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HUONG DAN SU DUNG THUOC CHO NGUO1 BENH

(2] o1 fog PHAM
ESONIX 40 INJECTION 1 P B
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Tén thude: ESONIX 40 INJECTION Woars—To®

Khuyén cio: i
Boc kP eang dan tricae khi sir dung.

Dé xgr tam tay ré em.

Thing bdo ngay che bde sy hode diegre sy nhitng tde dung khing mong muon adp phai khi sir dung
thudc.

Thude ban theo don
Thanh phén, ham lugng cia thude:
Mai lo thude bt co chira: esomeprazol natri tuong duong esomeprazol 40mg;

Ti duge: mannitol, disodium edetate, sodium hydroxide, nuéc cit pha tiém.
- M&i dng dung méi c6 chita Sml dung dich natri Clorid 0.9%

M ta siin phim:

Thude bét déng kho pha tiém.

Quy cich déng goi: Hop 1 1o thude bot + | dng dung méi Sml NaCl 0,9% + 01 bom tiém
Thude ding cho bénh gi:

Chdng tiét acid khi phac dé duimg udng khong hi¢u qua nhu:

+ Bénh trao nguoe da day thye quan (GERD) & bénh nhan ¢6 viém thyre quan vathodc cd triéu
chimg niing ctia tinh trang trdo nguoc.

+ Lam lanh vét loét do sir dung thude nhom NSAID ; )
+ Ngiin ngira loét da day va 14 trang do st dung thude nhém NSAID déi véi bénh nhin ¢6 nhiu
nguy e

+ Ngin ngira wm huyét tiéu hoa tro lai sau khi ni soi trong trudmg hop loét da day hay ta trang
¢o xudt huyét cap tinh o ) . A

Chi dinh cho té tir 1-18 twdi dé diéu tri khang tiet acid khi phac do dudmg udng khéng higu qua
nhu:

+ Bénh trao nguge da day thire quan (GERD) ¢ bénh nhén ¢6 &n mon thye quan do trio nguge
vi/hode triéu chimg ndng do trio nguoe,

Nén ding thube nay nhu thé nio vi liéu luwgng: 2
Nerai lom

Chong tiét acid khi phac dé duong uung khong higu qua nhu sau:

+Bénh nhin khong thé ding du:mg uong: sir dung dudng tiém 20-40 mg/1 lan/ngay. Bénh nhan
trdo nguee da day thue quan ¢6 viém thye quan: 40 mg/1 Ian!nbay Théng thuémg bénh nhan dicu
tri bénh trio nguge da day thuc quan liéu sir dung 20mg/1 lan/ngay.

+ Lam lanh vét loét do sir dung thuée nhém NSAID: liéu thong thuong 20 mg/1 Ianfngéy

+ Ngan ngira loét da day va td rang do sir dung thude NSAID déi véi bénh nhin ¢6 nhiéu nguy
co: licu thong thuomg 20mg/1 lan/ngiy.

Sir dung dudmg tiém trong thoi gian ngin va chuyén sang dudng uang cang som cang tt.

+ Ngin ngira xuat huyét tiéu hoa tro 1ai sau khi noi soi trong trudng hop loét da day hay 14 tring
co xuat huyét cap tinh: Ilcu Khuyén cdo 80 mg duoc tiém truyén trong hom 30 phiit; sao d6 liéu
8mg/gier duge tiém truyen trong 3 ngay (72 gio).

Sau théi sir dung phac d6 duong tiém, tiep tue sur dung phéc d6 dubmg udng,

Thude duge tiém tinh mach, tiém truyen tinh mach.

Chusin bi dung dich pha lodng dé tiém tinh mach: thém 5 ml dung dich NaCl 0,9% ding pha tiém
viio lo esomeprazol 40mg, lic cho tan. Dung dich pha lodng phai trong, khong mau hodc vang
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nhat. Tiém tinh mach: sir dung Sml dung dich pha loding (Smg/ml) duge tiém tinh mach ich nhét 3
phut.
Qlu@_m;ﬁmp‘halcﬁlm__m_l_m hoa tan hugng bt thude trong lo vao 100ml dung dich
NaCl 0.9% ding pha tiém truyen. Dung dich pha !D.Eng phi trong, khéng mau hodic vang nhat.
Tiém truyén tinh mach: dung dich pha lodng dugce tiém truyen tir 10— 30 phit.

widn bi dung dich pha lodng cho tiém truyén hrong lén hcu mg: hoa tan lrgng bt thude trong
2 lo vao 100ml dung dich NaCl 0,9% ding pha tiém truyén, Dung dich pha lodng phai trong,
khong mau hodc vang nhat.Tiém truyén lugng 1ém lidu 80me: dung dich pha lodng duoe tiém
1ruycu hen 30 phit.

Tiém ;rugén lieu 8 mg/gid: dung dich pha lodng dugc tiém truyén lién tuc trong khodng thei gian
71,5 gitr (t6c d6 truyén duge tinh 1odn 13 Smg/gis).
Bénh nhén dic biét:
Bénh nhén suy thdn: khdng cin thiét higu chinh lidu. Do dir liéu lim sang con han ché, do dé cin
thit thén trong khi dicu tri cho bénh nhin suy thin.
Béndy nhdn suy gan:
Bénh trao nguge da day thue quan: khing cén thiét higu chinh lidu cho bénh nhan suy gan tir nhe
dén vira. Bénh nhan suy gan nang, liéu t6i da khéng vuge qui 20 mg esomeprazol.
Loét tiéu hoa xudt huyét: khéng can thiét hu;u chinh liéu cho bénh nhan suy gan tir nhe dcn vira,
Bénh nhin suy gan nang, liéu khoi diu 12 liéu tiém truyén nhanh 80 mg, sau d6 tiém truyén lién
tuc lidu 4 mg/gio trong vong 71,5 gid.
Nerai giei-.' khdng can higu chinh Iie:u
Tre em va thanh thiéu nién 1-18 el
Diéu tri khang tiét acid khi phac db d udng udng khong hiéu qua:
Bénh nhin khong r thé sir dung duémg udng phai sir dung dudmg tiém | ngay 1 lin, nhw 1a 1 phin
trong phac do diéu trj bénh trio nguoc da day thue quan.
Théng thudng khodng thii gian diéu trj dutmg tiém khéng dai va phai chuyén sang dudng udng
cang nhanh cang tét,
Licu tiém dugre Lhuven cao nhir sau:
Tré tir 1-11 tuéis didu tri: tré <20 kg:

Tudi Bénh trio ngwogc da day thye quan | Bénh trao nguge da day thye quan
co dn mon thye quan ¢ tri¢u chimg ning
1-11 Trong lugng <20 kg: 10 mgmoi |10 mg mdi ngiy 1 lan
ngay 1 lin
Trong luong =20 kg: 10 mg hay 20
mg moi ngay 1 lin
12-18 40 mg mdi ngay 1 lin 20 mg mdi ngay | lin

Thude duge tiém tinh mach, tiém truvén tinh mach.

Tiém tinh mach: sir dung Sml dung dich pha logng (8mg/ml) dwoe tiém tinh mach ich nhét 3 phut.
Chuin bi dung dich pha lodng: thém 5 ml dung dich NaCl 0,9% diing pha tiém vao lo
esomeprazol 40mg. lic cho tan. Dung dich pha lodng phal trong, khéng méu hodc vang nhat.

Tiem truyén tinh mach: dung dich pha lodng duge tiém truyén tr 10 - 30 phat. Chuén bj dung

dich pha lodng: hoa tan luong bt thude trong o vio 100ml dung dich NaCl 0,9% ding pha tiém
truyén. Dung dich pha long phai trong, khing mau hofic vang nhat.

Khi ndo khéng nén ding thuéc nay:
Mén cam véi esomeprazol, cdc thude phin nhém benzimidazol hodc voi bat ky thanh phin nao
ciia thude.

Khong phéi hop véi nelfinavir, atazanavir,

Tic dung khéng mong muén:
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TJI'I suat xuit hién (rét thuong g{{_p H.r'lﬂ thudng gp =1/100, <1/10; it gip =1/1000, <1/100;
hiém gap >1/10.000, <1/1.000: rat hiém <1/10.000), khéng tinh duge tin suat.

