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TO HUGNG DAN SUDUNG THUOC:

Rx: Thuée ban theo don GMP - WHO

Vién nén bao phim tan trong ruot

ESOMEPTAB 40MG
Cdng thirc : Méi vién nén bao phim tan trong ruét chia:
Esomeprazol magnesium dihydrat.............cc.oovoee..... 43,40 mg 3
(tuong duong Esomeprazol 40 mg)
Téd duoe......c.... V@ oo, 1 vién nén bao phim tan trong ruét ":

(Manitol, DST, PVP K30 HPMC E;, PEG 6000, Eudragit L100, Talc, Titan dwxyd TEC,
Quinolein yellow lake, Ponceau 4R lake, Erythrosin lake)
Chi dinh:
* Nguoi lon:
- biéu tri bénh loét da day - t4 trang.
- Phong va diéu tri loét da day - t4 trang do diing thuéc chéng viem khong steroid.
- Phong va diéu tri loét do stress.
- Bénh trao nguoc da day - thue quan.
- Hoi ching Zollinger - Ellison.
- Xuat huyét do loét da day - t4 tring nang, sau khi diéu tri bang noi soi (d€ phong xuat huyét t4i
phat).
- Két hop véi phic d6 khing khudn thich hop dé diét trix Helicobacter pylori trong diéu tri bénh loét
ta trang do Helicobacter pylori gy ra.
*Tré em tir 12 tudi tré lén:
- Diéu tri bénh trao ngugc da day - thuc quan.
- Két hop v6i khéng sinh trong diéu tri loét té trang do Helicobacter pylori gay ra.
Liéu luong va cdch diing:

Cdch ding: Esomeptab 40mg nén udng nguyén vién thudc, khong dugc nhai hoac bé nhé. Usng

trude khi an it nhat 1 gio.
Liéu ding cho nguoi lon:

- Hoi ching trao nguge da day - thuc quan: DE diéu tri bénh trao nguoe da day - thuc quén, liéu

khoi ddu khuyén dung 13 40mg/ ngay. C6 thé kéo dai trén 4 - 8 tudn d6i véi bénh nhan khong lanh

bénh sau 4 -8 tudn diéu tri.

- Bénh loét da day - td trang do thudc ch6ng viém khong steroid: Liéu yéu cdu la 40mg x 1 ldn/ngay

trong 4 -8 tudn diéu tri.

- Diéu tri hoi ching Zollinger - Ellison: Liéu khéi ddu khuyén cdo clia esomeprazol 1a 40mg, 2
lin/ngdy. Sau d6 diéu chinh liéu theo dép (g ciia timg bénh nhan va tiép tuc diéu tri khi cdn chi dinh
vé mat lam sang. Khi tri¢u ching da kiém soét dugc, c6 thé ding phiu thuat dé cit u. Néu khong cit
bo u duge hoan toan, phai dung thuéc lau dai.

- Diéu tri loét da day - t4 trang do nhiém Helicobacter pylori: 40mg esomeprazol/ ngdy, diing trong
10 ngay (két hop véi khdng sinh amoxicilin 1g x 2 lan/ngay va clarithromycin 500mg x 2 ldn/ngay,
dung 7 dén 10 ngay).

- Ngudi suy than: Khong cén phai giam liéu & ngudi than nhung than trong & ngudi suy than ning vi
kinh nghiém sir dung & nhitng bénh nhéan nay con han ché.

- Ngudi suy gan: Khong cdn giam liéu d6i v6i bénh nhéan suy gan nhe va trung binh. Suy gan nang
¢6 thé can nhéc dung 20mg/ngay.

- Ngudi cao tudi: Khong cdn phai giam liéu & ngudi cao tudi.

Tré em trén 12 tudi: C6 thé ding liéu nhu ngudi 16n.
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' Tré em dudi 12 tuéi: Khong ding thudc cho tré em dudi 12 tudi, vi chua c6 dit liéu vé d6 an toan
va hiéu qua.

