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HUGNG DAN SU DUNG THUOC CHO NGUOI BENH

Rx ®
ESORAGIM 40

Thude bsn theo don
Doc ky hwéng din siv dung truée khi dung M

Dé xa thm tay tré em
Thong bao ngay cho bic s§ hodc dwge s§ nhirng tac dung khéng mong muén gip phai khi sir dung thude
Khéng dung thuoc qua thoi han sir dung ghi trén nhin

Thanh phan: MJi vién nén bao phim tan trong rudt chira:

Esomeprazol magnesi trihydrat tvong dwong Esomeprazol ................... 40 mg
TROUOE T x5 0 5.5 50 5 it 5. s e o it g 6 0 5 g PSP 1 vién
(Microcrystallin cellulose 112, Low-substituted hydroxypropyl cellulose, Magnesi oxid, Tablettose 80,
Colloidal silicon dioxid, Natri stearyl fumarat, Methacrylic acid copolymer, Hydroxypropyl methylcellulose

606, Povidon K64, Diethyl phthalat, Polyethylen glycol 4000, Titan dioxid, Talc, Polyethylen glycol 6000,
Polysorbat 80, Oxid sat do).

MG ta sian phim:

Vién nén dai, bao phim tan trong rudt, mau h(‘”)ng, mot mat tron, mot mat c6 gach ngang, kich thude 17,5
mm X 8§ mm.

Quy cach déng géi: Ep vi nhom-nhom, vi 10 vién, hop 03 vi.
Thudc ding cho bénh gi:

Esoragim 40 chira Esomeprazol, mot chét ¢ ché bom proton lam giam sy bai tiét acid da day.

Esoragim 40 dugc sur dung dé diéu tri trong céc truong hop sau:

Nguroi lon:

Bénh trao nguoc 512_1 qay - thue quan ning. Day 1a mét chirg bénh trong d6 acid tir da day di ngugce trd vao
thue quan (6ng noi co hong va da day) gay dau, viém va ¢ néng.

Loét da day — ta trang do bi nhiém vi k~hu§n Helicobacter pylori. Néu ban bj trudng hop nay, bac sy c6 thé
ké don thuoc khang sinh dé diéu tri nhiém trung va gitp cho céac vét loét mau lanh.

Esoragim 40 ciing c6 thé dugc sir dung dé ngan ngira viém loét da day — ta trang néu ban dang ding NSAID
(thude chong viém khong steroid).

Qué nhiéu axit trong da day gy ra bdi mot sy phat trién trong tuyén tuy (hoi chimg Zollinger-Ellison).

Tré em tir 12 tuéi tro Ién:

Bénh trao nguoc da day - thuc quan c¢é viém thuc quan.

Nén dung thudc nay nhw thé nao va liéu lwong:

Cach dung: Uéng thudc it nhét 1 gid true bira an va nén nudt nguyén vién thude véi nude, khong duoce
nhai hay nghién nat.

Liéu dung:

Liéu dimg cho nguoi lon:

Pé diéu tri bénh trao nguoc da day - thue quan ning c6 viém thyc quan: 1 vién, 1 lan/ngay, trong t‘hc‘ri gian
tir 4 dén 8 tuan. Néu ton thuong chua lanh hoac van con triéu chimg, bac sy c6 thé cho ban dung liéu tuong
tu thém 4 dén 8 tudn nira. Trudong hop ning, bac sy co thé tang lidu cho ban 1én 80 mg/ngay chia 2 lan.

Pé diéu tri loét da day - ta trang do nhiém,Helicobacter pylori: liéu thuong dung 12 1 vién, 1 lan/ngay trong
10 ngay. Bac sy ciing sé cho ban dung thudc khang sinh nhu amoxicilin va clarithromycin.

Dé ngin ngira viém loét da day — ta trang néu ban dang dung NSAID (thudc chng viém khong steroid): 1
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vién, 1 lan/ngay.

Pé diéu tri qua nhiéu axit trong da day gy ra boi mot sy phat trién trong tuyén tuy (hoi chimg Zollinger-
Ellison):

- Liéu khuyén céo 1a 1 vién/lan x 2 lan/ngay.

- Béc sy s& diéu chinh liéu tiy thudc vao timg ca thé va mirc do ting tiét acid cua dich da day.

DPoi tirong ddc biét:

Néu ban ¢6 van dé vé gan nghiém trong, bac sy c6 thé cho ban mot lidu thap hon va liéu nay khong qua 20
mg/ngay.

Truong hop ban bi suy than hoac tudi cao thi bac sy khong can diéu chinh liéu cho ban.

Liéu dimg cho tré em > 12 tuoi:

Dé dleu tri bénh trao ngugc da day - thuc quan co viém thyuc quan: 1 vién, 1 lan/ngay trong thoi gian 4 tuan.

Neu tén thuong chua lanh hodc van con triéu ching, bac sy c¢6 thé cho ban dung lidu tuong tu thém 4 dén 8
tuan nira.

