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Vién nén bao phim tan trong ragt

JIRACEK-20

Thube niy chi ding theo don
DE xa thm tay tré em
Poc k§ hwdmg din sir dung trude lihldl'.!llz[
Thing hio agay cho bic 5§ nhimg the dung khng mong mudn khi sir dung thufic
Tir thiing tin sin phim niy bao gom hudng din si dung cho thude cé nhidu him legng khic nhau,

1. THANHPHAN:
Mdi vién nén bao phim tan frong udt JIRAC EK-20 chira:
Esomeprazol magnesi dihydrat tuong dueng Esomeprazol ..o 20
Ti duge: Cellulose vi tnh thé MO, magnesi bvdroxyd, marri bicarbonat, povidon
tkollidon 300, natri faury! sulfat. nawi starch ghcolat, magnesi oxyd, magnesi strearat,
HEMC 615, tale, polyethylen glyeol 6000, endragit L100, maw oxyd sit do, rale, titan
diaxyd.

Mdi vién nén bao phim 1an trong nidt JIRACEK chisa;

Esomeprazol magnesi dihwdrat twomg duomg Esome prazol ... 40 mg

Té duge: Cellulose vi dnh thé MIOL magnes! hydroxyd, natri bicarbonat, povidon
tkollidon 30), natri laurvl sulfas, natrd starch glyeolar, cellulose vi tink thé M1 2 magnesi
stearar, HPMC 615, tale, polvethylen glycol 6000, eudragit LIOO. mdu oxyd sdr dé, tale,
titan dioxd,

2. MO TASAN PHAM: )
JIRACEK-20: Vién nén tron, bao phim tan trong rudt mau hong. hai mat trom.
JIRACER: Vién nén ddi, bao phim tan trong rudt maw hang cam, hai mdt trom,

3 QUY CACH PONG GOI:
JIRACEK-20: Hp 3 vi x 10 vién.
JNRACEK: Hop 4 vi x 7 vién,

4. DUQC LUC HOC:
Nhém duge 1¥: Thude (e ché bii tiét acid da day thude nhbm ite ché bom proton,
Mi ATC: AO2ZBCO5.
Esomeprazol 14 dang dong phin § cia omeprazol, duoe ding tuong v nhu omeprazol
trong didu tri loét da day - 1 tring vi bénh trio nguoce da diy - thue quan va hdi chimg
Zollinger-Ellison,
Esomeprazol ld mét base yéu, gdn vii H'/K'-ATPase (con goi la bom proton) & 1é bao
thanh cua da diy, lim bit hoat hé thong enzym nay, ngin can bude cubi cling cia sy bii
tié1 acid hydrocloric vio long da day, Vi L'ay esomeprazol b the dung fre ché da day tiét
lugng acid cor ban vi ca khi b kich thich do bt ky tie nhin ndo. Thude tic dung manh, kéo
dai,
Che thude ire ché bom proton ¢6 tie dlmg ite ché nhung khing tiét trir dugee Helleobacter
pvlori, nén phai phm hop véi cac thng sinh  (nhu amoxicilling, tetracyclin va
clarithromycin) mdi ¢6 the ¢t trir c6 hidu quavi khuin ndy.

DUGE PONG HOC:
Hiip thu:

wn
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.
t ce n tra Esomeprazol 1a chit khong bén trong méi triémeg acid va duge ding duémg wing dudi dang
vién hao tan trong it fn vive, esomeprazol by chuycn sang dang déng phin R-isomer
pharmacy k.hnng dang ké. Esomeprazol hip thu nhanh sau kh uung phit huy tic dung trong vong 1
gidr, dat nong dé cao nhit trong huyét tuong sau | - 2 gid. Sinh kha dung cia esomeprazol
frungfamihuoc.com ting 1én theo lidu diing vi khi ding nhiic li: dat khodng 50% sau khi ding liéu duy nhit 20
mg. ting lén 68% khi ding liéu lip lai hing ngiy: 64% khi ding liéu duy nhit 40 mg va
ting dén 89% sau khi diing liéu lp lai hang ngay, Thie dn lam chim vé giam hip thu
esomeprazol, nlumg khong lm thay dd1 ¢6 § nghia tde dung cta thude dén ndng 46 acid
trong da day. Dién tich dudi durimg cong (AUC) sau khi udng | liéu duy nhit esomeprazol
40 myg vio bita dn so wri lic doi giam 1 43% 53%. Do db esomeprzol nén uong trude
bita dn it nhét | gién.
Phiin bé:
Khaing 97% csuncprumi gln vio protein huyét twomg. Thé tich phian bd khi nong dé
thude on dinh & nguai tinh nguyén khoe manh 14 0,22 I kg thé trong.
Chuyén héa:
Thuoe t-l'ﬂ.l}'ﬂn hoa chii véu @ gan nhir b¢ enzym cytochrom Pas, i isoenzym CYP2C 1Y thinh
cie chit chu}'én hoa hydroxy va desmethyl khdng con hoat tinh, phar.l con lai dugre chuyén
héa qua isoenzym CYP3A4 thanh csmwpruol sulfon. Khi ding nhic lai, t.huyi'}n hda bardre
i qua gan va 49 thanh thai cia thude gidm, ¢ 1 do isoenzym CYP2C19 b irc ché. Tuy
nhién, khong ¢ hién twang tich liy thuoe khi dimg mdi ngay 1 lan,
Thai trir:
Tang thanh thii cia thude trong hu_ycl trong la khunng 17 1 gidr sau khi uong liéu duy nhdt
vi khoang 9 I/ gi¢r sau khi udng licu 1ap lai. Thér gian h.-m thai trong huyét <t tomg khadng
1.3 mo. E 4m11e-prami durgre tha trir hodn toan ra khru huyét twang gitra cie ligu v khang
@iy tich lay khi unn)g liéu Ihp lai 1 lan/ ngay. Cic chit ch'uyen héa chinh cia esomeprazol
khong anh hrémg den sy tiét acid da day. Kheang 80% liéu uong duge thai trir dirdi dang
cie chit chuyén héda khing ¢b hoat tinh trong nude tiéu, phin con lai duoe thai i trong
phin. D 1% thude direre thai trir trong nuée tidy,
Sir tuyén tinh/ khing tuyén tink:
Duge dong hoe eia esomeprazol & duge nghién el vii lidu 1&n dén 40 mg x 2 lin/ ngy,
Dién tich duéi dwirng cong ning d theo thisi gian (AUC) ting khi diing esomeprazol licu
lp lai. Su tang kén ndy phu thube licu va din dén sy ting AUC & 1y 1¢ 1ém hom so v6i sy
ting licu sau khi ding liu lip lai. Su phy thuie thin gian va licu nay li do giam chu}'én
hoa FHin diu qua gan vit thanh thii todn thin, ¢6 thé do tic dung ire ché CYP2CI9 cia
esameprazol v/ hodc chit chuyén héa sulphon ciia né,
Durge djng hoe trén cic dbi tugng dic bigt:
Nerri chuwn hia Hmac kém.
O midt 6 ngwdi vi thidn CYP2C19 do di truyén (15 - 208 ngwdri chidu A), nén lim chim
chuyén héa esomeprazol, O nhimg ngudi niy, chuyén héa cia esomeprazol chi ){‘u duge
xie the bii enzym CYP3A4. O trang thii 6n dinh, gid tri AUC & nguii thiéu enzym
CYP2C19 tang khodng 2 lin so vwi ngudi ¢6 di enzym.
Gidi tinh:
Sau khi udng li¢u don esomeprazol 40 mg, AUC & phuy nit cao hem nam gidi khadng 30%,
Khdng co sy khic biét giita cac gin tinh khi dimg licu lap lai hing ngay.
Suy gan.
Sur chuyén hoa tuumpra?al & ngudi roi loan chire nfing gan vira va nhe oo thé giam, Tée
do chuyén hoa giam & nhimg hénh nhin r6i loan chirc niing gan nang lim ting gap dai
AUC cia esomeprazol. Do d6, khong ding qui 20 mg esomeprazol cho bénh nhén bj rdi
loan ning. Esomeprzol vi ¢hit chuyén hoa chinh ciia nd kbong giy tich [y khi ding liéu
1 lin/ ngdy.
Suy then:
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6.

Chura ¢é nghién i ndo duee thue hién & nhimg bénh nhén bi suy giam chire ning thin.
Do thin déng vai trd dio thai cdc chit chuyén hoa ciia esomeprazol nhimg khang dio thii
haat chit ban diu, su chuyén héa clia esomeprazol 6 thé khing thay ddi ¢ binh nhin suy
giam chire nding thiin.

Newdd caop tudi: ;

Chuyén héa esomeprazol khing thay di ding ké trén d0i tweng bénh nhin 1i ngudn cao
tudi 71 - BO 1udi),

Tré em: :

Tre vi thanhnién 12 - 18 woi: Sau khi diing lip lai esomeprazol liéu 20 mg va 40 mg, AUC
Vil Ty 0 et doi tugmyg 12 - 18 tuoi twong by nhu o ngurdni lon daca 2 licu,

CHI DINH:

N lon:

Binh trio ngwge da diy - thire quan (GERD)

- Bidy trj trio nguge da diy - thye quan ¢6 viém trot thye quan,

- Bidu trj duy tri & bénh nhin 43 khoi viém thyre quan A& winh thi phit,

- Diéu trf triéu chitng cia bénh trdo nguge da day - thire quan (GERD)

Ditng phisi bgp véi phic db khing sinh thich hyp A& diét tri Helicobacter pylori va:
- Bicu trj loét 4 trang do Helicobacrer pylari v

- Phong ngira 13i pht loét da diy do Helicobacter pylori,

Bénh nhiin ciin tiép tye ditu trj voi cic thude chong viem khong steroid (NSAIDs):
- Didu trj loét dg diy do NSAIDs,

= Dyt phong loét dp didy - ta tring do NSAIDs & bénh nhin ¢6 nguy co,

Diéu trj kéo dai sau khi tiém truyén tinh mach esomeprazol dé phimg ngim xufit huyét
tii phat trong Joét dy diy - 4 ring

Diéu trj i chirng Zollinger-Elison.

Teé em = 12 1udi;

Bénh trio ngwge dg diy - thye quian (GERD)

- Biéu trj trivo nguere da day thyue quan eo viém tron thue quin,

- Bidu trj duy tri ¢ bénh nhin da khioi viém thye quan dé tranh tai Pht,

- Diéu tr tridu chitng cia bénh trdo nguge da day - thie quan (GERD).