Co quan inh hudng Tén suit Téc dyng khéng mong mudn
Hé tao mau Hiém Giam bach cau, giam ticu cau
Rat hiém Mt bach cau hat, giam tiéu cau
Hé mién dich Hiém giip Phan img qua man nhir sét, phit mach va
phan img/soc phan vé
Roi loan dinh dudmg, chuyén héa  |Hiem glip Ha natri huyét

Khéng tinh duge tan suat |H

Ha magie huyét, ha magie huyct nang co
thé trong quan vii ha calci huyét. Ha
magie huyét cling ¢6 thé ¢6 lién quan dén
ha kali mau

R&i loan tam than it gap Mat ngi
Hiém gip Agitation, confusion, depression
Kich dqng nham 13n, trim cam
Rt hiém Gay han, 40 gidc
Roi logn hé than Kinh trung wong Thurdmg gap Nhire dau
it gap Chéng mat, mat ngid, bubn ngt
Hi¢m gap R6i loan vi gidc
R&i loan mét it gap R&i loan tam nhin
Réi loan tién dinh ¢ tai it gap Chéng miit
Roi loan hé hip Hiém gip Co thit phé quan
Réi loan tiéu hoa Thudmg gap Dau bung, tdo bon, tiéu chay, diy hoi,
budn non/nén, u Iuyén tién liét (lanh tinh)
it giip Kho miéng
Hiém gip Viém da day, nhiém nam candida tiéu hoa
Khéng tinh duge tan sudt [Viem dai trang L
R6i loan gan mdt it gap Tang enzym gan J -
Hiém gap Viém gan ¢6 hodec khing ¢6 vang da
Rat hiém Suy gan, bénh nio & bénh nhin ¢6 bénh
an Lir trrde
Réi loan da vi mé dudi da Thurémg gap Phan img tai ché tiém
it gap Viém da, ngira, phat ban, ndi may day
Hiém gip Rung toc, nhay cam véi dnh sdng
Rat hiém Hdi chimg Stevens-Johnson, hoai tr

thugng bi do nhiém ddc

Khéng tinh duge tin suat

Lupus ban dé da

R6i loan co xuwong khap It gap Gy xuong hdng, ¢é tay hojc et song
Hiém gip Dau co, viém co
Rit hiém Yéu co
R6i loan thin, tiét nigu Rt hiém Viém than mo ké: mét s6 bénh nhin suy
thin déng thi
Roi loan cor quan sinh san Rit hiem Wi to & dan dng
Roi loan tong quit Hiém gap M@t moi, tang tict mo hoi
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Nén tranh diung nhirng thude hodc thue phim gi khi dang sir dung thude niy:

Anh hwomg cla esomeprazol lén duge déng hoc clia céc san pham duge kKhic )
Chét irc ché protease: Omeprazole di duge béo cdo twong tae vii thude tre ché protease. Co ché
(wong tic nay vin chua duge biét. Nguyén nhan ¢6 thé lam tang pH da day trong khi diéu trj
omeprazole c6 thé lam thay dai s hap thu cia chit ire ché protease. Ciic co ché trong tic ¢6 thé
khic 13 do ire ché enzym CYP2C19.

Dé6i vai atazanavir vi nelfinavir, nong 4§ trong huyét thanh giam da duge ghi nhin khi ding phéi
hop cic thuoe trén vii omeprazole va khuyén cdo khong nén dimg phoi hop. Sir dung dong thoi
omeprazole (40 mg x 1 lan / ngay) véi atazanavir 300 mg/ritonavir 100 mg cho ngudi tinh nguyén
khoe manh d3 lam gidm ddng ké nong d6 atazanavir (khoang 75% AUC, Cmax va Cmin), Tang
licu atazanavir lén 400mg khong da bi trir tic dong cia omeprazole. Sir dung dong thoi
omeprazole 20mg (4 lan 1 ngay) so voi licu atazanavir 400mg/ritonavir 100mg cho nhimg ngudi
tinh nguyén khoe manh lam giam 30% ndng d6 atazanavir so véi lidu atazanavir 300mg/ritonavir
100mg (4 lan/ngay) sir dung don tri. Sir dung dong thiri omeprazole (40 mg/ngdy) lam giam AUC,
Cmax va Cmin cua nelfinavir khoang 36-39% va gid tr trung binh AUC, Cmax va Cmin cia chat
chuyén hod ¢ hoat tinh M8 giam khodng 75-92%. Do tinh chit dioe dong hoe va duge hee hoe
cua omeprazole vi esomeprazol twong tw nhau, khéng nén ding déng thoi esomeprazol va
atazanavir va esomeprazol va nelfinavir. . .

B6i véi saquinavir (ding déng thoi voi ritonavir). da ¢6 bao cio vé néng a6 huyét thanh tang (80-
100%) trong thoi gian dicu tri voi omeprazole dong thiri (40 mg/ngay). Sir dung omeprazole
20mg 4 lan/ngdy khong c6 tic dung lén darunavir (dimg dong thisi vai ritonavir) va amprenavir
(ding dong théi vei ritonavir). Dicu tri véi esomeprazol 20mg 4 lin/ngay khong dnh hudng dén
nong dg amprenavir (c6 va khong c6 ding dong thoi vdi ritonavir), Biéu tri véi omeprazole 40mg
4 lan/ngity khong anh huémg dén nong do lopinavir (dung dong thai vai ritonavir).

Methotrexate: khi ding dong thai voi thude {re ché bom proton, ndng dé methotrexate d3 dugr
bito ¢io [a tang o mt 56 bénh nhan. Khi diéu i bing methotrexate lidu cao, cin phai xem xét
viée ngumg su dung esomeprazol tam théi.

Tacrolimus: su dung dong thoi esomeprazol di duge bio cio la lam tang ndng do tacrolimus
huyet thanh. Cén phii ting cudng theo ddi nong 4§ tacrolimus ciing nhw chiic ning thin (46 thanh
thii creatinin), va licu tacrolimus duge diéu chinh néu can.

Cée thude ¢d dé hap thu phy thuge pH: irc ché tiét acid da day trong khi dicu w1 vai esomeprazol
va cic nhom PP khac <6 the lim giam hojc tang su hap thu cac thude ¢o sur hiip thy phu thuge
vao pH da diy. Sir dung dong thoi e6 thé lam giam d6 hap thu cic thude nhu ketoconazole,
itraconazole va erlotinib va tang sy hip thu digoxin trong qua trinh diéy trj véi esomeprazol. Didu
tri dong thii vol omeprazole (20 mg méi_ ngdy) vi digoxin & nhimg ngudi khoe manh lam tang
sinh kha dung cua digoxin [én 10% (1én dén 30% & hai frong s6 murdsi d6i trong nghién ciru), Poe
tinh digoxin hi¢m khi duge ghi nhin, Tuy nhién, cin thin trong khi ding esomeprazol o licu cao
& bénh nhin cao twéi, Theo dii nong 4 digoxin khi sir dung dong thoi,

Cic thuée chuyén héa boi CYP2CI9: esomeprazol e ché CYP2C19, enzym chuyén hoa
esomeprazol chu yew. Do do, khi esomeprazol duge két hop vai cdc thubc chuvén héa bai
CYP2C19. nhu diazepam, citalopram, imipramine, clomipramine, phenytoin ..., ndng d§ trong
huyét wong cta thude nay ¢6 thé tang 1én vi cin phai giam lidu.

Diazepam: sir dung dOng thoi esomeprazol 30 mg véi diazepam fam giam 45% da thanh thai ctia
diazepam, )

Phenytoin: ding dang thoi esomeprazol 40mg va phenytoin 40 mg lam ting néng dé phenytoin
trong huyét twemg 13% & bénh nhin dong kinh, Khuyén cio theo déi ndng do phenviain trong
huyér ureng khi dicu try vai esomeprazol. .

Voriconazole: sir dung omeprazole (40 mg x | liwngdy) 1am ting Cmax va AUC trong g cua
voriconazole 13 15% va 41% )

Cilostazol: omeprazole cing nhu esomeprazol li chiit tre ché CYP2C19. Omeprazole, liéu 40 mg
trong nghién ciu chéo trén nhimg nguéi khoe manh, lam ting Cmax va AUC cia cilostazol 18%
vi 26%. va Cmax va AUC cta chit chuyén hod hoat dong lin lugt 12 29% va 69%,

Cisapride: & nhimg ngudi tinh nguyén khoe manh, ding dong thoi esomeprazol 40 mg va
cisapride 40 mg lam tang AUC 32% va kéo dai thoi gian ban thai (T):) nhung khing ting dang

k.
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ke. Khoang QT kéo dai mdt chit sau khi ding cisapride don tri, khéng kéo dai thém khi ding
cisaprid két hop véi esomeprazol. )

Warlarin: esomeprazol 40 mg ding dong thai cho cae bénh nhin dicu ] warfarin trong mét thir
nghiém lam sang cho thay thoi gian déng méu vin nam trong gia tri chap nhin. Tuy nhién, cde
bao cao hiu mai doi vai esomeprazol duimg udng, mgt vii truémg hop ¢é chi s& binh thuémg hoa
quéc 1¢ (INR) bi ting dang ké khi sir dung dong thai, Khuyen ¢io thee dai tinh trang bénp nhin
khi bt dau va két thie didu trj esomeprazol néu sir dung ddng thoi véi warfarin hodc cde din xudt
coumarine khic. _ . .
Clopidogrel: két qua tir nhimg nghién i trén nhimg ngudi khée manh di cho thay chi so lién ket
dic tinh duge ddng hoe va duge lue hoe (PK/PD) cia clopidogrel (lieu tin cong 300 mg/licu duy
i 75 mg/nghy) vi esomeprazol (lidu 40 mg duémg uéng mdi ngay) dan dén giam nong d¢ chit
chuyen héa cd hoat tinh cia clopidogrel trung binh khoang 40% va ket qua 13 gidm t6i da hiéu qua
tre ché tidu chu (do (e ché thu thé ADP cua tiéu ciu) trung binh khoang 14%.