Chéng chi dinh:
- Bénh nhan mén cam véi esomeprazol, cdc din chat benzimidazol hay bt cit thinh phén ndo cta
thuée. Khong phoi hop véi nelfinavir, atazanavir.
- Bénh nhan qua min véi céc thude e ché bom proton, tré em dudi 12 tudi.

Thdn trong:
- Truéc khi ding thuéc e ch€ bom proton, phai loai trir kha nang ung thu da day vi thude ¢é thé che
14p tri¢u chimg, lam cham chén dodn ung thw. Than trong khi diing & ngudi bi bénh gan, ngudi mang
thai hoac cho con bii.
- Diing esomeprazol kéo dai ¢6 thé gy viem teo da day hodc tang nguy co nhiém khudn. C6 thé tang
nguy ca tiéu chdy do Clostridium difficile khi ding cdc thudc tc ché bom proton. |
- Khi diing céc thudc e ché bom proton, déc biét khi diing liéu cao va kéo dai (>1 nam), c6 thé [am
tang nguy co gdy xuong chau, xuong ¢ tay hodc cot séng do lodng xuwong. Co ché cla hiéﬁ"’tuqng
nay chua duge gidi thich, nhung 6 thé do gidm hdp thu calci khong hoa tan do tang pH da day.
Khuyén céo dung liéu thap nhét cé téc dung trong thdi gian nhin nhét c6 thé, phit hop véi tinh trang
lam sang. Nhitng bénh nhan c6 nguy co giy xuong do lodng xuong nén diing da calci va vitamin D,
ddnh gid tinh trang xuong va quan ly theo huéng din.
- Ha magnesi huyét (c6 hodc khong c6 triéu chimg) hi€m khi gap & ngudi bénh diing thude te ché
bom proton kéo dai (it nhét 3 thing hoac trong hdu hét céc trudng hop dung kéo dai trén 1 nam).

Thoi ky mang thai:

Chura c6 dir liéu 1am sang vé viéc dung esomeprazol & ngudi mang thai. Cic nghién ctu vé
esomeprazol trén sic vat khong cho thdy thubc cé tdc dong ¢6 hai truc tiép hay gidn tiép trén su phét
trién ctia phoi/thai nhi. Tuy nhién, chi si dung esomeprazol khi that cdn thiét trong thdi ki mang
thai.

Thei ky choe con bii:

Chua biét esomeprazole c6 bai tiét vao sita ngudi hay khong. Khong ¢6 nghién citu nio trén phu nit
cho con bi dugc thuc hién. Vi vay khong nén ding esomeprazole cho phu nir cho con bii.

Tdc dung khéng mong mudn:

Nhin chung, esomeprazol dung nap t6t ca khi sir dung trong thoi gian ngan va/hodc thoi gian dai.
Céc phan tmg khong mong muén dugc sap xép theo tin sudt xay ra.
Tac dung phd bién: dau ddu, dau bung, tiéu chdy, buén nén (ké ca trong cdc nghién cu hau mai);
déc tinh vé an toan la tuong ty nhau giita céc dang thudc, cde chi dinh, nhém tudi va cdc quén thé
bénh nhéan; khong c6 méi lién quan gitta téc dung khong mong muén va liéu luong.
Thiomg gap, ADR > 1/100
- Réi loan hé thin kinh: nhite ddu.
- Roi loan tiéu héa: dau bung, tdo bén, tiéu chay, ddy hoi, buén nén, nén.
it gap, 1/1000 < ADR < 1/100.
- Rai loan chuyén hod va dinh dudng: phil ngoai bién.
- R&i loan tam thdn: mét ngu.
- Réi loan hé thédn kinh: chodng vang, ngu ga.
- Réi loan tiéu héa: kho miéng
- Roi loan gan mat: ting men gan
- Roi loan da va mo dudi da: viem da, ngita, ndi min, mé day.
Hiém gap, ADR < 1/1000

- R&i loan mau va hé bach huyét: gidm bach cdu, giam tiéu ciu
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- Réi loan tam than: néng nay, do gidc

R6i loan hé mién dich: phan ting qud mén (s6t, phit mach, phan ing phan vé/séc phin vé).
Rai loan chuyén ho4 va dinh dudng: giam natri mau.

