Tai liéu théong tin cho cén bo y té

PPI*** dudc chi dinh cho phong ngua tai xuat huyét
sau khi diéu tri noi soi xuat huyeét cap tinh do loet
da day hay loet ta trang’

esomeprazole

***Proton - pump inhibitor (PPI): Thu6c tc ché bam Proton

N8/ FHIN4
3ngay’ + 27ngay’

80 mg bolus IV 40 mg dwéng udng

8 mg/h truyén tinh mach Vién MUPS ****

*% Mutil Unit Pellet System (MUPS): Cau tric da tiéu vi hat

NEXIUM IV 40 mg Esomeprazole

THANH PHAN: Mbi lo chira esomeprazole 40 mg (dudi dang mui natri). DONG GOI: Hop 1 lo. DANG BAO CHE: Bt pha dung dich tiém hoac tiém truy@n. Bot hodc khdi
bot xdp mau tring hoic tring nga. CHi BINH: Bidu trj khang tiét dich vi khi liéu phap duéng udng khong thich hop: Bénh trao ngugc da day-thuc quan trén bénh nhan
viém thure quan va fhoic c6 trigu chimg trao nguroc néng; Bidu tri loét da day do str dung thudc NSAID; Dy phong loét da day va ta trang do str dung thudc NSAID & bénh
nhan ¢6 nguy co’; Phong ngtra tai xudt huyét sau khi digu tri ni soi xuat huyét cap tinh do loét da day hay loét ta trang. Tré em va tré vi thanh nién tir 1-18 tudi: Digu tri
khang tiét dich vi khi liéu phap dutrng udng khdng thich hop, vi du: Bénh trao nguroc da day-thure quan (GERD) & bénh nhan bi viém xudc thue quan do trao ngugc va/lhodc
c4c triéu chimg rao ngurgc néng. LIEU DUNG: Viém thirc quan trao nguore: 40 mg, 1 n /ngay. Triu chirng bénh trao ngurere: 20 mg, 1 [an /ngay. Loét da ddy do
sir dung thude NSAID: 20 mg, 1 [An /ngy. Dy phdng loét da déy va té trang do sir dung thu6c NSAID & bénh nhén c6 nguy co': 20 mg, 1 [an /ngay. Phong ngira
téi xuat huyét sau khi diéu tri ndi soi xuat huyét cap tinh do loét da day hay loét té trang: Truyén ligu cao 80 mg trong khodng 30 pht, tiép theo truy&n tinh mach
lién tuc 8 mg/gitr trong 3 ngay (72 gi&’), sau do nén dugc tiép tuc didu trj khang tiét axit bang dang, ong Benh nhén suy than: Khong can chinh liéu. Bénh nhan SU[ ga
ndng: Khong nén duing qua ligu t6i da la Nexium 20 mg/ngay. Ngu'é'i cao tudi: Khong,e# iy, 198y khuyén cdo khi sir dung esomeprazole béng

mach cho tré em va tré vi thanh nién tir 1-18 tudi: Didu trj viém xudc thuc qua gfraa ngyrﬂssa tfe 1 tudi: Can ndng <20 kg: 10 mg, 1 lan/ngay; Can ndng =20

kg: 10 mg hodc 20 mg, 1 [an/ngay. Diéu trj viém xudc thuc quan do trdo nguoc g i ré ti tf.’*f 18 tudi: lng, ' jan/ngay. Diéu trj triéu chirng cua GERD ¢ 1ré tur 1-11 tuoi: £
10 mg, 1 [an/ngay. Didu trj riéu ching ctia GERD ¢ tré tir 12-18 tudi: 20 mg, 1 IBnf gay,CACH DUNG \’ﬂem, §2u 40 mg: iém tinh mach 5 ml dung dich pha tiém (ndng '
do 8 mg/ml) trong khoang théi gian t6i thiéu 1 3 phit. Ligu 20 mg: tiém tinh maé 5 nild}mg dich pha fiém (n g dd 8mg/ml), trong khodng thi gian t6i thiéu Ia 3 phit. .
Ligu 10mg: tiém tinh mach 1,25 ml dung dich pha tiém (ndng dé 8mg/ml), trong oéng ttmg‘ramél thigu Ia3 phut. Loai bd phan dung dich khdng str dung. Truy@n tinh £
mach: Lidu 10-20-40 mg: truy&n tinh mach tir 10 dén 30 phut. Loai bd phan dung \i ‘heng sx? dung LLEU‘lao 80 mg: truy&n tinh mach khoang 30 phut Ligu 8 mg/gio: €

