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Hudng din si dung thuée:

®*vVién nén bao phim tan trong ru¢t ARAZOL- Tab
RXVién nén bao phim tan trong rudt ARAZOL- Tab 20
®Vién nén bao phim tan trong rujt ARAZOL- Tab 40

1.

“Doc ky hudng din sic dung truede khi ding”
“Dé xa tam tay tré em”
“Thuic ndy chi ding theo don thuée”
THANH PHAN CONG THUC THUOC, DANG BAO CHE

Vién nén bao phim tan trong rujt ARAZOL- Tab 20

Thanh phin duoe chit:
ESOMEPTAZOL 11vivicirssninnintrnmsssnsnsesmeasmesasssassssesesssssesersssssnsnssnsssssssssssassissessansannesssssapnsassasseansasnssnense S0 TIE

(Duéit dang esomeprazol magnesi trihydrat).

Thanh phén ta duge:

Manitol, cellulose vi tinh thé 102, natri croscarmellose, natri Jaury] sulfat, natri bicarbonat, bot tale, magnesi
siearat, hydmxypropy methy] cellulose 6cPs, po!yethylen glycol 6000, ttan dlox_vd, cudmgjt L100, lake
erythosin.... .viradu | vién.

Dang bao ché: Vién nén tron bao phim tan trong rudt, mau hong, hai mat tron, canh va thanh vién
lanh lan,

Vién nén bao phim tan trong ruét ARAZOL- Tab 40

Thanh phén dwoc chat:
ESOPOGTIEATL. oo v covemmssrsmmiesvommsssmmusnsssesmsisieitos SoHes SRS S SR S T e s e LD

(Dudi dang esomeprazol magnesi trihydrat).

Thanh phén ta duec:

Manitol, cellulose vi tinh thé 102, natri croscarmellose, natri lauryl sulfat, natn bicarbonat, bt talc, magnes
stearat, hydroxypropyl methyl cellulose 6cPs, polvethylen glycol 6000, titan dioxyd, eudragit L100, vang
B B AIEY o o R Y T e s SR virada | vién

Dang bae ché: Vién nén tron bao phim tan trong rudt, mau vang, hai mat tron, canh v thanh vién
lanh 1an.

'Hi £ ‘\.I{

Vién nén bao phim tan trong ruét ARAZOL- Tab duoc chi dinh trong diéu tri hay du phong cic bénh:

Newoi lom:

Bénh trao nguge da day — thue quan (GERD):

biéu tri viém xwde thue quan do trio ngugc.

Picu tri dai han cho bénh nhén viém thuc quan da chia lanh dé phong ngira tai phat.
Piéu tri triéu chimg bénh traoe nguoe da day - thue quan (GERD).
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Két hop vai

Két hop voi

Cach ding:
Phai nubt ca

mét phéc db khang sinh thich hop dé diét trir Helicobacter pylori va:

Piéu tri vét loét ta tring cé nhidm Helicobacter pylori.

Phong ngira tai phat loét da day — té trang & bénh nhén c6 nhiém Helicobacter pylori.
- Bénh nhan diéu tri lién tuc thude khéng viém khong steroid (NSAIDs):

Diéu tri loét da day do ding thude NSAIDs.

Phong ngira loét da day va té trang do ding thudc NSAIDs & bénh nhin cé nguy co.

Piéu trj hi chirng Zollinger — Ellison.

o Thanh thiéu nién tir 12 tudi e lén:

Bénh trao nguge da day — thye quan (GERD):

Diéu trj viém xude thue quan do trao nguge.

Piéu trj dai han cho bénh nhin viém thyc quan da chira lanh dé phong ngira tai phat.
Diéu trj triéu chimg bénh trao nguge da day - thue quan (GERD).

khéng sinh trong diéu tri loét ti trang do Helicobacter pylori.

LIEU DUNG, CACH DUNG

vién thuébc, khéng duoc nghién nhé hodc nhai.

