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TO HUGNG DAN SU DUNG THUOC

Ry Thudc bdn theo don
SAVI ESOMEPRAZOLE 40
THANH PHAN
Esomeprazol magnesi trihydrat
tuong duong €someprazol...........cceveevreeererirerineninns 40 mg
T& duge Vita Gl.....c.ceveveerereieeceieeceeeeee e eseeeene 1 vién

(Copovidon VA 64, natri hydrocarbonat, Effer soda (natri
88-90%; natri 10-12%),
Crospovidon CL, lactose monohydrat, colloidal anhydrous
Sepifilm  LP 014,
hydroxypropylmethylcelulose phthalat, polyethylen glycol
6000, talc, titan dioxyd, Erythrosin lake)

hydrocarbonat carbonat

silica,  magnesi  stearat,

DANG BAO CHE
Vién nén bao phim tan trong rudt.

DUQC LYC HQC

Esomeprazol 1a dang ddng phén S ciia omeprazol, dugc
ding twong tu nhu omeprazol trong diéu trj loét da day - t4
trang va bénh trao ngugc da day - thuc quan.

Esomeprazol gin véi H'/K' - ATPase (con goi 1a bom
proton) & té bao thanh cua da day, uc ché dic hiéu hé
théng enzym nay, ngin can budc cudi ciing cua sy bai tiét
acid vao long da day. Vi vy esomeprazol c6 tic dung trc
ché da day tiét acid co ban va ca khi bj kich thich do bt
ky tac nhén nao.

DUQC PONG HQC

Hip thu

Esomeprazol hip thu nhanh, ndng d6 dinh trong huyét
twong dat dugc khoang 1 - 2 gi sau khi uéng. Sinh kha
dung tuyét d6i 1a 64% sau khi ubng lidu don 40 mg va ting
16n 89% khi ding liéu I3p lai 1 14n/ngay.

Thirc #n 1am chim va gidm sy hép thu esomeprazol mic
du diéu nay khong anh hudng déng ké dén tic dong cia
esomeprazol trén sy tiét acid da day.

Phin bd

Thé tich phan b biu kién & trang thai én dinh trén ngudi
khoe manh khoiang 22 Ukg thé trong. Khoing 97%
esomeprazol gén vao protein huyét tuong.

Chuyén héa

Thudc chuyén héa chi yéu & gan nhy isoenzym
CYP2C19, hé enzym cytochrom Py, thanh cdc chét
chuyén héa hydroxy va desmethyl. Phin con lai dugc
chuyén héa qua isoenzym CYP3A4 thanh esomeprazol
sulfon, chit chuyén héa chinh trong huyét twrong.

Thai trir

D thanh thai huyét twong khoang 17 1/gid sau khi dung
liéu don va khoang 9 Vgidr sau khi ding lidu lp lai. Thoi
gian béan thai trong huyét twong khoang 1,3 gid sau khi
dung lidu I3p lai 1 14n/ngay. Esomeprazol thai trir hoan
toan khoi huyét twong giita céc lidu dung va khong cé
khuynh huéng tich lily khi ding 1 14n/ngay.

Céc chét chuyén héa chinh cua esomeprazol khong c6 tac
dong dén sy tiét acid da day. Khoéang 80% esomeprazol
liu udng duogc bai tiét qua nuéc tiéu dudi dang céc chét
chuyén héa, phin con lai qua phan. Dudi 1% thudc dang
khong ddi dugc tim thdy trong nuéc tidu.

Sy tuyén tinh

Dugc dong hoc ciia esomeprazol d4 dwgc nghién ctru véi
liéu lén dén 40 mg, 2 lan/ngay. Dién tich dudi dudng cong
biéu dién ndng d trong huyét tuong theo thoi gian (AUC:
Area under the curve) ting 1én khi diung 13p lai
esomeprazol. Sy ting ndy phu thudc theo lidu va ty 1é gia
tang AUC nhiéu hon ty 1¢ tang liéu sau khi ding lidu lap
lai. Sy phu thudc vdo thoi gian va lidu ding nay 1a do
giam chuyén héa buéc diu & gan va giam d6 thanh thai
toan than gy ra béi sy rc ché enzym CYP2C19 cua
esomeprazol v&/holic chit chuyén héa sulfon.
Cic dbi twgng dic biét

Ngudi chuyén héa kém

G mot sb ngudi vi thiéu CYP2C19, esomeprazol dugc
chuyén héa chii yéu boi CYP3A4. Sau khi ding liéu lip
lai 40 mg esomeprazol, 1 lin/ngay, AUC trung binh &
ngudi chuyén héa kém cao hon khoang 100% so véi bénh
nhén c6 chirc ning CYP2C19 binh thudng. Nong d6 dinh
trung binh trong huyét twong ting khoang 60%.