truyén lién tuc trong 71,5 gi&r (tc do truyén 8 mg/gic). Dung dich sau khi pha 6n dinffeg .L 12 gicr & 300€ va nén duoc sir dung ngay. CHONG CHI DINH: Tign str qua
méan véi esomeprazole hodc véi céc chét khac thude phan nhom benzimidazoles hodc bat ky TadtFgC nao cua thude nay.. Khdng nén sir dung esomeprazole dong thdri voi
nelfinavir. THAN TRONG: Khi co st hién dién ctia cac triéu chirng canh giac nhur: sut can dang ké khang chu dich, non mira tai phat, kho nudt, non ra mau hodc dai tién
ra mau'den va khi co hay nghi ngd bi loét da day, nén loai trir kha niing 4c tinh vi viéc diéu trj béng Nexium cd thé lam gidm triéu chirng va chdm tré viéc chan doan. Bigu
tri béng thudc (rc ché bom proton c6 thé Iam ting nhe nguy co' nhidm khun dudrng tiéu hoa do Salmonella va Campylobacter. Khong khuyén cao diing dong thoi esomepra-
zole véi atazanavir. Néu sy phdi hop atazanavir véi thudc (rc ché bom proton Ia khdng thé tranh khoi, cin theo ddi chat ché trén |am sang khi ting ligu atazanavir dén 400
mg két hop voi 100 mg ritonavir; khdng nén sir dung qua 20 mg esomeprazole. Esomeprazole Ia chét trc ché CYP2C19. Khi bat dau hay két thic diéu tri voi esomeprazole,
can xem xét nguy co' twong tac thudc vai cac thude chuyén hoa qua CYP2C19. DA ghi nhén turong téc gilra clopidogrel va omeprazole. Mi twong quan 1am sang cua
trong tac nay 1a khdng chdc chan. Nhu 12 mét bién phap thén trong, khong khuyén khich diing ddng thoi esomeprazole va clopidogrel. Tuong téc vdi cac xét nghiém:
Nhé&m tranh sur can thiép vao viéc do tim cac khdi u than kinh ndi tiét do ting ndng dd CgA, nén tam thi ngirng diéu tri béng esomeprazole it nhét 5 ngay trudc khi dinh
Irong CgA. PHU NU* CO THAI VA CHO CON BU: Cac nghién ciru trén dong vat cd thai diing esomeprazole khang cho thdy thudc co tac dang truc tiép hay gian tiép dén
sy phat trién cua phoifthai nhi. Than trong khi diing cho phu nir ¢ thai, khdng diing cho phu nir cho con bd. ANH HU'O'NG TREN KHA NANG LAI XE VA VAN HANH
MAY: Nexium khong anh hudng lén kha néng lai xe va van hanh méy méc. TAC DUNG KHONG MONG MUGN: Phan loai theo tan sudt xay ra: Thuong gép >1/100 va
<1/10: Nhirc dau, dau bung, tao bon, tiéu chay, day bung, budn ndn/ndn, phan (ng tai chd tiém/tiém truyen. It g&p >1/1000 vé < 1/100: phil ngoai bién, mét ngu, choang
véng, dj cdm, ngli ga, chong mét, khd miéng, ting men gan, viém da, ng(ra, ndi man, mé day. Hiém gdp >1/10000 va <1/1000: giam bach cau, gidm tiéu cau, phan (rng qua
méan nhur st, phit mach, phan (rng/sdc phan v&, giam natri méu, kich ddng, 1 1&n, tram cam, réi loan vi giac, nhin md, co that phé quan, viém miéng, nhiém candida dudng
tiéu hoa, viém gan co hodc khong vang da, héi dau, nhay cam v&i &nh sang, dau khap, dau co, kho &, téng tiét md hoi. Rat hiém gdp < 1/10000: mét bach cau hat, gidm
toan thé huyét cau, giam magnesi huyét, néng ny, &o giac, suy gan, bénh ndo & bénh nhén dé co bénh gan, hong ban da dang, héi chirng Stevens-Johngon, hoai tir biéu
bi géy doc (TEN), yéu co, viém than k&, nir hoa tuyén vil. TWO'NG TAC THUGC: Esomeprazole c6 thé lam téng hay giam sy hap thu cua céc thudc co co ché hdp thu phy’
thudc do axit da day (giam hép thu ketoconazole va itraconazole, téing hép thu digoxin). Esomeprazole lam gidm dang ké nong df va thoi gian tiép xlc cua atazanavir.
Esomeprazole (rc ché CYP2C19, cd thé lam téng ndng dd céc thudc diazepam, citalopram, imipramine, clomipramine, phenytoin... trong huyét trong. Nén theo ddj benh
nhan ding dong thoi esomeprazole vai warfarin hodc cac dan cht khac cia coumarin. Esomeprazole lam téng thai gian ban théi cta cisapride 1én 31%. Esomeprazole
ligu cao (80mg + 8mgl/gid’) co thé anh huréng trén thudc chuyén hoa qua men CYP2C19 nén can theo ddi chéit ché bénh nhén trong sudt 3 ngay digu tri bang dudng tinh
mach. Cac thudc (rc ché CYP3A4 (nhu clarithromycin) va CYP2C19 ¢ thé lam ting nong dg va thoi gian tiép xiic cia esomeprazole nén viéc digu chinh liu can dugc
xem xét & nhirng bénh nhan suy gan néng ho&c cd chi dinh diéu tri dai han. Cac thudc cam (rng CYP2C19 hodc CYP3A4 hodc ca hai (rifampicin, co St. John's) ¢ thé gay
gidm ndng do esomeprazole huyét thanh.

NHA SAN XUAT: AstraZeneca AB, SE-151 85 Sodertalje, Thuy Bién. SBK: VN-15719-12

A7 code: NFX 1013002 - Naav hiéu luec: Naav
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