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D(,)c ky hu’ong ;dan sit dung trude khi dung. ]-)e xa tﬁm tay tre em.-

Thong bao ngay cho bac s§ hodic dirge 8§ nhimg phan ung co ha1
“odp phﬁi chi sur dnng thudc. Thuéc nay chi dung theo don thuoc.,
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Thanh phan:
Thénh Phan dmyc chat IRERTRO S

M01 nang glal phong cham chua esomeprazol magne51 USP tuong duorng 20mg

esorneprazol "

Thanh phan té du'qc Sugar spheres (non parcll seeds # 40/#60) hypromellose 2910
- mreglumin, poloxamer 188 sodiun vyl sulfate, rnethacryhcaeld copoiymer trlethyl
01trate glyceryl monostearate talc sodlum hydromde o
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Vlén nang gelatm vo cung, cd so '3' mau t1m n chu ’H’ trén nap nang va sO '72' tren than
Chldlnh

Leet da daye-ta trang lanh tmh
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Ph01 horp V0'1 khang smh trong tlet trung H Pylorz,. et
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Benh trao nguqc da day- thuc quan nang (v1em thuc quan trot xuoc Ioet hoac that hep
duqc xac,dinh bang ndi SOI) -
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Phong va diéu tri loét da day-ta trang do dung thuoc cheng viém- khong ster01d
- (NSAID)

Cach dung, liéu dung:
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Esomeprazol khong G on dinh trong! moOl1 truqng acid, nén phal uong thuoc dum dang vién
— pengchiacichathao tan trong rydt dé khqng bipha hiy ¢ da day va tang sinh kha dung

Pha1 nuot ca nang thuoc khong duorc nghlen nho hodc n,hal Tuy nhién néu ngudi bénh
kho nuot Ve the mo Vlen fang do tir tir cac hat. thuoc bén trong nang vao mét thia canh
nuéc d__* 561 4€ ngudly hoac nuéfc tao nudc cam va uong ngay lap tuc. Ubng thugc it
nhat 1 glor truoebuaan W |

Liéu dung cho nguoi lan R
Diéutr i loétdaday—tatrang co Helicobacter Pylori:

Esemeprazol 13 mot thanh phan trong phac d6 diéu tri cung voi khang sinh, vi du phac
53 thfuee (eung Vi amoxicinin va cl’aﬁthromyc in). Uon g esomeprazol mai 1n 20m g,
ngay 2 lan trOng T"gay, ho3c moi igay mot 1an 40mg trong 10° ngay. (Amoxicinin moi
lan 1,0g, ngdy 2 1an va clarithromycin mdi 1an 500mg ngay 2 1an trong 7 ngay hoéc 10

ngay) o | . P S
Dzeu trz benh tz’ao nguac da day—-thu'cquan nang co vzem thu'c quan ‘;,:. e ool aqrret al

Uong méi ngay mdt 1an 20—46mg trong'vong 4-8 tuan, cé- the uéng them 4—-8 tuan nita
néu vin con tridu chimg hoac bicu hign ¢fia viém qua ndisok L
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Diéu tri duy tri sau khi da khoz nzem fhu'c quan:

Ubng mdingay 1 1an, mdi lan 20mg, co the keo da1 t01 6 thang

AN PO AT Tresiie. Aveeiian, I i,

Dw,phong Tét da day o nhung ngam co nguy c0’ caat vé b;en chu'ng o da day ta trang,
.nhu'ng coyéu cau phaz tzep fuc dz tr; bang thuoc chong viém khong. sterazd --

Uong m&i ngdy mot1an 20mg. - SRS BRI
Diéu tri trao nguoc da day — thuc quan cé triéu chieng nhung khong bj viém thirc quéi:

Ubng mbi ngay 1 1an 20mg trong 4 tudn, c6 thé udng thém 4 tudn nita néu ¢ac trleu
chirng chua khoi hoan toan. -

Diéu tri loét da day do ding thudc chong viém khéng steroid:
Udng mdi ngay mot 1an 20mg trong 4 dén 8 tuln. .
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Tuy theo ca the va mirc do tang tiét a01d cua dlch, da day, 11,eu dung m01 ngay cao hO'n
trong cac truong hop khac, dung mot lan hodc ch1a lam 2 14n trong ngay. Khi cac triéu
chimg d3 kiém soéat dugc, co thé *d?ung phéu thaat dé citu: Néu khong cit duorc bo u hoan

toap,phaadunggthuoclaudal O P A
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Nguoisuy gan nang khong dung qua 20 mg n;;ot ngay Khong can pha1 giam heu 0 nguoi
suy gan nhe va trung binh, ngudi suy than ho#ic ngudi cao tudi. Khong dung thudc cho
tre em.

