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R_Thuéc nay chi ding theo don thuic

ESOMEPRAZOL 40 - HV

Vién nang cirng esomeprazol 40 mg
Pé xa tam tay tré em
Poc ki hwéng din sir dung trwée khi ding

Thanh phan
M&i vién nang cimg chira;
Hoat chat: Esomeprazol (diedi dang vi hat esomeprazol magnesium dihydrat bao tan trong rugt) 40 mg
(* Thanh phan vi hat esomeprazol magnesium dihydrat bao tan trong rudt gom: Esomeprazol
magnesium d:h}rdrat Hypromellose (HPMC ES5), Mannitol, Sucrose, Crospovidone, HPMC
phthalate, Dlﬂth}i phthalate)
Dang bao ché: Vién nang cimg chira vi hat bao tan trﬂn_g ruot.
Phan loai: ESOMEPRAZOL 40-HV la thude khéng tiét acid da day, thudc nhém thude chong
loét da -dﬂ"-" rudt theo co che trc ch-.: bom proton.
Dic tinh duwgce lye hoe va co ché tic dyng
ESOMEPRAZOL 40-HV chira esomeprazol la dang dong phin S cia omeprazol, dugc ding
twong ty nhu omeprazol trong diéu trj loét da day —té trang, bénh trdo ngugc dﬂ day - thire quan
va hm chimg Zollinger — Ellison. Esomeprazol gin véi HY/K'*-ATPase (con gl;u 14 bom proton)
o t-:: bao thanh cua da day, 1am bét hoat hé thong enzym nay, ngin can budc cudi ciin g ciia sir bai
tiét acid h}rclmclnrld vao long da day. Vi vy r:sam-:prazul coO tac dung 1rc ché da diy tiét lrgng
acid co ban va ca khi bj kich thich do bat k¥ tic nhan nio. Thubc tic dung manh, kéo dai.
Cic thuoc trc ché bom proton ¢O téc dung irc ché nhung khéng diét trir duge Helicobacter py.l’ﬂrn
nén phai phoi hop véi cde khang sinh (nhu amoxicilin, tetracyclin va clarithromycin) méi c6 thé
digt trir ¢ higu qua vi khudn nay.
Trong hai nghién cilru so sanh hoat tinh v&i ranitidin, esomeprazol u:hq:- thdy téc dung tot trong
chira bénh loét da day & nhimg bénh nhén sir dung NSAIDs, bao gum ca NSAIDs ¢6 chon loc
trén COX-2.
Trong hai nghién ctru véi gia duge, esomeprazol cho thiy tac dung tut trong viéc phong chong
viém loét da day va ta trang & bénh nhén sir dung NSAIDs (trén 60 tudi vi/hodc c6 tién sit loét),
bao gom ca NSAIDs c6 chon loc trén COX-2.
bic tinh dwgce djng hoc
Hap thu: Esomeprazol duge hip thu nhanh sau khi uéng, nong dj dinh trong huyét tuong dat
duge sau 1-2 gi¢. Sinh kha dung cua e.snmu:prazul ting lén theo liéu ding va khi ding nhic Im
dat khodng 68% khi diing lieu 20 mg va 89% khi diing liéu 40 mg. Thirc dn lam u:ham va giam
sir hap thu, di¢n tich dudi dudmg con L (AUC) sau khi uong 1 liéu duy nhét 40 mg vao bira in so
vl lac doi giam tir 43% — 53%. Vi vay uong esomeprazol 1 giér truée bira dn,
Phdn bo: Khoang 97% esomeprazol gan két véi protein huyét trong.
l’."huyen hoa: Esomeprazol duge chuyén héa ring rdi & gan nhor hé thong cytochrome P450
isoenzym CYP2CI19 thinh cic din chat hydroxy va desmethyl khéng hoat tinh. Phén con lai
chuyén hoa qua isoenzym CYP3A4 thanh esumﬂpraznl sulfon. Khi diing nhéc lai, chuyen hoa
budc dau qua gan va 4§ thanh thai ciia thuée g1im co rhe do i isoenzym CYP2C19 bj trc ché. Tuy
nhién khong c6 hién tugng tich lily khi ding ngay 1 lan, O mot s0 ngudi chiu A (15-20%) vi
thiéu i isoenzym CYP2C19 do di truyén nén lam r:harn sy EI'H.I}"E:H hoa csnmcprazﬂl dén AUE
ting 1én 2 lan so voingudich direnzym. ——
Thai true: Thon gian ban thai cua esomeprazol khodng 1,3 gid, khodng 80% liéu uong thai trir
dudi dang céc chét chuyén héa khong huat tinh trong nwde tiéu, phin con lai thai trr qua phén.
Du6i 1% chit me duge thai trir trong nude tiéu.
Bénh nhdn suy gan: O ngudi suy gan nging, gid trj AUC ¢ tinh trang on dinh cao hon 2-3 lan so
véi ngudi c6 chire ning gan binh thudmg, nén phai giam lieu cho cic doi twgng nay va khéng nén
ding qui 20 mg mdi ngay.
Benh nhan suy thian: Chua c6 nghién ciru duge thyre hién & nhimg bénh nhén suy thén. Do thén
chiu trach ﬂ.hll.,’.m cho sir bai tiét cic chat EhU}’EIl hoa cua esomeprazol nhimg khéng chiu trich
nhlém cho viéc loai bo chit me nén S chuyen hoa clia esomeprazol du kién sé khéng thay ddi &
bénh nhén suy than.
Ngweéi cao tuoi: Chuyén hoa ciia esomeprazol khong tha},r dbi dang ké & ngudi cao tudi (71-80 tudi).
Tré em (12- J'S fuoi); Sau khi tiém liéu 1dp lai 20 mg va 40 mg esomeprazol, tﬁng AUC va tho
gian dé dat nung d6 thude trong huyét tuong toi da (tmax) d6i véi tré tir 12-18 tudi 13 trong i
nhur & ngudi 1om, trong (g vidi cd hai liéu esomeprazol.
Duge dong hoc ¢ ngurdi dudi 18 tudi chura duge nghién cir.
Chi dinh
ESOMEPRAZOL 40-HV dugc chi dinh trong nhiing trudmg hop:

