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Vién nén bao phim tan trong rudt

JIRACEK

Vién nén bao phim tan trong rudt

JIRACEK-20

Thubc nay chl diing theo don
D& xa thm tay tré em
Doc kj huéng din sir dung truéce khi ding
Thong bio ngay cho bic s§ nhitng tdc dung khdng mong mudn khi si
dyng thubc

70 thong tin sdn phdm ndy bao gbm hudng ddn si dung cho thubc cé nhi€u ham lugng khde nhau,

1. THANH PHAN;

Wbl vien nén biao phim tan trong rubt JIRACEK-20 chiia:

Esomeprazol magnes dihydrat tuong duang Esomeprazol .. 20 mg

Té duac: Cellulose vi tinh thé M101, magnesi hydroxyd, natrl bicarbonat, pavidon (kollidon 30), natri laury!
sulfat, natri starch glycolat, magnes! oxyd, magnesi stearat, HPMC 615, talc, polyethylen glycol 6000,
eudragit L100, mau oxyd sdt dé, talc, titan dioxyd.

Mbivién nén bao phim tan trong rudt JJRACEK chifa:

Esomeprazol magnesi dihydrat tuang duong Esomeprazol ... 40 mg

Ta duge: Cellulose vi tinh thé M101, magnes| hydroxyd, natri bicarbonat, povidon (kollidon 30), natri laury!
sulfat, natri starch glycolal, cellulose vi tinh thé M112, magnesi stearat, HPMC 615, talc, polyethylen glycol
6000, eudragi L100, mdu oxyd sdt 86, talc, titan dioxyd.

2. MO TA SAN PHAM:
JIRACEK-20: Vién nén tron, bao phim tan trong ruét mau héng, hai mét tran.
JIRACEK: Vién nén dai, bao phim tan trong ruét mau héng cam, hai mét tron,

3. QUY CACH BONG GOI:
JIRACEK-20: Hop 3 vix 10 vién.
JIRACEK: Hop 4 vix 7 vign.

4. DUQC LYC HOC:

Nhém dugre ly: Thubc (e ché bai tiét acid da day thudc nhém tic ché bam proton.

Ma ATC: A0O2BCOS5.

Esomeprazol |a dang déng phdn S cia omeprazol, dudc ding tuong ty nhu omeprazol trong diéu tr|
loét da dby - ta trang va bénh trao ngugc da day - thyc quan va hdi ching Zollinger-Ellison,
Esomeprazol 13 mot base yéu, gén véi H'/K*-ATPase (con gol 13 bam proton) & té bao thanh ciia da day,
1am biit hoat hé théng enzym nay, ngan can budc cusi ciing clia sy bai tiét acid hydrocloric vao long da
day. Vi vy esomeprazol c6 tac dung Uc ché da day tiét lugng acid co ban va ¢ khi b kich thich do bat
ky tac nhan nao. Thuéc tic dung manh, kéo dai.

Céc thubc (e ché bom proton c6 tac dung tic ché nhung khéng tiét trif duge Helicobacter pylori, nén
phal phéi hop véi cac khang sinh (nhu amoxlcillin, tetracyclin vé clarithromycin) méi c6 thé tiét tris c6
hiéu qub vi khubn nay.