Dimg phii hgp véi phic db khang sinh thich hop dé didu trj loét i tring do
Helicobacter pylori.

LIEU DUNG -CACH DUNG:

Litu ding: ) )
Esomeprazol dugc ding dum dang muoi magnesi nhung licu ding duge tinh theo
esomeprazol: _

i lm v tré em > 12 tudi:

Beénh trao ngwge dy day - thire quan (GERD)
- Didu tri trio neuoe da diy - thue quan eb viém trot thue quin

40mg x I Lin/ ngiy, vong trong 4 ludn, .
Khuyén cho di¢u tri thém 4 twin nita néu viém thye quin chua kboi hode ¢b cde tridu
chimg kéo dai.
Dicu tri duy tri & bé
20mg x | lin/ nghy.
Diéu tri triéu ching cu
20 mg x 1 1an/ ngiy & bénh nhin khong b viém trot thue quan. Néu khing thé kicm sodt
duire tri¢u chimg sau 4 min. bénh nhin ¢in duge kiém tra thém. Khi ede tri¢u chimg da
duge giai quyét, viée kiém sodt tridu chimg sau d ¢d thé dat duge véi lidu 20 mg x |
lin/ ngiy. O nguén ki, phic d6 theo yéu cu udng 20 mg x 1 lin/ ngdy c6 thé duge sit
dung, néu can, O nhimg bénh nhin duge diéu ir vo NSAID ¢b nguy co loét da day - 1
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- t I tring, vige sir dyng phic do theo yéu chu dé kiém sodt triéu chimg sau dé khéng duge
cen ra khuyén cao.

pharmacy

MNguran lom:

Diing phoi hep véi phic db khing sinh thich hep dé digt trir Helicobacter pylori va:
TrungTamThuoc.com - Bidu trj loét 1 wing do Helicobacter pyiori vi

= Phong ngira tan phat loét da diy do Helicobacter pylori

21] rng esomeprazol + | g amoxicillin + 500 mg ¢larithromyein, udng 2 lin’ ngay trong 7

Brnll nhin cdn hép e didu tri wS'i cde thube ching viém khong steroid (NSAIDs):
Diéu tn lo& dudu} do NSAID: Lidu thing thrdmg la 20 mg x | Lin/ ngay. Didu tri trong
khoang 4 - 8 tuin.

Dy phong loét da day - ta tring do NSAID & bénh nhin c6 nguy co: 20 mg x 1 lin/ ngiy.
Diéu trj kéo dii sau khi tiém truyén tinh mach esomeprazol dé phang ngim xuit huyét
tii phit trong loét da day -t tring

40 mg x lin/ nghy trong 4 tudn sau khi tiém tinh mach 4é phong nedra xuit huyét thi phat
trong loét da ddy - th tring,

Diu trj hi chirng Zollinger Ellison

Lidu khai diu khuyén choladd mgx 2 lén' ngdy. Lidu sau dé nén dirore didu chinh tiy theo
timg bénh nhin vi ln:p e didu lr: khi ¢on co chi dinh lam -.ang Dara trén dir ligu lim sung
hién ¢, hiu hét bénh nhin co lhc_!:n:m soat duge bénh & lidu 80 - 160 mg/ ngay. Cac lidu
Iém hom 80 mg/ ngdy nén chia m uong 2 lin ngay.

Tré em = 12 tudi:

Didu trj loét t trang do Helicobacter pylori

Khi lya chon ligu phip phi hq,rpthmh hop, ein xem xét cae hudmg din chinh thire cia quée
gia, kbu vya vi dja phuong vé kha niing khing khudn, thii gian didu i (thudmg 1a 7 ngay
nhung &bi khi eo thé 1én dén 14 ngiy), va sir dung khing sinh hep 19, Viée diéu trj nén
durge theo ddi bavi bac s§ chuyén khoa.

Liéu khuyén cio ld:

Cin ning Li¢u ding

30 -40 kg Phdi hop véi 2 khing sinh: 20 mg esomeprazol + 750 mg
amoxicillin + 7.5 mg/ kg thé trong clarithromyein, udng 2 lin/
ngiy trong | tuin

=40 kg Phdi hop véi 2 khang sinh: 20 mg esomeprazol + 1 g amoxicillin
+ 500 mg elarithromyein, ubng 2 lin/ ngiy trong | tuiin

Tre em dingi 12 mdi:

Khéng khuyén o sir dung esomeprazol cho tréem dudi 12 wbi,

Bénh nhin suy giam chite ning thin; )

Khéng ¢in chinh li¢u o bénh nhin suy thin nhe nhung cin thin trong & bénh nhin suy thin
ming do kinh nghigm ding thude & nhitng bénh nhin ndy con han che,

Bénh nhin suy giam chitc ning gan:

Khang cin chinh li¢u & bénh nhan suy gan nhe. (3 bénh nhén suy gan ning, li¢u 161 da hang
ngay khong qua 20 myg.

