Tai liéu thong tin cho can bo y 1é

Nexium
£30Meprazola
B6t pha dung dich tidm/tiém truyén
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2, Nghién ciiu chéo, ngau nhién, 3 nhanh so sanh khd ndng duy tri pH>6 trong 24 gi& clia Lansoprazole IV 90mg
bolus + 6mg/gid trong 24 git va Pantoprazole IV 80mg bolus + 8mg/gid trong 24 gid

1 THe phdn trém théi gian duy trl pH > 6 trong 24 git (%) = S& gidy duy tri pH > 6 (gid) /24 (gi&) * IV intravenous (tiém tinh mach)
3 ngay + ngay
80mg bolus 1V 40mg dudng uéng
8mg/h truyén tinh mach Vién MUPS™*

* Peptic ulcer bleeding 30 (PUB30): xudit huyét tidu héa;  *** Multi unit pellet system (MUPS): cdu tric da tiéu vi hat

Nexium la PPI'" dugc chi dinh cho phong ngua

tai xuat huyét sau khi diéu tri n at ét cap'
do loét da day hay | trang
Thaing tin chi tiét san phdm xin xem trang sau #*e® proton-pump inhibitor (PPY): thudc Uc ché bom proton

S48 gldy tiép nhan hd sa dang ky tai liéu théng tin thuéc
cda Cuc Quin Ly Duoc-Bo Y Té: XXKXX/XX/QLD-TT, ngay thang nam

Ngay in tai liéu: ngay thang nam AStraZer}e{_a .{
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NEXIUM IV 40 mg Esomeprazole
THANH PHAN: #di lo chua esomeprazole 40 mg

