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ORIESO

Vién nang tan trong rut
Cong thic:
Mdi vién ORIESO20 mg chua :
Esomeprazol dang vi nang bao tan trong rudt
tuong Ung Esomeprazol (dudi dang Esomeprazolmagnesidihydrat) .......................... 20mg
T4 dugc : Sugar spheres, Mannitol, Sodium carbonate, Methacrylic Acid Co-Polymer dispersion,
Talc, Titan dioxyd, HPMC, Disodium hydrogen ortho phosphate, Sodium lauryl sulphate, Di
ethylphthalate, Tween, Sodium hydroxyd
M3i vién ORIESO 40 mg chila :
Esomeprazol dang vinang bao tan trong ruft
twong ung Esomeprazol (dudi dang Esomeprazol magnesidihydrat) .......................... 40mg
T4 dugc : Sugar spheres, Mannitol, Sodium carbonate, Talc, Titan dioxyd, HPMC ES, Disodium
hydrogen ortho phosphate, HPMC HP 55, Acetyl alcohol
Trinh bay:
Vi7 vién, hdp 2 vi, hop 4 vi, hép 6 vi, hdp 8 viva hop 10 vi.
Vi10vién, hdp 3vi, hop 6 vi, hop 10vi
Chai 28 vién, Chai 100 vién, Chai 200 vién va Chai 500 vién. -
Dugc ddng hoc:
Esomeprazol hdp thu nhanh sau khi u8ng, datnéng dd cao nhét trong huyét tuong sau 1 -2 gid. Sinh
kha dyng clia esomeprazol tang I&n theo liéu ding va khi dung nhéc lai, dat khoang 68% khi ding
liéu 20 mg va 89% khi dung liéu 40 mg. Thuc &n lam cham va gidm hép thu Esomeprazol, dién tich
dudi duding cong (AUC) sau khi udng 1 liéu duy nhit Esomeprazol 40 mg vao biia &n so vdi lic d6i
gidm tif 33% dén 53%. Do d6 Esomeprazol phéi udng it nhét 1 gi& truéc bla an. Khodng 97%
Esomeprazol gén vao protein huyét tuang. Thé tich phan bé khi néng dd thudc &n dinh & nguai tinh
trang khde manh 1a 16 lit. Thuc chuyén héa chi y8u & gan nhd isoenzym CYP2C19, hé enzym
cytochrom P,,., thanh cac chét chuyén héa hydroxy va desmethyl khéng con hoat tinh. Phén con lai
dugc chuyén héa qua isoenzym CYP3A4 thanh Esomeprazol sulfon. Khi ding nhéc lai, chuyén héa
budc ddu qua gan va do thanh thai clia thudc gidm, c6 thé do isoenzym CYP2C19 bj Uc ché. Tuy
nhién, khéng c6 hién tugng tich iy thusc khi dung mdingay 1 14n. & mét s6 ngudi vi thiéu CYP2C19
do di truyén (15 - 20% ngudi Chau A), nén lam cham chuyén hda Esomeprazol, ddn dén gia tri AUC
tédng cao khodng 2 I1&n so véi ngudi c6 di enzym. Nira ddi thai tris trong huyét tuong 1 — 1,5 gid.
Khoang 80% liéu udng dugc thai trir dudi dang cac chat chuyén héa khdng c6 hoat tinh trong nudc
tidu, phdn con lai dugc thai trd trong phan. Dudi 1% chét me dugc thai trir trong nudc tiéu. O ngudi
suy gan nang, gid tri AUC & tinh trang &n dinh cao hon 2 — 3 I1&n so vdi ngudi ¢6 chlic néng gan binh
thudng, vi vay phai giam liéu Esomeprazol & nhiing ngudi bénh nay, liéu dung khdng qua 20 mg mdt
(17| S _——
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Dudc dbng hoc clia Esomeprazol & ngudi dudi 18 tudi chua duge nghién ciu
Dugc lyc hoc:

Esomeprazol la dang déng phan S clia esomeprazol, dugc diing tuong ty nhu omeprazol trong diéu
tri loét da day - 14 trang va bé&nh trdo ngugc da day — thyc quan.