5.0UGC BONG HOC:
Hép thu:
Esomeprazol I3 chit khéng bén trong méi trueing acid va dugc ding dubing udng dudi dang vién bao
tan trong rudt. in vivo, esomeprazol bj chuyén sang dang déng phan R-isomer khéng dang ké.
Esomeprazol hip thu nhanh sau khi ung, phét huy tac dung trong véng 1 gi¢, dat néng dé cao nhat
trong huyét tuong sau 1 - 2 gids Sinh kha dung ciia esomeprazol tang Ién theo liéu ding va khi ding
nhéc lai: dat khodng 50% sau khi ding liéu duy nhat 20 mg, ting 1én 68% khi ding liéu I3p lgi hang ngay;
64% khi dung liéu duy nhdt 40 mg v tang dén B9% sau khi ding liéu I3p lai hang ngay. Thirc an 1am
chdm va gidm hip thu esomeprazol, nhung khéng lam thay d8i c6 y nghia tic dyng cia thuc dén néng
A acid trong da day. Dién tich duéi duting cong (AUC) sau khi usng 1 liéu duy nht esomeprazol 40 mg
vbo bita &n 50 véi lic 061 glam tir 43% dén 53%. Do d6 esomeprazol nén ubng truGc bika an it nhat 1 gién
Phdn bé:
Khoang 97% esomeprazol gén vao protein huyét tuong, Thé tich phan b6 khi néng dé thuéc én dinh &
ngudi tinh nguyén khoe manh 14 0,22 I/ kg thé trong,
Chuyén héa:
Thubc chuyén héa chi yéu & gan nhis hé enzym cytochrom Pas, isoenzym CYP2C19 thanh céc chdt
chuyén h6a hydroxy va desmethyl khéng con hoat tinh, phn con lai ducc chuyén héa qua isoenzym
CYP3A4 thanh esomeprazol sulfon, Khi ding nhéc lai, chuyén héa buéc dsu qua gan va 46 thanh thai
clia thubc gim, c6 thé do lzoenzym CYP2C19 bj dc ché, Tuy nhién, khéng cé hign tugng tich Iy thudc
khi dng m&i ngay 1 1an.
Théi trir:
Téng thanh thai cia thubc trang huyét tong I khoang 17 1/ giés sau khi uéing liéu duy nhét va khoang
91/gir sau khi ubng liéu ip lal. Thés gian bin thil trong huyét tuong khosng 1,3 gits. Esomeprazol dugc
thi s hoan toan ra khéi huyét tuong gilta céc fiéu va khéng gy tich Iy khi ubng liu 15p lai 1 14n/
nghy. Cac chdt chuyén hoa chinh cda esomeprazol khong anh huting dén sy tiét acid da day. Khodng
B0% liéu ubng dugc thil tr dutl dang cac chit chuyén héa khdng 6 hoat tinh trong nudc tiéu, phin
cen lgl dugc thél tris trong phin. Duél 1% thube dugc thil tris trong nudic tidy,
Sy tuydn tinh/ khéng tuyén tinh:
Duge d4ng hoc cla esomeptazol i duge nghién cdu véi liéu 1n dén 40 mg * 2180/ ngay. Dien tich dudi
dutimg cong néng 86 theo ther gian (AUC) ting khi dling esomeprazol lidu 13p lai, Sy tdng lén nay phy
thule Tiéu v din aén sy tang AUC & t 1§ 16n hon so vl sy tang liéu sau khi ding liéu 13p fa). Sy phy
thude thsl gian va liéu iy 1 do gibm chuyén hoa l8n 84u qua gan va thanh théi toan than, cé thé do tac
dung c ché CYP2C19 clus esomeprazol v/ hodc chit chuyén héa sulphon ca né.
Disge dong hoc trén che 451 tugng dbc bigt:
Nguth chuyén hba thube kém
& mét 86 nguii vi thiéu CYP2C19 do di truybn (15 - 20% ngués chau A), nén 1am chim chuyén héa
esomeprazol. € nhing nguél nay, chuyén héa clia esomeprazol chi yéu duge xic tic béil enzym
CY#3A4 O trang thai 6n dinh, gid 1r| AUC & nguoi thiéu enzym CYP2C19 ting khodng 2 14n 5o véi nguén
ofs BG erzym:
G iy
Sau khi ubng libu don esomeprazol 40 myg, AUC & phy nii cao hon nam gléi khodng 30%. Khiing €6 sy
khic it gitia che giéh tinh khi dang iéu [3p 1ai hang ngay.
Suy gan
544 chuybn héa esomeprazol ¢ ngudh 161 loan chic ning gan vita vh nhe c6 thé gidm, T6c d¢ chuyén hoa
gl & nhiang bénh nhan 161 loan chiie ndng gan ning lbm tang gép do| AUC cia esomeprazol. Do 40,
khéng ding qua 20 mg esomeprazol cho bénh nhan bl 16 loan néng, Esomeprazol va chit chuyén héa
chinh cia it khdng gay tich 1y khi ding liéu 1 1in/ ngay,
Sury than:
Chida €6 nghibn ciiu nao dugc tiyc hign & nhing bénh nhin bj suy gidm chic nang thiin. Do than déng
vai trt ddo théi che chit chuyén héa ciia esomeprazol nhung khong dao thal hoat chit ban ddu, sy

chisybn hoa ciia esomeprazol co thé khong thay 88i & binh nhan suy gidm chic ndng thén.

Ngurts cao tubi

Chuyén hés esomeprzol khdng thay d6i déng ké trén d8i tugng bénh nhan 15 nguif cao twéi 71 - 80
tudi)

Tréem

Tré vi thinh nidn 12 - 18 Wwéi: Sau khi ding 13p |l esomeprazol lidu 20 mg vh 40 mg, AUC vh T O €3¢
a6 rugng 12 - 18 tudi tiomg t nhu & ngués Idn & ch 2 idu

6. CHIDINH:
Nt ém:
Bénh trdo ngugc da day - thyc quin (GERD)
Bidu tri trdo nguac da diy - thyc quén c6 viem trat thyc quan
- Diéu trf duy tri & bénh nhan d4 khéi viém thuc qudn dé tranh tal phat.
- Dléu t trigu ching ctia bénh trao ngugc da day - thye quédn (GERD)
Diing ph8i hgp vél phic 46 khéng sinh thich hgp a8 diét tris Helicobacter pylori va:
- Bidu tr| loét 14 trang do Helicobacter pylori va
- Phéng ngifa tai phit loét da day do Helicobacter pylori.
Bénh nhiin cén tiép tuc didu trj véi che thude chéng viém khéng steroid (NSAIDs):
- Diéu trf loét da day do NSAIDs.
- Dy phong loét da day - t trang do NSAIDs & bénh nhan c6 nguy co.
Dléu tr| kéo dAl sau khi tiém truyén tinh mach esomeprazol dé phong ngira xust huyét tél phat
trong loét da dby - t4 trang.
Diéu trj hoi chimg Zollinger-Ellison.

Tréemz 12 tubi:

Bénh trao ngugc da day - thuc quan (GERD)

- iéu trf trdo ngugc da day thuc quan cé viém trot thuc quan.