Khéng ¢iin chinh lidu & nguin cao tudi,

Esomeprazol khang on dinh trong méi trsémg acid, nén phai udng thude didi dang vién
bao tan trong rugt d¢ khong bj phi iy & da diy vi ting sinh kha dung Phai nudt nguyén
vién thude véi nirde, khing dugre nghién nho, nhai hojdie lim v vién,

Udng thude trudre biva @n it nhit mdt gidr, GO thé dimg eing thude khing acid khi ¢dn thiét
& giam dau
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centra tng!:um ché nay khéng thich hop diing cho nhimg bénh nhén bi khé nuot hodc khéng thé
Chon ede dang bao ché khic phit hop hern cho bénh nhin,
harmac
P y 8. (‘HGNG CHI DINH:
e LG T v min vii esomeprazol hode ede thude fre ché bom proton khie, hojic cde din chat thé

benzimidazol, hode qui min véi hit ky thinh pkin nio cia thude,
Khéng ding thude dong thé vdi nelfimavir,

9. CANH BAO VA THAN TRONG KHI DUNG THUOC: )
Khi ¢6 cie tri¢u chimg canh biio (nhur sit cin manh khong chu §, ndn nhicu tai dién, nén ra
miu hodc dai tién ra mau) va khi nghi n;r_r hodic xic dinh co loét da day, nén loai trlr kha
ning ghp phii bénh de tinh vi thude cb the che Iﬁp tri¢u ching vi ldm chim chin dodn,
Thiin tromg klu dimg & ngrai by bénh gan, nguii mang thai holie cho con bi,
Bénh nlyin diéu iri keo dai (dic bige irén I wdm): Nén duge theo dbi thudmg xuyén,
Diing esomeprazol kéo dai co thé gy viém teo da diy hodc ting nguy co nhidm khudn
{nhu viém phéi méc phai tai cong dang).
Bénh nhdn didu trj theo yéu cdu: Nén duge chi din lién hé véi bic st néu ¢6 sy thay ddi
tinh chit ciia cie tridu chimg, Khi ding esomeprazol didu tn theo yéu el cin cin nhie the
dong ela nhitng tuong Lae vai cde thude khic do sy bién dbi nl:ng &6 esomeprazol trong
luyét trong.
Digt Helicobacter pylori: .
Can ¢din nhic khﬁ nang XAy ra weng e voi che thude khde kl:i diing {::wmapru.?.ﬂl tong
phic & 3 thube digt Helicobacter pylori. Clarithromyein 13 thude e ché CYP3A4 manh,
do do cin lru ¥ cic chnng chi dinh vii teomg tac thude cua clarithomyein khi dimg
clarithromyein trong phic d6 3 thube cho bénh nhin dang sir dung déng thii cde thude
d'.u}'en héa qua CYPIAS nhu cisaprid,
Nhidm tring duemg fiéu héa:
Didu tri v ¢ic thude ic ché bom proton €6 thé ldm ting nhe nguy eo nhidm tring duimg
tiéu hoa nhu Samonella v Campylobacter
Co thé ting nguy co tiéu chay do Clastridium difficile khi dimg cde thude Ge ché bom
proton.
H.r:p thu vitamin B12:
Nhir cde thude khing acid khac, csumrpmul cu thé lam BIIIJTI- Iﬁp thu vitamin B12
[cyanwobala:mn] do tic dung lam giam hodie thidu acid dich i Cﬁn ¢in nhic khi dung
thude cho bénh nkin bi g_lam dir trir vitamin B12 hofic ¢6 che yéu to nguy co lam giam Imp
thu vitamin B12 khi diéu irj kéo dai. f )
Ha magnesi fuyét (e holie khong €6 tri¢u chimg) hi¢m khi gip & npwdi bénh ding thuie
ttc ché bom proton kéo dii (it nhit 3 thing hodc trong hiu hét cic trudmg hop ding kéo dai
trén 1 nim).
B e tewdmg hop xiy o ha magmesi hoyél nﬂng & nhirng bénh nhin didu trj véi thude (e
ché bom proton nhu esomeprazol trong it nhit 3 thing vit trong hau hét che truimg hop
:hng kéo déi trén | ndm. Bi¢u hién ng}uém trong cia ha rnagncsu hu:,wc*t nhu mét moi. co
cimg. mé sang, co gidl chong mit vi i loan nhip thit €6 thé xdy ra, nhung clc trigu
chitng my ¢ thé khong thé hién rd ring vi bi bo qua. O nhitng bénh nhin bj anh huing
phiéu nhat, tinh trang ha magnesi huyét ¢6 the duge cii thién sau khi ngimg thude vi thay
thé magm:su
Péi van bénh nhin ¢6 kha ndng phai chu trj biing thude ire ¢hé bom proton kéo dii hoje
ding phéi hop digoxin hode cic thude ¢b thé gly ha tnagnesi huyét khic (nhu thude ki
tiu), Bac s didu i nén tién hinh kiém tra, danh gid nbng b magnesi huyét trude khi Hil
i diéu trj v dinh k¥ trong qué trinh didu trj véi che thude e ché bom proton, bao gém
¢i esomeprazol,
Nguy cogdy xinmg:!
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t central Kh:cilhgq.sklhuncmdrhu‘mprulm dﬂ;.hl:lk}'ndtlnglnenm\nkéudm{_lrﬂm}cfp
thé lim tang nguy cﬂg&y xwomg chii, xuomg cb tay hadic eft song do Ioﬂng xuomg, chi yéu
pharmacy xby ra & nguin cao b hodic ngudi 6 siin cdie yéu t6 nguy ca. Co ché cia hién trang niy
chira dugre gidi thich, nhumg e6 the do gidm hip thu calei khnng hoa tan do ting pH da day.
Trunglamihuoc.com Khuyén cho ding lidu thip nbit ¢ the dung wong thin gian ngdn nhit cb thi, phi hap v

tinh trng lim sdng Nhimg bénh nhin ¢b nguy co gy xuwong do Iuﬁrﬁ suong nén diing di
calei var vitamin D, danh gid tinh trang xuvong va quin 1§ theo hudng din.