Ubng thude it nhit mét giér trude bita &n, Co thé ding cing thude khang acid khi can thiét dé giam

Bénh trao
nguoc da day -
thire quain

(GERD)

dau.
Liéu ding:
Sk g e Néu diing ARAZOL- | Néu diing ARAZOL-
Chi dinh Liéu dung Tab 20 Tab 40

Nguwdi Iom va thanh thiéu nién tir 12 tudi tré 1én
Diéu trj viém xudc thyc quan
do trao ngugc:
40 mg/ 1an/ ngay trong 4 tuan.
Néai dicu tri them 4 ban il | _ 9 ian/ thnf nigly - 1 vién/ lin/ ngay

cho bénh nhan viém thuc quan
chua duge chira lanh hay van
co triéu chimg dai dang.

Piéu tri dai han cho bénh nhan
viém thuc quan dd ch@a lanh
dé phong ngira tai phat: 20
mg/ 1an/ ngay.

- 1 vién/ lan/ ngay

Biéu trj tridu chimg bénh trao
nguge da ddy — thuc quén
(GERD):

Cj bﬁlﬂ‘l nhin khé“g bl viém .1 vien/ L';I'Il"l I'IE-E‘l)"
thuc quan: 20 mg/ lan/ ngay. =
Néu khong kiém soat duoc

triéu ching sau 4 tun, bénh
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nhin nén duge thdm do cén
lam sang ky hon dé xéc dinh
chan doan.

Nguéi lém

Két hop voi mpt
| phiic d6 khing
sinh thich hop
dé dit
Helicobacter
pylori vd vét loét
td trang, phong
ngia loét da
day — td trang
c6 mhiém
Helicobacrer
pylori

20 mg esomeprazol + 1 g
amoxicillin -~ + 300 mg
clarithromycin, uéng 2 lan/

ngay, lién tyc trong | tuan

-1 wvién/ lan, 2 lan/
ngay

Bénh nhan diéu
tri lién tuc
thuoc khang

Bicu tri loét da day do ding
thuoc NSAIDs: Liéu thing
thucmg 20 mg/ lan/ ngay. Théi
gian diéu tri 1a 4 — 8 tuin

- 1 vién/ lan/ ngay

viém khong
steroid
fNSALDs)

Phong ngua loét da day ta
trang do dimg thuoc NSAIDs
¢ bénh nhin c¢o6 nguy co: 20

| mg/ lan/ ngay

- 1 vién/ lan/ ngay

Diéu tri hji
chirng Zollinger

Liéu khdi ddu udng 40 mg, 2
lin/ ngiy, sau d6 diéu chinh
liéu theo dép ung cla tung
bénh nhan va tiép tue diéu trj
khi ¢on chi dinh vé mit 1am
sang

-2 vién/ lan, 2 lan/
ngay

- 1 vién/ lan, 2 lin/ ngay

— Ellison

Pa s6 ngudi bénh c6 thé kidm
sot duge bénh & licu 80 — 160
mg méi ngay. Khi liéu 1én hon
80 mg/ ngay phai chia lam 2
lan

- 4 — 8 vién/ ngay, chia
udng 2 lan

- 2 — 4 vién/ ngay, chia
udng 2 lan.

Thanh thiéu nién

tir 12 tudi tré 1én

Diéu tri loét ta
trang do
Helicobacter
pylori liéu ding

30 - 40 kg: Esomeprazol 20
mg + amoxicillin 750 mg +
clarithromyein 7.5 mg/ kg
can nang, ubng 2 lan/ ngay,
trong 1 tuan.

-1 vién/ lan, 2 lan/
ngay

khuyén cdo
duwype xdc dinh
theo thé rong
nhw sau:

- Trén 40 kg: Esomeprazol 20
mg + amoxicillin 1 g +
clarithromycin =~ 500 mg,

tuan.

udng 2 lan/ ngay, trong |

-1 vién/ lén, 2 lan/
ngay

eam TH
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Cic déi tepng dac bigt:

Tré em duéi 12 tudi: Khong khuyén cdo sir dung ARAZOL- Tab cho tré em dudi 12 tudi.
Bénh nhin suy thin: Khéong can diéu chinh lidu & bénh nhén suy than.