- Diéu trf duy tri & bénh nhan da khéi viém thuc quan € trénh tai phat,

- Bidu tr trigu chiing clia bénh trdo nguge da day - thuc quan (GERD),

Ding phéi hgp vé1 phac 86 khing sinh thich hgp € diéu trf loét t4 trang do Helicobacter pylori.

7.LIEU DUNG - CACH DUNG:
Liéu ding:

Esomeprazol duge ding duéi dang mudi magnesi nhung liéu ding dugc tinh theo esomeprazol:
Naui I6n vé tré em 2 12 tué:
Bénh trao ngugc da day - thuc quan (GERD)

40 mgx 1 14n/ ngay, udng trong 4 tudn.
Khuyén céo diéu trj thém 4 tudn nia néu viém thuc quan chua khoéi hoac ¢6 cac tridgu ching kéo dai.

20 mgx 1 l4n/ ngay.

Didu tri trieu ching cuia bénh trao nguoc da day - thuc quan (GERD)

20 mg x 1 ldn/ ngay & bénh nhin khong bj viém trot thuc quan. Néu khéng thé kiém sodt duoc triéu
chimg sau 4 tudn, bénh nhan cén dugc kiém tra thém. Khi cic triéu chiing da dugc giai quyét, viec kiém
sodt triéu ching sau d6 c6 thé dat duoc véi liéu 20 mg x 114n/ ngay. & ngudi ém, phéc d6 theo yéu cdu
uéng 20 mg x 1 18n/ ngay c6 thé dugc sit dung, néu cin. & nhitg bénh nhin dugc didu tri véi NSAID
<6 nguy co loét da day - ta trang, viéc st dung phéc dé theo yéu cau @8 kiém soat triéu ching sau 46
khong duge khuyén céo.

Ding phéi hop véi phac 46 khang sinh thich hop d& diét tri Helicobacter pylori va:

- Bidu tri loét t4 trang do Helicobacter pylori va

- Phéng nglsa téi phét loét da day do Helicobacter pylori

20 mg esomeprazol + 1 g amoxicillin + 500 mg clarithromycin, uéng 2 13n/ ngay trong 7 ngay.

Bénh nhan cén tiép tuc didu trj véi céc thuSe chng viém khéng steroid (NSAIDs):

Biéu tri loét da day do NSAID: Liéu théng thuéing 1a 20 mg x 1 14n/ ngay. Diéu tri trong khoang 4 - 8 tudn
Dy phong loét da dy - ta trang do NSAID & bénh nhan c6 nguy ca: 20 mg x 1 1dn/ ngay.

Biéu trj kéo dai sau khi tiém truyén tinh mach esomeprazol 4€ phang ngifa xust huyét téi phat
trong loét da day - ta trang

40 mg x 14n/ ngay trong 4 twén sau khi tiém tinh mach @& phang ngifa xudt huyét tai phét trong loét da
day - ta trang.

Diéu tri hdi ching Zollinger Ellison

Liéu khdi du khuyén cao 1a 40 mg x 2 13n/ ngay. Liéu sau dé nén dugc diéu chinh tiy theo wing bénh
nhan va tiép tuc didu tri khi con c6 chi dinh 1am sang. Dya trén dir liéu Iam sang hién c6, hiu hét bénh
nhian c6 thé kiém sodt duge bénh & liéu 80 - 160 mg/ ngay. Cac lidu 16n han 80 ma/ ngay nén chia ra
uing 2 13n/ ngay.

Tréem:

Tréem 2 12 tudi:

Piéu tri loét ta trang do Helicobacter pylori

Khilya chon ligu phap phéi hgp thich hop, cin xem xét cac huéng din chinh thic cia quéc gia, khuvia
va dia phuong vé khd ning khang khusn, thei gian diéu tri (thudng la 7 ngay nhung déi khi c6 thé lén
dén 14 ngay), va sir dung khéng sinh hop 1y, Viec diéu trf nén dugc theo dbi bdi bac sy chuyén khoa.
Liéu khuyén céo [3:

Can ning Lidu ding 4'

30-40kg Phdi hop véi 2 khéng sinh: 20 mg esomeprazol + 750 mg amoxicillin + 7,5
ma/ kg thé trong clarithromycin, udng 2 1&n/ ngay trong 1 tudn

>40kg Phéi hop véi 2 khdng sinh: 20 mg esomeprazol + 1 g amoxicillin + 500 mg
clarithromycin, uéng 2 14n/ ngay trong 1 tuin

Tré em dudi 12 tubi:
Khéng khuyén cdo sir dung esomeprazol cho tré em dudi 12 tudi.

Khéng cdn chinh liéu & bénh nhén suy than nhe nhung cdn thin treng & bénh nhan suy than nang do
kinh nghiém diing thudc & nhiing bénh nhan nay can han ché,

Khéng cén chinh liéu & bénh nhén suy gan nhe. & bénh nhan suy gan ndng, liéu t6i da hang ngay khong
qua 20 mg.