- Hi chimg trédo nguge da day — thyre quan.
- Bénh loét dﬂ day - ta trang.
- Phiji h:;-p v cac thude khang sinh phil hop khéc dé diéu tri hodic du phéng téi phat loét da day,
td tring ga}' ra do Helicobacter pylori.
- Phong ngira va diéu tri loét da day — ta tring giy ra do thu6e khing viém khéng steroid.
- Tang tiét acid da day, bao gom hdi chimg Zollin ger-Ellison,
Ehﬁng chi djnh:
Man cam véi esomeprazol, cic benimidazol hodic bat ky thanh phén ndo cua thube.
Khéng phoi hop véi nelfinavir, atazanavir.
Liéu lwgmg va cich diing
Liéu ding va thoi gian ding thube cho timg truémg hop cu thé theo chi dinh ctia béc si didu tri,
Liéu ding thong thuémg nhu sau;
Hpi chirng trao ngupc da day — thue F"M Liéu I:hm diu khuyén diing trong dié iéu tri bénh trio
ngugc da day — thare quan 13 tr 20 dén 40 mg mm ngdy, c6 thé kéo dai trén 4-8 tuan d6i v
nhimg bénh nhin khéng linh bénh sau 4-8 tudn diéu trj.
' Tr:::ng truong hop duy tri hay bénh khong co triéu chimg x6i mén thyre quan, o thé diing liéu 20
mg moi ngay.
Bénh loét a'.;r day — ta trang co Helicobacter pylori: Trong liéu phap h:;: ba két hop véi
amoxicillin va clarithromyein, liéu thudmg diing 1a 20 mg esomeprazol x 2 lan/ ngay trong 7
ngay hodc esomeprazol 40 mg x 1 lan /ngay frong 10 ngay.
Bénh loét da diy — td trang do thuic khdng viém khong steroid: Liéu yéu ciu 1a 20 mg hoidc
40 mg x 1 lan /ngay trong 6 thang.
Bénh nhan tang tiét acid da day, bao gam hii chirng Znﬂmger‘Eﬂrsan Liéu ban diu duge
khuyen cio 1a 40 mg esomeprazol x 2 Imﬂnga}f Sau d6 liéu luong nén duge diéu chinh theo
co dia cia timg bénh nhén va nep tuc diéu trj theo chi dinh 1im sang. Dya trén céc dir lidu
lam sang da dugc nghién ciru, da s0 bénh nhén ¢6 thé dm;r:; kiém sodt trigu chimg bénh & mirc
liéu tir 80-160 mg EEI}HIEPI'ELZDI hang ngay. Vi liéu trén 80 mg mdi ngay, liéu ding nén duge
chia lam 2 lan/ ngay.