Chéng chi dinh: N

Esomeprazol chong chi dinh ¢ bénh nhan qua man cam V6i bat cir thanh phan nao cua
ché pham heic véi cac benzimidazol thay thé. Khong duoc dung esomeprazol dong
thoi vol nelfinavir.
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Canh béo va than trong khi dung thuoc:

Khi c6 sy hién dién bat ky mot tri¢u chimg bao dong nao (nhu la glam can dang ké
khong chi v, non tai phat, kho nudt, nén ra mau hay dai ti¢n phén den) va khi nghi ngo
hodc b1 loét da day, nén loai trir bénh ly ac tinh vi didu tri bing esomeprazol cé thé 1am
giam triéu chimg va 1am cham tré viéc chan doan.

Diéu tridai han
Bénh nhan diéu tri thoi gian dai (dac biét nhirng nguo1 da diéu tri hon 1 nim) nén dugc
theo do1 thuong xuyén.

Diéu tritheo yéu cau

Bénh nhén diéu tri theo yéu cau nén lién hé véi bac s§ néu c6 cac thay d6i vé triéu chimg.
Tiét trung Helicobacter pylori

Khi ke toa—esomeprazo}—&c tiét trung Helicobacter-pylori nénxem=xct cae-tuong-tae—
thudc c6 thé xay ra trong phap do diéu tr1 3 thudc. Clanthromycm 14 chét trc ché manh

CYP3A4 vavi thé nén xem xet chong chi dinh va turong tac d01 vi clarithromycin khi
dung phap dd 3 thudc cho bénh nhian dang ding cac thudc khic chuyén hoéa qua

CYP3A4 nhu cisaprid.
Nhiém khudn dwong tiéu hoa

Piéu tri bang thudc trc ché bom proton c6 thé din dén ting nhe nguy co nhiém khuan
duong tiéu hoa do Salmonellava Campylobacter.

Hap thu vitamin B12

Esomeprazol, ciing nhu tit ca cac thudc khang acid khac, co thé 1am giam hap thu
vitamin B12 (cyanocobalamm) do giam hoic thiéu acid dich vi. Nén xem x¢t didunay &

nhung bénh nhén c6 dy trif vitamin B12 trong co thé giam hoic céc yeu t6 nguy co lam
glam hap thu vitamin B12 khi diéu tri1au dai.
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Hamagneszhuyet T

Glam magne31 huyet nghlem trong da du'oc bao C4o & nhung bénh nhan duoc dleu tn
bang cac thudce trc ché bom proton (PPI) nhu esomeprazol trong it nhat ba thang, va hiu
het cac truong hop trong mot nam. Biéu hlen glam magnem 1 huyet nghlem trong nhir mét
moi, co cung CO, me sang, €O glat chong fnat va roi loan nhip that c6 thé Xay ra nhung
chung c6 the bit dau Am tham vabi bo c}ua Ohau het cac bénh nhan bianh huo'ng, cdthe
ca1 thlen tinh trang glam magneS1 huyet sau kh1 bo sung magne81 va ngung dung thuoc

uc ché bom proton

D01 vol nhu'ng benh nhan duoc d1eu tri kco da1 hoac nhlmg benh nhan pha1 dung Cac
thuoc uc chébom proton véi di goxm hoédc cac loai thuoc khac ¢o thé gay glam magnesl
-huyet (vi du nhu thuoc lo1 tleu) céo bac s§nén can nhic do ndng do magnesi trudc khi
bit dau diéu tri véi thuoc Trc ché bom proton vado dmh ky trong kh1 dleu tri. .