Khi nao khong nén dung thudc nay:
Néu ban bi di ung voi thudc trc ché bom proton (vi du pantoprazol, lansoprazol, rabeprazol, omeprazol) hay

bat ky thanh phan nao cia thudc.

Néu ban dang dung vdi mot loai thude c6 chia nelfinavir hodc atazanavir (dugc st dung dé diéu tri nhiém
HIV).

Nén tranh ding nhirng thuéc hoic thue phidm gi khi dang sir dung thubc nay:

Hay thong bao cho bac sy hodac dugce sy ctuia ban néu ban dang dung bét ctr loai thude nao sau day:

- Atazanavir va nelfinavir (dugc str dung dé diéu tri nhiém HIV).

- Tacrolimus (cAy ghép co quan)

- Methotrexat (mdt loai thudc hoa :[ri liéu sur dung o lidu cao dé diéu tri ung thu): Néu ban dung lidu cao
methotrexat, bac sy ctia ban cé thé cho ban tam thoi dirng udng esomeprazol.

- Ketoconaz’ol, itraconazol hoac voriconazol (dugc st dung dé diéu tri cac bénh nhiém trung gay ra boi
mot loai nam).

- Erlotinib (dugc str dung dé diéu tri ung thu).

- Diazepam (dugc st dung dé diéu tri lo 4u, gidn co hodc trong dong kinh).

- Citalopram, imipramin hogc clomipramin (dugc st dung dé diéu tri tram cam).

- Phenytoin (dugc sir dung trong dong kinh): Néu ban dang dung phenytoin, bac sy s& can phai giam sat
ban khi bat dau hay ngung diéu trj v6i esomeprazol.

- Thube duge st dung dé 1am lodng méau cua ban, ching han nhu warfarin: Béc sy s& can phai giam séat ban
khi ban bét dau hodc nging udng esomeprazol.

- Clopidogrel (dugc sir dung dé ngan ngira cuc mau dong).

- Cilostazol (dugc Sl:l" dung dé Idiéu tri dau cach lién tuc - mdt con dau ¢ chan cua ban khi ban di bo duoc
gay ra boi mot nguon cung cap mau khong du).

- Cisaprid (str dung cho chiing kho tiéu va ¢ ndng).

- Digoxin (sir dung cho cac van dé vé tim).

- Rifampicin (dugc sir dung dé diéu trj bénh lao).

- Néu bac sy ké don thude khang sinh amoxicillin va clarlthromycm cling nhu esomeprazol dé diéu trj loét

do nhlem Helicobacter pylori, ban phai thong bdo cho béac sy vé cac loai thude khac ma ban dang ding
va diéu nay rét quan trong.

Téc dung khéng mong muén (ADR):
Ciing nhu tat ca cac thude khac, esomeprazol c¢6 thé gdy ra nhiéu tac dung ngoai y mic du khong phai moi
ngudi déu méc phal
Dén ngay co s y té gan nhét néu ban gap phai bat ky dau hiéu dau tién nao sau day cua di ing va sdc phan
v¢: phat ban; kho tho; sung mat, moi, ludi, hoac hong.
Ngung dung esomeprazol va tham van bac sy ngay néu cac triéu chiing sau day xuét hién:
Thuong gap, ADR > 1/100:
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- Toan than: Pau dau, chéng mat, ban ngoai da.
- Tiéu héa: Budn ndn, non, dau bung, ti€u chay, tao bon, déy hoi, kho miéng.
It gap, 1/1000 < ADR < 1/100:
- Toan than: Mét méi, mat ngii, budn ngu, phat ban, ngira.
- Rbi loan thi gic.
Hiém gap, ADR < 1/1000:
- Toan than: S&t, 46 md 1101 phu ngoai bién, man cam véi 4nh sang, phan (mg qua man (may day, phu
mach, co thit phé quan, séc phan ve)
- Than kinh tr ung vong: Kich dong, trAm cam, 1a 1an c¢6 hdi phuc, do giac 6 nguoi bénh nang.
- Huyét hoc: Ching mét bach ciu hat, giam bach cau, giam tiéu cau.
- Gan: Tang enzym gan, viém gan, vang da, suy chirc nang gan.
- Tiéu héa: Réi loan vi giac.
- Co xuong: Dau khdp, dau co.
- Tiét niéu: Viém than k&.
- Da: Ban bong nudc, hoi chimg Stevens-Johnson, hoai tir biéu bi nhidm doc, viém da.
Cin lam gi khi mét lin quén khéng dung thudc:

Uong liéu bi quén ngay lic nhé ra. Néu lidu d6 gan voi lan dung thudc tiép theo, bo qua lidu bi quén va tiép

tuc uong thudc theo dung thoi gian qui dinh. Khong ding 2 lidu cing lic. Khong thay dbi liéu hodc ngung
thudc.