Roi loan tam thén: kich déng, i 14n ¢6 héi phuc, trdm cam

Rai loan hé than kinh: r6i loan vi gidc

R&i loan mét: nhin md

R6i loan ho hép, nguc va trung that: co that phé¢ quan

Réi loan tiéu héa: viem miéng, nhiém candida dudng tiéu hod

Ré&i loan gan mat: viém gan c6 hodc khong vang da

Réi loan da va moé dudi da: héi ddu, nhay cam véi dnh sdng

Réi loan co xuong, mo lién két va xuong: dau khép, dau co

Céc r6i loan t6ng quat va tai chd: khoé &, ting tiét md hoi.

Rdt hiém gép, ADR < 1/10000

R&i loan médu va hé bach huyét: mét bach cdu hat, gidm toan thé huyét céu cdu

|

- R6i loan gan mat: suy gan, bénh néo & bénh nhan di cé bénh gan. \/

Réi loan co xuong, moé lién két va xwong: yéu co ¢
R6i loan da va mé dudi da: hong ban da dang, hoi ching Stevens-Johnson, hoai @Eié‘u bi gay doc
R6i loan than va tiét niéu: viém than mo ké

Réi loan hé sinh san va tuyén vi: ni hod tuyén vi

"Thong bdo cho bdc sy nhiing tdac dung khong mong muon gdp phdi khi diing thuéc”

Hudng ddn cdch xit tri ADR :

Phai ngimg sir thudc khi ¢6 cdc biéu hién tdc dung khong mong muén nang.

Tuong tac thuéc:
* Tde dong ciia esomeprazol trén duoce dong hoc ciia cdc thudc khdc
- Do trc ché bai tiét acid, esomeprazol 1am tang pH da day, anh hudng dén sinh kha dung cla cic
thuoce hidp thu phu thudc pH (tic lam giam su hip thu): ketoconazol, itraconazol.
- O nguoi tinh nguyén khoe manh, khi ding 40mg esomeprazol chung véi cisaprid, dién tich dudi
dudng cong biéu dién nong do cisaprid trong huyét tuong theo thdi gian (AUC) tang 1én 32% va thoi
gian bdn thai cisapride kéo dai thém 31% nhung néng dé dinh cisapride trong huyét twong tang lén
khong déng ké.
- Esomeprazol tic ché CYP2C19, men chinh chuyén hod esomeprazol. Do viy, khi ding chung
esomeprazol véi cdc thude chuyén héa bing CYP2C19 nhu diazepam, citalopram, imipramin,
clomipramin, phenytoin, ... néng dé cdc thudc nay trong huyét tuong c6 thé tang va cdn giam liéu
dung. Diéu nay cdn dac biét chi y khi ke toa esomeprazol cho diéu tri theo nhu céu.
- 0 nguoi tinh nguyén khoé manh, sir dung déng thoi omeprazol (40mg, 1 lin/ngay)
va atazanavir 300mg + ritonavir 100mg lam gidm ddng ké néng do va thoi gian ti€p xic atazanavir
(giam AUC, Cmax va Cmin khoang 75%). Tang liéu atazanavir dén 400mg da khong bi trir tic dong
cta omeprazol trén néng do va thdi gian ti€p xic atazanavir. Khong nén phéi hop cdc thude e ché
bom proton, ké c4 esomeprazole véi atazanavir.
- Esomeprazol da dugc ching minh la khong ¢6 tde dong dang ké vé 1am sang trén duogc dong hoc

cta amoxicilin, quinidin.
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*Tdc dong cia cdc thudce khdc trén duoc déng hoc clia esomeprazol