Bénh nhén suy than: Khong can diéu chinh liéu doi véi bénh nhan suy thahtisd/varag:gom/grug
kinh nghiém diéu tri & bénh nhin suy théin niing con han ché, nén cin thin trong theo doi trén
d6i tugng nay (xem phan dirge d‘-;:w,g hoc o bénh nhdn suy thin).

Bénh nhén suy gan: Khong cin diéu chinh liéu d6i vdi bénh nhén suy gan nhe va vira. Liéu
esomeprazol cho b¢nh nhin suy gan ning khong qua 20 mgfngalf

Ngirdi cao tuoi: Khnng can diéu chinh lidu d6i véi ngudi cao tudi.

T'ré em trén 12 tudi: Diéu tri hoi ching trdo nguge da dﬁy — thure quan: 40 mg esomeprazol x |
lan/ngdy, trong 4 tuan. Liéu trinh diéu trj thém 4 tufin nira duqrc khuyén cdo cho céc bénh nhén
viém thuc quan chua duge chira lanh hodc nhitng bénh nhén cé triéu chimg kéo dai dai ding.
Tré em duwdi 12 tudi: Esomeprazol khong nén duge sir dung & tré em dudi 12 tudi do khong
co dir ligu lam sang.

Udng nguyén vién thuufm, khong duge nhai hay nghién cac vi hat. Uﬁng trude bira an (tot nhat
la trurére bira dn ﬂéng}.

Trudre khi ding thuoe ire ché bom proton, phai logi trir kha niing ung thu da day vi thuée c6
thé che ldp triéu chimg, lam chim chin dodn ung thu.
Thén trong khi diing & ngum b bénh gan, ngurdi mang thai hoiic cho con bil.
Ding esomeprazol kéo dai c6 thé giy viém teo da day hoic ting nguy co nhiém khuén (nhu
viém phodi mac phai tai cfng dong).
Caé the ting nguy co tiéu cha}f do Clostridium difficile khi ding cdc thude ire ché bom proton.
Khi ding cic thuoc {rc ché bom proton, dic biét khi diing licu cao va kéo dai (trén 1 nam),
co thé lam tang nguy co gdy xuong chiu, xwong c6 tay hojic cit song do lodng xuong. Co
ché cia hién tugng nay chura duge giai thich, nhumg co thé do giam hap thu calci khong hua
tan do téng pH da day. Khuyén cdo ding liéu thap nhét ¢6 tac dun g trong théi gian ngdn nhat
¢6 thé, phit hop véi tinh trang 1dm sang. Nhitng bénh nhan c6 nguy co gay xuong do lnﬁng
xuong nen dung du calei va vitamin D, dénh gid tinh trang Xuong va quan 1y theo hmmg
Ha magnesi huyét (co huac khong co tri¢u chimg) hmm khi gép & ngudn bénh ding thuoc trc -::he
bom proton kéo dai (it nhat 3 thang hodic trong hau hét cic trrdng hop ding kéo dai trén 1 nim).
Do thanh phén vi hat c6 chira sucrose nén cdc bénh nhin véi cdc bénh 1y di truyén hmm gip
veé dung nap galactose, hodic thu kém hap thu glucose-galactose khong nén ding thude nay.
Than trong kht sir dung -:h::: bénh nhar. bj bénh tiéu dudmg.