Gidi tinh

Khi ding liéu don esomeprazol 40 mg, AUC trung binh &
nit gidi cao hon nam gi¢i khoang 30%. Khong ghi nhén sy
khéc biét vé AUC giita nam va nit khi dung l3p lai lidu 1
lan/ngay.

Bénh nhan suy gan

Su chuyén hoéa ciia esomeprazol c6 thé bj suy giam & bénh
nhédn réi loan chirc ning gan tir nhe dén trung binh. &
ngudi suy gan ning, gié tri AUC & trang thai én dinh cao
hon 2 14n so v6i ngudi c6 chirc nang gan binh thudng, vi
vy & nhitng ngudi bénh nay, lidu ding khéng qué 20 mg
mét ngay.

Bénh nhin suy thin

Chua c6 nghién ctiru dugc thyc hién trén bénh nhén suy
than. Than chju trdch nhiém trong viéc thai trir cc chét
chuyén héa ciia esomeprazol nhung khong c6 vai trd trong
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vic thai trir thudc & dang khéng ddi, vi vay si chuyén héa
cua esomeprazol dugc xem nhu khéng thay ddi & bénh
nhén suy giam chirc ning than.

Ngudi cao tudi

Chuyén héa ciia esomeprazol khong thay ddi déng ké &
bénh nhan 16m tudi (71 - 80 tudi).

Tré em tir 12 - 18 tudi

Sau khi dung liéu 13p lai 20 mg va 40 mg esomeprazol,
AUC va thoi gian dat ndng 9 ti da trong huyét twong
(tmax) O tré em 12 - 18 tudi twong tw nhu & ngudi truong
thanh.

CHi PINH

SaVi Esomeprazol 40 dugc chi dinh:

Cho ngudi 16n trong céc trudng hop:

- Trao ngugc da day - thyc quan: Diéu trj loét thyc quan
trdo nguoc.

- Pidu trj kéo dai sau khi da didu trj phong ngira tai xut
huyét do loét da day t4 tring bing duomg tinh mach.

- Piéu trj hi ching Zollinger Ellison.

Cho tré em tir 12 - 18 tudi trong trudng hop:

- Trao ngugc da day - thuc quan: Piéu trj loét thuc quan
trao nguoc.

LIEU DUNG VA CACH DUNG
Thudc nay chi diing theo sw ké don ciia bdc si.

Cach dung

Esomeprazol dugc ding duéi dang mudi magnesi hogc
natri, nhung lidu dugc tinh theo
Esomeprazol magnesi 44,4 mg hoic esomeprazol natri
42,6 mg tuong duong v4i 40 mg esomeprazol.
Esomeprazol khong én dinh trong méi trudng acid, nén
phai bao ché duéi dang vién nén bao phim tan trong rudt
8 thubc khong bj phé hity & da day va ting sinh kha dung.
Phai nudt ca vién thubc, khdng dugc bé, nghién nhé hogc
nhai. Khong hoa tan vién thudc vao nuéc dé udng.

Ubng thubc it nhit mot gior trwéc bira An.

Lidu ding

Ngueoi lén

Trao nguoc da day - thuc quan: Diéu tri loét thue quan
trao nguoc

Ubng m&i ngay mot 14n 40 mg trong 4 - 8 tudn, c6 thé
ubng thém 4 - 8 tudn nita néu vAn con triéu chimg hoc
biéu hién clia viém qua ndi soi.

Diéu tri kéo dai sau khi da diéu tri phong ngira téi xudt
huyét do loét da day td trang bang dwong tinh mach

esomeprazol.

40 mg/lan/ngay trong 4 tudn sau khi da didu tri phong
ngira tAi xuét huyét do loét da day t4 trang bing duong tinh
mach.