Khi ding clopidogrel phéi hop véi lidu phoi hgp esomeprazol 20mg + aspirin 81 mg so vai
clopidogrel don lieu trong mot nghién ciru & cac déi tong khée manh, lam giam gan 40% néng
d{i‘ch:';l chuyén hoa ¢d hoat tinh caa clopidogrel. Tuy nhién, miic d6 (e ché tap két ticu cdu do tre
ché thu thé ADP cita tiéu cau o nhimg bénh nhin ndy nrong ty nhau & 2 nhém khi sir dung
clopidogrel va nhom sir dyng clopidogrel + phoi hop (esomeprazol + Aspirin). Dit lidu khang
thong nhat ve tic dong ¢hi sr:‘:_lién két dic tinh duge ding hoe va dupe lye hoe (PK/PD) cua
csomeprazol i véi cée bién ¢b tim mach da duge ghi nhan. Do d6 chia ¢6 khuyén cdo dic bigt
nio dugie dua ra Khi sir dung ddng thii. )
Amoxicilin hode quinidine: esomeprazol di duge chimg minh 1 khong cé anh huomg dén duoc
dong hoe caa amoxicillin hode quinidine. )

Naproxen hodc rofecoxib: cac nghién ciru ddnh gid vige ding dong thoi esomeprazol va naproxen
hode rofecoxib cho thiy khéng ¢6 twong tic dioc dong hoe trong cic nghién ciru ngin han.

Cic thude tre che enzym CYP2CI9 vivhoie CYP3A4: esomeprazol duoe chuyén héa bai
CYP2C19 via CYP3A4. Tuong ur sir dung déng thoi esomeprazol va thude e ché CYP3A4,
clarithromycin (500 meg, 2 lan mdi ngdy). din dén ting gip doi AUC cua esomeprazol. Sir dung
dong thii esomeprazol va thudc fre ché ¢a CYP2C19 va CYP3AM <6 thé lam ting gip doi nong dg
esomeprazol. Thuoe e ché CYP2CI9 va CYP3A4 nhur voriconazole Jam ting 280% AUC cua
omeprazole. Khong nhat thiét phai dicu chinh liéu esomeprazol trong ede truang hop nay. Tuy
nhién, cin ¢an nhile diéu chinh liéu & bénh nhin bj suy gan ning va khi diéu tri dai han. )
Cic thube gdy cim (ng enzym CYP2C19 holic CYP3A4 (nhu rifampicin) ¢6 thé lim giam néng
dd huyét thanh esomeprazol do tang chuyén héa esomeprazol.

Tré em: cae nghién ¢t tuong tac chi duge thue hién o nguedrd lom, chua d6 dit lidu & tré em. L
Cén lam gi khi mit lin quén khéng diing thude: =

: I
Khéug dp dung. Thude duge sir dung trong bénh vién,

Cin bio quan thube niy nhw thé nio:

Dudi 30°C, tranh anh sdng.

Nhirng diu higu va tri¢u chimg khi ding thude qud lidu:

Chwa ¢6 bao edo vé qua litu esomeprazol G ngudi,

0 chudt céng udng mdt liéu esomeprazol 510 mg/kg (gip 103 Fin lidu ding trén neudi tinh theo
dién tich be mat co the) da gay chét chudt.

Cic trigu chimg chinh cia doc tinh cdp 1a giam hoat dong vin déng, thay déi tin sé hé hip, run,
mat diéu hoa viin déng va co gidt rung tmg con.

Di ¢6 bdo eio vé qua liéu omeprazol & ngui, liéu toi 2400 mg (gdp 120 lin lidu thuomg dng &
lam sing) véi cac mrigu chimg: 1an 16n, budn ngd, nhin md, nhip tim nhanh, budn non, todt mo héi.
nong birng, dau dau, khd migng...

Khang co thude giai dge dic hi¢u cho esomeprazol. C hit yéu dicu trj triéu ching vi hd tro. Thim
tich mau khong ¢é tic dung ting thai trir thuoe vi thude giin nhidu vio protein,

Can phai lam gi khi diing thude qud lidu khuyén cio:
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Khong ap dung. Thude duoe sir dung trong bénh vién.
Nhimg ditu cin thin trong khi diing thudc nay:

Khi ¢6 sur xudt hién cia bt kY trigu chimg canh bio nko (nhu giém cin nhiéu khéng thé kiém
sodt, non oi, kho nudt) va co triéu chimg loct tiéu hoa. phii loai trir nguyén nhin do khoi u, vi kh|
diéu trj voi esomeprazol s& lam che diu tridu chimg v lim chiim tré cdc dau hidu chan doan khéi
1,

Nhiém khuin tiéu héa: thude de ché bom proton lim ting nguy co nhim khudn tiéu héa do
Salmonella va Campylobacter

Giam hip thu vitamin B12: esomeprazol, gidng véi cic thude ire ché tiér acid khac, Tam g:am hip
thu vitamin B12 (cyanocobalamin), Cin thin trong xem xét & bénh nhan 6 nguy co giam hip thu
vitamin B12 khi sir dung lau dai.

Giam magie huyet: tinh trang giam magie huyét duge bio cdo vdi thude e ché bom proton nhu
pamnpr&xol; khi sir dung it nhit 3 thang, va mot so tnromg hop trong | ndm. Tri¢u chimg nghiém
trong giam magu: huyét nhur chong mit, co gidt, mé sang, chong mat, loan nhjp thi €O thé xdy ra
nhung da so trudmg Imp déu \:ly ra m tham va it duge chii v. Hiu hét bénh nhin s& héi phuyc sau
khi bo sung magie va ngimg sir dung thude PP

Bénh nhin phai dlcu iri keéo dai hoﬁc st dung PPI ciing voi digoxin hojc thube gay giim magie
(nhu thude li tiéu), ciin gidm st ndng 46 magie trude khi sir dyung thude PP1 va kiém dinh trong
thivi gian diéu tri.

Bénh lupus do da ban cﬁp (SCLE): thude irc ché bom proton ¢6 lién quan dén céec trudmg hop
SCLE nhung rat hiém, Néu tén thuong xay ra, e bidt 1 trong ving da tiép xiic v6i dnh na‘mg mit
trivi, v néu di kém vai dau khap, ‘m;-nh nhén can nhanh chong tim sy trgr ginp ¥ 1é v bic s7 nén
can nhie ngimg ding esomeprazol. Néu ¢é tién st bi SCLE sau khi diéu tri vai thude tre ché bom
proton trude ddy c6 thé lam tang nguy cor SCLE vai cic lhuor: irc ché bom proton khac.

Nguy co giy xuong: thude tie ché bom proton, dic biét ncu ding liéu cao vi trong | thot gian dai
(> | nim), co the Iam t.’mb nguy co gdy xuong héng, ¢o 1ay va giy el song chil yéu & ngudi cao
tudi hodic ¢6 cie yéu t6 nguy co khac. Cie nghién cuu cho théy cdc chit ire chc bom proton ¢6 thé
lim ting nguy co gy xuong Ién 10-40%. Nguyén nhin c6 thé 1a do cde véu 16 nguy co khac.
Bénh nhan ¢6 nguy co bi lodng xuong nén duge chim soc theo cdc hudng din bac si va nén ding
du lwgng vitamin D va canxi.

Phéi hop vii cic lhuu-:: khac

Khiong nén ding dnnu thivi voi esomeprazol vii atazanavir. Néu phai sir dung két hpp atazanavir
vai thude tre che hmu proton, nén theo doi diu higu lim sang chit ché cling véi vide tang liéu
atazanavir [én 400 mg v6i 100 mg ritonavir: khong nén vuot qua licu esomeprazol 20 mg.
Esomeprazol la mét chat e ché CYP2C19. Khi bit ddu hodc két thite diéu tri véi esomeprazol,
cin xem x¢ét tiém ning twong tac vdi thude chuyén hoa qua CYP2C19. Sy tuong tac di duge ghi
nhin giira clnprdogret va esomeprazol. Tuy nhién két qua ciia sy twong tac nay 1 khong chic
chm bé phong ngira, nén tranh si dung dong thai asomepraxol vi clopidogrel.