Esomeprazol gén vdi H'/K' - ATPase (con goi la bom proton) & t& bao thanh clia da day, Uc ché dac
hiéu hé th8ng enzym nay, ngan can budc cudi cing cliia sy bai tiét acid vao long da day. Vi vay
Esomeprazol ¢é tdc dyng Uc ché da day tiét acid co ban va ca khi bj kich thich do bétky tac nhan nao
Chidjnh:

Loétda day—14 trang lanh tinh.

Hdi chiing Zollinger —Ellison,

Bénh trdo ngugc da day — thyc quan nang (viém thyc quan trgt xudc, loét hodc that hep duge xdc
dinh bang ndi soi).

Phong va diéu triloét da day - ta trang do dung thu6c chdng viém khdng steroid

Chéng chidinh:

Quéa méin cam véi cac thude Uc ché& bom proton hodic qua man cadm vai bat ¢ thanh phdn nao clia
thubc.

Liéulugng va cachding :

Esomeprazol dugc dung dudi dang mudi magnesium hodic natri, nhung liéu dugc tinh theo
Esomeprazol.

Esomeprazol khdng 8n dinh trong méi truéng acid, nén phai udng thudc dudi dang vién nang chua
cdc hat bao tan trong rudt dé khdng bj phé hily & da day va tang sinh kha dyng. Phai nubt ca vién
thubc, khdng dugc nghién nhd hoac nhai. Tuy nhién, néu ngudi bénh khé nuét, cé thé md vién nang,
d6 1 tir cac hat thudc bén trong nang vao mot thia canh nudc dun sdi dé ngudi hodc nudc téo, nudc
cam va nu8t ngay lap tic.

Liéu dung cho ngudildn :

Uéng thudc it nhat mdt gid trude bda an.

Diéu tri loét da day — ta trang c6 Helicobacter pylori : Esomeprazol la mdt thanh phén trong phac dé
diéu trj cing vdi khang sinh, vi dy phac dé 3 thubc (cing vdi amoxicillin va clarithromycin). Usng
Esomeprazol mdi 14n 20 mg, ngay 2 I4n trong 7 ngay, ho&c m&i ngay mdt 14n 40 mg trong 10 ngay.
(Amoxicilin mdil4n 1,0 g, ngay 2 I&n va clarithromycin mdi ldn 500 mg, ngay 2 ldn trong 7 hay 10 ngay).
Diéu trj bénh trao ngugc da day — thyc quan nang ¢6 viém thyc quan : Usng mdingay motldn 20 - 40
mg trong 4 — 8 tuéin, ¢6 thé udng thém 4 - 8 tuén niia néu vén cdn tridu ching hodc biéu hién cia
viém qua ndi soi.

Biéu trj duy tr sau khi d& khdi viém thyc quan : USng mdi ngay mdt I&n 20 mg, ¢ thé kéo dai 1di 6
thang.

Dy phong loét da day & nhilng ngudi c6 nguy co cao vé bién chiing & da day — ta trang, nhung c6 yéu
cdu phaitiép tyc didu trj bAng thuSc chdng viém khdng steroid : USng m&i ngay 20 mg.
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Diéu tri bénh trdo ngugc da day — thyc quan cé tridu ching nhung khéng bj viém thyc quan : Udng
m&i ngay mdt 1dn 20 mg trong 4 tudn, ¢é thé udng thém 4 tudn nlra néu cac tridu ching chua khé
hoan toan.

Diéu tri loét da day do ding thudc chéng viém khong steroid : Usng m&i ngay métidn 20 mg trong 4 -
8tudn,

Diéu tri hoi ching Zollinger — Ellison : Ty theo ca thé va mdc dd tang tiét acid cha dich da day, liét
dung m&i ngay cao hon trong céc truding hgp khac, dung mét I14n hodc chia lam 2 I4n trong ngay. Kh
triéu chifng da kiém soat dugc, cé thé dung phiu thuat dé citu. N&u khdng catbd u dugce hoan toan
phaidung thudc lau dai.