Khéng cdn chinh liéu & ngudi cao tudi.
Céch ding:

Esomeprazol khéng &n dinh trong méi truding acid, nén phai uéng thuéc dudi dang vién bao tan trong
rudt dé khdng bi pha hily & da day va tang sinh kh dung. Phdi nudt nguyén vién thusc véi nudc, khong
duge nghién nhé, nhai hodc lam va vién.

Uéing thubc trudc bita an it nhit mot git:. C6 thé dung cuing thuc khang acid khi cdn thiét dé giam dau.
Dang bao ché nay khong thich hgp ding cho nhang bénh nhan bi khé nudt hodc khdng thé nudt. Chon
cac dang bao ché khac phu hgp han cho bénh nhan.

8, CHONG CHI BINH:

Qué man vai esameprazol hodic cac thudc e ché bom proton khic, hodc cac din chit thé benzimidazol,
hoac qua min véi bat ky thanh phin ndo cla thudc.

Khong diing thudc déng thai véi nelfinavir,

9. CANH BAO VA THAN TRONG KHI DUNG THUGC:

Khi c6 céc trigu chiing canh bao (nhu st can manh khang chi y, nén nhiéu tai didn, ndn ra mau hodc
dal tién ra mau) va khi nghi ngés hodc xac dinh ¢4 loét da day, nén loai tris kha ndng gip phii bénh 4c
tinh vi thuc ¢6 thé che 1p tridu chimg va lam cham chdn dodn.

Than trong khi dung & ngudi bi bénh gan, ngusi mang thai hosc cha con bu.

Bénh nhdn diéu tri kéo dai (ddc biét trén 1 ndm): Nén dugc theo dai thuéng xuyén.

Dung esomeprazol kéo dai c6 thé gdy viem teo da day hodc ting nguy co nhidm khudn (nhu viém phéi
mdc phdi tal cong déng).

Benh nhdn diéu tri theo yeu cdu: Nén dugc chi diin lién hé voi bac si néu 6 sy thay
déi tinh chit cia cac trigu chung. Khi dung esomeprazol didu tr| theo yéu cdu, cin
cdn nhic tic dong clia nhiing tuong tac véi cie thude khac do sy bién déi néng
d¢ esomeprazol trong huyét tuong

Didt Hellcobacter pylori:

Clin cdn nhic khd ndng xdy ra tuong tic vai cic thudc khac khi ding esomeprazol
trong phdc d6 3 thubc digt Hellcobacter pylori. Clarithromycin 13 thude e ché
CYP3A4 manh, do d6 cdn luu y cic chdng chi dinh va tuong tic thudc cla
khi ding ¢ ycin trong phac d6 3 thubc cho bénh nhan
dang sif dung d6ng thal cac thuc chuyén hoa qua CYP3AA nhu cisaprid.

Nhidm tring duemg tiéu hda:

Didu tri vl cac thube Uc ché bam proton ¢é thé 1am ting nhe nguy ca nhiém
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tring dudmng tidu héa nhu Samonella vi Campylobacter,
€ thé tang nguy co tidu chdy do Clostridium difficle khi dung chc thude dc ché
bam proton,
Hdp thu vitamin B12
Nhu cde thude khang acid khac, esomeprazol ¢6 thé (am gidm hip thu vitamin B12
(cyanocobalamin) do tac dung lam gidm hodc thidu acid dich vi, CAn cAn nhic khi
dung thuc cho bénh nhan bj gidm dy trir vitamin B12 hodc c6 cac ybu t6 nguy cof
1am gldm h&p thu vitamin 812 khi didu tr| kéo dai.
Hamagnesi huyét (c6 hodc khdng c6 tribu chiang) hiém khi gbp & ngudi bénh ding
thubc (e ché bom proton kéo dai (it nhit 3 thing hodc trong hiu hét cac trueng
hap dung kéo dai trén 1 nam)
D4 6 tuong hop xiy ra ha magnesi huyét nang & nhing bénh nhan diéu tr| véi
thubc e ché bom proton nhu esomeprazol trong it nhit 3 thang va trong hiu hét
cdc trutng hop ding kéo dal trén 1 nam. Biéu hién nghiém trong ciia ha magnes|
huyét nhu mét méi, co cimg, mé sdng, ca gidt, chéng mat va rdi loan nhip that co
thé xdy ra, nhung céc triéu ching ndy c6 thé khéng thé hién ro rang v b bé qua. & nhiing bénh nhan
bidnh hudng nhiéu nhét, tinh trang ha magnes| huy&t c6 thé dugc cal thién sau khi ngling thudc va thay
thé magnesi
D61 vii bénh nhan ¢6 kha nang phai diéu trj bang thudc te ché bam proton kéo dal haac ding phéi hop
digoxin hodc cac thudc c6 thé gdy ha magnesi huyét khac (nhu thuéc Igi tiéu), Bac si diéu tri nén tién
hanh kiém tra, danh gia néng d6 magnesi huyét truéc khi bat du diéu tri va dinh ky trong qua trinh diéu
tri véi cac thude (e ché bom proton, bao gém ca esomeprazol.
Nguy ca gdy xuong:
Khi diing cdc thudc tic ché bom proton, d3c biét khi dung liéu cao va kéo dai (= 1 ndm), co thé lam tang
nguy ca giy xuang chau, xuong cé tay hoic cét s6ng do loang xuong, chis yéu xdy ra & nguisi cao tudi
hodc ngudi ¢6 sin cac yéu t6 nguy co. Co ché clia hién tuang nay chua dugc gidi thich, nhung c6 thé do
giam hap thu calci khéng hoa tan do tang pH da day. Khuyén cao dung liéu thap nhit c6 tac dung trong
thai gian ngdn nhét c6 thé, phis hep véi tinh trang 1dm sang. Nhimg bénh nhan c6 nguy ca gay xuang
do lodng xuong nén dung du calci va vitamin D, danh gié tinh trang xuang va quén ly theo huéng din.
Lupus ban a6 bdn cdp &da (SCLE):
Thuc tc ché bom proton c6 lién quan dén tan sust xdy ra khéng thuting xuyén SCLE. Néu c6 tén
thuong xdy ra, dic biét 13 viing da tiép xic tryc tiép véi dnh ning mat tréi, c6 di kem dau khap, khuyén
€da bénh nhan dén gap bac sTva can nhic viéc ngung thube cho bénh nhan, Banh nhan d cé tién sir bi
SCLE sau khi ding mét thudc tic ché bom proton cé thé tang nguy ca bj SCLE véi cac thuéc tic ché bom
proton khac.
Ding phéi hop cdc thudc khdc:
Khéng khuyén céo dung d6ng thei esomeprazol va atazanavir. Néu bat budc ding déng thai phai theo
doi chat ché, tang liéu atazanavir Ién 400 mg phéi hop véi 100 mg ritonavir, khong nén ding esomepra-
zol qud 20 mg.
Esomeprazol la chit dc ché CYP2C19. Khi bt ddu hoac két thuc diéu trj véi esomeprazol, cdn cdn nhic
€dc tuong tac ¢ thé xdy ra véi cac thuc chuyén héa qua CYP2C19. Ba ¢ bao cio tuong tac thubc xdy
ra gilra clopidogrel va esomeprazol. Cac lién quan 1dm sang cua tuong tc nay khéng chic chin. Cin
than trong vdi tuong téc nay, khdng khuyén cdo diing déng thai esomeprazol va clopidogrel.
Cdc xét nghiém cdn lam séng:
Téng muc Chromogranin A (CgA) c6 thé gay can tré cho viéc chén doan cac khéi u than kinh noi tiét. &
trdnh anh huéng nay, ngung esomeprazol it nhit 5 ngay trudc khi tién hanh xét nghiém CgA.
Thén trong a6 vdi td dugc magnesi hydroxid
Thudi cé chita magnesi hydroxyd gay nhudn trang, cé thé d3n dén ia chay.
Tang magnesi huyét (gay ha huyét 4p, suy gidm tam thén, hon mé), dic biét than trong khi diing cho
ngudi suy than.
Dé xa tim tay tré em.
SU' DUNG CHO PHY NU' CO THAI VA CHO CON BU:
Thi ky mang thai
Chua cé nghién ciiu ddy du khi diing esomeprazol & ngudii mang thai. Trén déng vat, chubt cBng tring
uéng esomeprazol liéu 280 mg/ kg/ ngay (g4p 57 Ian liéu dung trén ngudi tinh theo dién tich bé mét ca
thé) va thé udng liéu 86 mg/ kg/ ngay (gAp 35 In lidu ding trén ngudi tinh theo dién tich bé mat ca thé)
khéng théy c6 biing ching vé suy gidm kha néing sinh sdn hoc doc d6i véi thal do esomeprazol, Tuy
nhién, chi sif dyng esomeprazol trong thai ky mang thai khi that can thiét.
Thei ky cho con bi
Chua biét esomeprazol c6 bai tiét vao sira hay khéng. Tuy nhién, omeprazol duac phén phéi vao trong
sifa me.
Esomeprazol c6 kha nang géy ra céc tac dung khdng mong mudn & tré bu me, v vdy phai quyét dinh
ngling cho con bi hodc ngimg thudc, tly theo tim quan trong cla viéc ding thudc d6i véi ngudi me.
Kha néng sinh sin
Nghién ctiu trén dgng vit v6i hdn hop racemic clia omeprazol diing duéing udng khéng thdy cé anh
huéng trén khd ning sinh san.

I

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MGC:

Esomeprazol dnh huéng nhe dén kha ndng Iai xe va vin hanh méy mac. Cac tac dung khdng mong
muén nhu: dau diu, chéng mat (it gap), budn ng, gidm thi lyc (hi€m).., Than trong khi tham gia vao cic
hoat ddng nguy hiém can su tinh téo nhu lam viéc trén cao, van hanh may méc hodic 14i tau xe,

10. TUONG TAC CUA THUGC VOI CAC THUGC KHAC VA CAC LOAI TUONG TAC KHAC:
A ; L0 duuge 4 A hubc khac

Thu6c hdp thu phy thudc pH

Uc ché tiét acid da day khi diéu tri véi esomeprazol hodc cac thudc uc ché bom proton khic c6 thé lam
tang hodc gidm sy hip thu cla cic thuSc ¢6 sy hdp thu phu thudc vio pH da day. Khi didu tr véi
esomeprazol, acid da day gidm Iam gidm hap thu mét s6 thuéc nhu ketoconazol, itraconazol va erlotinib
va ting hip thu cla cic thudc nhu digoxin. Biéu trj déng thai omeprazol (20 mg/ nady) véi digoxin &
nguéi khde manh 1am ting sinh kha dung cda digoxin 1én 10% (tdng dén 30% & 2 trong s& 10 ngui sif
dung). D¢ tinh cla digoxin da dugc bao céo him gap. Tuy nhién, cdn than trong khi diing liéu cao
‘esomeprazol cho ngudi cao twél. Theo déi chit ché liéu trinh diéu tri voi digoxin.