Bénh nhén suy gan: Khong can diéu chinh liéu & bénh nhén suy gan nhe va trung binh. O bénh
nhén suy gan ning cé thé cin nhic dimg 20 mg mit ngay,

Bénh nhan cao tudi (> 65 tudi): Khong cin didu chinh liéu.

Néu quen udng mit Ileu thude, nguéri bénh uung ngay khi nhé. Tuy nhién, néu gan théi gian udng
liéu tiep theo thi bo qua liéu da quén. Khéng udng gap dai liéu dé bu liéu di quén.

Khéng cé yéu cau dac biét vé xir Iy thuoc sau khi sit dung.,
CHONG CHI DINH

Ngudi bénh by di ung voi esomeprazol, bat ky thanh phéﬂ ndo cla thude hodic cic thude tre ché
bom proton khac,

Ngudi bénh dang ding thude c6 chira nelfinavir (thude ding trong diéu tri nhiém HIV).

CANH BAO VA THAN TRONG KHI DUNG THUOC

Cin thin trong va bao che béc s hodc duge si néu trude khi hodc trong khi dung thude ngudi
bénh c6 nhimg vin dé sau:

Sut can bét thudmg.
Nén ra mau.
Phan mau den.

Bj suy gan.

Cic trudmg hop than trong khic:

Néu sir dung esomeprazol d¢ diéu tr trong mét théi gian dai (hon 1 ndm), bénh nhin nén dugc theo
doi thudmg xuyén,

Bénh nhén diéu tri theo ché d6 khi can thiét nén lién hé véi bac sTnéu xuit hién cac triéu chimg bat
thudng.

Khi ké toa LbUIIlﬂ'pf&ZO] dé diét trir Helicobacter pylori, nén xem xét cac twong tic thudc co thé xay
ra trong phac dd diéu trj 3 thude. C]amhmmyun la chat ¢ ché manh CYP3A4 va vi thé nén xem
xét chong chi dmh va tuong tic doi voi clarithromycin khi ding phéc d6 3 thude cho bénh nhan
dang dung céc thube khac chuyén héa qua CYP3A4.

Diéu tri hang thudc tre ché bom proton co thé lam ting nhe nguy co nhiém khuan dudmg tiéu hoa
(thi du nhiém Salmonella, Campylobacier).

Khong khuyen cho dung dong thi esomeprazol véi atazanavir. Néu su phdi hop atazanavir voi
thude tre ché bom proton la khnng thé tranh khoi, cin theo ddi chit ché trén lam sang khi ting lidu
atazanavir den 400 mg két hop véi 100 mg ritonavir; khong nén su dung qua 20 mg esomeprazol.

Esomeprazol ciing nhu céc thubc khing acid khac, c6 thé lam giam hap thu vitamin B12
(cyanocobalamin) do sy gidm hodc thicu acid dich vi. Diéu nay nén duge cin nhic & nhimg bénh
nhan ¢6 gidam dy trir vitamin B12 hodc ¢d yéu 6 nguy co gidm hip thu vitamin B12 khi diéu tri dai
ngay.

Esomeprazol la chat tc ché CYP2C19. Khi bit diu hay két thic didu tri véi esomeprazol, cin xem
xét nguy co tuong téc thude voi cae thude chuyén hoa qua CYP2C19.
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Giam magnesi mdu

Giam magnesi trong mau nang di dugc bio céo ¢ nhimg bénh nhén diéu tri vai cac thude dc ché
bom proton (PPIs) nhu esomeprazol trong it nhét 3 thang, va hau het cac trudmg hop dung trong
mot nam. Cac biéu hién nghiem trong cua giam magncm méu bao mm mét méi, co cung co, mé
sang, co gidt, chong mat, ¢ thé xay ra loan nhip that. Chimg giam magnesi mau duoc hdi phuc sau
khi thay thé magnesi va ngung dung PP

O nhimg bénh nhin s& duge diéu trj kéo dai hoac ding két hop PPIs véi digoxin hodc céc thuoc
lam giam magnesi mau (nhu thude lgi ticu), r.dn phii theo doi ndng dé magnesi trude khi bit dau
diéu tri PPI va dinh ky trong qua trinh ding thube.