Ngudi suy gan nang khéng ding qua 20 mg mdtngay.

Khéng cdn phai gidm liéu & ngudi suy gan nhe va trung binh, ngudi suy than hodc ngudi cao tudi
Khéng dung thubc cho tré em.

Tacdyngphuy:

Nhin chung, Esomeprazol dung nap t6t ca khi st dyng trong thdi gian ngén va thdi gian dai.

Thuong gap, ADR > 1/100

Toan than : Dau ddu, chéng mat, ban ngoai da

Tiduhda: Bubnndn, ndn, daubyng, tidu chay, tdo bon, ddy hai, khd miéng.

Itgap. 1/1000< ADR < 1/100

Toan than : Mét moi, m&tngl, budn ngl, phédtban, ngua

R&iloan thj giac

Hiém gap, ADR < 1/1000

Toanthan : S6t, d8 mé hoi, phi ngoai bién, m&n cdm vdi dnh sdng, phan Ung qua mén (bao gém ma)
day, phu mach, co thdt ph& quén, s6c phan vé).

Thén kinh trung uong : Kich ddng, trdm cam, 1t 1an c6 héi phyc, do gidc & ngudi bénh néing.
Huyéthoc: Chiing matbach cdu hat, gidm bach cdu, giam tiéu ciu.

Gan: Tang enzym gan, viém gan, vang da, suy chuc néng gan.

Tiéuhoda: R&iloan vigiéc.

Caxuadng: Pau khdp, dau ca.

Tiétniéu: Viém than ké.

Da: Ban bong nudc, hdi chiing Stevens —Johnson, hoai ti biéu binhiém ddc, viém da.

Do lam gidm dd acid clia da day, c4c thudc tc ché bom proton c6 thé lam téng nguy co nhidm khudr
ddudngtiéuhda

Théng béo cho béc sinhdng téc dyng khéng mong mudn gap phai khi sd dyng thudc.
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Thén trong khidung :

Tru6c khi ding thudc dc ché bam proton, phai loai trif kha néng ung thu da day vi thuSc c6 thé che 14
triéu chiing, lam cham chdn doan ung thu. Than trong khi diing & ngudi bj bénh gan, ngudi mang tha
hoéic choconbu.

Phai than trong khi ding Esomeprazol kéo dai vi co thé gy viém teo da day. Phdi than trong kh
dung cho tré em dudi 18 twdi vi 0 an toan va hiéu qua chua dugc xac dinh. Thube khéng dugt
khuyén cdo dung chotré em.

Tuadng tic thubc :

Do dc ché bai tiét acid, Esomeprazol lam tang pH da day, anh hudng dén sinh kha dyng cla ca
thudc hip thu phy thudc pH : Ketoconazol, mudi sit, digoxin.

Ding déng thai Esomeprazol, clarithromycin va amoxicilin lam tang ndng d Esomeprazol va 14 -
hydroxyclarithromycin trong mau.

Esomeprazol tuong tac duge ddng hoc vdi cac thubc chuyén héa bdi hé enzyme cytochrom P,
isoenzym CYP2C19 & gan. Dung déng thoi 30 mg Esomeprazol va diazepam lam gidm 45% dt
thanh thaicla diazepam.

Tdc dyng khivén hanh may moéc tau xe : chua c6 bdo cdo

Phyniicé thaivachoconbui:

Phuy nif ¢6 thai : Chua c6 nghién ciu ddy du khi dung Esomeprazol § ngudi mang thai. Trén dong vat
chubt céng tréng ubng Esomeprazol liéu 280 mg/kg/ngdy (gp 57 I&n liéu dung trén ngudi tinh tré:
dién tich bé mat co thé) va thd uéng liéu 86 mg/kg/ngay (gép 35 I4n liéu ding trén ngudi tinh thet
dién tich bé mat co thé) da khong thdy bling chiing vé suy giam kha nang sinh san hodc doc dbi vé
thai do Esomeprazol. Tuy nhién, chi st dung Esomeprazol khi thatcdn thiét trong thdi ky mang thai.
Phu ni cho con bi : Chua biét Esomeprazol c6 bai tist vao sUa ngudi hay khéng. Tuy nhién da d
dugc néng db clia omeprazol trong sia clia phy nif sau khi udng 20 mg omeprazol. Esomeprazol ¢«
kh& nang gay ra cac tac dyng khong mong mudn nghiém trong & tré b me, vi vay phai quyét dinl
ngifing cho con bu hodc ngifng thudc, thy theo tAm quan trong clia viéc dung thubc d6i vai ngudi me.
Qua liéuva xditri:

Chuacé baocaové qua lidu Esomeprazol & ngudi.