Diéu tri hoi chimg Zollinger - Ellison

Liéu khéi ddu khuyén céo cia esomeprazol 1a 40 mg, 2
1an/ngay. Sau d6 didu chinh lidu theo dap ung cua ting
bénh nhén va tiép tuc diéu trj khi con chi dinh v& mat 1am
sang. Phén 16n bénh nhan dugc kiém soat véi lidu tir 80 -
160 mg. Khi liéu hang ngay 16n hon 80 mg, nén chia lidu
dung thanh 2 14n/ngay.

Tré em tir 12 - 18 tudi

Trao nguge da day - thuc quan: Diéu tri loét thuc quan
trao nguoc

40 mg/ngay trong 4 tudn. C6 thé tiép tuc didu tri thém 4
tudn nita néu viém thuc quan chua duge chita lanh hoic
triéu ching dai déng.

Tré em dudi 12 tudi

SaVi Esomeprazole 40 khong phii hop dé sir dung cho tré
em duéi 12 tudi.

Nguwdi tén thwong chikc ndng thin

Khéng cén phai giam lidu & ngudi tén thuong chirc ning
than.

Nguwoi ton thwong chirc ndng gan

Khéng cin phai giam liéu & ngudi tén thuong chic ning
gan & mic d0 tir nhe dén trung binh. O bénh nhén suy gan
n3ng, liéu ti da 12 20 mg esomeprazol/ngay; vi vy khong
dung SaVi Esomeprazole 40.

Nguwdi cao tudi

Khéng cin diéu chinh liéu & ngudi cao tudi.

CHONG CHi PINH

- Tién st quid min véi esomeprazol, phin nhém
benzimidazol hoc c4c thanh phan khéc cta thubc.

- Chéng chi dinh diing ciing v6i nelfinavir.

THAN TRONG KHI DUNG THUOC

Trude khi ding thubc rc ché bom proton, phai loai trir kha
ning ung thu da day vi thudc c6 thé che 1dp tridu chimg,
1am cham ch4n do4n ung thu. Thén trong khi ding & ngudi
bi bénh gan, ngudi mang thai hodc cho con b

Phai th4n trong khi ding esomeprazol kéo dai vi c6 thé
gdy viém teo da day.

Diu trj v6i thudc trc ché bom proton c6 thé 1am ting nhe
nguy co nhiém khuén dudng tiéu héa.
Esomeprazol 1am giam hép thu
(cyanocobalamin) do 1am giam acid dich vi. Diéu nay nén
dugc can nhic khi diéu trj dai han & nhitng bénh nhan c6

vitamin B,
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giam dy trit vitamin By, hogc c6 yéu t6 nguy co giam hip
thu vitamin B,,.

b c6 céc bdo cdo v& giam magnesi mau ning & nhing
bénh nhén diéu trj bing thuéc tc ché bom proton (PPI:
Proton pump inhibitor) nhur esomeprazol trong it nhit 3
thang. Biéu hién ning cua gidm magnesi m4u nhu mét
moi, co cimg, mé sang, co gidt, chodng vang va loan nhip
thit c6 thé xay ra nhung khéi phét 4m thim. &5 da s cac
bénh nhén, tinh trang gidm magnesi méu dugc cai thién
sau khi sir dung li¢u phédp magnesi thay thé va ngimg sir
dung PPL.

Pbi véi cac bénh nh4n cin dugc diéu tri kéo dai hoic
nhing bénh nhén ding ddng thai PPI va digoxin hoc céc
thudc khac c6 thé giy ha magnesi mau (vi du nhu cac
thubc loi tiéu), nén dinh lrong ndng d6 magnesi mau truéc
khi bét dau diéu trj PPI va dinh ky theo ddi trong qué trinh
diéu trj.

Céc thue trc ché bom proton, dic biét khi ding lidu cao
va trong thoi gian dai (> 1 ndm), c6 thé 1am ting nhe nguy
co gdy xuong hong, xwong cd tay va cot séng, dic biét &
bénh nhan cao tudi hofic khi c¢6 sy hién dién cia yéu td
nguy co khac. Bénh nhan c6 nguy co lodng xuong nén
dugc chim séc theo cac huéng din 14m sang hién hanh va
nén durge b sung vitamin D va calci mot cach thich hop.
Khong khuyén cdo ding ddng thdi esomeprazol véi
atazanavir (xem Twong tdc thudc). Néu bit bugc phai phdi
hop atazanavir véi thudc trc ché bom proton, cén theo di
chat ché trén 14m sang khi ting lidu atazanavir dn 400 mg
két hop véi 100 mg ritonavir; khéng nén sir dung qua 20
mg esomeprazol.