Can bdo quan thuoc nay nhw the nao:
Dé & nhiét do dudi 30°C, tranh am va 4nh sang.
Khéng dugc dung thuoc qua han dung dugc ghi trén nhan.
Thudc phai dugc bdo quan & noi xa tam vai ciia tré em

Nhirng dau hiéu va triéu chirng khi dung thuoc qua lieu:
Chua c6 bao cao ve qua lieu esomeprazol & nguoi.
A 2. By N s 3 A s peA A -
Can phai lam gi khi dung thuoc qua lieu khuyen cao:

Nging dimg thude.
Goi cho béc sy hay dugc sy ciia ban hodc dén co so'y té gan nhat.
Nhirng diéu can thin trong khi ding thudc nay:

Cic tinh trang cén thén trong:

Trudc khi cho ban dung esomeprazol, bac sy cua ban phai loai trir kha nédng ban bi ung thu da day vi thude

c6 the che lap céc triéu chimg, 1am cham chan doan ung thu.

Néu ban c6 vén dé vé gan nghiém trong, bac sy ctia ban s& phai giam lidu cho ban.

Néu ban dudi 18 tudi, bac sy cua ban s€ giam sat ban cén trong.

Néu ban dung esomeprazol dai han (dic biét 1a hon mot nam), ban c6 thé gip nhiing nguy co sau:

- Viém teo da day, tang nguy co nhiém khuan duong tiéu héa, nguy co tiéu chay. Néu ban gap bat ky triéu
ching nao bt thudng vé tiéu hoa, phai thong b4o v&i bac s§ ctia ban cang sm cang tot.

- Tang nguy co gy xuong chiu, xuong cb tay hodc cot séng do lodng xuong. Hiy thong bao cé béc sy cla
ban biét néu ban bi loang xuong hodc dang dung corticosteroid.

- Viém than k&. Néu ban gip kho khan trong viéc di tiéu, phai thong béo ngay véi bac sy clia ban.

- Néu ban dung esomeprazol trong hon ba théng, ban c6 thé bi giam magnesi trong mau. Biéu hién cua
giam m,agnesi trong mau nghiém trong 1]hu' mét moi, co c’L’rn’g co, mé séng, co giat, chong mat va roi loap
nhip that c¢6 thé xay ra nhung nhiing biéu hién nay cé the bat dau am tham va bi boé qua. Néu xﬁy ra bat
ky nhiing tri¢u ching nay, hay thong bao cho lzéc sy ctia ban ngay lap tirc. Bac sy cua ban ¢6 thé cho ban
thue hién cac xét nghiém mau thuong xuyén dé theo doi lugng magnesi trong mau.

- G‘iérr‘l hép thl_} vitamin Bi2. Khi diéu trj 1au dai, bac s¥ cua ban s& giam sat ban cin trong néu ban ¢6 vain
de ve giam hap thu vitamin By,.
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Céc khuyén cio ding thude cho phy nir ¢ thai va cho con bi:

Thoi ky mang thai:

Chi sir dung esomeprazol khi tht can thiét trong thoi ky mang thai va phai duge su chi dinh cia béc s§.
Thoi ky cho con bu:

Esomeprazol c6 kha ning giy ra cac tdc dung khong mong mudn nghiém trong & tré bi me, vi vy hodc
ngung cho con bu hodc ngirng thudc.

Téc dong cia thude dén kha niing lai xe va vin hinh mdy méc:

Chua ghi nhéan thude c6 tac dong nao anh hudng dén ngu‘01 lai xe va van hanh may moc, tuy nhién nén luu y
thude c6 thé gay tac dung phu dau dau, chong mit, budn ngu, réi loan thi giac. Néu bj anh huéng, ban khong
nén lai xe hay van hanh may moc.

Khi nao can tham van bac sy, dwoc sy:

N6i cho bac s§ ciia ban biét néu ban bi di img véi thude (rc ché bom proton (vi du pantoprazol, lansoprazol,
rabeprazol, omeprazol), bat ky loai thudc nao hay bt ky thanh phan nao cia thude.

Trong thoi gian ding thube, can tham van bac sy, dugc sy néu c6 bat ky ddu hiéu hay triéu chimg cua cac
tac dung khong mong muodn.

Néu ban dang mang thai hodc chuén bi c6 thai hoac dang cho con bu: Can than trong khi dung thudc va nén
tham vAn bac sy dé dugc hudng dan dung thude an toan.

Noi rd tinh trang bénh ly vdi bac sy néu ban c6 van dé vé gan, than, lodng xuong, bi magnesi trong mau
thép, ung thu da day hodc cé vin dé vé giam hap thu vitamin By,.

Noi cho béc sy cua ban biét néu ban dang sir dung loai thudc khac, bao gom ca thude ké don va khong ké
don, thudc tir dugce liéu hodc thuc pham chiic nang.

Néu can thém thong tin xin hoi y kién bac sy hodc dugc s§.

Han ding ciia thudce: 24 thang ké tir ngay san xuét.

) ( un;, ty CP Dwge phiom Agimexpharm
)@% 7 Nguyen Thai Hoe, P M¥ Binh, TP, Long Xuyén. An Giang.
e \.m \Udl tai: Chi ph.mh Cong ty CP Duge pham Agimexpharm -
- Nha may san xuit Duge plmm \gnne\ph.um
AGIMEXPHARM [)mmg\u Trong Phung. K. Thanh An. P M§ Théi. TP Long Xuyén. An Giang.
GMP-WHO DT 076.3837300 Fax: 076.3857301

Ngiy xem xét sira doi, cAp nhat lai ndi dung hwéng dan sir dung thuoe: .../.../...

HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

Cac dac tinh dwge lue hoc, duge dong hoc:

Cac dic tinh dwoce lue hoce:

Esomeprazol 12 dang dong phan S ciia omeprazol, dugc ding tuong tu nhu omeprazol trong diéu trj loét da
day - ta trang, bénh trao nguoc da day - thuc quan va hoi chirng Zollinger - Ellison.

Esomeprazol 13 mot chit tic ché bom proton lam gidam sy bai tiét acid da day bang cach gin véi HY/K'-
ATPase (con goi la bom proton) & té bao thanh cua da day, 1am bat hoat hé théng enzym nay, ngan can budc
cu01 clng cta sy bai tiét acid hydrocloric vao long da day. Vi vy esomeprazol ¢6 tac dung i ché da day
tiét luong acid co ban va ca khi bi kich thich do bat ky tac nhan nao. Thudc tac dung manh kéo dai.

Tic dong lén sw tiét acid dich vi

Sau khi dung liéu uéng esomeprazol 20mg va 40mg, thude khoi phat tac dong trong vong 1 gio. Sau khi

dung lap lai liéu esomeprazol 20mg, 1 lan/ngay trong 5 ngay, su tiét acid tdi da trung binh sau khi kich thich
bang pentagastrin giam 90% khi do & thoi diém 6-7 gio sau khi ding thudc & ngay thi 5.
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Sau 5 ngay dung liéu udng esomeprazol 20mg va 40mg, d§ pH trong da day > 4 da dugc duy tri trong thoi
gian trung binh tuong ung la 13 va 17 gio trong vong 24 gio ¢ bénh nhan trao nguoc da day thuc quan cé
triéu chimg. Ty 1& bénh nhan duy tri do pH trong da day > 4 t6i thiéu trong 8, 12 va 16 giod tuong (ng la
76%, 54% va 24% ddi voi esomeprazol 20mg va 97%, 92% va 56% dbi v&i esomeprazol 40 mg.

Khi ding AUC nhu 1a mot tham s6 dai dién cho nong do thude trong huyet tuong, nguoi ta da chirmg minh
duge c6 mdi lién h¢ gitra sy trc ché tiét acid voi ndng do thude va thoi gian tiép xuc.

Cac dic tinh dugc dong hoc: H

Esomeprazol duoc hap thu nhanh sau khi ung, dat ndng do cao nhat trong huyét twong sau 1-2 gid. Sinh
kha dung clia esomeprazol ting Ién theo liéu dung va khi dung nhic lai, dat khoang 68% khi ding lidu 20
mg va 89% khi dung liéu 40 mg. Thirc an lam chdm va lam giam hép thu esomeprazol, dién tich dudi dudng
cong (AUC) sau khi udng 1 liéu duy nhit esomeprazol 40 mg vao biia an so véi lic doi giam tir 33% dén
53%. Do d6 phai uéng esomeprazol it nhat 1 gio trude bita dn. Khoang 97% esomeprazol gin vao protein
huyét tuong. Thé tich phan b khi ndng do thude 6n dinh & nguoi tinh nguyén khoe manh 1a 16 lit.

Thudc chuyén hoa chi yéu & gan nhd isoenzym CYP2C19, hé enzym cytochrom P 450 thanh cac chat
chuyén hoa hydroxy va desmethyl khong con hoat tinh. Phan con lai dugc chuyén héa qua isoenzym
CYP3A4 thanh esomeprazol sulfon. Khi ding nhic lai, chuyén héa budc dau qua gan va do thanh thai cia
thude giam, co thé do isoenzym CYP2CI19 bi tc ché. Tuy nhién, khong cé hi¢n tugng tich liy thude khi
ding mdi ngay 1 lan.

Thoi gian ban thai trong huyét twong khoang 1 ,3 gio. Khoang 80% liéu udng duoc thai trir dudi dang céc
chat chuyén héa khong cé hoat tinh trong nude tiéu, phan con lai dugc thai trir trong phan. Dudi 1% chat me
duoc thai trir trong nudc tiéu.

Cac nhém bénh nhan dic biét

Nguoi chuyén héa kém qua enzym CYP2C19:

Khoang 2,9 + 1,5% bénh nhan khong c6 men chirc nang CYP2C19 va duoc goi la nhom ngudi chuyén hoa
kém. O céc ca nhan nay, su chuyén hoéa ciia esomeprazol ¢6 1& chi yéu dugc xic tic bdi CYP3A4. Sau khi
ding liéu lap lai esomeprazol 40mg, 1 lan/ngay, AUC trung binh & ngudi chuyén hoéa kém cao hon khoang
100% so v6i bénh nhan c6 men chirc nang CYP2C19 (nhém ngudi chuyén héa manh). Néng do dinh trung
binh trong huyét tuvong tang khoang 60%. Nhiing ghi nhin nay khong anh hudng liéu dung esomeprazol.
Nguoi cao tui:

Su chuyén hoa ciia esomeprazol khong thay dbi dang ké & bénh nhan cao tudi (71-80 tudi).