Anh hwong den két qua xét nghiém: esomeprazol cé thé anh hur.:rng dién két qua xét nghigm, gay
ting néng dé chromogranin A (CegA) va gdy ré ngai cho vige diéu tri céc khéi u thin kinh. Dé
trdnh su can thiép nay, nén ngimg diéu tri esomeprazol it nhit § ngay trude khi do néng dg CgA.
Néu ndng do CgA va gastrin khong quay tra lai gid trj tham chiéu so vai két qua do ban diu, két
qui xét nghiém dwge Bp lai 14 ngay sau khi ngimg dmu iri 1hucc trc ché bom proton.

San phiim ndy chita 0,74 mmol (hodc 17 mg) natri méi lidu téi da hang ngay cua esomeprazol, ¢
thé dugec xem nhu "him lugng natri khong dang ké™.

Phu nir ¢d thai vi cho con bi

Mang thai:
Chura ¢ nghién et diy di khi ding esomeprazol & nglml mang thai, Trén déng vit, chujt chng

ln‘m; uong esomeprazol liéu 280 mg/kg/ngay [uap 57 lan heu dimg trén ngudi tinh theo dién tich
bé mit co thé) va tho udng liéu 86 mg/kg/ngiy (gap 33 Ian liéu dimg trén ngudi tinh theo dién tich
bé& mit co thé) di khong thiy bang chimg veé suy giam kha ning sinh san hode dic d6i vai thai do
esomeprazol. Tuy nhién, chi sir dung esomeprazol khi thit ¢dn thiét wong thi ky mang thai.

Cho con bi stra me:
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Chua biét esomeprazol c6 bai tiét vao sira nguoi hay khong. Tuy nhién da do duoc nong d6 cua
omeprazol trong sita cua phu nir sau khi udng 20 mg omeprazol.

Esomeprazol ¢6 kha ndng gdy ra cac tic dung khong mong mudn nghiém trong ¢ tré bl me, vi
vay phai quyet dinh nging cho con bt hodic ngimg thude, tiy theo tam quan trong cua viéc ding
thude doi voi nguoi me.

Cac tac dung trén kha ning lai xe va van hanh may méc

Tac dung khong mong muon toan than thuong gip 1a dau diu, chong mit do do can thét thin
trong khi lai xe va van hanh may moc.

Khi nio cin tham vin béc sy, duoc sy:
Néu can thém thong tin xin hoi ¥ kién bde s hodc duoc sp.
Han diing ctia thudc:

24 thang ké tir ngay san xut.

Dung dich sau pha loang: 12 gi& bao quan dudi 30°C.
Nha sin xuit:
Incepta Pharmaceuticals Ltd.

Dewan Idris Road. Bara Rangamatia, Zirabo, Savar, Dhaka, Bangladesh
Ngay xem xét stra doi, cAp nhit lai ndi dung huéng din s dung thude: 15/07/2017
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HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE
Cie dac tinh durge Iyv:
Dergre I vi co ehié tie dung

Nhom diéu trj: thude e ché bom proton, ma ATC: A02B C0S

Esomeprazol Id dong phan S cia omeprazole va lam giam tiét acid da day thong qua co ché e
che ditc hi¢u bom proton trang 1€ bio vién da day. Ca hai dong phén R va S cia omeprazole déu
¢0 hoat tinh duge ddng hoe twrong ur. :

Esomeprazol I mot bazo yéu vi chuytn héa thanh dang hoat tinh trong moi trudmg ¢6 tinh acid
cao 14i 1€ bito vién cua da day, (e ché enzym H + K +-ATPase (goi 14 bom proton) va tre ché sy
bai tict acid dang co bén vi dang Kich thich .

Sau 5 ngdy udng esomeprazol licu 20 mg va 40 mg, pH da day trén 4 duoe duy tri trong thoi gian
trung binh 13 13 gicrva 17 gio. trén 24 gio & bénh nhin bj trdo nguoc da diy thuc qué cé bi¢u hign
tri¢u chimg. Hidu qua twong tyw nhau bat ké esomeprazol duge ding dudng udng hay tiém tinh
mach.

Khi tiém tinh mach liéu 80 mg esomeprazol dudi dang truyén tinh mach trong 30 phit tiép theo Ja
truyén tinh mach lién tue 8 mg/gié trong 23,5 gid, pH da day trén 4 va pH trén 6 duge duy tri
trong thoi gian trung binh 21 gitrva 11- 13 gid, trén 24 gier d6i vii ngudri khoe manh.

Lam linh vét loét do trao nguge khi dicu trj voi esomeprazol 40 mg dat hidu qua khoang 78% ddi
vai bénh nhan sau diéu tri 4 win, va 93% sau 8 twin diéu iri.

Trong mot nghién cirit lim sing ngﬁu_nhién, mi déid, ¢o sir dung gia duge, bénh nhan duee ni soi
xie dinh ¢6 triéu chimg loét xuit huyér dudmg tiéu hod, duge phan loai theo bang danh gid o
Forrest: Forrest la. b, la, Hb (9%, 43%. 38% vi 10% tuong img) duge chon ngau nhién dé diéu
tri bang tiém truyén dung dich esomeprazol (n = 375) hoke gia duge (n = 389). Sau khi ndi soi,
bénh nhin sir dung esomeprazol 80 mg dudi dang truvén 1inh mach trong 30 phit ticp theo la
truycn tinh mach 8 mg mdi giér hode gia duge trong 72 gio. Sau giai doan 72 giy diu tién, 1t cd
cdc beénh nhin déu duge sir dung esomeprazol duimg udng 40 mg trong 27 ngay dé i ché tiét
acid. Sy tai phat xudl huyét tiéu hoa trong vong 3 ngay la 5,9% o nhom diéu tri bing esomeprazol
50 vai 10,3% doi vai nhom ding gia duge. Sau 30 ngay dicu trj, sy tai phdt xuat huyét & nhom
dicu tri bing esomeprazol so vdi nhém ding gid duge 1d 7,7% so vai 13.6%,

Trong qué trinh diéu tri bang thude chéng tiét acid, gastrin huyét thanh ting lén dé dap img véi
vige giam tict acid. CgA cang ting do gidm acid da day. Mire CgA ting ¢6 the giy trér ngai cho
vige chan doan khi ¢6 khol u than kinh.

Cic dix ligu cho thay nén ngumg st dung cie chit tre ché bom proton trong khoang tir 5 ngay dén
2 tuiin tnede khi do nong dé CgA. i

S6 lwgng t€ bio ECL ting Ién c6 thé lign quan dén viée tang ndng do gastrin huyét thanh dii duoc
ghi nhin & ¢d tré va ngudi 16m trong thoi gian diéu tr dai han bing esomeprazol dudmg uong.
Nhimg phit hién nay duge coi 1a khong ¢6 y nghia lim sing,

Frong qua trinh diéu trj liu dai biing thuée Khang tict acid. cdc u nang du day da duge ghi nhin
lang lén vai tan suat cang tang. Nhimg thay d6i nay do vige ire ché tiét acid, lanh tinh va ¢é phuc
hai,

Giam tiét acid da dity bao gdm thude irc ché bom proton, ting sé lwgng vi khudn thudmg ¢6 mii
trong duong tiéu hoa. Dicu trj bing thude e ¢hé bom proton ¢d thé lam ting nguy co nhiém )
Khudn dirdng tiéu hoa nhu Salmonella vi Campylobacter, va d6i véi bénh nhén nhap vién chi yéu
do Clostridium difficile. "

Tré em: trong mét nghién cini e6 doi chimg si dung gia duge (98 bénh nhan trong do tudi tir |
dén 11 thang) da duoe danh gid higu qud va an toan & bénh nhan ct’)_d:‘iu hi¢u va triéu chimg cua
bénh trio ngwge da day thue quan, Esomeprazol licu | mg/kg mot 1an moi ngay duge cho ufmg
trong 2 tuan (pha nhin ma) va 80 bénh nhan st dyng thém 4 tuin (ma doi. pha nhan md, ngimg
didu tri). Khong o su khac biét ¢6 y nghia thong ké giira esomeprazol va gia dirge trong thai
diém két thie diéu tri do tri¢u chimg bién chimg xdu di. .

Trong mét nghién el ¢6 doi chimg véi gia duge (52 bénh nhin & d6 woi <1 thang) di duge danh
gid hi¢u qua va an toan o bénh nhan ¢ trifu chimg trio nguge da day thire quan. Fsomeprazol
lidu 0,5 mg/g mdt kin mdi ngdy duge sirdyung it nhit i 10 ngay. Khing ¢ sir khac biét ddng ké
Litta esomeprazol va gia duge & théd diém Két thie chinh,
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Két qua tir cic nghién el & tré em cho thiy liéu 0,5 mg/kg va 1,0 mg/ g esomeprazol & e < |
thiing tudi va | dén 11 thang téi, cho thay thai gian trung binh dé pH da day < 4 da dirge giam.
Dir liéu an todn & tré em twong ty nhu ugudn lom.