Nguy co gay xwong

Thubc trc ché bom proton dac b1et néu dung licu cao va trong thoi. glan da1 (> 1 nam) co
thé 1am ting nguy co gay xu'ong héng, co tay va xuong song ¢ mitrc 46 vira, chit yeu &
1igudi cao tum ho#c c6 cac yeu t6 nguy co dugce cong nhdn khic. Cac nghién ciru quan
sat cho thay rang cac thudc u'c che bom proton cO t thé 1am tang tong thé hé nguy co gay
Xuong khoang 10-40%. M6t s nguy co ting nay cb thé 1a do cac'y8u t6 nguy co khéc.
Bénh nhén c6 nguy cO lodng xwong nén duoc chim séc theo hudng dan lﬁm sang hlen
ihanh va ho canpha1 duoc bo sung day du luong v1tam1n D va canX1 o

Hoz chu'ng ban do da ban cdp (S CLE ) o

Cac thuoc uc ché bom proton ¢ lién quan dén rat it cac truong hop hoi chung bandoda
ban cap Néu céc ton thurong xay ra, dac bi€t 1a ¢ vung da co tlep Xuc vo1 anh nang, va
neu kém theo'dau khdp, bénh nhan nén tim kiém Surtro giip y te ngay va bac s§ nén can
nhic dung omeprazol. Hi chimng ban d6 da ban cap sau khi diéu tri véi mot loa1 thude

uc che bom proton trude do co thé 1am ting nguy co hoi chimg ban d6 da ban cap VvO1cac
thuoc uc ché bom proton khac. -

-Khong khuyen cao dung dong th0'1 esomeprazol- Vi atazanavn Neu Sur ph01 hop gtira
atazanavir va chat trc ch€ bom proton la khong thé trach khoi, can theo ddi chit ché trén

lam sang khi ting liéu atazanavir dén 400mg v&i 100mg ritonavir, khong nén s dyng
qua 20mg esomeprazol

Esomeprazol la chét trc che CYP2C19 Kh1 bat dau hay kct thuc dleu tr1 VOl
esomeprazol can xem xét kha niing tuong tac thudc vdi cac thude chuyén hdéa qua
CYP2C19.Piaco ghl nhén trong tic giira clopidogrel va omeprazol. Sy lién quan 1Am

sang cua turong tac nay la khong chac chan bé phong ngua khong nen dung dong thoi
esomeprazol va clopldo grel

Khiké don esomeprazol cho dleu tri theo yéu cau, cac tmh trang tutorng tac vdi cac thuoc
khac, do ndng d¢ trong huyét trong ciia esomeprazol dao ddng nén durge xem xét.

Twong tac voi cac xét nghiém

Nong d6 Chromogranin A (CgA) tang co thé anh huong den cac danh gia khoi u than
kinh noi tiét. Dé tranh bi anh hudng, nen ngimg diéu tr bing esomeprazol it nhatnim
ngay trude khi do nong 4o CgA. Néu nong d6-CgAva nbéng 6 héc moén gastrin khong ¢

trong pham vi-tham chiéu sau khi do ban ddu, thi nén do lai sau-14 ngay ngung dleu tri
thudc trc ché bom proton. ‘

Truoc khi dung thudc trc ché bom proton, phai loa1 trir kha niing ung thu da day vi thude
cd.thé che lap trigu chimg, lam cham chan doan ung thy. Than trong khi dung ¢ nguo1 bi
bénh gan, ngudi mang thai hozc ¢ho con bii. Phai than trong khi dung esomeprazol kéo
dai vi co thé gay viém teo da day. Pha1 than trong kh1 dung cho tré em dl,rou 18 tudi vi do

an toan va h1eu qua chua duoc X4c d;nh Thuoc khong duoc khuyen Cao dung cho tre
em.
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Nang giai phong cham esomeprazol magnesi c6 chua sucrose. Bénh nhan cQ cac van de

dlrtruyen hiém gap Ve dung nap ﬁ'uctose kem " thu glucose _galactose hoac thleu
sucrose 1soma1tase khong nen dung thuoc na ay. S |
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Su.' dung thuoc cho phu nir co thal vd cho con bu.. RS TS |

