Tai liéu thong tin cho can bo y té

Nexium

Bot pha dung dich tiém/tiém truyén

N1 #M1F

NEXIUM IV 40 mg Esomeprazole
THANH PHAN: Méi lo chira esomeprazole 40 mg
(dudi dang mudi natri). PONG GOI: Hop 1 lo. DANG
BAO CHE: Bot pha dung dich tiém hodc tiém truyén. Bot
hodc khéi bot x6p mau trdng hodc trdng nga. CHi DINH: Diéu trj
khang tiét dich vi khi liéu phap dudng udng khong thich hop: Bénh trao nguoc '
da day-thuc quan trén bénh nhan viém thuc quan va /hodc c6 triéu ching trao ngugc nang; Diéu tri L /\)'\
loét da day do st dung thudc NSAID; Du phong loét da day va té trang do sir dung thuéc NSAID & bénh nhan c6 nguy co; Phong ngua\t;ﬁxj(_qé
huyét sau khi diéu tri ndi soi xuat 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 lieu phap dudng uéng khong thich hop, vi du: Bénh trao nguoc da day-thuc quan (GERD) & bénh nhan bi viém xudc thuc quan do trao nguoc
va/hoac cac triéu chiing trao nguoc nang. LIEU DUNG: Viém thuc quan trao nguoc: 40 mg, 1 lan /ngay. Triéu chiing bénh trao ngugc: 20 mg, 1
I&n /ngay. Loét da day do sir dung thudc NSAID: 20 mg, 1 [an /ngay. Du phong loét da day va ta trang do st dung thudc NSAID & bénh nhan
¢6 nguy co: 20 mg, 1 14n /ngay. Phdng ngira tai xuét huyét sau khi diéu tri ndi soi xuat huyét cap tinh do loét da day hay loét ta trang: Truyén
lidu cao 80 mg trong khoang 30 pht, ti€p theo truyén tinh mach lién tuc 8 mg/gid trong 3 ngay (72 i), sau d6 nén dugc tiép tuc diéu tri khang
tiét axit bdng dang uéng. Bénh nhan suy thédn: Khéng can chinh liéu. Bénh nhén suy gan nang: Khong nén dung qua liéu t6i da la Nexium 20
ma/ngay. Ngudi cao tudi: Khong can chinh liéu. Liéu khuyén cdo khi s& dung esomeprazole béing dudng tinh mach cho tré em va tré vi thanh
nién tir 1-18 tudi: Diéu tri viém xudc thuc quan do trao nguoc & tré tur 1-11 tudi: Can ndng <20 kg: 10 mg, 1 lan/ngay; Can nang =20 kg: 10 mg hoac
20 mg, 1 lan/ngay. Diéutri viém xudc thuc qudn do rrao nguac G tré tir 12 - 18 tudi: 40 mg, 1 1an/ngay. Diéu tri triéu chiing cia GERD & tré tir 1-11 tudi:
10 mg, 1 1an/ngay. Piéu tri triéu chiing cia GE -18 tudi: 20 mg, 1 1an/ngay. CACH DUNG: Tiém: Liéu 40 mg: tiém tinh mach 5 ml dung
dich pha tiém (n6ng d6 8 mg/ml) trong oé;@ thdi giartggi thiéu la 3 phut. Liéu 20 mg: tiém tinh mach 2,5 ml dung dich pha tiém (nbng do
8mg/ml), trong khoang thoi gian to6i thi u la 3/;&16& Lgu T0m8ytiém tinh mach 1,25 ml dung dich pha tiém (néng d6 8mg/ml), trong khoang thai
gian t6i thiéu la 3 phut. Loai bo pha ung dﬂ:h khéng sﬁ\du Truyén tinh mach: Liéu 10-20-40 mg: truyén tinh mach tif 10 dén 30 phut. Loai
boé phan dung dich khéng st dung. ”'A ach khoang 30 phuit. Liéu 8 mg/gid: truyén lién tuc trong 71,5 gid (toc do truyén
8 mg/gld) ung dnch sau kh| pha 8nic Qﬂh t(‘gpg 12 gig.¢ 3b°C vanén dugc st dung ngay. CHONG CHIi BINH: Tién st qua man véi esomeprazole
' mldaZOIéShO‘ “bi&t ky ta duoc nao ctia thudc nay.. Khéng nén st dung esomeprazole dong thdi véi
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triéu chung va cham tré viéc chan doan. Diéu thudc tc che bom proton c6 thé lam tang nhe nguy co nhlem khudn dudng tiéu héa do
Salmonella va Campylobacter. Khéng khuyén céo dung déng thai esomeprazole véi atazanavir. Néu su phoi hgp atazanavir véi thudc tic ché bom
