
tiéu hoa nhu la Salmonella va Campylobacter.

- Anh huéng trén hé hap:
Ding thube (e ché bom proton lam tang nguy co véi mot sé bénh nhidm khuin dudng ho
hap (vi du bénh viém phoi lay nhiém).

- Anh hudne trén co xuone:
M0t 6 nghién ctru cho thay diéu tri lau dai bang thudc trc ché bom proton, dac biét khi dung
liéu cao co thé lam tang nguy co nit xuong chdu & bénh nhan trén 50 tudi. Dé nghi dung
thude e ché bom proton & licu thap nhit ¢6 hidu qua va ting ding calci 6 cac bénh nhan
nay.

- Anh huong trén tim mach:
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C6 mét s6 bao cao vé tang nguy co tim mach & cic bénh nhan dung esomeprazol hoac
omeprazol. Tuy nhién Cue Quan Ly Thuc Phdm va Dugc Pham Hoa Ky da xem xét va két
ludin 1a esomprazol hodc omeprazol khong lam tang nguy co tim mach khi sir dung lau dai.

Cic thiin trong khac:

- Khi ké don esomeprazol dé loai Helicobacter pylori, nén can nhac tuong tac giita cac loai
thude khi phdi hop 3 thude dé diéu tri. Clarithromycin la chét trc ché manh d6i véi CYP3A4
véa do d6 nén can nhic chéng chi dinh va tuong tac vai clarithromycin khi phéi hop diéu tri
3 loai thude & cac bénh nhan dang dung cac thude chuyén hoa qua CYP3A4 nhu la cisaprid.

- San phiam nay co chira duong. Cac bénh nhén co cac van dé di truyén hiém gép ve khong

dung nap duong fructose, cd van dé vé hidp thu glucose-galactose hodc thiéu sucrase-

isomaltase khong nén ding. thudc nay.

Khuyén céo khong dung dong thoi esomeprazol voi atazanavir, Néu khong thé tranh dugc

ding phm hop atazanavir vgi thude (rc ché bom proton, I\hu_\,en cao theo ddi lam sang chat

ché khi tang lieu dung atazanavir 1én 400 mg vai 100 mg ritonavir; khong nén dung qua 20

mg esomeprazol.

- Esomeprazol 1a chat tic ché CYP2C19. Khi bit diu hoac két thic didu tri bang esomeprazol,
nén can nhic kha nang tuong tac vai cac thude duge chuyén hoa qua CYP2C19. Mt tuong
tac duoc quan sat gitia clopidogrel va omeprazol. Anh huong trén lam sang khéng chac
chin. Vi vdy nén than trong, khong khuyén khich ding déng thoi esomeprazol va
clopidogrel.

- Anh huong dén cac xét nghiém: Tang mirc 6 CgA co thé anh huodng dén su khao sat khéi u
ndi tiét than kinh. Dé tranh anh huong nay, nén tam ngung diéu tri bang esomeprazol it nhat
S ngay trude khi do CgA.

TAC DUNG KHONG MONG MUON:

Cac tac dung phu sau da duoc nhan dién hodc nghi ngd trong cac chuong trinh thir nghiém
lam sang cua esomeprazol va bao cdo sau luu hanh. th'mg 6 tac dung nao coé lién heé dén liéu
ding. Céac phan tmg duge phan loai: Rit thuong gap > 1/10; Thuong gap >1/100 dén <1/10;
khong thuong gdp =1/1000 dén <1/100; Hu.m >1/10000 dén <1/1000; rit hiém <1/10000;
khong ro (khong thé danh gia tir cac s lidu sin co).

Robi loan m:iu va lle bach huy ét

Hiém: Giam bach L,au giam tiéu cau

Rét hiém: Mat bach cau hat, thiéu toan thé huyt,l ciu

A
Roi loan hé mién dich 7
Hiém: Cac phan (mg man cam nhu sot, pht mach va phan img/séc phan vé. 3

Réi loan dinh dudng va chuyén hoa
Khéng thuong gap: Phi ngoai vi
Hiém: Ha Natri huyét
Rat hiém: Ha Magnesi huyét
R6i loan tam thin
Khong thuong gép: \z1at ngu
Hiém: Kich dong, 1an, suy nhuoc
Rét hiém: Hung hing, ao giac
Réi loan hé than kinh
Thuong gap: Nhic dau
Khéng thuong gap: Chong mit, di cam, ngu ga.
Hiém: rdi loan vi giac
Roi loan miit
Hiém gap: Nhin m¢
Réi loan tai va mé dao
Khéng thuong gap: chong mat
Roi loan ho |1‘lp, nguwe va trung that
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Hiém: Co that phé quan

Roi loan dudng tiéu hoa

Thuong gip: Pau bung, tao bén, tiéu chay, day hoi, budn nén/oi mua.
Khéng thuong gap: Kho miéng

Hiém: viém miéng, nhiém Candida duong tiéu hoa.

Rbi loan gan mit

Khong thudng gip: Tang enzym gan

Hiém: Viém gan ¢6 hodc khong ¢6 vang da.

Rét hiém: suy gan, bénh ndo & cdc bénh nhin da co sdn bénh gan.

Réi loan da va md duéi da: ‘

Khong thuong gap: Viém da, ngira, ndi man do, ndi may day.