Thoi kp 1 mang thai: Chira ¢ co nghlen cuu day du kh1 dung esomeprazole o phu nit mang
thai. D4 nhan dugc cac béo cio 18 té vé cac sy khac thudng bam sinh xay ra & tré nho sinh

ra tur cac. phu nir: da dung omeprazol trong than ky mang tha1 V1 vay chi stir dung
esomeprazol khi that can thiét trong thoi ky mang thai. S

B

Thoiky cho con bii: Chua nghién ciru sy bai tiét ciia esomeprazol trong su'a me. Tuy vay,
d3 do nong do cua omeprazol trong sita cua mot phu nit sau khi ubng 20mg. Vi
esomeprazol c6 thé dugc bai tiét trong sira ngudi, vi kha ning xay ra cactac dung khong
mong muon nghlem trong ¢ tre nho bu sira do esomeprazol va vi kha néng gay u da
dugc chung mmh VOl omeprazol trong cac nghién clru vé tac dung gdy ung thu tren

chudt cong trang, s& phai quyet dinh hoéc ngung cho con bu hoac ngung dung thuoc co
can nhéc tim quan trong ctia thudc d6i véingudime. - o

Anh hwdng ciia thuoc dén kha ning 14i xe va vin hanh may méc:
Bénh nhan cén luu ¥ thudce c6 thé gdy dau dau, chong mit va budn ngu.

Twong tac thuoc:

phin 1ontrong gan béi CYP2C19va.CYP3A4..

Cac nghién ctru in vitro va in vivo cho thay esomeprazol c6 thé khong { uc ché cac enzym
CYP1A2,2A6,2C9,2D6,2E1 va 3A4. Khong co tuong tac lién quan dén 1am sang VOl
cac thuoc duoc ohuyen hda bdi enzym CPY nay c6 thé xay ra. Cic nghién ctru vé tu'ong
tic thudc cho thiy esomeprazol khong c6 tuong tac c6 y nghia lam sang nao voi
phenytom warfarin, qu1n1d1n clanthromycm hodc amoxicilin. Dd nhén dugc cac bao
¢4o sau khi thudc dugc cap phep lru hanh vé cac thay d6i cua trj s6 do prothrombln
trong cac bénh nhan didu tri dong thO‘l v&i warfarin va esomeprazol. Sy tang vé INR va
théi gian prothrombin co thé dan dén su chay mau khong binh thudng va tham chi tur

vong. Bénh nhan didu tri voi thudc trc ché bom proton va warfarin dong thoi co thé can
duoc theo doi vé sue tang INR va thot glan prothrombln --

Esomeprazol duge chuy

Do irc ché bai t1et acid, esomeprazol lam tang pH da day, anh hu.’ong den smh kha dung
cuia cac thudce hap thu phu thude pH: ketoconazol, mudi sit, digoxin.

Esomeprazol frong tac duoc ddng hoc va1 cac thuoc chuyén hoéa boi hé enzym
cytochrom P ,;, isoenzym CYP2C19 ¢ gan. Dung d6ng thoi 30 mg esomeprazol va
diazepam 1am giam 45% do thanh thai cua diazepam. Viéc dung dong thoi cac thude
tranh thu thai uong, diazepam, phenytoin hodc quinidin co ve khong 1am thay d01 tmh
chat duoc dong hoc clia esomeprazol. - R 3

~ Liéu phap két Whop vgi clarithromycin: V1&c dung dong thoi esomeprazol,

clarithromycin va amoxicilin d3 dan dén sy ting ndng d0 Euye’ 1 tuong clia esomeprazol
va 14-hydroxy-clar1thromycm

Anh hu'cmgcua esomeprazol tren duac dong hac cuacuac thuoe khac

Cdc thuéc vec ché Protease

b c6 ghi nhan omeprazol fuong tac vo1 mot 3 thudc trc ché protease. Tam quan trong
vémit 1am sang va nhitng co che ding sau nhitng trong tac 43 dugc ghi nhan nay khong
pha1 luén dugc b1et rd. Tinh trang tang pH da day trong qua trinh diéu tri véi omeprazol
cO the lam thay d6i sy hap thu cla cac thudc e ehe protease Céc co.ché tuong tac khac
c6 the: Xayra thong qua sy ucehe CY P2C19. Doi véi atazanavir va nelfinavig, tinh trang
gidm nong do thudc. trong huyet thanh da dugc ghi nhan khi dugc ding dong tho1 vén

thuoc omeprazol, do vay khong khuyen cao' dung dong thdi véi cac thudc ndy. Dung
dong thoi omeprazol (40 mg moi ngay mot lan) v&i thudc atazanavir 300 mg/ritonavir