D61 v tré tir 1-17 woi bi trdo nguge da day thyre quin, sir dung thude PP1 théi gian dii, 61% tre
em tang sinh 1€ bio ECL nhumg khéng c6 ¥ nghia 1am sang va khong 6 sy bién trién cia ehimg
viém da day rudt hojic khéi u thén kinh néi tiet,

Duegre dpng hoe

Phidn bo

Thé tich phén bo & trang thai on dinh & nhimg ngui khoe manh khodng 0,22 Vkg thé trong.
Esomeprazol lién két vai protein huyét twomg khoang 97%.

Chuvén hoa.

Esomeprazol duge chuyén hoa hoan toan boi hé enzym cytochrome P450 (CYP). Qua trinh
chuyén hoa chinh cua esomeprazol phu thuge vao enzym CYP2C19, 1ao thanh cic chit chuyén
hoa hydroxy v din xudt desmethyl cia esomeprazol. Ngodi ra, phan chuw:n héa con lai phy
thude vio enzym CYP3A4. tao thanh esomeprazol sulphone, chat chuyén héa chinh trong huyét
g,

Thai tric.

Cac théng s6 dudi day phan dnh dugc dng hoe  nhimg ngwdi ¢é chire ndng enzym CYP2C19
binh thuémg, la enzym chuy_én héa chinh.

B9 thanh thai huyét tromg tong khoang 17 Vh sau khi dimg mét liéu duy nhat vi khoang 9 /h sau
khi tiém qu lai. Thoi gian ban thai trong huyét twong 4 khoang 1,3 gitr sau khi diing licu lip lai
mét lin moi ngay.

Esomeprazol duce thai trir Imsll toan khoi huyét tuong giira céc licu ma khéng ¢ sir tich liy
thude néu sir dung ngay | Ian

Cac chit chuyén héa chi yéu ciia esomeprazol khong co tic dung lén tiét acid da day, Gan 80%
liéu dimg esomeprazol duimg uung duge thai trir trong nude tiéu dudi dang chit chuycn héa, phiin
con lai trong phén. it hon 1% thuée chra chuy-:n hoéa duge tim mavqr trong nudc ticu.

Sau khi tiém 1inh mach lidu |ap lai 40 mg, nong 4o dinh trong huyét wong trung blnh khoang 13.6
micromol/l. Nong dé dinh trong huyét nrong trung binh sau khi dung dudng uong liéu tweng mg >
khodng 4.6 micromol/l. Gia tr) lla} ting khoang 30% dugc ghi nhin trong tong licu sir dung khi ¥
ding dudmg tiém tinh mach so vai diing duwimg udng. C6 S\ gia ting nong do theo wong quan
tuyén tinh khi tiém truyén tinh mach trong 30 phit cée lidu ting dan (lidu 40 me, 80 mg hojc 120
mg), licu tiép theo 1a truyén tinh mach lién tuc (4 mg/h hodc 8 mg/h) trong 23,5 gilr

Cée nhom bénh nhén dic bigr:

Chuyén hoa kém:

Khodng 2.9 + 1,5% dan so thiéu enzym CYP2C19 va duge goi la kém chuycn héa. O3 nhimg
naudi nay, su -:huyt.‘n héa cua esomeprazol chu \eu do CYP3A4. Sau khi uong esomeprazol 40
mg méi ngay mét lan, néng dé trung binh cao hon khoang 100% ¢ nhimg nguéi chuyén hoa kém
s0 v&i ngudi ¢6 enzym CYP2C19 binh thuémg (enzym chuyén héa chinh). Néng d6 dinh trong
huyét meong trung binh ting khodng 60%. Su khae biét twong tyr d3 dwege ghi nhim khi ding
esomeprazol tiém 1inh mach.

Gioi tinh:

Sau Khi udng mot liéu duy nhit 40 mg esomeprazol, téng nong dd trung binh cao hom khodng
30% o nir gioi so voi o nam gioi. Khong co sy khic bigt vé gidi tinh diroc thiy sau khi ding lap
lai mét lan moi ngay. Sir khac bi¢t tueng tr da duge ghi nhdn khi ding esomeprazol dudmg tinh
mach.

Suy gan:

Su chuyén hoa esomeprazol & nhimg bénh nhén c6 réi loan chirc nang gan tir nhe dén vira c6 Ihe
bi suy giam. Su chyen hoa esomeprazol giam manh & bénh nhan suy gan ning din dén tang gip
dai néng 4o esomeprazol. Do do, liéu 18i da duoc khuyén cdo 1a 20 mg o bénh nhan suy gan ning
b1 triao nguoe da day thue quan B6i vai bénh nhin bi loét tiéu hoa cé Xudt huvcl va suy gan ning,
sau khi diing liéu tiém truyén lugng 16n 80 mg, liéu truyén tinh mach lién tuc tdi da 4 mg'h trong
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71.5 gitr la du. Esomeprazol hodic chit chuyén héa chinh khéng c6 tich liy véi lidu sir dung mjt

lin moi ngay.
Suy thin:

K!wng ed nghién ctru ndo duge thye hign & nhimg bénh nhin suy giam chirc ning than. Vi thin
c6 chirc ndng bai tiél cac chit chuycn héa cua esumeprazo! nhung khong loai bo chat chua
chuyén hoa, nén khong ¢ thay dai si chuyén héa cia esomeprazol & bénh nhin suy giam chire

ning than.
Nguin cao tuoi:

Sy chuyén hoa cua esomeprazol khong thay débi dang ké & nhimg ngudi cao tudi (71-80 wéi),

Tré em:

Trong mét nghién ctru ngau nhién, mé nhan, da quur: gia, Iu:u Iip lai, esomeprazol tiém tinh mgch
ngiy mét I:m trong 3 phiit trong 4 ngay. Nghién ciru bao gom tong cong 59 bénh nhan nhi tir 0
dén 18 II.IDI trong da 530 bénh nhén (7 tré o lira tudi 1-5 tudi) da hoan thanh nghién et va dugce
dinh gid vé duge dgng hoe cia esomeprazol.
Bang duai day md td tde dung todn than voi esomeprazol sau khi tiém 1inh mach 3 phit o bénh
nhin nhi va ngudi 16n khoé manh. Liéu 20 mg cho ngu-hl lom drgre tru yén trong 30 phit, Cmax
duge do sau 5 phul sau khi tiém & tré em va 7 phit & ngudi kim liéu 40 mg va sau khi ngimg
truyén & ngudi lém voi licu 20 mg.

Nhom tudi Litu sir dung AUC (pumol*h/1) Coymar (Hmol/l)
0-1 thing 0.5 mg/kg (n=6) 7.5 (4,5-20,5) 3,7(2,7-5.8)
1-11 thing 1.0 mg/kg (n=6) 10,5 (4,5-22,2) 8.7 (4,5-14,0)
1-5 tubi 10 mg (n=7) 7.9 (2.9-16.6) 9.4 (4.4-17.2)
. 10 mg (n=8) 6,9 (3,5-10,9) 5.6 (3,1-13.2
6-11 woi 20 mg (n=§) 14,4 (7.2-42,3) 8.8 (3.4-29.4)
20 mg (n=6) 10,1 (7,2-13,7) 8.1(34-294)
g 20 mg (n=6) 8.1 (4,7-15,9) 7.1 (4,8-9,0)
12-17 tudi
40 mg (n=8) 17.6(13,1-19.8) 10,5 (7,8-14.2)
. 20 mg (n=22) 5,1 (1,5-11.8) 3.9(1,5-6,7)
Ngrdn ldn
40 mg (n=41) 12,6 (4,8-21,7) 8.5(54-17,9)
Chi dinh

Chéng tiét acid khi phic 46 dudmg udng khong hiéu qua nhu:

+ Bénh trao nguoce da day thue quan (GERD) @ bénh nhén ¢é viém thue quan vithodc ¢6 tridu
chimg néng cua tinh trang trio nguge.

+ Lam lanh vét loét do sir dung thude nhom NSAID ) )

+ Ngin ngua loét da day va 1a tring do str dung thude NSAID ddi vai bénh nhan ¢o nhiéu nguy co
+ Ngiin ngira xuat huyét tiéu héa tra lai sau khi néi soi trong tnrémg hop loét da diy hay 14 tring
ch xudt |II.I:'\"I:'| CEII:I tinh

Chi dinh cho tré tir 1-18 tudi dé diéu i khang tiét acid khi phéc dd duémg udng khang higu qua
nhu:

+ Bénh trdo nguge da ddy thye quan (GERD) ¢ bénh nhin ¢é &n mon thye quéan do trio nguge
viv'hede triéu chimg nding do trdo nguge.