Thudc tre ché bom proton, dic biét néu dung liéu cao va trong thoi gian dai (> | narn} ¢6 thé lam
ting nguy co gdy xuong hdng, xwong cd tay va cit song, chi yéu & ngudi cao woi va ngudi bénh
¢6 cac yéu tb nguy co da biét. Bénh nhin c6 nguy co bj lodng xwong nén dugc theo di va bd sung
du calel va vitamin D.

Lupus ban dé ban cap (SCLE)

Thube e ché bom proton lién quan dén cac truong hgp SCLE rat hiém gap. Néu 1ﬁn‘lhuﬁng xay
ra, ddc biét & vung da ti€p xtc vdi anh nang, va néu di kém véi dau khdp, nén cin nhiac ngimg su
dung thudc esomeprazol.

Anh hudng dén cdc xét nghiéni

Téang nong dg Chmmogramn A (CgA) giy trd ngal cho viée chin dodn cac khéi u thin kinh noi
tiét. Do do, phai ngimg ding esomeprazol it nhit 5 ngay trude khi do CgA.

SUDUNG THUQC CHO PHU N CO THAI VA CHO CON BU

Phu nit mang thai:

Chua ¢6 nghién ciu day du khi ding esomeprazol & ngudi mang thai. Trén ddng vat, chudt cong
triing uong esomeprazol 280 mg/ kg/ ngay (f.,ap 57 lan liéu diing trén ngudi tinh theo dién tich bé
mdt co thé) vé tho uéng lidu 86 mg/ kg/ ngay (gap 35 lan liéu dung trén ngudi tinh theo di¢n tich bé
mat co thé) da khéng thiy ba.ng ching vé suy giam kha ning sinh san hodc doc dm vdi thai do
esomeprazol. Tuy nhién, chi sir dung esomeprazol trong théi ky mang thai khi thit cin thiér.

Phu nit cho con bit: ;/
Chua biét esomeprazol ¢6 bai tiét vao sita hay khéng. Tuy nhién, omeprazol duge phan phéi vao
slra cia nguoi. Esomt.prazul ¢o kha néng gdy ra cac ADR ¢ tré bl me, vi vy phai quyét dinh
ngu‘ng cho con bi hodc ngimg ding thude. tiy theo tim quan trong ciia viée dung thude déi véi
nguoi me,

AN HUONG CUA THUOC LEN KHA NANG LAI XF, VAN HANH MAY MOC

Esomeprazol it anh huong 161 kha ning la1 xe va van hanh may moc. Mgt sb phan tmg ngoai ¥ nhu
chong mat , nhin md ¢6 thé xdy ra. Néu xay ra cac phan img ngoai ¥ ndy, bénh nhan khoéng nén lai xe
va van hanh may moc.

IONG TAC CUA THUOC VOI CAC THUOC KHAC

Do e chc bai tiét acid, esomeprazol lam tang pH da day, anh hudng dén sinh kha dung cuia céc
thude hip thu phu thude pH: Giam hap thu ketoconazol, itraconazol; tang hip thu digoxin.