100 mg ¢ nhing tinh nguyén vién khoe manh cho thay su giam dang ké 0 mirc phot
:nhlem vO1atazanavir (glam khoang 75% & céc chi s6 AUC, C,, vaCy,). Ké ca khi tang
;heu atazanavir, Len tai 400 mg cling khong the bu dap duoc nhu'ng tac dong fir thude
omeprazol lam giam mu:c ph01 nhlem véi atazanavir. Ding dong thoi thuoc omeprazol
(20 mg moi ngay mot lan) voi thuoc atazanavn 400 mg/ntonavn 100 mg & nhing tinh
;nguyen vién khoe manh cho thay Sy syt giam khoang 30% mrc phoi nhiém atazanavir
SO, vOi mirc phm nhlem thudc ghi nhan dugc khi dung atazanavn 300 mg/rltonavn 100
mg m01 ngdy mot 1an khi khong dung dong thdi voi thuoc omeprazof 20 mg moi ngay

mdt 1an. Dung dong thot vo1 omeprazol (40 mg m01 ngamoum) lam glam chi s6
AUC,C__ vaC.. trungbinh cta thuoo nelfinavir x6ng 36-39 % va céc giatri AUC,

Crou VA Cnmn trung binh'cia chat chuyén héa cé hoat tinh dugc Iy M8 dugc ghi nhén giam
tir 75-92%. Do omeprazol va esomeprazol co cac tac dung dugc lyc hoc va dic tinh

dong lyc hoc tuong ty nhau, khong khuyén ‘cdo sir dung dong thd1 esomeprazol va
atazanavir va chong chi dinh ding d6ng thoi esomeprazol voi nelfinavir.

,,,1:)01 voi thudc saquinavir (khi dung dong tho1 voi ritonavir), tinh trang tang nong dod
thudc tron g huyet thanh, (80-100%) da dugrc gh1 nhin khi dung dong tho1 vol omeprazol
(40 mg mo1 ngay mgt lan) Vloc diéy t13 VOl omeprazol liéu 20 mg mo; ngay mot lan
khong gay anh hudng dén.mirc phoi nhi€m vai thuoc darunavn (khi dung dong théi voi
ritonavir) va amprenavir (kh1 dung dong thO'l véi ritonavir). Vigc dleu tri vOi
._¢sorneprazol heu 20 mg mo1 ngay mét lan ciing khong gay anh huong den muc phol
nhiém véi thuoc ampranavn (ke ca kh1 dung dong thot va khong dung dong thot voi
ritonavir). Piéu tri voi thudc omeprazol a liéu 40 mg mo1 ngay mot lan khong gay anh
huong dén murc phO’l nhiém véi thube lop1nav1r (khi'dting d5ng thdi véi ritonavir).

’Methotrexat

Khi duorc dung dong thoi véi cac thuoc uc che bom proton nong do cua methotrexat
duoc ghinhan ting 1én & mét sé bénh nhan: Co thé can xem xét tam ngung diéu tn voi
esomeprazol ¢ nhu'ng tru'orng horp dang dleu tr1 vol methotrexat ¢ cac muc li€u cao.

Tacrolimus:

Piéu tri d6ng thdi véi esomeprazol dugc ghi nhan lam tang nong do trong huyet thanh
cua tacrolimus, Can theo ddi chit ché& nong do cua tacrolimus va.cac ch,1 s0 chuc nang
than (d0. thanh thai creatlnm) cung nhu dleu ohmh heu tacrolimus néu can thlet

Voriconazol o

Esomeprazol (40mg, 1 lan/ ngay) lam tang 15 % Cmax va 41% AUC cua vorlconazol
(mot co chat cua CYP2C 1 9) ,
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Omeprazol cling nhu esomeprazol hoat dong nhu' nht“tng chét (rc ché CYP2C19