- Esomeprazol dugc chuyén hod bdi CYP2C19 va CYP3A4. Khi diing déng thdi esomeprazol véi
mot chét Gc ché CYP3A4, clarithromycin (500mg 2 1dn/ngay) lam tang gdp doi dién tich dugi duong
cong (AUC) ctia esomeprazol.
Qud liéu va xu Iy:
Tri¢u chimg: Khi dung li€u cao t6i 280 mg, céc triéu ching duge mé ta lién quan dén dudng tiéu hba
va tinh trang mét moi.
Diéu tri: Chua ¢ thudc gidi doéc dac hiéu cho esomeprazole. Vi esomeprazole lién két manh véi
protein huy€t trong nén khong thé duoc loai bo dé dang bang phuong phép thdm tich. Khi qud liéu
xay ra, cht yéu 1a dung bién phap diéu tri triéu chitng va diéu tri hé tro.
Duoc luc hoc:

Esomeprazole la chat trc ché bom proton lam gidm tiét acid da day béng cdch e ché chuyén biét
enzym H'/K'-ATPase tai t€ bao thanh ctia da day. Esomeprazole la déng phan S clia omeprazole,
dugc proton héa va bién déi thanh chat (c ché ¢6 hoat tinh trong moéi trudng acid & t€ bao thanh,
dang sulphenamid ty do. Do tic dong chuyén biét trén bom proton, esomeprazole ngan chin budc
cudi cung trong qud trinh san xudt acid, qua d6 lam gidm do acid da day. Tac dung nay/phu thuoc
vao liéu ding mbi ngay tir 20 dén 40 mg va dua dén su tc ché tiét acid dich vi.

Tac dong lén su tiét acid dich vi:

Sau khi ding liéu uéng esomeprazol 20mg va 40mg, thu6c khéi phat tic dung tqfﬁ;é“vbng 1 gio.
Sau khi dung lap lai liéu esomeprazol 20mg, 1 l1dn/ngay trong 5 ngdy, su tiét acid t6i da trung binh
sau khi kich thich bang pentagastrin gidm 90% khi do & thdi diém 6-7 gio sau khi ding thude &
ngay thi 5.

Sau 5 ngay dung liéu udng esomeprazol 20mg va 40mg, do pH trong da day > 4 da dugc uy tri
trong thoi gian trung binh tuong tng la 13 va 17 gid trong vong 24 gity & bénh nhén trao nguge da
day thue quan c6 triéu chimg. Ty 1& bénh nhan duy tri d6 pH trong da day > 4 t6i thiéu trong 8, 12
va 16 gio twong tmg la 76%, 54% va 24% d6i véi esomeprazol 20mg va 97%, 92%, 56% déi véi
esomeprazol 40 mg.

Khi ding AUC nhu mot tham s6 dai dién cho néng d6 thude trong huyét twong, ngudi ta da ching
minh dugc c6 moi lién hé giita su e ché tiét acid véi néng do thube va thoi gian tiép xdc.

Tac dong tri liéu cua sy irc ché acid:

Khi ding esomeprazol 40mg, khoang 78% bénh nhan viém thue quan do trao nguge dudge chita
lanh sau 4 tudn va khoang 93% duoc chifa lanh sau 8 tudn.

Diéu tri bang esomeprazol 20mg, 2 14n/ ngay va khéng sinh thich hop trong 1 tudn da diét trir
Helicobacter pylori thang cong & khoang 90% bénh nhén. Sau khi diéu tri diét trir trong 1 tudn,
khong cdn diing thém thu6c khdng tiét acid don tri liéu dé chita lanh loét va gidm triéu ching &
bénh nhan loét t4 trang khong bién ching.

Cac tac dong khac ¢6 lién quan dén su e ché acid:

Diéu tri bang thuéc e ché bom proton c6 thé lam tang nhe nguy co nhiém khudn dudng tiéu héa
do Salmonella va Campylobacter, va c6 thé 1a Clostridium difficile trén bénh nhan noi tra.

Trong hai nghién cttu diing ranitidin nhu 1a thuéce so sdnh, esomeprazol chimg to ¢é hiéu qua tét
hon lam lanh cdc vét loét da day & bénh nhan dang ding NSAID, ké ca thu6c NSAID chon loc trén
COX-2.

Trong hai nghién cttu cé déi chimg véi gia duge, esomeprazol cho thily ¢6 hiéu qua t6t hon trong
viéc ngin ngira loét da day va t4 trang & bénh nhan diing thuée NSAID ( ¢6 dé tudi > 60 va/hodc bi
loét trude do) ké ca thuse NSAID chon loc trén COX-2.