Da c6 bdo cdo tuong tac xdy ra gilfa omeprazol véi mét s6 chit uc ché protease. TAm quan trong trén lam
sang va co ché ding sau nhimg tuang tic nay chifa dugc biét rd hoan toan. Tang pH da day trong khi
diéu tri bing omeprazol c6 thé lam thay d8i hap thu cac chat dc ché protease. Cac co ché khac c6 thé gidi
thich cho tuong tac trén Ja thong qua sy e ché CYP2C19.
Da c6 béo co gidm néng dé trong huyét thanh cla atazanavir va nelfinavir khi dung déng thei vei
omeprazol, do d6, phéi hgp nay khong dugc khuyén cao. Dung déng thdi omeprazol (40 mg x 1 14n/
ngay) véi atazanavir 300 mg/ ritonavir 100 mg & nguai tinh nguyén khée manh lam gidm dang ké néng
d6 atazanavir (gidm AUC, Cpuy, Cri 8p xi 75%). Tang liéu atazanavir [én 400 mg khéng du dé bu lai &nh
huéng cua Ién néng Ao Dung déng thdl omeprazol (20 mg x 1 14n/ ngay) véi
atazanavir 400 mg/ ritonavir 100 mg & ngudi tinh nguyén khée manh lam gidm néng 4 atazanavir xip
xI 30% so vdi khi chl dung atazanavir 300 mg/ ritonavir 100 mg x 1 18n/ ngay. Ding déng tht omeprazol
(40 mg x 1 18n/ ngay) 1am gidm AUC, Crax v8 Crin clia nelfinavir khoadng 36 - 39% vt AUC, Cpy VA Coyy clia
chét chuyén héa cé hoat tinh M8 glam khodng 75 - 92%. D6i véi saquinavir (phéi hop ritonavir), di c6
béo céo ting néng d6 huyét thanh (80 - 100%) khi dung déng thei omeprazol (40 mg x 1140/ ngay). Bidy
tri véi omeprazol 20 mg x 1 [4n/ ngay khéng dnh hudng dén nbng dé darunavir (ph6i hgp ritonavir) va
(phéi hop Bibu tr vii 20 mg x 1 13n/ ngay khéng anh hudng aén
néng dé amprenavir (c6 hoac khéng phéi hgp ritonavir). Diéu trj véi omeprazol 40 mg x 1 1dn/ ngay
khéing Anh huing dén néng A6 lopinavir (phél hap ritonavir). Do omeprazol va esomeprazol tuong ty
vé chc dc tnh dugc lyc hoc va duge dong hoc, khdng khuyén céo ding déng théi esomeprazol va
atazanavir va chéng chi dinh dung déng thei esomeprazol va nelfinavir,
Thutc duge chuyén hoa bdi CYP2C19
Esomeprazol tc ché CYP2C19, enzym chuyén hoa chi yéu cia esomeprazol. Do dé, khi diing déng théi
esomeprazol véi cdc thubc chuyén héa béi CYP2C19 nhu d ital i I
clomipramin, phenitoin,... sé 1am tang néng do cla cac thubc trén trong huyst tuong, c6 thé cn gidm
liéu. Cén luu y khi chi dinh esomeprazol & libu phap diéu trf theo yéu clu.
Diazepam: DUng d6ng thél 30 mg esomeprazol lam gldm 45% thanh thdl ca co chit CYP2C19
diazepam.
Phenytoin: Ding déng thifl 40 mg esomeprazol lam tdng 13% ndng A9 phenytoin huyét tuang & bénh
nhin dong kinh. Khuyén céo theo doi néng dd phenytoin trong huyét tuang khi bit du hoic ngung
diéu tr| bAng esomeprazol
Voriconazol. Omeprazol (40 mg x 1 14n/ ngay) 1am ting Cyn. v AUC T clia voriconazol (mét co chit
CYP2C19) I8n lugn 15% va 41%.
Warfarin: Dung d6ng thoi 40 mg esomeprazol cho bénh nhan dang diéu tri véi warfarin trong cac thir
nghiém lam sang cho thy thoi glan ddng mau nbm trong pham vi chip nhin duge. Tuy nhien, sau khi
dua thubc ra thi trubng, da cb bio céo mbt s6 truding hop ting INR déng ké trén [am sang khi diéu tr|
déng thisl. Khuyén cso theo doi INR lic bt dbu va khi két thic didu tri esomeprazol déng thei vél
warfarin hodc cac diin xust coumarin khac
Cilostazol Omeprazol vi esomeprazol déu c6 hoat tinh Uc ché CYP2C19. Ding omeprazol lidu 40 mgd
nguch khoe manh 1m tang Cra, vA AUC clia cilostazol 18n gt 18% va 26%, vi cla mot chit chuyén héa
6 hoat tinh cia né 18n lugt khodng 29% va 69%.
Cisaprid: & ngud tinh nguyén khoe manh, ding déng thoi voi esomeprazol 40 mg 1am ting AUC 32% vA
kéo dai thai gian ban thai 31% nhung khong lam tang déng ké néng do dinh trong huyét tuung cla