Lupus ban do bdn cip @ dda (SCLE)!

Thudic irc ché bom proton ¢6 lién quan &n tan sudt xay m khang thuémg xuyén SCLE. Néu
6 ton thuang xay ra, diic biét 1 wn!;da tiép xiic tnte I.Lép\m anh nding mét trén, ¢6 di kém
dau khap, khuyén cio bénh nhin dén gip bic si vi cin nhic viée ngung thube che h¢nh
nhin. Bénh nhin di co tién s by SCLE siu khi ding mdt thude (re ché bom proton o6 thé
ing nguy cor b SCLE vai cic thude (re ché bam proton khic,

Ding phot hep cie thude kivie:

Khang khuyén eio dimg dong thii mmc.'pmml vi atazanavir, Néu bt buge ding dms
thn phai theo doi chiit ché, tng lidu atazanavir 1en 400 mg phdi hep véi 100 mg itonavir,
khing nénding esomeprazol qua 0mg. . .

Esomeprazol Li chit (¢ <hé CYP2CT9 Khi bt d&Gu hode két thiie dicu trj vii esomeprazol,
ciin ¢in nhiic cde tuong the ©6 thé xay ra véi cic thude chuyén hoa qua CYP2C19, B ¢b
bio cao nomg tic thude xay ra gitta clopidogrel va tsumepnmul Cic lién quan larn sing
clia teng e ndy khong chiic chiin, Céin thin trong véi tong tie ndy, khéng khuyén cdo
ding déong théi esomeprazol vi elopidogrel,

Cidc xét nghigm edn lim sang:

Ting mire Chromogranin A (CgA) €6 thé géy can tra cho viée chin dodn cic khoi u than
kinh ndi tiét, D¢ trinh dnh huong ndy, ngung esomeprazol it nhit 5 ngiy truée khi tién
hinh xét nghiém CgA.

Then trong did vl 1 dinge magnes! hydroxid )

Thude o6 chira magnesi hydroxyd gy nhuin tring, ¢b thé din dén ia chay.

Ting magnesi huyét (gdy ha huyét dp, suy gidm tdm thin, hin mé), dic biét thin trong khi
dimg cho nguwdri suy thin,

Dé xa tim tay tré em.

SUDUNG CHO PHU NITCO THAT VA CHO CON BU:

Thir Il.y mang thai

Chra ¢é n gh:cn ciru diy du khi dung esomeprazol o nguui mang thai, Trén dong vat, chudt
cing tring uong esomeprazol lieu 280 mg/ kg. ngay (gip 57 lin I:Lcu dimg trén ngudi tinh
theo dién tich bé mit cor lhc} vi tho n&ng lidu &6 mg/ kg/ ngiy {gip 35 lan lidu ditng twén
ngun tinh theo dién tich bé mit cor thé) khing thiy ¢ bing chimg vé suy giam kha ndng
sinh sin hafie doe ddi vai thai do esomeprazol, Tuy nhién, ¢hi sir dung esomeprazol trang
thiri ki mang thai khi thit can thiéy,

Thii k¥ cho con b

Chira biét esomeprazol ¢d bii tiét vio sita hay kbdng Tuy nhién, omeprazol dwge phin
plhbl vio trong sitd me.

Esomeprazol ¢b khi nding giy ra che the dung khing mong muun & teé bt me, vi viiy phai
quyet dmh ngimg cho con bit hodc ngitng thude, tiy theo tim quan trong cia vide ding
thude ddi véi ngurdn me,

Klu rting sinh sin

N cir trén dong viit véi hon hop racemic cia omeprazol dimg duimg wing khéng
thay ¢d inh hudng trén kha ning sinh san,

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY
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-
t centra I Esomeprazol anh huomg nhe :il(‘:n kha ning lai xe va van hanh miy moe, Cic tic dung
khong meng mudn niar: dau diy, chong mat (it gép), buin nga, giam thi lye (hicm)... Than
pharmacy trong khi tham gia vio cic hoat déng nguy hiém cin s tinh tio nhu lim viée trén cao, vin
hinh may moe hode lai tau xe.