Litu lwong va cach ding

Negreai lim

Chéng ti¢t acid khi phic dé duimg uong khéng hiéu qua nhur sau;

+Bénh nhin khéng the diing dwimg udng: sir dunj, dudmg tiém 20-40 mg/1 lan/ngdy. Bénh nhan
tro nguge da diy thye quin cé viém thye quan: 40 mg/| |ﬂ.l'|!'ngd}" Théng thudng bénh nhan diéu
tri bénh trdo nguge da da} thue quan: liéu sir dung 20mg/1 lin/ngay.

# Lam lanh vét loét do sir dung thude nhom NSAID: liéu thong thuong 20 mg/1 lan/ngay.
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+ Ngain ngira loét da day va i trang do sir dung thude NSAID déi vdi bénh nhan ¢d nhiéu nguy
co: liéu thong thudmg 20mg/l Iam'ngé}
St dung dudmg tiém trong théi gian n giin vi chuyén sang dudmg udng cang som cing tor.

+ Ngin ngira xuit huyét tiéu héa trér lai sau khi ngi soi trong truémg hop loét da day hay 14 wrang
co xudt huyét cdp tinh: liéu khuyén cdo 80 mg duge tiém truyén luwgng Iém trong hom 30 phit; sao
do licu Snu__f;,,:b' drge tiém truyen trong 3 ngay (72 gio).
Sau thoi sir dung phic dé dudmg tiém, tlép tye sir dung phéc dé duong uong
Thude duge tiém tinh mach, tiém truyén 1inh mach.
Chuin b dung dich pha lodng dé tiém tinh mach: thém 5 ml dung dich NaCl 0,9% ding pha tiém
vao lo esomeprazol 4(:-.“1,, lac cho tan. Dung dich pha lodng phai trong, khong mau hoiic vang
nhat. Tiém tinh mach: sir dung 5ml dung dich pha loang (8mg/ml) dirge tiém tinh mach ich nhét 3

phat,

Chuin bi dung dich pha lodng tiém truyén: hoa tan lwgng bt thude trong 1o vao 100m! dung dich
NaCl 0,9% ding pha tiém truyén. Dung dich pha lodng phai trong, khdng mau hodic vang nhat,
Tiém truyén tinh mach: dung dich pha !oﬁng duoc tigm truyén tir 10 — 30 phin.

hudn bi dung dich pha lodng cho tiém truyén lu

I6m licu 80mg: hoa tan lrgng bt thude trong

2 lo vao 100ml dung dich NaCl 0,9% ding pha tiém truyén. Dung dich pha lodng phai trong,
khéng mau hodic vang nhat. Tiém truyén lugng 16n liéu 80me: dung dich pha lodng duge tiém

lru:,m hom 30 phi,

Tiém ][mcg licu 8 mg/gid: dung dich pha loding duge tiém truyén lién tuc trong khodng théi gian
715 gidr (toe do truyeén duge tinh todn 13 Smg/gid).

Bénh nhén dic biét:

Bénh nhan suy than: I-:honb can thiét hi¢u chinh liéu. Do dir li¢u lim sang con han ché. do d6 cin
thét than trong khi diéu trj cho bénh nhén suy than.

Bénh nhdn suy gan:

Bénh trio nguoce da day thie quan: Khéng can thiét higu chinh liéu cho bénh nhin suy gan fir nhe
dén vira. Bénh nhan suy gan nfing, licu 101 da khong vuoe qua 20 mg esomeprazol.

Loét ticu hoa xudt huyét: khong can thiét hiéu chinh Iu:u cho bénh nhin suy gan tir nhe deu vira,
Bénh nhin suy gan ning, liéu khoi diu 1a licu tiém truyén nhanh 80 mg. sau d6 tiém truyén lién

tye liéu 4 mgfgmr trong vong 71.5 gid.
Nguegi gia: Khong can hi¢u chinh liéu
Tré em va thanh thiéu nién 1- 18 mar

Dicu tri khang tiét acid khi phac dé dudng uéng khong di;

Bénh nhin khéng thé sir dung dudng udng phai sir dung duémg tiém 1 ngay 1 lan, nhir 1 | phin

trong phac do dicu tr1 bénh trio nguge da day thue quan. ) .
Théng thudmg khc:-_ang thivi gian diéu tri dudmg tiém khong dai va phai chuyen sang dudmg udng

u}ng nhanh cing tot.

Licu tiém duge I\hll_}'!..n ¢ao nhu sau:
Trewr 1-11 woi: didu triz tré < 20 kg:

Tudi

Bénh trao ngurge da day thire quan
¢d dn mon thue quan

Bénh trao nguge da day thye quan
<O tri¢u chimg ndng

1-11

Trong lugng <20 kg: 10 mg méi
ngay 1 lan

Trong lwong =20 kg: 10 mg hay 20
mg moi ngay | lan

10 mg mai ngay 1 lan

12-18

40 mg modi ngay 1 lin

20 mg mbi ngay 1 lin

Thuae duge tigm tinh mach, tiém truyén tinh mach.
Tiém tinh mach: sir dung Sml dung dich pha lodng (8mg/ml) duge tiém tinh mach ich nhét 3 phit.
Chudn bi dung dich pha loding: thém 5 ml dung dich NaCl 0,9% ding pha tiém vao lo
esomeprazol 40mg, lic¢ cho tan, Dung dich pha loéing phéi trong, khéng méu hode vang nhat.
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Tiém truyén tinh mach: dung dich pha lodng dugc tiém truyén tir 10 - 30 phat. Chudn bj dung
dich pha lodng: hoa tan lugng bt thude trong lo vao 100ml dung dich NaCl 0,9% diing pha tiém
truyén. Dung dich pha lodng phai trong, khong mau hode vang nhat.

Chong chi djnh
Min cam v6i esemeprazol, cic thude phan nhém benzimidazol hodc véi bit ky thanh phin nao
cha thude.

Khéng phéi hop vai nelfinavir, atazanavir.

Ciic trirdmg hop thin trong khi ding thude.

Khi ¢6 sir xudt hién cha bt ky tri¢u chimg canh bio ndo (nhur gidm ean nhiéu khéng thé kiém
sodt, non o, kho nudt) va co trice chimg loét ticu hoa, phai logai trir nguyén nhin do khédi u, vi khi
diéu tri visi esomeprazol s& lim che dau trigu chitng va lam cham tré cic diu hiéu chin dodn khdi
18

Nhiém khudn tiéu héa: thude e ché bom proton lam tang nguy co nhiém khuin tidu hoa do
Salmeanella vi Campylobacier ) )
Gidm hip thu vitamin B12: esome prazol, gidng vai cdc thude e ché 1iét acid khic, 1am giam hap
thu vitamin B12 (¢yanocobalamin). Can thin trong xem xét & bénh nhin ¢é nguy co giam hap thu
vitamin B12 khi sir dung lau dai. . )

Giam magic huyct: tinh trang giam magie huyét dwrge bao cao voi thude tre ¢hé bom proton nhu
pantoprazole khi s dung it nhat 3 thang, vi mét s trudmg hop trong 1 ndm. Trigu chimg nghiém
trong giam magie huyét nhu chong mit, co gidt, mé sang, chong mt, loan nhip thét co the xay ra
nhung da 56 truong hop déu xay ra dm thim va it duge chit ¥, Hau hét bénh nhan s¢ hdi phuc sau
khi bd sung magie vi ngimg sit dung thude PPI, )

Bénh nhin phai diéu tri kéo dai hodc sir dung PP1 ciing vdi digoxin hodc thude gay giam magie
(nhu thude lgi tiéu), can giam sit ndng 46 magie trude khi sie dung thuoe PPI va kiém dinh trong
thri gian diéu trj, ) i _ ) P
Bénh lupus o da bén cap (SCLE): thude tre ché bom proton ¢é lién quan den cée trudmg hop 2
SCLE nhung rat hiém. Néu ton thuong xay ra, dic biét a rrong ving da ticp xie véi anh ning mat

rai, vanéu di kém vai dau khop, bénh nhin ciin nhanh chong tim sy trg gitip ¥ 1€ va bac si nén

can nhic nging ding esomeprazol. Néu ¢d tién sit bj SCLE sau khi diéu tri voi thude (e ché bom
proton trude day co thé lam ting nguy co SCLE vai céc thun‘ic tre ch& bom proton khéc.

Nguy co gliy xuang: thude tre ché bom proton, dic bi¢t néu ding liéu cao va trong thoi gian dai

(= 1 ndm). ¢6 the lam ting nguy co gly xueng hong, ¢6 tay va gay ¢ot song, chi yéu & ngudi cao

wéi hode ¢ cde yéu 16 nguy co khac, Cac nghién ciru cho thity cée chit e ché bom proton 6 thé

lam ting nguy co gy xwong lén 10-40%. Nguyén nhin c6 thé 1 do cée yéu t6 nguy co khi,

Bénh nhén c6 nguy co bi lodng xuong nén duoc cham séc theo cic hudng din bic si va nén ding

du lrong vitamin D va canxi.

