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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

Rx ®
ESORAGIM 40

Thube bin theo don
Poc ky hwéng dan sir dung truée khi ding H

Dé xa tim tay tré em
Thong bio ngay cho bic sy hodic dwge sy nhirng tic dung khéng mong mudn gip phai khi sir dung thude
Khéng diing thube qui thoi han siv dung ghi trén nhin

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

Esomeprazol magnesi trihydrat twong duong Esomeprazol ................... 40 mg
THOIOE N : i, sl it sacsmamn scvamommse e emmaspns wacewmes s Skl 1 vién
(Microcrystallin cellulose 112, Low-substituted hydroxypropyl cellulose, Magnesi oxid, Tablettose 80,
Colloidal silicon dioxid, Natri stearyl fumarat, Methacrylic acid copolymer, Hydroxypropyl methylcellulosc

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

M3 ti san phim:

Vién nén dai, bao phim tan trong rudt, mau hong, mot mat tron, mét mit c6 gach ngang, kich thude 17,5
mm X § mm.

Quy cich déng géi: Ep vi nhém-nhom, vi 10 vién, hop 03 vi.
Thude diing cho bénh gi:

Esoragim 40 chira Esomeprazol, mét chét (rc ché bom proton lam giam sy bai tiét acid da day.

Esoragim 40 dugc sir dung dé diéu tri trong cac truong hop sau:

Ngwoi lon:

Bénh trao ngugc da day - thyc quéan néing. Dy 1a mdt chimg bénh trong d6 acid tir da day di ngugc trg vao
thue quan (6ng ndi ¢d hong va da day) gay dau, viém va ¢ nong,

Loét da day — ta tréng do bi nhiém vi khuan Helicobacter pylori. Neu ban bj truong hop nay, bac sy ¢6 thé
ké don thudc khang sinh dé diéu tri nhiém tring va gitip cho cac vét loét mau lanh.

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

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

Tré em tir 12 tuoi tro lén:

Bénh trao ngugc da day - thuc quan c6 viém thyc quan.

Nén diing thuéc nay nhw thé nao va liéu lwgng:

Cich dung: Uéng thube it nhat 1 gior trude bita an va nén nudt nguyén vién thude véi nude, khong duge
nhai hay nghién nat.

Liéu diing:

Liéu dimg cho nguwoi lom:

Pé diéu tri bénh trdo nguge da day - thue quan ngng c6 viém thye quan: 1 vién, 1 lan/ngay, trong thoi gian
tir 4 dén 8 tuan. Neu ton thuong chua lanh hodc van con tri¢u chimg, bac sy co thé cho ban dung liéu tuong
tu thém 4 dén 8 tuan nira. Trudong hop ning, bac sy c6 thé tang liéu cho ban 1én 80 mg/ngay chia 2 lan.

Dé diéu tri loét da day - ta trang do nhiémeeh‘cobacfer pylori: liéu thudng ding 13 1 vién, 1 1an/ngay trong
10 ngay. Béac sy ciing sé cho ban ding thuoc khang sinh nhu amoxicilin va clarithromycin.

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

Dé diéu tri qua nhiéu axit trong da day giy ra boi mot sy phat trién trong tuyén tuy (hi chimg Zollinger-
Ellison):

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

- Béc sy s& diéu chinh lidu tuy thude vio timg ca thé va mic do tang tiét acid cta dich da day.

Doi tiegng ddc bigt:

Néu ban ¢6 vén dé vé gan nghiém trong, bac s§ c6 thé cho ban mét liéu thap hon va liéu nay khong qué 20
mg/ngay.

Trudng hop ban bi suy than hodc 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 ¢6 viém thyre quan | vién, 1 !am’ngay trong thoi gian 4 tuan.

Neu ton thuong chua lanh hodc van con triéu chimg, bac sy c6 thé cho ban ding liéu twong tu thém 4 dén 8
tuan nira.

Khi nao khéng nén ding thude nay:
Néu ban bi di img voi thude rc ché bom proton (vi du pantoprazol, lansoprazol, rabeprazol, omeprazol) hay
bat ky thanh phan nao ctia thudc.

Néu ban dang dung voi mét loai thude c6 chira nelfinavir hodc atazanavir (duge sir dung dé diéu tri nhiém
HIV).

Nén tranh ding nhirng thuéc hodic thue phim gi khi dang sir dung thude nay:

Hay thong bao cho béc sy hoic duge sy ciia ban néu ban dang dung bét cir loai thude nao sau day:

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

- Tacrolimus (cdy ghép co quan)

- Methotrexat (mét loai thude hoa }ri liéu sur dung & liéu cao dé diéu tri ung thu): Néu ban dung liéu cao
methotrexat, bac sy cua ban c6 theé cho ban tam thoi dirng uong esomeprazol.

- Ketoconazol, itraconazol hodc voriconazol (dugc st dung dé diéu tri cac bénh nhiém tring gay ra boi
mot loai nam).

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

- Diazepam (dugc sur dung dé diéu tri lo au, gian co hoac trong dong kinh).

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

- Phenytoin (dugc sir dung trong dong kinh): Néu ban dang ding phenytoin, bac sy s& can phai giam sat
ban khi bét dau hay ngung diéu tri v&i esomeprazol.

- Thude dugc sir dung dé lam lodng mau cua ban, chang han nhu warfarin: Béac sy sé& can phai giam sat ban
khi ban bt dau hogc nglrng uong esomeprazol.