10. TUONG TAC CUA THUOC YOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:
Anh huémg eiia esomeprazol dén duoe dong hoe ciia cde thude khic:
Thugie }lgr thu phu thude pfl
Uc ché tiét acid da day khi didu tri wi esomepmzol hodic cic thube ire ché bom proton
khic ¢6 thé lam tang hofic gam sy hip thu cia cic thude ¢6 sir hip thu phy thudc vio pH
da iy, Khi diéu trj véi esomeprazol, acid da diy giam lam giam ha;:l thumit s IJ'I.mc nlur
ketoconazol, itraconazol va crlnlmll:- vi ting hap thu ciaa ede thube nhu digoxin, Pidu tr
ding thé omeprazol (20 mg: ! ngiy} vavi digoxin & nguisi khoe manh lim ting sinh kha dyng
et digoxin lén H}% {tang dén 30% @ 2 trong s 10 ngwdi sir dung). Dae tinh eua digoxin
di duee bio cio hiém glip. Tuy nhién, cin thin wong khi ding licu cao esomeprazol cho
rq;um ciio b, Theo doi chit ché ligu ok didu tr véi digoxin.
Ue ché protease
Dé eb bao cio tuwong tae xay ra gilta emeprazol vii mol sb chilt fre ché protease. Tam quan
trong trén lim sdng va co ché dén;, sau nhitng trong tée ndy chua duee biét i hodn todn,
Tﬁa'lg pH da day trong khi diéu tri bing mwpmi 6 thé lam thay d6i hiip thu cac chilt ire
ché protease, Cdc <o ché khidc o6 thé giai thich cho twong tic trén 1 thong qua sy fre ché
cy P‘l(.lﬂ . . .
B b bao cho giam nong dé trong huyét thanh cua atazanavir va nelfinavir khi ding dong
thii véi omeprazol, do do, phéi hop ndy khing duge khuyén cio. Dimg dong thin
omeprazol (40 mg x | lan' ngiy) vai atazanavir 200 mg' ntonavir [0 mg & ngrén tinh
nguyén khoe manh lam gidm ddng ké nng 4 atazanavir (gidm AUC, Caw, Caio xip xi
'.-";%}. Tang lidu atazmnavir 1én 400 mg khong du & bil lai dnh huémg cia omeprazol lén
ndng d¢ atazanavir. Ding dong théi omeprazol (20 me x | Hi/ ngdy) véi ata.z:anawr 400
mg' ritonavir 100 mg & ngudi tinh ng,lyx;n khoe manh lam giam nung dé atazanavir xap x
3% so voi khi chi dimg atazanavir 300 mg/ ritonavir 100 mg X I lin/ ngly. Ding déng
thir umcpmzul (40 mg x | lin' ngiy) 1n.m giam AUC, (u...,. vt Coie ctia nelfinavir khoang
36 - 39% vi AUC, Cow v Conan clta chit chuyén hda o hoat tinh MR gulm khoang 75 -
92%, Péi véi S INAVir [;i‘n?u hap ritonavir), 43 ¢ bio cio U‘"E ndng & huyét thanh (80 -
il)l)“}‘u} khi ding ddng thén omeprazol (40 mgx | lin/ r@a}'] Bicu trj vai omeprazol 20 mg
x | lin/ ngay khang dnh huéng dén nong dé darunavir {phot hop ritonavir) v amprenavir
{phm hop rtomavir), Bidu tr véi esomeprazol 20 me x 1 iﬁm‘ ngiy khing dnh hudmg dén
nimg && amprenavir (e hoje khong phdi hop ritonavir), Bidu 1 véi omepmzol 40 mg x |
lin/ ngiy khang anh hudmg dén ndng 4o lapinav 1r||phm hop ntonavir). Do omeprazol vi
mmm.ml tremg 1y vé cde diie tinh duge hee hoe va duge ding hnr.‘. khang khuyén cdo
diing déng thiri esomeprazol va atazanavir vt chong chi dinh dimg déng thini esomeprazol
vii nelfinavir,
Thube duere chuvén héa boi CYP2C19
Esomeprazol e che CYP2CI9. enzym Lhu;rcn hoa chii yéu cia esomeprazol. Do do, khi
ding déng thin esomeprazol véi cic thuoe chuyén haa bai CYP2C1Y nhur diszepam,
citalopram, imipramin, Llulmpmmin phcmlom . & lam ting nong dé cia cic thude trén
trong huyét tuomg, c6 thé cin giam liéu, Cin ltru y khi ¢hi dinh esomeprazol & liéu phap
diéu trj theo yéu q.:’i‘:ul :
Digzepam: Ding dong thén 30 mg esomeprazol lam gam 45% thanh thai cua co chiil
CYP2CHY diazepam,
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14.

Thén - liélmd;l.t Viem than ké.

Nbi tié: C hieng vii to & nam gidi,

Chua 13, chira co diF ligu vé tdn sudt gdp ADR )

Chuyén hoa va dinh duimg: Ha magnesi huyét, ha magnesi huyét ndng cb thé nrong quan
vt hig calei huyét,

Tiéu hoa: Viém dai wing vi the,

Do lim giam dd acid cua da diy, cle thude (e ché bom proton <6 thé lam ting nguy oo
nhidm kinin u:mé'ng tidu hoa.

Thude co thé g.m cde tde dung .Hlang mang mudn khde. ﬁ.h:zym edo bgnh nbﬂn théng bao
ngay cho bdc 57 khi gdp phai cic tic dung khéng mong muin khi ditng thude.

Hudng din xir tri ADR:

Phai ngimg thude khi ¢6 biéu hién ADR ning.