{dudi dang mudi natri). PONG GOI: Hop 1 lo. DANG
BAO CHE: Bot pha dung dich tiém hodc tiém truyén. Bot
hodic khdi bot x8p mau tring hodc tridng nga. CHi ®INH: Diéu tri
khang tiét dich vi khi liéu phap dusng udng khéng thich hop: Bénh trao nguigc
da day-thuc quan trén bénh nhan viém thuc quan va /hodc cé triéu ching trao ngugc ndng; Bidu tri
loét da day do sir dung thudc NSAID; Dy phong loét da day va ta trang do st dung thudc NSAID & bénh nhan ¢ nguy co; Phong n'1\M tatxuﬂ‘
huyét sau khi diéu tri ndi soi xudt huyét cap tinh do loét da day hay loét ta trang. Tré em va tré vi thanh nién tir 1-18 tudi: Diéu tri khang tiét dich vi
khi liéu phap dudng udng khéng thich hop. vi du: Bénh trao nguoc da day-thyc quan (GERD) & bénh nhan bi viém xudc thuc quan do trao nguoc
va/hoac cac triéu chimg trao ngugc nang. LIEU DUNG: Viém thuc quan trao ngugc: 40 mg, 1 1in /ngay. Tridu ching bénh trao ngugc: 20 mg, 1
lan /ngay. Loét da day do st dung thudc NSAID: 20 mg, 1 1dn /ngay. Dy phdng loét da day va ta trang do sif dung thudc NSAID & bénh nhan
<6 nguy ¢o: 20 mg, 1 13n /ngay. Phong ngira tai xust huyét sau khi didu tri ndi soi xuit huyét cap tinh do loét da day hay loét ta trang: Truyén
liéu cao 80 mg trong khoang 30 phut, tiép theo truyén tinh mach lién tyc 8 mg/gid trong 3 ngay (72 gid), sau d6 nén dugc tép tuc diéu tri khang
tiét axit bing dang udng. Béah nhén suy thdn: Khéng can chinh liéu. Bénh nhdn suy gan adng: Khong nén ding qua lidu téi da la Nexium 20
mg/ngay. Nqudi cao tudi: Khéng cdn chinh liéu, Lidy khuyén cdo khi st dung esomeprazole bdng dudmg tinh mach cho tré em va tré vi thanh
nién tiy 1- 18 tudi: Didu trj viém xudc thuc gudn do trao nguoc & tré tir 1-11 tudi: Can n3ng <20 kg: 10 mg, 1 (dn/ngay; Can ndng >20 kg: 10 mg hodc
20 mg, 1 14n/ngay. Diéartri viém xudc thuc quén do trdo ngugc & tré tir 12 - 18 tudi: 40 mg, 1 18n/ngay. Diéu tri triéu chimg cta GERD & tré tir 1-11 tubi:
10 mg, 1 1an/ngay. Diéu tri triéu chiing cio GERD Améaiil2-18 tudi: 20 mg, 1 1dn/ngay. CACH DUNG: Tiém: Liéu 40 mg: tiém tinh mach 5 mi dung
dich pha tiém (néng dd 8 mg/ml) trong Jfoang thdi giamsdi thiéu 13 3 phat. Lidu 20 mg: tiém tinh mach 2,5 ml dung dich pha tiém (néng 46
8mg/ml), trong khoang thdi gian t3i thﬁ: 1a 3 gl Ligu 10mAtiém tinh mach 1,25 ml dung dich pha tiém (néng A6 8mg/ml), trong khoang thoi
gian t6i thiéu 13 3 phat. Loai bo phargBung dith khéng siidundiTruyén tinh mach: Lidu 10-20-40 mg: truyén tinh mach 1 10 dén 30 phit. Loai
b6 phan dung dich khong st dung. Ly ¢ao 80 mg: truyémginh rilach khodng 30 phut. Liéu 8 mg/gid: truyén lién tuc trong 71,5 gid (t6¢ d6 truyén
8 mg/git). Dung dich sau khi pha drigliah tdong 12 gia & 30°C vinén duoc st dung ngay. CHONG CHI BINH: Tién s qus man v6i esomeprazole
hodc vdi cac chét khac thudc phan nhém benzimrdazaleshoa t ky ta dugc nao ciia thude nay. Khéng nén sit dung esomeprazole ddng thdi véi
nelfinavir. THAN TRONG: Khi ¢6 su hlénglen cla cac tiéu chdalg canh gisc nhu: sut cén dang ké khang cha dich, ndn mira tai phat, khé nuét, ndn
ra mau hoic dai tién ra mau den va khi ciggs highi ngw bilBeét da day, nén loai trir kha nang 4c tinh vi viéc didu tri bang Nexium ¢ thé lam giam
triéu ching va cham tré viéc chin doan. § -Alwuéc tic ché bam proton ¢6 thé 1am tng nhe nguy <o nhidm khudn duémg tiéu héa do
Salmonelia va Campylobacter. Khéng khuyén cao dung dong thdi esomeprazole vdi atazanavir. Néu su phdi hgp atazanavir vdi thudc xic ché bom
proton la khéng thé tranh khai, can theo d6i chat ché trén 1am sang khi t3ng liéu atazanavir dén 400 mgq két hgp véi 100 mg ritonavir; khdng nén
st dung qua 20 mg esomeprazole, Esomeprazole 1a chat dc ché CYP2C19. Khi bat dau hay két thuc diéu tri vi esomeprazole, ¢an xem xét nguy co