Khéng c6 thuBc gidi doc dac higu cho Esomeprazol. Chii yéu diéu tri trigu ching va hé trg. Thén
tdch mau khong c6 tac dyng téng thai trir thuSe vi thube gan nhiéu vao protein

Bao quéan : Naikhd, nhiét dd dudi 30°C, tranh dnh sdng.

Thuéc san xuiittheo TCCS

Han diing : 36 thang ké W ngay san xudt.

Thuéc nay chi ding theo ddn ctia thily thudc
PE XA TAM TAY TRE EM

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si

CTY CP SX - TM DUQC PHAM BONG NAM
L& 2A, dudng 1A, KCN Tin Tgo, P. Tdn Tao A, Q. Binh Tén, TP. HCM.
DT : (08)37541748 - 37541749, FAX : (08)37541750
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TG HUGNG DAN SU DUNG THUOC

ORIESO
Vil Aang tan tiong rugt
Cdng thic :
L v ORIESD 20 my chals :
Esomeprazol dang v nang bas tan tronp najt
g ung 1 (dudi dang Meprazel magnosi chydray

Td duic : Sugar spheres, Mannitol, Sodium carbonate, Methacryic Acd Lo
phosphate, Sodium leuryl sulphate, i etylphthalate, TWeen, Sodum b
&I vl DRIESO 40 my chda © |
Esomeprarel dang vi nang ba tan trong rudt
of (gl dang magnes! dihydrat) ... g
T dape : Sugar spheres, Mannissl, Sedium carbonate, Takc, Titan dioryd, HPMC E5, Disodum hydiogen ortho phodphate, HPMC HP 55, Acetyd
akohat

itan iogyd, HPMC, Disodum hydrogen ciihg

Telnh bly ©
VI vidn, bip 2 W, hip 4 o, hip B 33, hidp 8 vl v hip 10,
W10 vidn, hikp 3 o, bpp B 91, hép 10
Chad 28 vidn, Chal 100 vién, Chad 200 vidn vk Chad 500 vidn.

Dugs dlag hoe :
Esomaprazel hip thu nhank a4 khi udng, a3t nbeg b cao ahll rong huyl ideg sau 1 = 2 ghd, Sinh khe dyng cla esomeprare ting n heo
By ding v khi ding nhic lal, dn! khodng 8% Khi adng Bdu 20 mg VA B9% khi ding Bu 40 mg. This &n Wm chim vi gilm hip o
Esomaprazel, difn tch cudl dudng cong (AUC] sau khi ufng 1 By duy nhilt Esamaprazcl 40 mg viko 08 n 30 voi e 65/ glm & 33% dda 53%.
Do 04 Esomepearol phill ufag A nhdt 1 g4 tude bda kn. Kholng 97% Escmeptazcl gin vao protein huydt biang. Thi Bch phila b6 khi néng 80
e 6 dinh & ngudi finh trang khde manh 1 16 B Thude chuyfn hoa chi yhu § gan ahd mopnzym GYP2C19, B enzym cytochrom Pus. BIanh
cdo chilt chuydin hoa hydraxy vk desmethyl kiving con hogt tinh. Philn con lgi duge chuydn hoa qua iscenzym CYPIAL ANk Escmoprarct sullen,
KRl diing nhic L, chuylin héa buds dku qua gan vi &b Bank Bl cda thubc gim, ob thé do isoenzym CYPIC 19 bi de chi. Tuy rtidn, khing oo
R tugng tich K0y thuse khi dimg mdi ngdy 1 1n. & mit 8 ngudi W TWEy CYP2GID do di truyén (15 - 20% agudi Chdu A), ndn lm chim chuydn
hia Escenoprazol, din 6n gl 19 AUG t4ng cao khoding 2 Min 50 vl nguoi o6 &0 erzym. Wia 604 Biki ) loag byl luosg 1 - 1,5 g, Khodng
B0% By wng duge Bl i dudi cde ehdt ehuyén hoa khng c6 hoat tiah treng nude Béu, phin con ki dugc thdi B tong phin. Dudi 1%
chiit mg duge Bl tnd ftrong nudc Bhu. O ngudi suy gan ndng, gid i AUC @ tnh Irang n dint canhon 2 - 3 160 so vai ngudi 0o chidic ndng gan binh