QUA LIEU VA XU TRI:

Chura ¢6 bio cho & qua lidu esomeprazol & ngum

Ciic trigu chimg duge mb ta o lidu 280 mg bao pom ¢ic tri¢u chimg tiéu hda vi suy nhiree,
Khéng ¢6 tai bién xay m khi diing li¢u B0 mg esomeprazol. Khing ¢4 thude giai doc dic
hjéu cho esomeprazol. Tham tich mau khong ¢d tée dyng ng thii trir thude vi thude g&n
nhidu vio protein, Chi yéu didu trj tridu chimg va didu tri hd tror trong treémy hop qua licu,

CAC DAUHIEU CAN LUU ¥ VA KHUYEN CAO: Khéng ding qui lidu chi dinh.
Didu kign bio quin: Noi khd rdo, trinh dnh sdng, nhigt 4o khong qud 30°C,
Han ding ciia thude: 36 thang ké tir ngay san xudt,

TEN, DIA CHI VA BIEU TUQGNG CUA CO SO SAN XUAT
Nan i tai!
DAVIPHARM
CONG TY COPHAN DUGC PHAM PAT VI PHU
(MAVIPHARM) "
Lé M7A, Duémg D17, Khu Cong nghiép M§ Phude 1, Phuémg Théi Hoa, Thi xi Bén Cat,
Tinh Binh Duomg, Viét Nam
Tel: 0274,3567.687 Fax: 02743567688

NGAY XEM XET SUA DOL CAP NHAT LAI NOI DUNG HUONG DAN SUDUNG
THUOC: 18/0572019

Tén sin phim: JIRACEK-20

Ma s 1oa: 0465.T|

Kiém sodt sira ddi:

Chuyén file in theo cong vin cip SBK det 164 56 303/0D-QLD ngdy
10.05.2019

Nhin vién thiét ké:

1K1 0465.T1
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centra Thude cam ime CYP2CI9 va/ hode CYPIAL:
Cae thude cam ulg CYP2CIY holic CYP3A4 hode ca hai (nhu rifampicin v St John's wort)

pharmacy 6 thé lam giam nong 46 esomeprazol huyét thanh do lim ting chuyén héa esomeprazol.
Tm_g tde: khdc;

frungfamihuoc.com Co the ting nguy co ha magnesi huyét khi ding csumml cing cie thude cling giy ha

magnesi huyet nhu thudec loi ticu thiazid, thude loi tiéu quai. Kiém tra ndng 46 magnesi

huvét trude khi diing tlum: ire ché bom proton vi dinh ky sau d.

Diguxm Ha magnesi !!u)él do diing kéo dii thude (rc ché bom proton lim co tim ting nhay

cam véi digoxin, c6 thé lam ting nguy ca déc Wi tim cia digoxin. O ngudi bénh dang

diing digoxin, kiém tra ndng d6 magnesi truée khi bt ddu ding thude ire ¢hé bom proton

vt dinh ky sau do.

.‘S‘.-acrm_',-‘a Uc ché hip thu va lam me sinh khi dyng cia thude (e ¢hé bom protan, Dimg

¢ thude tre ché bom proton it nhat 30 phit trude khi ding sucralfat,

Tre cm:

Cac nghién cira tuomg tde cla esomeprazol chi mdi dugre thire hién trén ngudi lan.

1. TAC DUNG KHONG MONG MUON VA XU TRi:
Nhimg tic dung l:hc-ng mong muon sau & duge xie dinh hode r@hL ngd trong cde thir
nghi¢m lim a.nng Vi sau khi dura thude ra thi truimg. K hong thiy ¢6 tic dung khong mong
mudn lién quan dén lidu nio,
?bmmg gap. 1100 = ADR
Thin kinh: Bau diu )
Tiéu hoa: Butn ndn, non, dau bung, tiéu chay, tio bon, day hoi,
it gdp. 1/1.000 £ ADR < 17100
Chuyén héa va dinh duimg: Phi ngoai bién,
Tam thiin: Mit ngi, )
Thin kinh: Chodng, budn ngu, dj cam,
Tai va dudmg rdi (1ai rong): Chbng mit.
Tiéu hda: Kho migng,
Cran - mgl Ting enzym gan
D va md dudi da: Viem ch, ngira, phit ban, nm miy day.
Cir - xuong - khip: Lam dé iy xuong hang, o tay hodic it saom
Hiém gdp, 10.000 <ADR < 1/1. 000
Muu v hé bach hu}’ér Giiam bach mu giam tiéu cdu,
Mién dich: Phan {mg qua mén (nh sét, phﬁ mach, phan {mg phan v¢, sbe phan vé ).
Chu:.vn héa vit dinh dulmge Ha natri huyét,
Tam thin: Kich dang, tim cam, li lin.
Thiln kinh: Réi logn vi gite.,
Miit: Nhin mdr, : o
Hé hip - long ngye - trung thit Co thit phé quan.
Tiéu héa: Viém miéng, nhiém nim candida dudmg tidu hoa,
Gan - mat: Viém gan kém hode khéng kém vang da
Da va mo dudi da: Nhay cam anh sing, nng toe,
Cor - xueng - khap: Dau khip, dau co,
Tadn than: Mé mai, dd md hai.
Rt hidm gap, ADR < 1/10.000
Miéu va hé bach huyét: Giam todn thé huyét ciu, mit bach cau hat,
Tim thin: Biéu hién hung tinh, 4o gidc,
Gan - mit: Suy chire rding gan, binh ndo gan & nhimg bénh nhin bj bénh gan tir trude,
Da v mé dudi de; Hong ban da dang, ban bong nude, hdi chimg Stevens - Johnson, hogi
tir biéu bi nhiém dje (TEN)
Car - xuong - khép: Yéu co,
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. centra henyioin: Ding dong thini 400 mg L‘HDITI:PI'II?Dl lam ting 13% mng da ;ﬂ'mn}'mlrl I'vuyct
( } g @ bénh nhan dong kinh. Khuycn cdo theo ddi ndng dd phenytoin trong huyét teomg
pharmacy khi bﬂt&ll hodie ngumg diéu tnj bing camcpram]