Esumcprazol tuong tac duge dgng hoc vai cic thudc chuycn hoa boi hé enzym cytochmm Pysp
isoenzym CYP2C19 ¢ gan. Ding ddng thai esormepr azol voi cilostazol lim tang nong do cilostazol
va chat chuyén hoa cé hoat tinh cua nd, xem xét giam lidu cilostazol. Dung dong thoi esomeprazol
voi voriconazol ¢6 thé lam ting tlep xie vai esomeprazol hon gp 2 ldn, xem xét & nhimg bénh
nhin ding lidu cao esomeprazol (240 mg/ ngay) nhu khi diéu tny hd1 ching Zollinger = Ellison.




https://itppharma.com/

Trang 7/ 10

Cisaprid: Ding déng thoi esomeprazol lam ting 32% dién tich dudi dudng cong va kéo dai 31%

thoi gian ban thai nhung khong lam ting dang ké nanE d6 dinh cua cisaprid trong huyét tuong,
Dung mét minh cisaprid lam kéo da nhc_: khoang QTc, nhung khéng kéo dai thém khi ding déng
thoi voi esomeprazol.

Diing esomeprazol véi cée thude gay cam tmg CYP2C19 va CYP3A4 nhu rifampin lam gidm néng
d6 esomeprazol, tranh ding déng thor.

Cé thé ting nguy ¢o' ha magnesi huyét khi dung esomeprazol cung, cic thube cuﬂg gay ha magnesi
huyét nhu thude loi tiéu thiazid hodc lgi tiéu quai. Kiém tra nong do magnesi trude khi bit du

dung thude tre ché bom proton va dinh ky sau dé.

Atazanavir: C6 thé lam thay dbi s hap thu sau kha ucmg atazanavir, lam gzam nonﬂ dé thude nay
trong huyét tuong, c6 thé lam giam tac dung khang virus. Khong nén ding dong thoi thude e ché
bom proton va atazanavir.

Clopidogrel: Ding cung thude e ché bom proton lam giam nSng dd trong huyét twong ciia chit
chuyén hoa ¢6 hoat tinh cua clopidogrel, lam giam tac dung khang ti€u cau.

Digoxin: Ha magnesi huyét do dung kéo dai thude (¢ ché bom proton lam co tim nhay cdm véi
digoxin, ¢0 the lam tang nguy co ddc do1 voi tim cia digoxin, ¢0 thé lam tang nguy co ddc vai tim
cua digoxin. O ngudi bénh dang dung digexin, kiém tra nong dé magnesi trude khi ding thude e
ché bom proton va dinh ky sau do.

Sucralfat: U:c ché hap thu va lam giam sinh kha dung cia thubc irc ché bom proton. Ding céc
thude tre ché bom proton it nhat 30 phit trude khi ding sucralfat.

Tacrolimus: Tang nong d¢ trong huyét thanh cua tacrolimus khi sit dung domg thoi véi
esomeprazol,

Methotrexat: Khi dung chung voi thude ¢ ché bom proton, nong dd methotrexat da duge bao céo
la ting & mot s& bénh nhan, Khi diéu tri bang methotrexat liéu cao, nén tam thai ngung sir dung
esomeprazol.

Wafarin: Tang INR va thoi gian prothrombin khi ding wafarin déng thoi véi thude e ché bom
proton, c6 thé gy chay mau bat thudmg va tir vong. Theo déi INR va thdi gian prothrombin khi
dung déng thoi esomeprazol va wafarin.

Ding dbng thoi esomeprazol va clarithromycin lam ting nong do esomeprazol va 14 -
hydroxyclarithromycin trong méu.

Dung dong thoi esomeprasol va diazepam lam giam chuyén hoa diazepam va ting nong d
diazepam trong huyét tuong.

Phenytoin: Ding dbng thoi esomeprazol lam ting nnng d§ phenytoin trong huyét twong & bénh
nhin dgng kinh. Nén theo ddi néng d6 phenytoin khi bt ddu va ngimg diéu trj vdi esomeprazol.

TAC DUNG KHONG MONG MUON CUA THUOC

Ngirng diing thude va lién hé véi béc si, duge s hodic dén bénh vign ngay lap tire néu nguoi ding
thude bi cae triéu chirng sau:

Tha kho khe, sung mdi, ludi, hong hodce phil toan thin, phat ban, cir déng nudt kho khan (phan img
di irng ning).