clsaprid, DA ¢ bao cho the dung ko dal khabng CIT e a1 ki ¢
Kkhi ding cisaprid vén esomeprazol
Clapidogrel. Trong mdt nghlén cdu Ihm shng chée, clopidogrel gy tn ctiney Y0 ey Vs chry 161 7% gy
nghy) dan dbc vh phéi hap omeprazol (80 meg, ding « Ung e win claprdogret) duege ey oy 5 vy
Néng d6 cin ehit chuyén héa b hoat tinh c capidogre! giam, Khabngg At/ (g 1) 1vh 47% (g 5)
khi ding clopidogrel cUng vai omeprazol. Suf e chi két thp tidy chy (1pa) Gibm khokngg §7% (A gt v
30% (nghy 5) khi ding clopldogrel cing vin omeprazol. ML fighién «du ke che thiy dirg clopideryel
v omeprazol & thel diém khac nhau khong ngin dugc weng tae gida ching, o6 1hE s de the durigy e
ché CYPAC19 cita omeprazol. D liéu khong nhit quin vé nhiing b hutig loem shog s e the
PK/PD ny cia esomeprazol A61 vé che bidn cb tim mach 1n 08 duge bao cho 1 che T ¢ i el th
v 14m sang )
Diing esomeprazol vl chc thubc ghy chm dng CYPZC19 va CPIAA nhu rifarmpin lhen gibm nhng 46
esomeprazol, tranh diing 46ng th.
Amoxicillin vé quinidin: Khéng thy c6 dnh hung cla esomeptazol dén duge dhmg hee clim sroomcitin
quinidin trén 13m sang,
Naproxen hodc rofecoxib: Trong cdc nghién cifu nghn han dénh gié ding abng this esomeprazcl v
naproxen hojc rofecoxib khéng thiy ¢6 twang tac duge dbng hoc trén lm sang.
E‘ﬂ{lﬂm“?;ng néng db & mét val bénh nhin khi ding dbng thid thube de ché bom
praton, Can nhic vide ngung tam thél esomeprazol khi chi dinh liéu cao methotrexat cho bénh nhin
Tacrolimus:
D4 c6 bao cho tang néng do tacrolimus huyét thanh khi dung aéng théd esomeprazol, Con tién hanh
theo dbi chit ché néng dé tacrolimus cling nhi theo déi chie néng than (Clcr) cia bénh nhan, diéy
chinh liéu tacrolimus néy cAn thidt.

f6ing ca cic thudc khic dén duoc dong hoc cla esomeprazol
Thudc c ché CYP2C19 vay hode CrPIA4
Esomeprazol chuyén héa besi CYP2C19 va CYP3AA, Ding dbng thif esomeprazel vy mit thube (e ehé
CYP3A4 nhu dlarythromycin (500 mg x 2 140/ nghy) lam tang giip 46l AUC cha esomeprazol, Diing déng
thes esomeprazol va mot thudc e ché cb CYP2C19 vh CYP3AA c6 thé lhm tang han gip 061 AUC clia
esomeprazol.
Voriconazol fc ché CYP2C19 vh CYPIAM, Iam ting AUC clia esomeprazol khoing 2800, Trong ritng
truting hap nay, viéc didu chinh lidu c6 thé khong cAn thiét, Tuy nhién, can nhde chinh liéy khi ding
thusc cho bénh nhan suy gan nang hosc duge chi dinh diéy tr] kéo dal,
Thuéc cdm ung CYP2C19 va/ hode CYPIA4:
Céc thuéc cdm ing CYP2C19 hodc CYPIA4 hode ¢ hal (nhyt rifampicin vh 5t John's wort) £6 thé Iym giam
néng d esomeprazol huyét thanh do lm tang chuyén héa esomeprazol,
Tuong tdc khdc:

hi dang chsmgrie vi by e il by

C6 thé tang nguy cd ha magnesi huyét khi diing esomeprazol clng cac thube cling ghy ha magnesi
huyét nhus thusc Ii tiéu thiazid, thubc Ig1 tiu qual. Kiém tra néng d6 magnesi huyét trude khi dung
thubc tc ché bom proton v dinh ky sau dé,

Digoxin: Ha magnesi huyét do ding kéo dai thube te ché bam proton lam ca tim ting nhay cim véi
digoxin, c6 thé lam ting nguy co dbc vési tim ctia digoxin, & ngu bénh dang ding digosin, kifm tra
néng 44 magnesi trudc khi bit dau ding thubc (e ché bom protan vh dinh ki sau 46

Sucralfat: Uc ché hap thu va lsm gidm sinh kha dung cla thudc (e ché barn proton. Ding cac thube dc
<ché& bom proton it nhit 30 phut trutc khi ding sucralfat,

Tréem:

Cac nghién ciu tudng tac cia esomeprazol chi méi duge thuc hidn trén ngué ldn.