Duoe dong hoc:
Esomeprazol dugc hip thu nhanh sau khi uéng, néng do dinh trong huyét tuong dat dugc

sau 1-2 git. Sinh kha dung ctia esomeprazol gia tang theo liéu lugng va su dung lap lai, khoang
68% va 89% dai véi liéu lan luot 1a 20 va 40 mg.

53 S8
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- Thifc dn lJam cham va lam gidm do hdp thu cla esomeprazol, nhung lai khong 1am thay déi ding
ké tac dung clia esomeprazol lén do acid clia da day. Esomeprazol lién két véi protein huyét tuong
khoang 97%. Thudc dugc chuyén héa manh & gan béi cytocrom P450 isoenzym CYP2C19 thanh
dang chat chuyén héa hydroxy va desmethyl khong con téc dung trén su tiét acid da day. Phdn con
lai duge chuyén héa bdi cytocrom P450 isoenzym CYP3A4 thanh esomeprazol sulfon. Véi liéu lap
lai, c6 sy giam chuyén héa qua gan 14n ddu va do thanh thii toan than, cé thé do su e ché
isoenzym CYP2C19. Tuy nhién, khong c6 su tich lily khi ding méi ngay 1 I4n. Thoi gian ban thai
huyét tuong khoang 1,3 gid. Hiu hét 80% cta liéu uéng duoc dio thai & dang chét chuyén héa
trong nude tiéu, phén con lai duge dao thai qua phan.

Bénh nhan suy giam chifc nang cic co quan:

- Su chuyén héa cia esomeprazol ¢6 thé bi suy giam & bénh nhan r6i loan chifc nang gan tir nhe
dén trung binh. Téc d¢ chuyén héa gidm & benh nhan 16i loan chitc nang gan ning, din dén lam
tang gdp doi AUC ctia esomeprazol. Vi vay, khong diing qu4 liéu t6i da 20mg & bénh nhan réi loan
chic nang gan nang. Esomeprazol hodc cdc chét chuyén héa chinh khong c6 khuyr&%uéng tich
lily khi diing 1 ldn/ngay. \

- Chua ¢6 nghién cu nao duge thuc hién trén bénh nhan giam chiic nang than. V‘v’t_ﬁa’r{ chiu trach
nhiém trong viéc bai tiét cdc chit chuyén héa ctia esomeprazol nhung khéng chiu tL&Ch nhiém cho
su dao thai thude dusi dang khong déi, ngudi ta cho 13 su chuyén héa ctia esomeprazol khong thay
d6i & bénh nhan suy giam chiic ning than.

Tré em tir 12 - 18 tudi:

Sau khi sit dung liéu lap lai 20mg va 40mg esomeprazol, téng néng do, thoi gian tiép xic (AUC)
va thoi gian dat néng d6 t6i da trong huyét tuong (t,;) & tré 12 - 18 tudi twong tu nhu & ngudi 16n
doi v6i cd hai liéu esomeprazol.

Tdc dong cua thudc khi ldi xe va vdn hanh mdy méc:

Chua ghi nhan duge bat ky tdc dong ndo, tuy nhién cén than trong sir dung thuéc cho ngudi lai
xe va van hanh may méc vi thuée cé thé gay nhitc ddu.

Qui cdch dong géi:  Hop 2 vi x 7 vién nén bao phim tan trong ruot;

Hop 3 vi x 10 vién nén bao phim tan trong ru6t;

Hop 10 vi x 10 vién nén bao phim tan trong ruot.

Bdo quan: DE noi kho rdo, tranh 4nh sdng, nhiét d6 khong qua 30°C.
Han diing: 24 théng ké tir ngay san xudt.
Tiéu chudn : TCCS
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46 PUONG HUU NGHI -PHUONG BAC LY - TP PONG HOI - TINH QUANG BINH
DT: 052.3822475
Fax: 052.3820720
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Ngay 20 thdng 01 ;:dm 2016
CONG TY CP-DEG RHAM QUANG BINH
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