Do da, ¢6 vét loét hofic bong da, ¢6 thé ¢6 cac vét loét ning va chay mau & moi, mét, miéng, mii
hodc bd phin sinh duc. Pay ¢o thé la biéu hién cua hgi chimg Stevens — Johnson hodc hoai tr
thugng bi do nhiém déc.

Vang da, nudc tiéu sim mau, mét moi (biéu hién caa bénh gan).
Cic tic dung khong mong mubn khic:
Thuaong gap, 1/100 < ADR < 1/10

Toan thian: Pau dau, chong mat, ban ngoai da.
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Tiéu hoa: Budn non, ndn, dau bung, tiéu chay, tao bén, déay hoti, khé miéng.

[t gap, 171000 < ADR < 1/100

To#n thian: Phu ngoai bién, mét moi, mat ngd, budn ngu, phat ban, ngira, di cam.
Co xuong: Giy xuong hdng, xwemg cb tay, cot sdng.

Tiéu héa: Khé miéng.

Gan: Tang enzym gan.

Hiém gap, 1/10 000 < ADR < 171000

Toan than: S&t, toat md héi, phan img qua man (bao gdm may day, phi mach, co thét phé quan, soc
phan vé).

Thén kinh: Tram cam, 14 1an.
MAt: R6i loan thi gidc.
H6 hép: Co thit phé quén.
Huyét hoc: Giam bach cau, giam tiéu cau.
Gan: Viém gan, vang da.
Tiéu hoa: R6i loan vi giac, viém miéng.
Chuyén hoa: Ha natri huyét.
Co xuong: Pau khap, dau co.
Da: Rung toe, nhay cam véi anh sang.

- Rdt hiém gap, ADR < 1/10 000
Huyét hoc: Giim todn thé huyét cau, mat bach cau hat.
Thén kinh: Kich déng, 4o gidc.
Gan: Suy gan, bénh ndo gan.
Da: Hfmg ban da dang, héi chimng Stevens — Johnson, hoai tir biéu bi nhiém ddc.
Co xuong: Nhuoe co.
Tiét ni¢u: Viém than k&,
Naéi tiét: Chimg i to & nam.
Khing xdc dink tan sudt
Chuyén héa: Ha magnesi huyét.
Tiéu héa: Viém dai trang vi thé.
Da: Lupus ban do dudi da.

Hudng diin cach xir tri ADR: Phai ngimg thubc khi ¢é biéu hién tic dung khéng mong muén ning.

Bio cio cic phin dng cd hai: Hay bio cho bac si, dugce si néu 11gum ding thude nhin thay bat ky téc
dung phu nao, ke cd cic tac dxlng chura duoe liét ké, hode bao cdo céc phan tmg c6 hai cua thude vé
Trung tdm Thong tin thude va Theo dbi phan img ¢6 hai cua thude (bao cao ADR online tai dia chi
http: ’-’baﬂcauadr vn).

FUA LTEY VA CACH XU TRI
Chua ¢6 béo céo vé qua liéu esomeprazol & ngudi,

Khéng cé thude gldl doc dic hiéu cho (,sumt,pm.»:ul Chu w.u diéu tri triéu chimg va hd trg. Tham
tach méu khong co tac dung ting thai trir thude vi thude gin nhicu vao protein.
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BAC TINH DUQGC LUC HOC
Nhom duoe Iy: T hude tre ché bai tiét acid da day thuée nhom trc ché bom proton.
Mi ATC: A02BCOS5

Esomeprazol la dang déng phéin S cia omeprazol, duge ding twong tu nhu omeprazol trang diéu tri
loét da day — ta trang, bénh trédo ngugc da diy — thyc quan va hoi chimg Zollinger — Ellison.

. Esomeprazol gin véi H'/ K'- ATPase (con goi la bom proton) & té bao thanh cla da day, lam ba
hoat hé théng enzym nay, ngan can bude cudi cung cla sy bai tiét acid hydrocloric vao long da
day. Vi viy esomeprazol cé tac dung trc ché da day tiét lvong acid co bdn va cd khi bi kich thich do
bét ky tac nhéan nao. Thube tic dung manh, kéo dai.