Esomeprazol 14 chét rc ché CYP2C19. Khi bt diu hay két
thic didu trj véi esomeprazol, cdn xem xét nguy co tuong
tac v6i cac thudc chuyén héa qua CYP2C19. P c6 ghi
nhén tuong tic giita clopidogrel va esomeprazol (xem
Tuong tdc thuéc). Khong rd méi lién quan 14m sang cia
twong tic ndy. Khéng khuyén khich dung ddng thoi
esomeprazol va clopidogrel.

Lupus ban d6 ban cp (SCLE: Subacute cutaneous lupus
erythematosus): Céc thuéc e ché bom proton thudmg c6
lién quan dén cac truomg hop SCLE. Néu tén thuong xay
ra, dic biét 1a & ving da tiép xtc véi 4nh ning, va kém
theo dau khép, bénh nhan cn duoc hd trg y té kip thoi va
nén cén nhic ngimg ding esomeprazol. Ngudi c6 tién sit
SCLE véi mét thudc wrc ché bom proton trudc d6 c6 thé
lam tang nguy co gip SCLE véi céc thudc tc ché bom

proton khéc.
Thanh phén t4 dugc c6 chira lactose. Ngudi bénh c6 céc

vin @& v& di truyén hiém gdp nhu khéng dung nap
galactose, thiéu hut Lapp lactase hoic kém hdp thu
glucose-galactose khong nén diing san phdm nay.

TAC PONG CUA THUOC KHI LAI XE VA VAN
HANH MAY MOC

Thudc c6 thé gdy téc dung khéng mong muén nhu chéng
mit, budn ngu, vi vy, thin trong khi 14i xe va van hanh
méy moc.

TUONG TAC THUOC

Tdc djng clia esomeprazol trén dugc djng hoc ciia céc
thude khic

Thudc tec ché protease

Omeprazol tuong tic véi mot sb chit wc ché protease.
Chua rd tim quan trong vé& lam sang va co ché téc dong
clia cac tuong tac dd dugc ghi nhan. Tang d6 pH da day
trong qué trinh diéu trj véi omeprazol c6 thé dén t6i thay
ddi sy hép thu ctia chét e ché protease. Co ché twong tac
khac c6 thé xay ra la thong qua sy wc ché enzym
CYP2C19.

Dbi v6i atazanavir va nelfinavir, giam ndng d6 thudc
trong huyét thanh da dugc ghi nhan khi dung chung véi
omeprazol, do d6 khéng khuyén cédo ding ddng thoi céc
thuc nay.

O ngudi tinh nguyén khoé manh, st dung ddng thoi
omeprazol (40 mg, 1 lén/ngéy) va atazanavir (300 mg) +
ritonavir (100 mg) l1am giam dang k& ndng 6 va thoi gian
tiép xuc atazanavir (giam AUC, Cpa va Cp, khoang
75%). Ting liéu atazanavir dén 400 mg da khong bu trir
tdc dong clia omeprazol trén ndng d6 va thdi gian tiép xuc
atazanavir.

Dung phdi hgp véi omeprazol (40 mg,1 1in/ngay) lam
gidm trj s§ trung binh AUC, CpexVd Cpnciia clia
nelfinavir khoang 36-39% va giam khoang 75-92% tri s6
trung binh AUC, Cpa V@ Cpyiy clia chit chuyén héa c¢6 hoat
tinh M8. Do tic dong dugc luc va céc dic tinh duge dong
hoc tuong tuy gilta omeprazol va esomeprazol, khong
khuyén céo sir dung esomeprazol dong thoi v6i atazanavir
va chéng chi dinh sir dung esomeprazol déng thdi voi
nelfinavir.

- Methotrexat: Khi ding chung véi PPI, ndng do
methotrexat ting 1én & mot s6 bénh nhan. Khi ding liéu
cao methotrexat, nén c4n nhic ngimg tam thoi
esomeprazol.