Nguroi suy giam chirc nang gan:

Su chuyen héa cta esomeprazol cé thé bi suy giam & bénh nhan rdi loan chirc ning gan tir nhe dén trung
binh. Tc do chuyén héa giam & bénh nhan rdi loan chirc nang gan néng, dan den lam ting gip doi AUC ciia
esomeprazol. Vi vdy, khong dung qua lidu ti da 20 mg & bénh nhan rbi loan chirc ning gan ning.
Esomeprazol hodc céc chat chuyén hoa chinh khong c6 khuynh huéng tich lity khi dung 1 lan/ngay.

Nguoi suy giam chirc nang than:

Chua c6 nghién clru nao duoc thuc hién trén bénh nhan giam chdc niang than. Vi than chiu trach nhiém
trong viéc bai tiét cac chat chuyén hoa cia esomeprazol nhung khong chiu trach nhiém cho sy dao thai
thudc dudi dang khong dbi, ngudi ta cho 1a sy chuyén hoa ctia esomeprazol khong thay ddi & bénh nhan suy
giam chirc nang than.

Tré em tir 12-18 tuoi:

Sau khi sir dung lleu lap lai 20mg va 40mg esomeprazol, tong nong do va thoi gian tiép xic (AUC) va thoi
gian dat ndng do t6i da trong huyét tuong (tmx) & tré 12-18 tudi twong tu nhu & ngudi 1én d6i voi ca hai lidu
esomeprazol.

Chi dinh, liéu dung, cich ding, chong chi dinh:
Chi dinh:

Nguroi I6n: Thube nay chi dinh cho cac trudng hop sau:

Loét da day - ta trang. ‘
Bénh trao nguoc da day - thuc quan ndng (viém thuc quan trot xude, loét hodc that hep dugc xac dinh bang
ndi soi).

Du phong loét da day - ta trang do dung thude chong viém khong steroid.

Phéi hop véi liéu phap hop ly khac dé diét Helicobacter pylori.
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Bénh ly tang tiét acid bao gom hoi chig Zollinger - Ellison.
Tré em tir 12 tudi tro lén:
Thude nay dung diéu tri bénh trao ngugc da day - thuc quan c6 viém thuc quan.

Cach dung:

Ubng thude it nhit 1 gid trudc bita dn va nén nudt nguyén vién thude voi nude, khong duge nhai hay nghlen
nat.

Liéu ding: “

Liéu dimg cho nguoi Ion:
Diéu tri bénh trao nguoc da day - thue quan ning c6 viém thuc quan: 1 vién, 1 lan/ngay, trong thoi gian tir 4

dén 8 tuan, c6 thé udng thém 4 dén 8 tudn nita néu tdn thuong chua lién. Truong hop ning c6 thé ting liéu
1én 80 mg/ngay chia 2 lan.

Diéu tri loét da day - ta trang do nhiém Helicobacter pylori (phdi hop voi ligu phap hop ly
khac): Esomeprazol 1a mot thanh phan tr ong phac dd diéu trj ciing véi khang sinh, vi du phac db 3 thudce
(cung v&i amoxicilin va clarithromycin), liéu thudng ding 14 1 vién, 1 lan/ngay trong 10 ngay, (Amoxicillin
1g/lan x 2 lan/ngay va clarithromycin 500 mg/lan x 2 lan/ngay trong 10 ngay).

Du phong loét da day & ngudi cé nguy co cao vé bién chimg ¢ da day - ta trang, nhung c¢é yéu cau phai tiép
tuc diéu tri bang thudc chong viém khong steroid: 1 vién, 1 lan/ngay.

Diéu trj hoi ching Zollinger - Ellison: Tuy theo timg ca thé va mirc do ting tiét acid cua dich da day. Liéu
khéi dau khuyén cao 1a 1 vién/lan x 2 lﬁn/nge‘ly Sau do diéu chinh liéu khi can thiét. Pa sd ngudi bénh c6
thé kiém soat dugc bénh & lidu 80-160 mg méi ngay. Vi lidu trén 80 mg mdi ngay, liéu dung nén dugc chia
2 1an/ ngay.

, Péi tugng ddc biét:
Bénh nhan suy gan: O bénh nhén suy gan ndng khong dung qué lidu 20 mg/ngay. DSi véi bénh nhan suy
gan nhe va trung binh khéng can giam liéu.
Ngudi suy than va nguoi cao tudi: Khong can diéu chinh lidu.
Liéu ding cho tré em > 12 tuéi:
Diéu tri bénh trao nguoc da day - thue quan ¢ viém thue quan: 1 vién, 1 lan/ngay trong 4 tuén, c6 thé ubng
thém 4 tuan nita néu viém thuc quan chua lanh hodc van con triéu ching.

Chéng chi dinh:

Qua man v6i esomeprazol, cac thude e ché bom proton hogc véi bat ky thanh phan nao cua thuoc.
Khéng phoi hop voi nelfinavir, atazanavir.