proton la khéng thé trdnh khai, can theo doi chat ché trén Iam sang khi tang liéu atazanavir dén 400 mg két hgp vai 100 mg ritonavir; khéng nén
str dung qué 20 mg esomeprazole. Esomeprazole la chat tic ché CYP2C19. Khi bat dau hay két thuc diéu tri véi esomeprazole, can xem xét nguy co
tuong tac thudc véi cac thude chuyén hoa qua CYP2C19. Ba ghi nhan tuong tac gidia clopidogrel va omeprazole. Méi tuong quan lam sang cta
tuong tac nay la khéng chdc chén. Nhu la mot bién phap than trong, khong khuyén khich dung déng thoi esomeprazole va clopidogrel. Tuong tdc
V6i cdic xét nghiém: Nhdm tranh su can thiép vao viéc do tim cac khéi u than kinh néi tiét do tang nong d6 CgA, nén tam thai ngling diéu tri bang
esomeprazole it nhat 5 ngay trudc khi dinh lugng CgA. PHU NU €O THAI VA CHO CON BU: Cac nghién ctu trén dong vat cé thai dung esomepra-
zole khéng cho thdy thudc cé tac dong truc tiép hay gian tiép dén su phat trién ctia phoi/thai nhi. Than trong khi dung cho phu nti c6 thai, khéng
diing cho phu nit cho con bu. ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY: Nexium khéng anh hudng Ién kha néng 13i xe va van
hanh may méc. TAC DUNG KHONG MONG MUOGN: Phan loai theo tan suét xdy ra: Thuong gdp >1/100 va <1/10: Nhic déu, dau bung, tao bon, tiéu
-chay, day bung, buén nén/nén, phan ting tai cho tiém/tiém truyén. [t gdp >1/1000 va < 1/100: pht ngoai bién, méat ngd, choang vang, di cam, ngu
ga, chéng mat, khé miéng, ting men gan, viém da, ngua, néi man, mé day. Hiém gdp >1/10000 va <1/1000: gidm bach céu, gidm tiéu cau, phan ing
qué mén nhu s6t, phit mach, phan tng/séc phan vé, gidam natri mau, kich dong, ld 1an, trdm cam, réi loan vi gic, nhin m&, co that phé quan, viém
miéng, nhiém candida dudng tiéu héa, viém gan c6 hodc khéng vang da, hoi dau, nhay cam véi anh sang, dau khép, dau co, kho ¢, tang tiét mo
héi. Rdt hiém gdp < 1/10000: mAt bach cau hat, giam toan thé huyét cau, giam magnesi huyét, néng nay, 4o giac, suy gan, bénh nao & bénh nhan
da c6 bénh gan, héng ban da dang, héi chiing Stevens-Johnson, hoai tlr biéu bi gay doc (TEN), yéu co, viém than ké, nihéa tuyén vi. TUONG TAC
THUGC: Esomeprazole c6 thé lam tang hay gidm su hdp thu clia cac thudc c6 co ché hap thu phu thudc do axit da day (giam hép thu ketoconazole
va itraconazole, ting hap thu digoxin). Esomeprazole lam giam dang ké néng d6 va thai gian tiép xuc clia atazanavir. Esomeprazole Uc ché
CYP2C19, ¢6 thé lam tang nong do6 cac thudc diazepam, citalopram, imipramine, clomipramine, phenytoin... trong huyét tuong. Nén theo doi
bénh nhan dung déng thai esomeprazole véi warfarin hodc cac dén chét khac cia coumarin. Esomeprazole lam tang thoi gian ban thai cda
cisapride I&n 31%. Esomeprazole liéu cao (80mg + 8mg/gid) co thé anh hudng trén thuéc chuyén héa qua men CYP2C19 nén can theo ddi chat
ché bénh nhan trong sudt 3 ngay diéu tri bang dudng tinh mach. Cac thudc tic ché CYP3A4 (nhu clarithromycin) va CYP2C19 c6 thé |am tang nong
d6 va thai gian tiép xtc clia esomeprazole nén viéc diéu chinh liéu can dugc xem xét & nhitng bénh nhan suy gan nang hoac cé chi dinh diéu tri
dai han. Cac thudc cam ting CYP2C19 hodc CYP3A4 hoac ca hai (rifampicin, cé St. John’s) c6 thé gay giam néng do esomeprazole huyét thanh.
NHA SAN XUAT: AstraZeneca AB, SE-151 85 Sodertalje, Thuy Dién. SBK: VN-15719-12
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