PR6i hop veri cae thuoe khie )

Khéng nén ding déng thai véi esomeprazol vai atazanavir. Néu phai sir dung két hop atazanavir

vai thude ire che bom proton, nén theo doi diu hi¢u lam sang chat ché cing vai viée tang lidu
atazanavir Ién 400 mg véi 100 mg ritonavir; khong nén vuot qua licu esomeprazol 20 mg.

Esomeprazol [ mgt chit irc ché CYP2C19. Khi bat diu hodic két thiic diéu tri véi esomeprazol,

can xem x€t tiém ning twong téc vai thuoe chuyén héa qua CYP2C19. Sy tuong tic da duge ghi

nhin gitra clopidogrel va esomeprazol. Tuy nhién két qua ca sy tong téc ndy 1a khong chie

chan. Bé phong ngira, nén tranh sir dyng déng thori esomeprazol va clopidogrel.

Anh huong dén két qua xét nghiém: esomeprazol ¢b thé anh hudng den ket qua xét nghigm, gay

ting nong dé chromogranin A (CgA) vit gdy trdr ngai cho vige dicu tri cée khoi u thin kinh, Bé

tranh sy can thi¢p ndy, nén ngimg diu trj esomeprazol it nhit 5 ngay trude khi do ndng dj CgA.

Néu nong dd CgA va gastrin khong quay tro lai gia tri tham chiéu so vai ket qua do ban diu, két

qua xét nghi¢m dwge lap lgi 14 ngay sau khi ngimg dicu trj thude irc ché bom proton.

San phim nay chira 0,74 mmol (hodic 17 mg) natri méi liéu t6i da hang ngay cta esomeprazol, ¢6

thé durge xem nhur "ham lvong natri khang dang k&,
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Phy nif ¢d thai va cho con b

Mang thai:

Clwra ¢d nghién el ddy du khi dang esomeprazol & ngurdsi mang thai, Trén ddng vat, chuft cong
trdng. uéng esomeprazol lidu 280 me/kg/ngay (gap 57 lin liéu ding trén ngudi tinh theo dién tich
bé mat co thé) va tho udng I1cu 86 mg/kg/ngdy (gap 35 lan lidu diing trén ngudi tinh theo dién tich
bé mit ¢o thé) da khong thiy bing chimg vé suy gidm kha n:’mg sinh san hode déc déi voi thai do
esomeprazol, Tuy nhién, chi sir dung esomeprazol khi that can thiét trong thii ky mang thai.

Cho con bi sira me:

Chura biét esomeprazol ¢ bai 1iét vao shm ngudi hay khang. Tuy nhién da do duge néng dé cia
omeprazol trong sita cta phy nit sau khi uéng 20 mg omeprazol,

Fsamupruol <o kha nﬁng gay ra céc tac dung khong mong mu6n nghiém wong o tré bl me, vi
vay phai quvct dinh ngimg cho con bi hofic ngimg thude. tiy theo tim quan trong cua viée ding
thudc déi vai nELdi me.

Cac tic dung trén kha ning 1ai xe v vin hanh may moc

Téc dyng khéng mong mudn toan than thuimg gip 14 dau diu, chéng mat do 46 cin thit thin
trong khi 1di xe vi van hanh méay méc

Tuong tic cia thude vai thude khic va cde logi twong tic Khie

Anh hwang cua esomeprazol 1én duoc dong hoe ¢ia cic sin phim duge khic

Chit e ché protease: Omeprazole da duge bio cdo tuong tde véi thude e ché protease. Co ché
twong tic niy van chua duge biét. Neguyén nhédn o thé lam ting pH da day trong khi diéy irj
omeprazole ¢& the lam thay ddi sy hap thu cia chit irc ché protease. Cic ea ché tueng tic o the
khée I do 1re ché enzym CYP2C] 5,

Déi voi atazanavir vé nelfinavir, nong d9 trong huyét thanh giam da duge ghi nhan khi ding phoi
hop ede thude trén voi omeprazole va khuyén cio khong nén diing phoi hop. Str dung dong théi
omeprazole (40 mg x | lin / ngdy) voi atazanavir 300 mg/ritonavir 100 mg cho nguéi tinh nguyén
khoe manh da lam giam ddng ké nong 4§ atazanavir (khoang 75% AUC, Cmax v Clmn:l Tang
liéu atazanavir lén 400mg khong da bi trir tdc dong cua omeprazole. Si dyng dong thoi
omeprazole 20mg (4 tan 1 ngdy) 50 vivi 11$u atazanavir 4ﬂumyn1uuawr 100mg cho nhimg ngudi
tinh nguyén khoe manh lam giam 30% nong d¢ atazanavir so vdi liéu atazanavir Jﬂﬂmg.fr:tonav:r
100mg (4 Ianm"ay} st dung don 1ri. St dung dong thai omeprazole (40 mg/ngay) lam giam AUC,
Cmax v Cmin ciia nelfinavir khmng 36-39% va gid trj trung binh AUC, Cmax v Cmin cta chit
chuyén hod c6 hoat tinh M$ giam khoing 75-92%. Do tinh chit duoe déng hoe va duge lie hoe
] umcpram!c vi esomeprazol weomg te nhau, khdng nén ding dong thdi esomeprazol vi
alazanavir vi esomeprazol va nelfinavir.

Bidi véi saquinavir (dimg dong thisi vai ritonavir), da cd bao cdo vé néng d§ huyét thanh ting (80-
100%) trong thoi gian di¢u tn véi omeprazole déng thoi [4l‘} mg/ngay). Sir dung omeprazole
20mg 4 Iém’m,,ily khéng 6 téc dung lén darunavir (diing dong thai véi ritonavir) va amprenavir
(ding déng thoi voi ritonavir). Didu i véi esomeprazol 20mg 4 ln/ngay khong dnh huimg dén
nong do amprenavir (c6 vi khong cd ding dbng thoi vii ritonavir), Bigu tr vii omeprazole 40mg
4 lan/ngdy khong anh huéng deén nﬂng dij lopinavir (ding dbing théi vai ritonavir),

Methotrexate: I:I1| diing dfmg thisi véi thude e ché bom proton, nong dd methotrexate di duge
bdo cdo 14 ting & mat 50 bénh nhan. Khi diéu bing methotrexate liéu cao, cin phai xem xét
vige ngimg su dung esomeprazol tam thai.

Tacrolimus: su dung déng thai esomeprazol d3 duge bao cdo la lam tang nong do tacrolimus
huyét thanh. Cin phai ting cuomg theo ddi nong d¢ tacrolimus ciing nhw chire ning than (d6 thanh
thai creatinin}, va liéu tacrolimus dugc dicu chinh néu can.

Cac thude co do hap thy phu thude pH irc ché 1iét acid da day trong khi diéu trj véi esomeprazol
v cdc nhom PPI khac ed thé lam giam hoac tang su hip thu cde thude cé sy hip thu phu thuge
vio pH da diy. Su dung dong thoi eo thé lam giam d6 hip thu ¢de thude nhu ketoconazole,
iraconazole v erlotinib va tang sur hip lhu 6150“11 trong qua trinh diéu trj véi esomeprazol, Didu
iri déng thii véi omeprazole (”l] mg moi ngdy) va digoxin & nhﬂ'ng ngudi khoe manh lam ting
sinh kha dyung cta digoxin 1én 10% (1én dén 30% & hai trong s6 mudi ddi tugng n_:_-,hmn etru), Poc



https://trungtamthuoc.com/

tinh digoxin hiém khi duye ghi nhin, Tuy nhién, can thin trong khi dimg esomeprazol & liéu cao
& bénh nhin cao tuﬁu Theo doi nong d¢ digoxin khi sir dung dong thai.

Cic thude chuyén hoa bai CYP2CI9: esomeprazol irc ché CYP2C19, enzym chuycn hoa
esomeprazol chi yéu, Do do, khi esomeprazol duge két hop véi che thube cjlu)'cn hoa bii
CYP2CI9, nhu diazepam, citalopram, imipramine, :Iumlpmmmc phenytoin ..., nong d¢ trong
huyét nrong cua thude nay ¢6 the ting lén va cin phai giam liéu.

Diazepam: sir dung dong théi esomeprazol 30 mg véi diazepam lam giam 45% dé thanh thal cla
diazepam

Phenytoin: diing déng thisi esomeprazol 40mg va phcny:um 40 mg lam ting nong d§ phenytoin
frong huyét twong 13% & bénh nhan dong kinh, Khuyen cio theo ddi nong dd phenytoin trong
huyét twong khi diéu trj véi esomeprazol,

Voriconazole: sir dung omeprazole (40 mg x | lan/ngay) lim ting Cmax va AUC wong (mg cia
vorigonazole 14 15% va 41%

Cilostazol: omeprazole ciing nhu esomeprazol I chit irc ché CYP2C19, Omeprazole, lidu 40 mg
trong nghién elru chéo trén nhimg ngwai khoe manh, lam ting Cmax va AUC cia cilostazol 18%
vi 26%, vi Cmax va AUC cia chit chuyén hoa hogt dong lin Tuot 1 29% va 69%.