Omeprazol véi liéu 40mg duoc dung cho céc d6i twong khoe manh trong nghlen cuu
chéo, lam tang 18% Cmax va 26% AUC cua cﬂostazol,. va. tang 29%, Cmax va 69%
AUC cuamdt trong cac chat chuyén héaco hoat tinh. -~ .- ,

Cisaprid o

O ngudi tinh nguyén khoe manh, khi.ding chung cisaprid véi 40mg esomeprazol
AUC ting lén 32%.va thoi gian ban thai kéo dai thém. 31% nhung -nong 46 dinh
cisapride trong huyét twong ting 1én khéng dang ké. Khoang Q'Tc hot kéo dai-sau khi

dung cisaprid don tr1 hi€u, khong ‘b1 kéo dai hon nuakludung dong,ihot msapnd vQi
esomeprazol.

Clopldogrel R A

Ket qua nghlen cu'u tren d61 tuong khoe manh cho thay tuong tac du'orc dong hoc PK/
ditgc lirc hoc PD giita clopldogrel (heu khoi dau 300mg, liéu duy tri 75mg/ ngay) va
esomeprazol (40mg/ngay uong hang ngay) 1am giam trung binh 40% nong a6 va thoi
glan ti€p xuc vor chat chuyen hoa hodt tinh ¢iia clopidrogrel va giam trung binh 14% su
tc ché toi da keét tap ti€ucau(gayra b01 ADP).

Kh1 clopldogrel du:oc dung clng v von mot phoi hop litu'co dinh esomeprazol 20mg +
ASA 81mg so véi clopidogrel dung don doct’rong mot m“‘h‘éﬁ“uu’tﬁuo’hié’ﬁt'ren oddd01
tuong khoe manh, sy phoi nhlem voi chat chuyén hoa hoat tmh cta clopidrogrel giam
gan 40%. Tuy nhién, murc do t6i da cia sudrc ché két tap tiéu cau (gayra béi ADP) & cac
d6i tuong nay glong nhau 0 cac nhom dung clopidogrel don doc va nhom ding
clopldo grel + nhom san pham ph hop (esomeprazol +ASA) -

Cac dir hiéu khong nhat quan ve méi lién quan trén 1am sang cua tuong tac du:orc dong/
luc hoc nay & khia canh bién co tim mach lén 44 dugc ghi nhén tir cic nghién ctru quan
sat va nghlen ciru lam sang. bé than trong, khong nén dung dong thol esomepraaol val

clop1dogrel



Do khéng co cag nghién ctru vé tinh tuong ky cita thudc, khéng tron 140 thube niy véi
Tac dung khong mong muon (ADR): '

Nhin chung esomeprazol dungnap tot ca khi sirdung théi gianngin hoic thoi gian dai.
Thuong gdp, ADR>1/100: -« - . > o e
Toan than: dau dau, chong mit, ban ngoai da.

Tiéu héa: budnnén, nér, dau bung, tiéu chay, tio bon, diy hoi, khé miéng.

Itgdp 1/1000<ADR<1/100:: .. ,

T oan tﬁfﬁni_‘n}ét m,01, mﬁt ngii, budn ngu, phat B,al};, ngira, roi loan thi gidc.

Hié{m gdp: ADR; < 1/1 000: -~

s g Nl g R DX et g TN T T e T e
Toan than: s6t, d6 mp hoi, phu ngoai bién, man cadm véi 4nh sing, phan img qua man

¢

PP IS .| - '« , - . s A g Bk Ty F 5 3 LAN Cbed o
(bao gobm me day, phu mach, co that phe quan, s6c phan vé).