- Tacrolimus: Nong 46 trong huyét thanh cia tacrolimus
tang khi ding ddng thdi véi esomeprazol. Cén ting cudng
gi4m st ndng 46 tacrolimus va chirc ning than (d6 thanh
thai creatinin), didu chinh lidu tacrolimus néu cin.
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- Do trc ché bai tiét acid, esomeprazol 1am tdng pH da day,
anh huéng dén sinh kha dung cua céc thubc hép thu phy
thugc pH (tic lam giam sy hip thu): ketoconazol,
itraconazol, mudi sdt, digoxin.

- Esomeprazol trc ché CYP2C19, enzym chinh chuyén ho4
esomeprazol. Do vy, khi dung chung esomeprazol véi cic
thuéc chuyén héa bing CYP2C19 nhu diazepam,
citalopram, imipramin, clomipramin, phenytoin, ... ndng
do céc thubc nay trong huyét twong c6 thé ting va cn
giam lidu ding. Didu ndy cin dic biét chi y khi ké toa
esomeprazol cho diéu trj theo nhu cAu.

- Dung ddng thdi esomeprazol, clarithromycin va
amoxicilin 1am ting ndng d6 esomeprazol va 14-
hydroxyclarithromycin trong mau.

- O nguodi tinh nguyén khoé manh, khi ding 40 mg
esomeprazol chung véi cisaprid, dién tich dudi dudng
cong biéu dién ndng d6 cisaprid trong huyét twong theo
thoi gian (AUC) ting 1én 32% va thoi gian ban thai
cisaprid kéo dai thém 31% nhung ndng d6 dinh cisaprid
trong huyét twong tang lén khong d4ng ké.

Warfarin: C6 thé tang INR va thdi gian prothrombin khi
dung warfarin ddng thdi véi cac thude trc ché bom proton.
Theo d&i INR va thoi gian prothrombin khi diing ddng thoi
esomeprazol va warfarin.

Clopidogrel: Ding ciing thuéc tc ché bom proton lam
giam ndng do trong huyét twong ctia chit chuyén héa c6
hoat tinh cua clopidogrel, 1am giam téc dung khéng tiéu
céu,

- Esomeprazol d3 dugc ching minh 1a khéng c6 tic dong
d4ng k& vé 1am sang trén dugc ddng hoc cua amoxicilin,
quinidin.

Téc d)ng ciia cdc thudc khéc trén dwgce dong hoc ciia
esomeprazol

- Esomeprazol dwgc chuyén hoéd bdi CYP2CI9 va
CYP3A4. Khi ding ddng thoi esomeprazol véi mot chét
ttc ché CYP3 A4, clarithromycin (500 mg, 2 l4n/ngay) lam
tang gAp d6i dién tich du6i dudng cong (AUC) cua
esomeprazol.

- Céc thudc cam ung CYP2C19 va/hoic CYP3A4 (nhu
rifampicin va cé St. John’s) c6 thé gdy giam ndng do
esomeprazol.

SU DUNG CHO PHU NU' CO THAI VA CHO CON BU
Thoi ky mang thai

Chua c6 nghién ctru ddy di khi ding esomeprazol & ngudi
mang thai. Trén dong vat, chuft cbng tring ubng
esomeprazol lidu 280 mg/kg/ngay (gip 57 lan lidu dung

trén ngudi tinh theo dién tich bé mit co thé) va tho ubng
liéu 86 mg/kg/ngdy (gdp 35 I4n lidu ding trén ngudi tinh
theo dién tich bé mit co thé) khong thdy bing chimng v&
suy gidm kha ning sinh sin hoic doc i v6i thai do
esomeprazol. Tuy nhién, chi sir dung esomeprazol khi that
cén thiét trong thoi ky mang thai.
Théi ky cho con bd
Chua biét esomeprazol c6 bai tiét vao sita ngudi hay
khong, tuy nhién da do dugc ndng d6 ciia omeprazol trong
sita ciia phy nit sau khi uéng 20 mg omeprazol.
Esomeprazol ¢6 kha ning giy ra céc tac dung khdng mong
mudn nghiém trong & tré bl me, vi vAy phai quyét dinh
ngimg cho con bu hoc ngimg thubc, tiy theo tAim quan
trong ciia viéc diing thubc ddi véi ngudi me.
Théng bdo cho Bdc st nhing tdc dung
khéng mong mudn gdp phai khi sir dung thuéc

TAC DUNG KHONG MONG MUON CUA THUOC
Céc phan tmg khéng mong mudn sau day dugc sip xép
theo tin suit xay ra.