tuang tac thude véi cac thudc chuyén héa qua CYP2C19. Pa ghi nhan tuong tac gitra clopidogrel va omeprazole. M6i tuong quan lam sang cua
twong tac nay 3 khong chac chén. Nhi la mdt bign phap than trong, khong khuyén khich ding dong thdi esomeprazole v dlopidogrel. Tuong tdc
véi cde xét nghiém: Nhdm tranh su can thiép vao viéc dé tim cac khéi u than kinh ndi tiét do tang ndng dé CgA, nén tam thdi ngung diéu tri bang
esomeprazole it nhit 5 ngay trudc khi dinh lugng CgA. PHU NIF CO THAI VA CHO CON BU: Céc nghién cifu trén dong vat ¢6 thai dung esomepra-
zole khéng cho thdy thudc ¢6 tac ddng truc tiép hay gian tiép dén su phat trién ciia phdi/thai nhi. Than trong khi dung cho phu ni ¢6 thai, khéng
diing cho phu i cho con bd. ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY: Nexium khong anh huding 1én kha ning 14i xe va vin
hanh may moc. TAC DUNG KHONG MONG MUGN: Phan oai theo tan sust xdy ra: Thudng gdp >1/100 vé <1/10: Nhic dau. dau bung, to bon, tiéu
¢hdy, day bung, budn ndén/ndn, phan Ung tai chd tiém/tiém truyén. ft gdp >1/1000 vd < 1/100: phl ngoai bién, mat ngl, choang vang, di cam, ngl
g3, chéng mit, khé migng, ting men gan, viém da, ngita, ndi méin, mé day. Hiém gdp >1/10000 vé <1/1000: qidm bach ciu, giam tiéu cau, phdn Ung
qué man nhu sét, phi mach, phan ung/séc phan vé, gidam natri mau, kich d6ng, It 1dn, trdm cam, rdi loan vi gidc, nhin m&, co that phé quan, viém
miéng, nhiém candida dudmg tiéu héa, viém gan ¢6 hoac khong vang da, héi dau, nhay cdm véi dnh sang, dau khdp, dau co, khé &, tang tiét mé
héi. Rat hidm gdp < 1/10000: mdt bach cau hat, gidm toan thé huyét cdu, gidm magnesi huyét, nong ndy, o giac, suy gan, bénh no & bénh nhan
a3 cé bénh gan, hdng ban da dang, hoi ching Stevens-Johnson, hoai ti biéu bi gay d6c (TEN}, yéu co, viém than ké, nit héa tuyén via. TUONG TAC
THUGC: Esomeprazole ¢6 thé 1am ting hay gidm sy hdp thu ctia cac thudc ¢ co ché hap thu phu thude d6 axit da day (giam hap thu ketoconazole
va itraconazole, ting hdp thu digoxin). Esomeprazole lam gidam dang ké nong d6 va thdi gian tiép xuc clia atazanavir. Esomeprazole Uc ché
CYP2C19, ¢6 thé lam tang ndng A6 cac thudc diazepam, citalopram, imipramine, clomipramine, phenytoin... trong huyét tuong. Nén theo doi
bénh nhan dung déng thdi esomeprazale véi warfarin hodc cic dan chat khédc clia coumarin. Esomeprazole lam tdng thdi gian bédn thai cua
cisapride [én 31%. Esomeprazole Jiéu cao (80mg + 8mg/git} co thé anh huding trén thudc chuyén hda qua men CYP2C19 nén cin theo déi chit
ché bénh nhan trong sudt 3 ngdy diéu tri bing dudng tinh mach. Cac thudc dc ché CYP3A4 (nhu clarithromycin) va CYP2C19 ¢6 thé Iam tang néng
do va thoi gian tiép x1ic cia esomeprazole nén viéc didu chinh liéu cdn dugc xem xét & nhdng bénh nhan suy gan ndng hoac ¢6 chi dinh diéu tri
dai han. Céc thudc cam ung CYP2C19 hodc CYP3A4 hodc c hai (rifampicin, c6 St. John's) cé thé gy gidm néng do esomeprazole huyét thanh,
NHA SAN XUAT: AstraZeneca AB, SE-151 85 Sodertalje, Thuy Dién. SDK: VN-15719-12

/

i Py | U

e

ey

A= Y

v

Ngiy

A Cochi: NER DT 00T

Toi lidu thom khéo
1. K Rohss et al. int. 1 of Ciin. Pharma & Therapeu, 2007; 45:345-354; 2. Metz et al. Alimentary Pharmacoiogy & Thesapeutics 2005; 23:985-995; 3. Thdng tin ké toa da ducc cuc QLD phé duyét

Moi chi tiét xin lién hé VPPD AstraZeneca:
Tdanha AB, Liu 18, 76 Lé Lai, Q. 1, TR. HCM, VN - Tel: 848 - 3827 8088 - Fax: 848 - 3827 8089 s
Tda nha Sao BAc, Liu 6, P. 601, 4 Da Tugng, Q. Hoan Kiém, Ha Noi, VN - Tel: 844 - 3822 444374 - Fax: 844 - 3822 4445 Ast razeneca 2
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