Variconazol: Omeprazol [40 mg x | Lin' ngay) lim ting Co vi AUC T cita voriconazol

USRI o1 co chit CYPIC19) lin oot 15% vi 41%. ,

Warfarin: Ding déng théi 40 mg csnmqaruul cho bénh nhin dang dicu trj vén warfarin
trong ¢ée thir nghiém lim sing cholhuy thisi gian déng mau nim trong pham vi chip nhin
duge, Tuy nhién, sau khi dua thude ra thy truimg, 42 ¢6 hio cdo mit s tnrimg h-,rp lﬁng
INR ding ké trén Fim sing khi diéu tri dong thai, Khuyén cio theo dai INR I bit diu va
khi két thiic diéutn ﬁunwpraml dong theri véni warfarin hodc ede din xuit coumarin khic.,
Cilostazol: Omeprazol vil esomeprazol déu cd hapt tinh ire ché CYP2C19, Ding omeprazol
licu 40 mg & ngitei khoe myth lim ting Caw vd AUC ¢l cilostazol Ldn lugt 18% vi 26%,
vii ciia mbt chit v..hu}'en hiva ¢6 hoat tinh ¢t nd ln lugrt khodng 299 vil 69%.
Cisaprid: O ngudi tinh nguyén khoe manh, ding ding thin i esomeprazol 40 mg lam
ting AUC 32% vit kéo dii thési gian ban thai 31% nhung khong lam tang ding ké ndng do
dinh trong huyét wong cia cisapid. DA ¢6 hio ¢do tic dung kéo dii khoing QT nhe sau
khi chi diing cisaprid va khong kéo dai hon khi ding cisaprid vei esomepruzol, ;
Clopidogre!: Trong mt nghién clru lim sang eheo, clopidogrel (liu tin ¢dng 300 mg/ licu
duy tri 75 mg' ngdy) don déc va phai hop omeprmzol (80 mg ding cing lic vai
clopidogrel) duge dimg trong § ngay. Nong 46 cim chit chuyén hoa ¢o hoat tinh clia
clopidogrel giam khoang 46% (ngdy 1) va 42% (ngly 3) khi ding clopidogrel cing vii
ameprazal, S iic che két Iap tiéu ¢ (IPA) giam khoang 47% (24 gid) va 30% (ngiy 5)
khi ding clopidogrel cling v&ri omeprazol. Mot nghién ¢l khiic cho thiy dimg clopidogrel
vil mwprml & théri diém khde nhan khdng ngin duge won g tiic gma chiing, ¢b the li do
(F: dung {re ché CYP2C19 clia omeprazol. D ligu khéng nhit qua.n ve nh}ng anh hucmg
lam sang cun luung tac PK/PD nu}' clu mmq}ru.’\ol ddi vi cie bién cd tim mach lém 43
duge bdo edo tir cie ngh:én ¢l mé tava lim sing,
Dimg csomeprzol vai cde thude gy cam tng CYP2C19 vi CYP3A4 nhu rifampin lam
gidm nang di esomeprazol, trinh ding dur-g thi,
Amavicillin vi quinidin; Khimg thiy cb dnh ludng ciia esomepmzol d&én duge dong hoe
cua amoxicillin, quinidin tén lim sing. ; :
Maproxen hode rofecoxibh: Trong cic nghién ciu ngin han danh gid ding dong thai
esomeprazol vdn naproxen hode rofecoxib khong thiy o weng tic dige ddng hoe trén lim
siing,
Cor chd ehura rd:
Methotrerat: Ting ndng dé methotrexat & mot vii bénh nhin khi ding déng thiri thude ire
ché bom praton. Cin rhic viée ngung tam thii esomeprazol khi chi dinh lidu cao
methotrexal cho bénh mhiin,
I'ggm.ffmc:
Da ¢6 biio cho ting nong dd tacrolimus huyét thanh khi ding dong thisi esomeprazol, Ciin
tién hinh theo déi chit che nong do la-:mhmus ciing nhir theo dii chire néing thin (Cle) cia
bénh nhin, diéu chinh Ileu tacrol imus néu cln thidt,
Anh huimg ciia e thude khic dén duge dang hoc ciia esomeprazol:
Thuse we ché CYP2CT9 vl hode CYP3A4
Esunwrml chuyén héa ban CYPICIY vit CYPIA4. Dtmg dung théri esomeprazol v mot
thude ire ché CYPIAS nhur elarythromyein {500 mg x 2 lan/ n:._'i}'] Lim uing gip ddi AUC
clia asammml Ding déng lhm esomeprazol vi mit thude Gre ché ci CYP2CI9 vi
CYP3A4 co thé lam ting hon gap daéi AUC ¢l esomeprazol,
Voriconazol (e ché CYP2CI9 vi CVW.M. lim tang AUC cia esomepruzol khoang 280%.
Trong nhimg truéng hop niy, viée diéu chinh lidu c6 thé khong cin thiét. Tuy nhién, cin
nhéc chinh liéu khi diing thuée eho bénh nhin suy gan ndng hode dwoe chi dinh diéu trj kéo
dai.
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