Cac thuée tic ché bom proton ¢6 tac dung trc ché nhumg khong (iét trir duge Helicobacter pylori,
nén phai phoi hop véi céc khang sinh (nhw amoxicilin, tetracyclin va clarithromycin) mdi co the
tiét trir ¢ hiéu qua vi khuan nay.

BAC TINH DUQC BONG HQC

Hap thu: Esomeprazol hap thu nhanh sau khi ubng, dat ndng dé cao nhit trong huyét tuong sau 1-
2 giér, Sinh kha dung cua esomeprazol tang lén theo litu ding v khi diing nhic lai, dat khodng
68% khi ding liéu 20 mg va 89% khi ding liéu 40 mg. Thirc an lam chdm va giam hap thu
esomeprazol, nhung khéng lam thay d6i ¢ ;.' nghia tic dung cua thudc dén @6 acid trong da day.
Dién tich dugi dudng cong (AUC) sau khi uong | liéu duy nhat esomeprazol 40 mg vao bira an so
véi liac doi giam tir 43% dén 53%. Do do esomeprazol nén udng it nhat 1 gidf trude bita an.

Phdn bé: Thude gin khoang 97% véo protein huyét tuong.

Chuyén héa: Thuéc duge c}luyén héa chi yéu & gan nhé isoenzym CYP2C19 hé enzym cytochrom
P450 thanh cdc chit chuyén héa hydroxy va desmethyl khong con hoat tinh. Phin con lai duoc
chuyén hoa qua isoenzym CYP3A4 thanh esomeprazol sulfon, Khi dung nhéc lai, chuyén hoa bude
diu qua gan va do thanh thai ciia thubc gidm, c6 thé do isoenzym CYP2C19 bj tre ché. Tuy nhién,
khéng ¢ s tich liy khi ding méi ngay 1 1dn. O 1 s6 ngudi vi thiéu CYP2C19 do di truyen (15 -
20% ngudi chiu A) nén lam chuyén héa esomeprazol bi cham lai. O trang thai 6n dinh, gia tri AUC
& ngudi thidu enzym CYP2CI9 tang khodng 2 lin so véi nguéi c6 du enzym. Nira doi trong huyet
twomg khoang 1.3 gid.

Thai trie: Khoang 80% liéu ubng dugc thai trir dudi dang céc chat chuyén héa khéng c6 hoat tinh
trong nudc tigu, phan con lai duge thai trr trong phan. Dudi 1% thudc duegce thai trir trong nude
tidu.

» O ngudi suy gan nang: Gia tri AUC 6 tinh trang n dinh cao hon 2 - 3 lan so voi ngudi ¢6 chirc
nang gan binh thudng, vi viy cé thé phai xem xét giam licu esomeprazol ¢ nhiimg ngudi bénh nay.

QUY CACH BONG GOI
Hop 3 vi nhém — nhém, vi 10 vién nén bao phim tan trong rudt.
Hop 10 vi nthém — nhém, vi 10 vién nén bao phim tan trong rugt.

- Hop 1 chai HDPE x 100 vién nén bao phim tan trong rudt.
pifi KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

Diéu kién bao quin: Bao quan noi kho rdo, tranh anh sang, nhiét 4o dudi 30°C. Bé thude ra khoi tim
nhin va tam tay cua tr¢ em.

Han ding: 36 thang ké tir ngay san XUAL.

Tiéu chudn chat lugng: USP,




https://itppharma.com/

Trang 10/ 10

O SO SAN XUAT
Céng ty Cé phan Dugc APIMED
- Dja chi try s&: 263/9 Ly Thuémg Kiét, Phuong 15, Quan 11, thanh phd Ho Chi Minh.

- Dia chi nha may: Puong N1, cum cong nghi¢p Pha Thanh - Vinh Thanh, xa Vinh Thanh, huyén
Nhon Trach, tinh Dong Nai.
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