Swidag. vl viy phii gidm Bdu E & nhdng ngudi binh ndy, biu alng khing qud 20 mg mat rgay.
Dugs déng hoo ola Essmoprazed & ngubi dud 18 nabi chaa Suge nghibn elu
Duge We hos
Esomeprazal I dang d8ng phin S olia esomeprazol, dugc dbng hiong B nhel emeprazol trong dhu b k061 da diy = 14 tring va Bnh trp ngugc
o iy - Bge quka,

Esamopdaral phn val H'/K' - ATPase (c6n gol 1o bom pioton) & 1 bao inh clia da day, Jc ché dic higu b Bfng onzym ndy, ngin chn butc
cudl cdng cda sy bl Bl ackd v 1ng da. dhy. Vi vy Esomaeprarol o tie dung 0¢ chi da ddy Bt atid oo bl vl ¢d khi b kich ich do bt iy tic
nhan pdo
Chl djh =
Livét 83 diy - th tring lanh tah.
Hd chiing Zolinger - Elison.
Binh trko ngudc dp diy = thyc quin ning (vim thye quin ot xude, et hode thit hop duge 2ae dink bling ni 824),
Fhéng v dbu irf iod1 dg diy = t trikng de ding thulc ching vt knong sbersid
Chéing ehl dinh =
Cut min chm vai cae Buds do chll bam proton hode qul min chem voi b8t ed thinh phin nbo cda ibude,
Lifus iigng vi cdch diing :
Esomeprazol dugs 6009 dudl d4ng mull magheshsm hodc nald, nhung Bu duge tinh theo Esomeprarol.
Esomaprazol khdag &0 giah tioag mél trding acid, ndn phil wlng thudc dudi dang vin nang chila cic hat bao tan trong rudt 0f kivdng bi pha hy
& oy dity vk thing minh khi dyng. Phdi nugt ol vidn thide, khiing dusic nghidn nhd hodic nhal, Tuy nhiin, ndu ngudi bnh khd rudl, cé B md wén
nang. & 1 1 cic hat Bubc bia tong Aang vio M1 thia cash nude dun 84l 08 ngudd hodc nude Lo, nudc cam va rudt ngay lip bic,
Lidku c0ng evo nguidi kda =
Uding Budc & mhit mil gid tide bita kn,
Didu tr) ko8 @y ddy — U tring o6 Mpkeobacter pyion - Escenaprazel 1 mbt hank phin rong phit 86 dWu iri cdng vai khang ssh, W dy phac
&4 3 tudc (clng v W L mdi lin 20 mg. ngdy 2 lin trong 7 aphy, hode mdl aghy md1 1n 40 mg
tong 10 ngly, (Amoxicitia mbl lin 1,09, ngdy 2 Mn vb clanmromycia mbi ln 500 mg. ngay 2 lin troesg 7 hary 10 nghy ).

Difu tr) bhnh trho nguge da diy = Bye quikn ngng e vibm e quin ; USng m3l nghy mat 1 20 - 40 mg beag & - B tuln, o6 14 ubng
mdm 4 - 8 twlin nda ndu wlhn con trifu chitng hode tifu Pebn of e vim goa mol scl

Eu rf duy trl sau khi ¢ kivbl vidm e qalin : Ueg mbi ngdy mét idn 20 mg, <6 = ke dai il 6 thang.