11.TAC DUNG KHONG MONG MUGN VA XU TRI:

Nhiing tic dung khéing meng mufin sau da dugc xéc dinh hodc nghi ngé trong cac thit nghiém 1sm sang
va sau khi dua thusic ra thj truéing. Khéng thiy c6 tac dung khéng meng muén lién quan dén liéu nao.
Thung gép, 1/100 < ADR

Thén kinh: Bau ddu

Tiéu hda: Bubn non, ndn, dau byng, tidu chiy, tdo bén, diy hoi,

It gép, 1/1.000 < ADR < 1/100

Chuyén héa va dinh dusng: Phu ngogi bién.

Tam thén: M3t ngu.

Thén kinh: Chodng, budn ngu, dj cdm.

Tai va duéing r6i (tal trong): Chéng mat.

Tiéu héa: Khé miéng.

Gan - mat: Tang enzym gan

Da va mé dudi da: Viém da, ngtfa, phat ban, néi may day.

Co - xuong - khép: Lam d& gay xuang héng, cb tay hodc cbt séng.

Hi&m gdp, 10.000 < ADR < 1/1.000

Mau va hé bach huyét: Gidm bach cdu, gidm tiéu ciu.

Mién dich: Phan tng qua man (nhu s8t, phis mach, phdn tng phén vé, s6c phan vé)

Chuyén héa va dinh dung: Ha natri huyét.

Tam thén: Kich déng, trdm cam, I 1n.

Thién kinh: R6i loan v| gisc.

Mat: Nhin ma,

Ho h3p - 16ng nguc - trung thit: Co thit phé quan.

Tiéu héa: Viém migng, nhidm ndm candida duting tiéu hoa,

Gan - mét: Viem gan kém hoac khong kém vang da

Da va md dudi da: Nhay cam nh séng, ryng téc.

Ca - xuong - khdp: Dau khop, dau ca.

Toan than: Mét mol, a6 mé hol.

Rdt hiém gap, ADR < 1/10.000

Mau va he bach huyét: Glam toan thé huyét cdu, m&t bach cdu hat.

Tam thén: Biéu hién hung tinh, 40 giac.

Gan - mat: Suy chiic nang gan, bénh nao gan & nhiing bénh nhan bj bénh gan s rudc.

Da va m6 dudi da: Hong ban da dang, ban bong nudc, héi chiing Stevens - Johnson, hoal ti biéu bi
nhiém ddc (TEN).

Co - xuong - khép: Yéu co.

Thén - tiét niéu: Viém thn ke,

N tiét: Chiing v to & nam giéi,

Chua ré, chua cé dir ligu vé tén sudt gép ADR

Chuyén h6a va dinh duding: Ha magnesi huyét, ha magnesi huyét ning c6 thé tuong quan véi ha cala
huyét.

Tiéu hba: Viem dai trang vi thé,

Do lam giam d6 acid cla da day, céc thuéc tic ché bom proton c6 thé 1am tang nguy co nhidm khudn &
duting tiéu héa.

Thutic cé thé gdy cdc tdc dung khdng mong mudin khdc. Khuyén cdo bénh nhdn théng bde ngay cho bdc 5§
khi gdp phdi cdc tdc dung khdng mong mudn khi ding thudc.

Hutng ddn xir tri ADR:

Phai ngimg thudc khi cé bi€u hién ADR nang.

12.QUA LIEU VA XU'TRI:

Chua ¢6 bdo cdo vé qué libu esomeprazol & ngudl.

Céc tridu ching duge mé ta & lidu 280 mg bao gdm cac triéu chiing tiéu hoda va suy nhuge. Khéng c6 tai
bién xdy ra khi diing lidy 80 mg esomeprazol. Khang c6 thude gidi déc dic hidu cho esomeprazol. Thém
tach méu khong co tac dyng tang thal tris thudc vi thuéc gdn nhiéu vao protein. Chil yéu diéu tr| tridu
chiing va diéu tri h trg trong truding hop qué liéu

13, CAC DAU HIEU CAN LUU ¥ VA KHUYEN CAO: Khong ding qua liéu chi dinh,
Bléu kign bao quan: Noi kho rdo, tranh anh sang, nhigt 46 khéng qua 30°C.
Han diing cia thuéc: 36 thang ké tif ngay san xudt.

14, NGAY XEM XET SUA BSI, CAP NHAT LAI NOI DUNG HUONG DAN SU DYNG THUGC: 28/04/2022

15.TEN, B|A CHI VA BIEU TUQNG CUA CO SO SAN XUAT:

O4EST;

i

DAVIPHARM
son xudt tal: CONGTY €6 PHAN DUGC PHAM DAT VI PHU (DAVIPHARM)
Lo M7A, BUERY D17, Khu Cang nghigp My Phudc 1, Phudng Thei Hoa,
hi wk "‘“ cat, Tinh Binh Duong, Vigt Nam
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