Hiém: Rung téc, nhay cam véi anh sang

Rt hiém: Ban do da hinh, hoi chung Steven-Johnson, hoai tir biéu mé ¢6 doc (TEN)
Réi loan xwong, mé lién két, co xuong

Hiém: dau khép, dau co

Rét hiém: Yéu co

R6i loan thiin va dudng niéu:

Rait hiém: Viém than ké

Réi loan hé sinh sin va va

Rit hiém: ching vu to & dan éng

Cic rbi loan chung va tai vi tri dung thude

Hiém: Mét mai, tang tiét nude bot

Thong bio cho thiy thubc cdc tdc dung khéng mong muon lién h@ dén sy siv dung thubc.

SU DUNG O PHU NU CO THAI VA CHO CON BU:

Cac s licu lam sang trong thai ky khong ddy du. Nén than trong khi ké don cho phu nir ¢co
thai.

Esomeprazol khéng dugce biét 1a ¢6 dao thai vao sira me hay khong. Khong c6 nghién cru trén
phu nit cho con bu. Vi thé khong nén diing esomeprazol khi nuéi con bang sira me.

TAC PONG TREN KHA NANG LAl XE VA VAN HANH MAY MOC:
Than trong vi thude co thé gdy chong mat va ngu ga & mét s6 bénh nhén.

4_-"
, . Pl
TUONG TAC THUQC: £

Tac dung cia esomeprazol trén duge dong hoc ciia nhirng thude khac

Cdc thude ¢6 sw hap thu phu thuge pH

Acid trong da day giam khi diéu tri bing esomeprazol c6 thé lam tang hay giam su hip thu
ciia cac thude ma co ché hap thu phu thude tinh acid cua da day. Thong thuong khi st dung
cac thude tre ché tiét acid hoac thude khang acid, su hap thu cha ketoconazol va itraconazol bj
giam, va su hap thu cua digoxin tang 1én khi diéu tri bang esomeprazol. Diéu tri dong thot voi
digoxin ¢o thé lam tang sinh kha dung cua digoxin [én 10% - 30%. Hiém ¢6 bao cao vé ngo
ddc. Tuy nhién, nén than trong khi ding esomeprazol ¢ lidu cao & bénh nhan cao tudi. Nén
tang cudng kiém soat diéu tri voi digoxin.

Tang pH da day khi diéu tri bang esomeprazol ¢ thé thay doi su hap thu cua cac chat e ché
protease.

Néng d6 huyét thanh cia atazanavir va nelfinavir bi giam khi ding vdi esomeprazol, va
khuyén cao khong nén ding déng thoi.

Nong do huyét thanh cua saquinavir tang khi dung déng thoi voi esomeprazol

Néng d6 huyét thanh cta darunavir, amprenavir, lopinavir khong bi anh huéng khi dung dong
thoi voi esomeprazol.
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Thude chuyén héa qua CYP2C19

Esomeprazol iic ché CYP2C19, enzym chinh chuyén hoa esomeprazol. Vi vy, khi
esomeprazol dugc két hop voi cac thude chuyen héa qua CYP2CI9 nhu diazepam,
citalopram. imipramin, clomlpramm phenytoin v.v..., ndng do huyét tuong cta cac thudc nay
tang Ién va c6 thé can phai g1am lieu ding.

Tac dung ciia nhirng thude khéc trén duge dong hoc clia esomeprazol

Esomeprazol dugc chuyén héa bai CYP2C19 va CYP3A4, Dung dong thoi esomeprazol va
clarithromycin hogic voriconazol lam tang AUC cua esomeprazol. Diéu chinh liéu dung cua
esomeprazol thudng khong cén thiét ¢ cac truong hop nay. Tuy nhién, nén can nhac diéu
chinh liéu dong & céc bénh nhan suy gan nang hodc khi chi dinh diéu tri dai han.

Cac thude gy tang cam ng CYP2C19 hodc CYP3A4 hoic tang ca hai (nhu la rlfamplcm va
St. John's wort) ca thé lam giam ndéng d6 huyét thanh cua esomeprazol do tang chuyén hoa
esomeprazol.

QUA LIEU VA PIEU TRI:

Co rat it kinh nghiém vé qua liéu. Cac triéu chung duge mo ta o lidu 280 mg la cac triéu
chimg trén duong tiéu hoa va met moi, Ding cac liéu don 80 mg esomeprazo!l khong xay ra
van dé gi. Khong ¢6 thude giai doc dac hiéu. Esomeprazol gin két rong rai voi protein huyét
tuong va do d6 khéng dé bi tham tach. Khi ¢6 truong hop qua lidu, diéu tri triéu chimg va
diing cac bién phap hé tro thé trang.

BAO QUAN:
Bao quan du6i 30°C, tranh anh sang. P2 thudce ngodi tim tay tré em.

TIEU CHUAN CHAT LUQNG: Nha san xuét

HAN DUNG: 36 thang ké tir ngay san xut.

DONG GOI: 4 vi x 7 vién nang //\(}y

4 San xufit bai:
F ul KYUNG DONG PHARM. CO., LTD.

%g Dia chi: §35-3, Daeyang-Li, Yanggam-Myun. Hwasung-Si, Kveonggi-Do, Han Qude
' Tel: 82-31-352-0990  Fax: 82-31-352-0991
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