Dy phiing lodt da diy 3 nhing ngudl o6 nguy ¢d cao v bilin chung & da ddy = th rdng. nbwng e yiu chu phli Slp e dau i) blng Muds
chding vibim khbng ateroid : Ung mdl ngdy 20 mg.

Diku 1) bynh ko nguds da diy = thye quin cd gy ching shung khdng b vim thye quiln ; Uling m3i ngiy mét tin 20 mg rong 4 tudn, &6
thé 1bng mom 4 hafin nda Al cde tdu chdng chua khdl hadn tedn.

Bibu b lobt O OBy S0 GUn) Bwde ching vidim kbing slercsd : UWeg mbi ngdy mbt in 20 mg trong 4 - & talin,

Bidu rf il chiing Zolinges ~ ERiscn : Ty Moo ¢ thi vl mic 69 ting 661 acid cda dich da diy, B6u ding mBi ngdy cac hon 11ong cie initing
hap khie, dong mit lin hode chia lim 2 ln tong ngdy. Khi tiu chang dB iofim sodt duge, co thé dung phll thudt of chiu, Néu khdng cht
o u Sloe hodn ladn, phil ding thile W dal.
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Mgual suy gan nding khong Bung qud 20 mg mdt ngly.
Khbep chn phil ﬂmuutwmwmnmmwuqu-m=wmmﬁ
Khéag ding thulfe cho tnb em.
The dyng phy ¢
mmwmmpmamwmmwwnﬂmmmw.
Thudng ghp, ADR > 17100
Todn thitn : Dau dhu, chiéng mat, ban ngoedl da
Tabia hda s Budn ndn, nén, diu biyng, Bbu chily, 1o bon, aly hik, kh midng
It pdp, 111000< ADR < 100
Tk thin : Mt méL, mitngd. budn ngl, pht ban, ngla
Rl bogn ] gibe
Hidim glip, ADR = 1/1000
:::n:s.sl.umcmwwwuﬂnmummwnmw«dnmmmym.wm.mﬂlpﬂmmm
-
Thidn kink trung wong : Kich ddog. trlm cdm. & thn cé b8l phye, do glic & nguoi bosh ning
Huét hoo : Ching mit bach el hat, gldm bach edu, gidm s clu.
Gan ; Thng enzym gan, vidm gan, vang da, suy chiie ning gan.
Tibu hda : R loan f gide,
G xuang : Daw khdp, dau o,
THit nka : ViBm Eugm ki,
u.:mmmwmm.-mmnuﬁu%mﬂmu
ocumnilmuo-ﬁdwoualv.u:m&eﬂeﬁibﬂnmwﬂumﬂmnﬁwnﬂmw‘nmwuum
mmmmﬂmnemmmwmmmummwmm
Thin trong khl ding @
ma:mmnﬁmwwmpmm,pumuwmuwwmumwms:mv-imuquu-mumcumwnmw
e, Thgin trgng khi dlng & nguidi b bdnh gan, ngudi mang thal hajc cho con ba.
Phdl min bong khi ding Esomopraol kio dbl vl &b Hﬂyﬂmmﬂﬂr.hﬂﬂumwwngdwﬂmm'l.&h&wdﬁmmn
Pigu qul chuia duge xdc dinh. Thulkc khong duge khuyén cao d0ng cho i em,

Tulong the thube :
Do de chif bl 56t acid, Exomoprazel lhm ting pH da diy, hnh hudng ofn sinh khi syng cla chc thulc hip Bw phy o pH - Retozonazcl.
madl silt, goin.
Ding B8ng 51 Escmaprazol, clasithomycin vl amexicia lim ting ndap 0 prazel v 14 - bydeeay Eiong M.

Esomeprazol 14003 Ue Sudc 8409 hoe vel cae Tubc chuyén hoa bl h enzyme cylschiom Pus isssnzym CYRICIS & gan. Dung abeg mai
qumuummnmﬂnanwmwd-wm. \

Tic dyng khi vin hiah miy més thu xe : chua oo bio cdo
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