Cic trwong hop thin trong khi dung thude:
Cic tinh trang cin than trong:

Trude khi cho nguoi bénh ding esomeprazol phdi loai trir kha ning ung thu da day vi thude c6 thé che lap
céc triéu chimg, 1am cham chan doan ung thu.

Than trong khi dung ¢ nguoi bi bénh gan, ngudi mang thai hodc cho con bu.

Thén trong khi dung cho tré em dudi 18 tudi vi do an toan va hiéu qud chua duoc xac dinh.

Than trong vé6i nhiing ngudi bé¢nh ding esomeprazol dai han (ddc biét 1a nhiing ngudi diéu trj hon mot ndm)
do c6 thé gap nhiing nguy co sau:

Viém teo da day.

Nhiém khuan duong tiéu hoa: Didu tri bang thudc tic ché bom proton ¢ thé lam tang nguy co nhiém khuén
dudng tiéu héa (thi du nhiém Salmonella, Campylobacter); cé thé ting nguy co tiéu chay do Clostridium
difficile.

Nguy co gdy xuong: Thube tic ché bom proton, dac biét néu dung liéu cao va thoi gian dai (> 1 nam), cé
thé lam tang nguy co gy xuong chiu, xuong cb tay hodc ¢t song do lodng xuong. Co ché coa hién tugng
nay chua dugc giai thich, nhung c6 thé do giam hdp thu calci khong hoa tan do ting pH da day. Khuyén céo
ding liéu thip nhit c6 tac dung trong thoi gian ngin nhat cé thé, phtt hop vai tinh trang lam sang. Nhiing

bénh nhan cé nguy co gdy xuong do loang xuong nén ding du calci va vitamin D, danh gia tinh trang xuong
va quan ly theo huéng dan.
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Viém than k& da dugc quan sat thay & bénh nhan dung thudc e ché bom proton bao goém
esomeprazol. Viém than ké& c6 thé xay ra & bat ky diém nao trong khi diéu tri PPI va thuong la do mgt phan
(g qua man v6 cin. Ngirng esomeprazol néu viém than k& cp tinh phat trién

Giam magnesi trong mau nghiém trong da dugc bao céo & nhiing bénh nhan duge diéu tri bang thude trc ché
bom proton (PPI) nhu esomeprazol trong it nhét ba thang, va phéan 16n cac tr uong hop diéu tri trong mot
nam. Biéu hién ‘nghiém trong cta giam magnesi trong mau nhu mét moi, co clng co, mé sang, co giat,
chong mit va rdi loan nhip thit c6 thé xay ra nhung nhirng biéu hién nay c6 thé bit ddu am thim va bi bo
qua. O hau hét cac bénh nhan bi anh huéng, giam magnesi trong mau duoc cai thién sau khi bd sung
magnesi va ngung PPI.

Giam hap thu vitamin B12: Nhu tAt ca cac loai thudc trc ché acid, esomeprazol cé thé 1am giam su hap thu
vitamin B 12 (cyanocobalamm) do giam hodc thiéu acid dich vi. Diéu nay can dugc xem xét & nhitng bénh
nhéan giam dy trit trong co thé hodc c6 yéu té nguy co bi giam hap thu vitamin B12 khi diéu trj lau dai

Cic khuyén cio ding thuéce cho phu nir cé thai va cho con bu:

Thoi ky mang thai:

Chua cé nghién ciru day du khi dung esomeprazol & nguoi mang thai. Cac nghién cru vé esomeprazol trén
stc vat khong cho thay thudc c6 tac dong ¢6 hai truc tiép hay gian tiép trén su phét trién cta phoi/thai. Tuy

nhién, chi st dung esomeprazol khi that can thiét trong thoi ky mang thai.
Thoi ky cho con bu:

Chua biét esomeprazol c6 bai t1et vao sita ngudi hay khong. Tuy nhién di do duge ndng d6 cua omeprazol
trong sita clia phu nit sau khi udng 20 mg omeprazol.

Esomeprazol c6 kha ndng gdy ra céc téc dung khong mong mudn nghiém trong & tré b me, vi vdy phai

quyét dinh ngimg cho con bii hodc ngimng thudc, thy theo tam quan trong ctia viéc dung thube dbi véi nguoi
me.

Tac dgng cia thuoc den kha nang lai xe va vin hanh may moéc:

Chua ghi nhan thubc c6 tac dong nao anh hudng dén ngudi lai xe va van hanh mdy méc, tuy nhién nén luu ¥ y
thudc c6 thé gy tac dung phu dau dau, chéng mat, budn ngu, réi loan thi giac.

Twong tac cia thuoc véi cac thuoce khzic va cdc loai twong tac khac:
Anh hudéng_cia esemeprazol trén dugc dong hoc ciaa cac thuoc khac:

Cac chat tic ché protease: Da c6 bdo cdo rang omeprazol tuong tac voi mot sé cht e ché men protease.
Chua 5 tim quan trong vé 1am sang va co ché tac dong cua cac tuong tac da dugc ghi nhan. Tang do pH da
day trong qua trinh diéu tri véi omeprazol c6 thé dan toi thay doi sur hap thu ciia chét ic ché men protease.
Co ché tuong tac khac c6 thé xay ra la thong qua sy trc ché enzym CYP2C19.