C i vi
Thuoc khong gdy anh huwdng trén sy phat trién cua ]:!EI{} thm o nguol va dong vit, tuy nhién
chi nén diing thute cho phu nir mang thai khi thit can thiét, K.hnng nén dung thude cho phu
nir trong thon I{:.r cho con bi. Tr:}ng tnr{mg h:;rp can ding thude thi phai ngung cho con bi.
Anh hwdng cua th l en Kha nang lai xe va vin hinh ma DC
Mgt s trudng hn;up r-:ay ra tinh trang chung mgt nhie diau, choang vang khi sir dung
esomeprazol, do do nén than trong ding thuoe trong khi dang l4i xe hay vin hanh may mée.
Téc dung khéng mong muén (ADR)
Throng gap, ADR =1/100
Toan than: Dau dau, chéng mat, ban ngoai da. :
Tiéu hoa: Buon nén, nén, dau bung, tiéu chay, tio bon, diy hoi, khé miéng.
It gap, 1/1000 < ADR < 1/100
Toan thin: Mét moi, mat ngi, budn ngu, phat ban, ngira, di cam.
Rm loan thy giac.
Hiém gap, ADR < 1/1000
Todn thén: Snt todt mo héi, phii ngoai bién, min cam vii dnh sdng, rung toc, phan (mg qua
man (bao gom may day, phi mach, co thit phe qun, soc phan vé).
Thin kinh trung wong: Kich déng, tram cam, I lin, do gidc.
Ho hﬁp Nhiém khuén hé hap
Huyet hoc: Giam toan thé huyét cau, ting bach ciu, giam bach ciiu, giam tiéu cau.
Gan: Tang enzym gan, viém gan, vang da, suy chirc ning gan.
Tiéu hoa; Roi loan vi gidic, viem miéng.
Chuyén héa: Ha magnesi huyét, ha natri huyét, roi loan chuyén héa porphyrin.
Co xueng: Pau khép, dau co, lodng xuong, giy xwong,
Tiét ni¢u: Viém th{m KE.
N§1 tiet: Chirng vii to & nam.
Da: Ban bong nudc, hr,:u chimg Stevens-Johnson, hoai tir biéu bi nhiém déc, viém da.
Do lam giam d6 acid ctia da day, cac thude tre ché bom proton ¢6 thé 1am ting nguy co nhiém
khudn & dudmg tiéu hoa.
Hurdng dan cdach xir tri ADR:
Phai ngimg thuoc khi c6 biéu hién ADR néng. :
Thong bao cho bac si nhitng tdc dung khong mong muéon gap phai khi sir dung thuoc.
Tuwong tic thude
-Esomeprazol (rc r:h-: Sur tl-:t acid, lam tdng pH da day, vi vy thuoe c6 thé anh huémg dﬂn sinh
kha dung cia mét s6 thude hap thu phy thugce pH nhu: ketoconazol, dlg-::::-:m muoi sit.
-Dung dong théi esomeprazol, clarithromycin va amoxicillin lam ting nong dé esomeprazol
va 14-hydroxyclarithromycin trong méau.
-Et-.ﬂm-:pra?ﬂ] twrong tac duge dong hoc véi cac thuoe c:hu}rr::n hoa baén h¢ enzym cytochrom
P450 isoenzym CYP2C19 & gan.
-Diing dong thdi 30 mg esomeprazol va diazepam lam giam 45% d¢ thanh thai cua dmzepam-
—Esumr:praml c6 the 1am ting nong do trong méu clia saquinavir va lam giam nong d6 cua
nelfinavir va atazanavir thung qua mit co ché chua duge xac dmh ré rang. Do do nén xem
X6t viéc gmm lieu mqumawr Khi dunb L|'|'LII1g vi esomeprazol dé tranh cac tac dung khong
mong muon co thé xay ra cia sagquinavir.
-Esomeprazol lam giam hoat dqng cua cic enzym chuyén hoa Elﬂplﬂ{]gTL] thanh d.gng co hoat
tinh, do d6 lam giam hoat tinh cia clopidogrel, vi viy khuyén cdo chi sir dung két hop hai
loai thuoe nay khi thit can thiét.
-Esomeprazol lam ting nong d6 cia mlustazﬂi v cdc chat 1:]11.1}‘-1‘:11 héa ctia né. Liéu cilostazol
nén duge giam tir 100 mg hai lin m&i ngay thanh 50 mg hai lin méi ngay khi duogc ding
chung vdi esomeprazol.

h xir tri
Chura ¢6 béo céo veé qua liéu esomeprazol & ngudi. Hién chira ¢6 thude giai déc dic hiéu,
trong trudmg hop qua lieu nén diéu tri tri¢u chimg va ding céc bién phap hd tro tong quat.
Thiam tach mau khing ¢ tic dung loai trir thudc.

Tiéu chudn: Tiéu chuan co sé. _
Han diing: 36 thing ké tir ngdy san xuat.
Bio quan: Bao quéan thuoc & noi kho thoang, nhiét d¢ dudi 30°C, tranh anh sang.

HE& sdn xuft:
CONG TY CP US PHARMA USA

Bja chi: L6 Bl- 10, Buéng D2, KL’JN Tay Bic Cu Chi, TP. Ho Chi Minh
Moi thic mic va thing tin chi tiét, xin lién hé vé s dién thoagi 028 37908860 — 028
37908861, Fax: 028 37908856