Cisapride: 0 nhimg nguéi tinh nguyén khoe manh, ding dong thoi esomeprazol 40 mg va
cisapride 40 mg lam ting AUC 32% vi kéo dai thin gian ban thai (T,2) nhung khéng ting déng
ké. Khoang QT kéo dai mot chit sau khi dimg cisapride dom trj, khong kéo dai thém khi ding
cisaprid keét hogp voi esomeprazol,

Warfarin: esomeprazol 40 mg dnng déng thoi cho cic bénh nhin diéu tri warfarin trong mét thir
nghiém lim sang cho théy thoi gian dong mau vin ndm trong gid tri chip nhdn. Tuy nhién, cic
bio cae hiu mai d6i voi esnmcpra?nl dudng uong_ mt vai trudmg hop €6 chi 56 binh thiudimg héa
quoc té (INR) bi ting dang ké khi sir dyng dung thai, Khl.l}an cdo theo déi tinh trang bénh nhin
Khi bit ddu va két thitc didu trj esomeprazol néu sit dun g dong thoi véi warfarin hode cac din xuit
coumarine khac, ;
Clopidogrel: két qui tir nhimg nghién el trén nhilmg ngudi khoe manh da cho thay chi 5o lién két
dite tinh duge déng hoe va duge lue hoe (PR/PD) cia clnptdogn.l (Ileu tin cong 300 mgj‘lluu duy
tri 75 mg/ngiy) va esomeprazol (liéu 40 mg dudmg uéng mdi ngay) din dén gidgm nong db chiit
Lhil}'t-l'i héa ¢d hoal tinh cia clopidogrel trung binh khoang 40% va két qud 1a giam 16 da hiéu qua
(e ché tiéu ciu (do e ché thy thé ADP cia ticu ciu) trung binh khodng 14%.

Khi ding clopidogrel phoi hop véi lidu phéi hop esomeprazol 20mg + aaplrm 81 mg so vdi
clopidogrel don liéu trong mot nghién ¢l ¢ cac doi tegng khoe manh, lam giam gan 4[!% nang
do chat chuvén héa cd hoat tlnh cia clopidogrel. Tuy nhién, mirc d6 tc ché 13p két ticu ciu do e
ché thu the ADP cia tiéu cau & nhimg bénh nhin nay wong e nhau & 2 nhém khi st dung
clopidogrel va nhom sur dung clopidogrel + phoi hop (esomeprazol + Aspirin}, Dit liéu khong
théng nhit vé tic déng chi sd lién ket die tinh duge dfng hoc va duge luc hoe (PK/PD) cia
esomeprazol doi vai cic bién ¢o tim mach da duoe ghi nhin, Do 46 chua ¢b khuvén cao dic bigt
nio duge dua ra khi sit dung déng thai. .
Amoxicilin hofic quinidine: esomeprazol da duge chimg minh 4 khéng ¢6 anh huomg dén dge
ding hoe cia amoxicillin hodc quinidine.

Naproxen hofic rofecoxib: cie nghién ciru dénh gid viée ding dong thiv csnmepmmi V& naproxen
hodje rofecoxib cho thay khing ¢6 tuong tic duge déng hoe trong cde nghién ciru ngin han,

Céac thube Ve ché enzym CYP2C19 vithodic CYP3A4: esomeprazol duge chuvén hoa bai
CYP2CI9 vi CYP3A4. Tuong tu sir dung dnng thiri esomeprazol va thuée e ché CYP3A4,
clarithromycin (300 mg, 2 lin moi ngay), dan dén tang gip d6i AUC cua esomeprazol. Sir dung
ding thiri esomeprazol va thude irc ché ¢a CYP2C19 va CYP3A4 ¢6 thé lam ting ghp doi nong dj
esomeprazol. Thude e ché CYP2C19 va CYP3A4 nhur voriconazole lam ting 280% AUC cua
omeprazole. Khong nhat thiét phai diéu chinh licu esomeprazol trong ciic trudmg hop nay. Tuy
nhién, ¢an can nhic diéu chinh li¢u & bénh nhan bi suy gan nang va khi diéu tei dai han.

Cac thude gay cam img enzym CYP2C19 hoic CYP3A4 (nhu rifampicin) co thé lam giam nong
6 huyét thanh csomcpraz,ul do ting chuyén héa esomeprazol,

Tre ene: ede nghién ciru treng tde chi duge thue hién & ngudi Iam, chua d6 dir lidu & tré em,

Tic dyng khéng mong muon (ADR)
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I.m sudt xudt hién (rit thuong glp 21/10, thudng gip =1/100, <1/10; it gip =1/1000, <1/100;
hiem gap >1/10.000, <1/1.000; rit hiém <1/10.000), khéng tinh dwrge tan suat.

Co quan anh huing Tin suit Tic dung khéng mong mudn
Hé tao mau Hiém Giam bach ciu, giam tiu ciu
Rt hiém Mt bach ciu hat, gidm tidu ciu
Hé mién dich Hiém gip Phan (mg qua min nhu sot, phi mach va
phan img/sc phin vé
Roi loan dinh dudmg, chuyén héa  |Hiém gap Ha natri huyét

Khong tinh duge tin suat

Ha magie huyét, ha magie hu}'ét niing co
thé tuong quan vai ha calei huyet Ha
magie huyét ciing ¢6 thé 6 lign quan dén
ha kali méau

R&i loan tam thin

It gap

Mit ngu

Hiém gip

Agitation, confusion, depressmn
Kich dgng, nhdm I3n, trim cam

Rét hidm

Gay hin, do gide

Rai loan hé than kinh trung wong | Thuéng gip Nhire diu
It gap Chéng mit, mat ngd, buon ngu
Hi¢m gap R&i loan vi gide
Réi loan mit it gap Réi loan tim nhin
Rai loan tién dinh 6c tai it gip Chéng mit
Roi logn ho hip Hiém gip Co thit phé quan
R&i loan tiéu héa Thudmg gap Dau bung, tio bon, tiéu chay, day hoi,
budn nén/nén, u uwen tién fiét (lanh tink)
it pap Kho miéng
Hiém giip Viém da diy, nhiém nam candida tiéu hoa

Khong tinh duge tan suit

Viém dai tring

Roi loan gan mit

it gap

Tang enzym gan

Hiém gap Viém gan ¢6 hofc khong ¢6 vang da
Rit hi¢m Suy gan, bénh ndo ¢ bénh nhin cb bénh
gan tir truoe
Ro1 loan da va mo dudi da Thudmg gap Phan tmg tai chd tiém
it gap Viém da, ngira, phat ban, néi may day
Hiém gap Rung toc, nhay cam voi anh sing
Rat hiém Hai chirng Stevens-Johnson, hoai tir

thugmng bi do nhiém dc

Khong tinh duge tin suat

Lupus ban do da

R&i loan co xemg khap it gap Gay xuong hing, €6 tay hodic ot song
Hiém gap Dau co, viém co
Rat hiém Yéu co
Réi loan thin, tiét niéu Rit higm Viém than mo ké: mat 50 bénh nhén suy
thin ding thii
Roi loan co quan sinh san Rat hiém Vi to & dan Gng
R6i loan tong quat Hiém gap M¢Et moi, tang tiét mé hoi
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, Ijb A 3 L4
Qua lieu va xu tri

Chua c6 bao cao vé qué lidu esomeprazol & nguoi.

0 chudt cong udng mot liéu esome_prazol 510 mg/kg (gdp 103 lan lidu ding trén ngudi tinh theo
dién tich bé mit co thé) da gy chét chudt.

Cac triéu chumg chinh cua déc tinh cdp la giam hoat dong vin dong, thay ddi tan s6 ho hap, run,
mat diéu hoa van dong va co giat rung ting con.

Pa ¢6 bao cdo vé qua lieu omeprazol ¢ nguoi, liéu téi 2400 mg (gép 120 lan Ileu thuong dung o

lam sang) vdi céc triéu ching: l3n 16n, budn ngt, nhin md, nhip tim nhanh, budn nén, toat mo héi,
nong bing, dau dau, khoé miéng...

Khong c6 thue giai doc dac hiéu cho esomeprazol. Chu yeu diéu tri triéu chimg va hd tro. Thim
taich mau khong c6 tac dung tang thai trir thude vi thude gan nhiéu vao protein.

F i,

Cic dau hiéu can lvu ¥ va khuyén céo (néu cé) " I"’/