Atazanavir va nelfinavir: Giam nong do cac thube nay trong huyet thanh da dugc ghi nhan khi dung chung véi
omeprazol, do do khong khuyen cao ding ddng thoi cac thude nay. O nguoi tinh nguyén khoe manh, st dung
dong thoi omeprazol (40mg, 1 lan/ngay) véi atazanavir 300mg/ritonavir 100mg lam giam dang ké nong do va
thoi gian tiép xiic atazanavir (giam AUC, Cuax v Cinin khoang 75%). Tang lidu atazanavir dén 400mg da
khong b trir tac dong ctia omeprazol trén ndng do va thoi gian tiép xiic atazanavir.

Dung phdi hgp omeprazol (20mg, 1 léll/ngéy) voi atazanavir 400mg/ritonavir 100mg & nguoi tinh nguyén
khoe manh lam giam khoang 30% ndng dd va thoi gian tiép xuc atazanavir khi so sanh v6i nong do va thoi
gian tiép xuc ghi nhan trong trudng hop ding atazanavir 300mg/ritonavir 100mg, 1 lan/ngay ma khong dung
omeprazol 20mg, 1 lan/ngay. Ding phéi hop véi omeprazol (40mg, 1 lAn/ngay) lam giam tri sO trung binh
AUC, Cuax vd Cuin ctia ctia nelfinavir khoang 36-39% va giam khoang 75-92% tri so trung binh AUC,
Cumax V& Cunin ctia chit chuyén héa hoat tinh ¢6 tac dong dugc ly M8.

Do tac dong duoc luc va céc dic tinh duge dong hoc tuong tu cua omeprazol va esomeprazol, khuyen cao
khong str dung esomeprazol dong thoi v6i atazanavir va chéng chi dinh sir dung esomeprazol dong thoi véi
nelfinavir.

Tacrolimus: Viéc sir dung dong thoi voi esomeprazol da dugc bao céo lam ting ndng do huyét thanh cia
tacrolimus. Can ting cudng giam sat nong dd tacrolimus ciing nhu chirc nang thén (do thanh thai creatinin)
va diéu chinh liéu tacrolimus néu can thiét. :
Methotrexat: Khi ding ddng thoi véi cac PPI, ndng d6 methotrexat dugc bao céo 1a ting 1én & mot sd bénh
nhan. Khi dung liéu cao methotrexat, nén can nhic dirng tam thdi esomeprazol.
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Nhiing thuée hap thu phy thuge d¢ pH: Tinh trang giam d6 acid da day khi diéu tri bing esomeprazol va cac
PPI khéc c6 thé 1am giam hay ting su hdp thu cta cac thude khac ¢6 co ché hap thu phu thudc pH da day.
Gidng nhu cac thube lam giam do acid da day khac, su hap thu cia cac thude nhu ketoconazol, itraconazol va
erlotinib ¢6 thé giam va su hép thu cua digoxin co thé tang lén trong khi diéu tri véi esomeprazol. Dung dong
thoi omeprazol (20mg/ngay) va digoxin ¢ cac ddi tuong khoe manh lam ting sinh kha dung cua digoxin
khoang 10% (Ién dén 30% & 2 trén 10 dbi tugng nghién ciu). Hiém c6 cac bio cdo vé doc tinh cia dlgoxm
Tuy nhién, can than trong khi ding esomeprazol liéu cao & bénh nhan cao tudi. Can ting cudng theo ddi diéu
tri bang digoxin.

Nhiing thuéc chuyén héa qua CYP2C19: Esomeprazol trc ché CYP2C19, men chinh chuyén hoa esomeprazol.
Do vay, khi esomeprazol dugc dung chung voi cac thude chuyen héa bang CYP2C19 nhu diazepam, cntalopram
imipramin, clomipramin, phenytoin..., ndng do cac thudc nay trong huyet tuong co the tang va can giam lidu
ding. Diéu nay can dugc dic biét chi y khi ké toa esomeprazol theo ché do diéu tri khi can thiét. Ding dong thoi
voi esomeprazol 30mg lam giam 45% d¢ thanh thai diazepam (mot co chit ciia CYP2C19). Khi ding dong thoi
voi esomeprazol 40mg lam tang 13% ndng do day (trough) cua phenytoin trong huyet tuong 0 bénh nhan dong
kinh. Nén theo dai nong do phenytoin trong huyét tuong khi bt dau hay ngung diéu tri voi esomeprazol.
Warfarin: Tang INR va thoi gian prothrombin khi dung warfarin dong thoi voi esomeprazol, co thé gay
chay mau bat thuong va tir vong. Theo doi INR va thoi gian prothrombin khi ding ddng thoi esomeprazol
v6i warfarin hodc cac dan chat khéac cia coumarin.