Thuong gdp, 1/100 <ADR < 1/10
Hgé than kinh: Pau dau.

Tiéu héa: Pau bung, tao bén, tiéu chay, ddy hoi, nén, budn
ndn.
It gap, 1/1000 <ADR < 1/100

Chuyén héa va dinh dudng: Phi ngoai bién.

Tam than: M4t ngu.

Hé thén kinh: Choéng vang, di cim, ngu g.

Tai: Chéng miit.

Tiéu héa: Kh6 miéng.

Gan mit: Tang enzym gan.

Da va md dudi da: Viém da, ngita, ban da, may day.

Co - xwong va md lién két: Gay xwong hong, cd tay, cot
séng.

Hiém gdp, 1/10000 < ADR < 1/1000

Méu va hé bach huyét: Giam bach cdu, giam tiéu cau.

Hé mién dich: Phan tmg qua min (sét, phit mach, séc
phén v§).

Chuyén héa va dinh dudng: Gidm natri méau.

Tam than: Kich d¢ng, Ii 1dn, trdm cam.

Hé than kinh: Réi loan vj giéc

Mit: Nhin ma.

Ho hép, nguc v trung thit: Co thit phé quan.

Tiéu héa: Viém miéng, nhiém Candida dudng tiéu hoa.
Gan mét: Viém gan c6 hoic khong vang da.

Da va md dudi da: Rung t6c, nhay cdm véi dnh sdng.

Co - xwong va md lién két: Pau khép, dau co.

Khéc: Kho chiu, tang tiét md hoi.
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Rdt hiém gap, ADR < 1/10000

Méu va hé bach huyét: Mét bach ciu hat, giam toan thé
huyét ciu.

Tam thin: Néng nay, 4o gidc.

Gan mét: Suy gan, bénh ndo & bénh nhan da cé bénh gan.
Da va mé duéi da: Hng ban da dang, hgi chimg Stevens-
Johnson, hoai tir da nhiém ddc (TEN: Toxic epidermal
necrolysis).

Co - xuong: Yéu co.

Thén va tiét niéu: Viém than ke.

Hé sinh san va tuyén vii: Nir héa tuyén vi.

Huéng ddn céch xir tri ADR

Phai ngung dung thuc khi c6 biéu hién téc dung khong
mong mudn ning.

QUA LIEU VA CACH XU TRi

Trigu chirng

Cho dén nay c6 rét it kinh nghiém vé viéc diing qua liéu c6
chii dich. C4c triéu chimg dwgc md ti c6 lién quan dén
viéc dung lidu 200 mg 1a céc triéu chimg trén dudng tiéu
hod va tinh trang mét moéi. Cic lidu don 80 mg
esomeprazol van an toan khi sir dung.

Xir tri

Chua c6 chit giai doc dic hidu. Esomeprazol gin két manh
v6i protein huyét trong va vi vay khong d& dang bj phan
tach. Trong trudmg hop qué lidu, nén didu trj triéu chimg
va sir dung c4c bién phap hd trg tdng quat.

PONG GOI: Hop 2 vi x 7 vién.
BAO QUAN: Noi kh, nhiét d6 khong qué 30 °C. Trénh
4nh sang.

TIEU CHUAN AP DUNG: Tiéu chuén co sd.
HAN DUNG: 36 thang ké tir ngay san xuét.

Dé xa tim tay cita tré em.
DPoc kj hudng dén sir dung trude khi ding.
Néu cén thém thong tin, xin héi y kién Bdc .

S
TRACH NHIEM TRON VEN

Sin xuit tai:
CONG TY CO PHAN DUGC PHAM SAVI
(Sawvipharm ] S.C)
L6 Z01-02-03a khu Cdng nghiép trong khu Ché xuit Tan
Thuén, phuong Tan Thuén Pong, Quéan 7, TP.HCM
Dién thoai: (84.8) 37700142-143-144
Fax : (84.8) 37700155
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