T'hén kinh trung wong: kich dfng, tram eam, 14 lan c6 hdi phuc, 4o gidc & ngudi bénh
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Huyéthoc: chimg métbach cluhat, giam bach cdu, gidm tiducdu.
Gan: ting enzym gan,v1ém édn, ,v*?ang da, s*uy‘chfrqhé‘hg gaﬂ. | .
Z‘iﬂéu‘héa;a‘éi loan vi giéc..!_f -
C(;'xuohg:‘dau'khép; dauco. .
Tétnigw:viémthgnke. D
Da:ban bc_)ng nudé, hd1 ching stevens-—— Johnson, hoai tu' biéu bi nhidm do¢, viémda,
Do lam gidm d6 acid ctia da day, céc thude e ché bom proton c6 thé lam ting nguy co
nhiém khednddueomgtiéuhéa.™ -~ -~ o o R ER B
Phai ngung thuoc khi cé biéu hi¢n tic dung khong mong‘“fmu(‘m néhg.h”l-‘hﬁ'ng bzo
ngay cho bac s§ hodc dugc s§ nhimg phan émg cé hai giip phai khi dung thuoc.
Qua liéu va xir tri: ' |

€6 mot s0 bao cdo vé qud liéu véi esomeprazol udng, Céc lidu thay déi t6i 2.400 me
(2ap 120 1an liéu thuomg diing 1am sang duegckhuyen cdo. Cac bieu hién co thé thay dou,
nhung ¢6m co 1u 1an, ngi lo-mo, nhin m¢, nhip tim nhanh, budn ndn, toat mo hoi, d6

4

bimng, nhitc dau, miéng khova cac tic dung khong mong muénkhic giong nhur tac dung




Dac tinh dwgc lue hoc
Loai thuoc: Thudc chita loét da day ~tatrang, nhém trc ché bom proton.
Ma ATC: A02B C05.

Esomeprazol la dang dong phaﬁ § cuia orhEprazol ducjc dung tuong ty nhu omeprazol
tfong dléu tr1 loét da day-ta trajyps v bénhitfao ngurgo d day«thu'c quan. Eddme;irazol {a
I base yéu,dige <chuyén héa thanh dang co hoat tinh trong mgi ymrong:acid cua té bao
vién ¢ thanh da day. Esgmeprazol gan vai H /K -A] Pase, (con gol Ja bom proton) § té
bao vién & thanh da day uc ché dac hu;u hq t.}xong.e AZY1. ,?y, ngancan Al ;btroccuorcung -
cua su bai tiét acid vao iong da déy Vi vay estrmepi'azo T tac dung uc ché da day tiét

acid co ban va ca khi bi kich thich do bat ky t4c nhan nao.

Dac tinh dwgc dong hoc: e e b

Esomeprazol hap thu nhanh sau khi ubng, dat nong dd cao nhat trong huyét tu'o'ng sau -
2 g10. Sinh kha dung cua esomeprazol tang 1€n theo lleu dung va khi dung nhic lai, dat
khoang 68% khi diing liéu 20mg va'98% khi diing liéu 40mg. Thirc an lam cham va
glam hap thu esomeprazol, dién tich duéi duong cong (AUC) sau khi uong 1 liéu'duy
nhat esomeprazol 40mg vao bita dn so véi lic déi giam, fir 33% dén.35%. Da d6
esomeprazol phai uéng it nhat mot gio trudc bira dn. Esomeprazol gan véity 1€ 97% voi
protein huyét trong. Su gin voi protem huyét teong khong thay do1 trén pham-vi nong
d6 2-20 mol/lit. Thé tich phan bd khi nong d6 thudc 6n dinh & ngudi tinh nguyén khoe
manh 13 16 lit. Thudc chuyen hoa chu yéu ¢ gan nh¢ isoenzym CYP2C19, K¢ enzym
cytochrom P,s, thanh cac chat chuyén hoa hydroxyl va desmethyl khong con hoat tinh.
Phan con lai dugc chuyen hoa qua 1soenzym CYP3A4 thanh esomeprazol sulfon. Khi
dung nhic lai, chuyén hoa budc dau qua gan va dd thanh thai cua thudc giam, cO thé do
1soenzym CYP2C19 biurc che Tuy nhi€n khong 6 hién turong tich lity thudc khi diing
moi ngay mot 1an. O mot s0 ngudi vi thiéu CPY2C19dodi truyén (15-20% nguréi chau
A), nén 1am cham chuyén héa esomeprazol dan den glatn AUC tang cao khoang 2 lan
SO VOl nguorl c6.du enzym. Nira doi thai tmi:ron trong hny
80% lleu udng duoc thai trir dudi dang cac chat chuyen hoa khéng:co hoat tinh tmng
nudc tleu han con la1 dugc thai trur trong phan. Duoi 1% qhat me dugc thai trur trong
nudd tidu. g nguo1 suy gan nang, gid tri AUC6 tt’ang thél on dlfﬂ‘l cao hon 2 3 14n so véi
nguoi co chirc nang gan binh thuong, vivay phal glam heu eéomeprazol & nhﬁ'ng ngudi