Clopidogrel: Esomeprazol trc ché CYP2C19 nén c6 thé lam giam tac dung cua clopidogrel do gy tuong tac
dugc dong hoc véi clopidogrel (lam giam nong dd trong huyét tuong cia chit chuyén hoa c6 hoat tinh cia
clopidogrel) va tuong tac dugc luc hoc voi clopidogrel (lam giam tac dung khéng tiéu cau).

Voriconazol: Dung dong thoi esomeprazol vai voriconazol c6 thé lam tang tiép xiic voi esomeprazol hon
gip 2 lan, xem xét & nhitng bénh nhan ding lidu cao esomeprazol (240 mg/ngay) nhu khi diéu tri hoi ching
Zollinger-Ellison.

Cilostazol: Dung dong thoi esomeprazol véi cilostazol lam ting ndng do cilostazol va chét chuyén héa co
hoat tinh cta n6, xem xét giam liéu cilostazol.

Cisaprid: O ngudi tinh nguyén khée manh, khi ding chung v6i 40 mg esomeprazol voi cisaprid, dién tich
dudi duong cong biéu dién ndng do cisaprid trong huyét tuong theo thoi gian (AUC) tang 1én 32% va thoi
gian ban thai (T1p) cisaprid kéo dai thém 31% nhung nong d¢ dinh cisaprid trong huyét tuong tdng 1én

khong dang ké. Khoang QTc hoi kéo dai sau khi dung cisaprid riéng 1¢, khong bi kéo dai hon nita khi ding
dong thoi cisaprid voi esomeprazol.

Anh huéng cia cic thude khéc trén dwoc dong hoc ciia esomeprazol:

Thuéc tic ché CYP2C19 va / hodc CYP3A44: Esomeprazol dugc chuyén héa bai CYP2C19 va CYP3A4. Khi
dung dong thoi esomeprazol v&i mot chét tic ché CYP3A4, clanthlomycm (500 mg, 2 lan/ngay) lam tang
gap doi dién tich dudi dudng cong (AUC) ciia eesomeprazol. Dung dong thoi esomeprazol cung voi mot chit
tic ché ca hai CYP2C19 va CYP3A4 c6 thé lam ting hon hai lan ndng do va thoi gian tiép xfic cua
esomeprazol. Khong can diéu chinh liéu esomeprazol thuong xuyén trong nhiing tinh hudng nay. Tuy nhién,
su diéu chinh liéu can duoc luu ¥ & nhitng bénh nhan suy gan ning hodc diéu trj lau dai.

Thuéc cam vmg CYP2CI19 va / hodc CYP344: Cac thudc cam g CYP2C19 hogc CYP3A4 hodc ca hai
(nhu rifampicin) ¢6 thé gay giam ndng do esomeprazol huyét thanh do tang chuyén hoa esomeprazol.

Téc dung khéng mong muén (ADR):
Nhin chung, esomeprazol dung nap tét ca khi sir dung trong thoi gian ngén hoic thoi gian dai.
Thuong gap, ADR > 1/100:
- Toan than: Pau dau, chéng mit, ban ngoai da.
- Tiéu hoa: Budn nén, non, dau bung, tiéu chay, tdo bon, day hoi, kho miéng.
It gdp, 1/1000 < ADR < 1/100:

- Toan thdn: Mét moi, mat nga, budn ngu, phat ban, ngira.
- R&i loan thi giac.
Hiém gap, ADR < 1/1000

Toan than: Sbt, dé md hoi, phu ngoai bién, man cam v6i 4nh sang, phan (ng qua man (may day, phu
mach, co that phé quan, sdc phan vé).

- Théan kinh tr ung uong: Kich dong, tram cam, 1a 14n ¢6 hdi phuc, 4o gidc ¢ ngudi bénh nang.

N\
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- Huyét hoc: Chimg mat bach cau hat, giam bach cau, giam tiéu cau.
- Gan: Tang enzym gan, viém gan, vang da, suy chirc nang gan.

- Tiéu héa: Réi loan vi giac.

- Co xuong: Dau khép, dau co.

- Tiét ni€u: Viém than ké&.
- Da: Ban bong nudc, hoi chirng Stevens-Johnson, hoai tir bi€u bi nhiém ddc, viém da.
Do lam giam do acid cia da day, cac thudc tc ché bom proton cé thé lam ting nguy co nhiém khuan &
dudng tiéu hoa.
Huéng dan cich xir tri ADR: Phai ngimg thude khi c6 biéu hién tac dung khéng mong mudn ning.
s oge A N - By r
Qua lieu va cach xir tri:
- Quaé lieu: Chua c6 bao céo ve qua lieu esomeprazol & nguoi.

- Xu tri: Khong co thude giai doc dac hiéu cho esomeprazol. Chu yéu diéu tri triéu chimg va ho trg. Thém
tach mau khong c6 tac dung tang thai trir thudc vi esomeprazol gan nhiéu vao protein huyét tuong.

DS. Pham Thi Bich Thuy

‘G d Y

TUQ.CUC TRUGNG
PTRUGNG PHONG

Trang 9/9