bénbnay, liéu dung khong qua 20mg mdt ngay.
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Duogc dong hoc 6'nhirng nhom benh nhan dac biét:
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Ngwoi chuyén hoa kem
Khoang 2.9 + 1. 5% bénh nhin khdng cd men bhu'c nang CYP2C 19 va duoc g o1 la

nhém ngum chuyen héa kém, 'O chig cd ihai 7iay, st CHUY JIRT ‘esomeprazpl cO, ’hf
duge xuc tac chu yéu boi CYP3A4 Sau khi dung liéu 14p lai esoméprézof szng

lan/ngéy, Nong d6 va thoi glan t1ep Xuc (AUC ) truhg binh & nguo‘l chuyen hoa kém cao
hon 100% so vo1 ‘bénh nhan ‘¢4 men chirc néng CYP2C19 (nh6ém ngUdl chuyén héa
manh). Nong @6 dinh trung binh trong huyét trong ting khoang 60%. Nhttng ghl nhan

nay khong anh huong liéu dung esomeprazol.

Gioitinh

Sau khi dung liéu don esomeprazol 40mg, AUC trung blnh 4, phu nitcao h(m nam gio1
khoang 30%. 'Khong ghi nhan c6 su khéac biétvé AUC 0 nam vaair sapkhi dung heu 1ép

lai 1 1an/ngay. Nhitng gh1 nhan nay kh ,; X
Bénh nhénsuygan ‘ SR

Su chuyen hda cua esom Prazol co the b1 suy glam 0 bénh nhan r01 loan chirc nang gan
tir nhe dén trung binh. ' Toc 4o chuyen hoa giam & bénh nhén roi loan chirc néng gan
ning, dan dén lam tang gap do1 AUC cua esomeprazol. Vi vay,khang dung qualiéu t01
da 20mg & bénh nhan roi loan chirc ning gan ning. Esomeprazol hodc cac chét-chuyén
hoa chinh khong c¢6 khuynh hudng tich luy kh1 dung 1 lan/ ngay

Bénh nhan suy than * o
N Lo U

Chua c6 nghién ciru nao duoc thuc hlen trén benh_nhan suy gmmchuc néng than Vi
th4n chiu trach nhiém trong viéc bai tiét cac chat chuyén héa cua’ esomeprazol nhung
khong chiu tréch nhiém cho : sir 430 thai thuoc dudr dang Idi&ng 461, ngudi ta ¢ho 13 su

chuyén hoa cua esomeprazol khong thay d6i & bénh nhéan suy giam chicning than.

Ngwoicao tuoz

Sy huyen hoa eua esomeprazol khong thay d6i dang ké ¢ Q¢ benh:nhan cao tuol (7 1-»80
tuOI) SO R RN TRE i 8 A



Treem
Trévithanhnién 12-18 tuéi

Sau khi sir dung liéu lap lai 20 mg va40 mg esomeprazol 0 tre vithanh mién 12-18 tu01
tong nong do va thoi glan tiép Xuc (AUC) va th0'1 glan dat nong do toi da trong huyet
;tu'cnig (tmax) firong tu nhuo nger S
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Quy cach dong gOl., qu carton dung 1 lo X 30 v1en nangs ,
Pieu kién bao quan: Bao quan dudi 30°C, tranh am. D& thuﬁc ngoﬁl tam tay ti'é em.’

Han dl‘mg 24 thang ke%u n
bao bi. : a

oA X ‘ * A R 9 Y 4 A
Tieu chuan chat lwong: Tiéu chuan co s san xuat.

y san xuat Khong dung thubc aﬁ het han su' dung gh1 tren

{

Ten va dla Chl ca s0' san xuat Hetero Labs lelted
Dla chl. Umt-III 22 1 10 1 D A J eedlmetla Hyderabad Telangana An-dQ