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

- Cilostazol (dugc sur dung dé diéu tri dau cach lién tuc - mdt con dau & chan cua ban khi ban di b dugc
gay ra boi mdt ngudn cung cip mau khong du).

- Cisaprid (str dung cho ching kho tiéu va ¢ néng).

- Digoxin (str dung cho céc van dé vé tim).

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

- Néu béc sy ké don thubc khang sinh amoxicillin va clarithromycin cling nhu esomeprazo[ dé diéu tri loét

do nhiém Helicobacter pylori, ban phai thong béo cho béac sy vé cac loai thude khac ma ban dang diing
va diéu nay rat quan trong.

Téc dung khéng mong muén (ADR):
Ciing nhur tt ca cac thube khac, esomeprazol ¢6 thé gy ra nhiéu tac dung ngoai y mic du khong phai moi
ngudi déu mic phal
Dén ngay co sd'y té gan nhat néu ban gap phai bat ky dau hiéu dau tién nao sau diy cua di (mg va sbc phan
v¢: phat ban; kho tho; sung mat, moi, ludi, hoac hong.
Ngung dung esomeprazol va tham van bac s¥ ngay néu cac triéu chiing sau day xudt hién:
Thwong gap, ADR > 1/100:
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- Toan than: Dau dau, chéng mit, ban ngoai da.
- Tiéu héa: Budn nén, ndn, dau bung, tiéu chay, tdo bon, day hoi, khé miéng.
It gap, 1/1000 < ADR < 1/100:
- Toan than: Mét moi, mat ngt, budn ngu, phat ban, ngtra.
- Rbi loan thi gidc.
Hiém gdp, ADR < 1/1000:
- Toan than: Sét, d6 md héi, phu ngoai bién, man cam véi anh sang, phan (mg qua man (may day, phu
mach, co thét phé quan, sbc phan ve)
- Than kinh trung wong;: Kich déng, trAm cam, 1t 1an c6 hdi phuc, 4o giac ¢ ngudi bénh nang.
- Huyét hoc: Chimg mat bach cau hat, giam bach céu, giam tiéu cau.
- Gan: Tang enzym gan, viém gan, vang da, suy chirc ning gan.
- Tiéu hoa: Rbi loan vi gidc.
- Co xuong: Dau khop, dau co.
- Tiét niéu: Viém than ke.
- Da: Ban bong nudc, hdi chimg Stevens-Johnson, hoai tir biéu bi nhiém ddc, viém da.

Cin lam gi khi mét lan quén khéng ding thudc:

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

tuc uong thuée theo ding thoi gian qui dinh. Khong dung 2 liéu cing lic. Khong thay doi liéu hodc ngung
thude.

Cin bio quén thude nay nhuw thé nao:

Dé & nhiét do dudi 30°C, tranh 4m va 4nh sang.
Khéng duge ding thube qua han ding duoc ghi trén nhan.
Thude phai duge bao quan & noi xa tim véi cia tré em

Nhirng ddu hiéu va triéu chirng khi diing thude qu4 liéu:
Chua c6 béo céo vé qua liéu esomeprazol & ngudi.
Cin phai lam gi khi ding thude qua lidéu khuyén cdo:

Ngirng ding thube.
Goi cho bac sy hay dugc sy ctia ban hodc dén co sd y té gan nhat.

Nhirng diéu cAn thin trong khi ding thude nay:
Cic tinh trang can thén trong:

Trudce khi cho ban dung esomeprazol, bac sy ctia ban phai logi trir kha nang ban bi ung thr da day vi thude
c6 thé che lap cac triéu chirng, lam cham chan doan ung thu.

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

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

Néu ban dung esomeprazol dai han (dac biét la hon mét nam), ban cé thé gap nhitng nguy co sau:

- Viém teo da day, ting nguy co nhiém khuén dudng tiéu héa, nguy co tiéu chay. Néu ban gap bt ky triéu
chirng nao bat thuong vé tiéu hoéa, phai thong bao véi bac sy clia ban cang sém cang tot.

- Tang nguy co gy xwong chiu, xwong cd tay hodic cot séng do lodng xwong. Hiy théng béo cb bac sy cia
ban biét néu ban bj loang xuong hoac dang diing corticosteroid.

- Viém than k&. Néu ban gip khé khin trong viée di tiéu, phai thong béo ngay véi bac sy ctia ban.

- Néu ban dung esomeprazol trong hon ba thiang, ban co thé bi giam magnesi trong méu. Biéu lnen cla
giam magnesi trong mau nghiém trong nhu mét moi, co curng co, mé sang, co gidt, chong mit va rbi loan
nhip that ¢6 thé xay ra nhung nhitng biéu hién nay c6 thé bat ddu am tham va bj bo qua. Néu x,ay ra bat
ky nhirng triéu chimg nay, hdy thong bao cho bac sy ciia ban ngay lap tirc. Bac s§ ciia ban ¢6 thé cho ban
thyc hién céc xét nghiém méau thudng xuyén dé theo doi lugng magnesi trong mau.

- Giam hap thy vitamin By, Khi diéu trj 1au dai, bac sy ctia ban s& giam sét ban cén trong néu ban c6 vin
dé vé giam hap thu vitamin B)y.
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Cac khuyén ciao dimg thude cho phu nir ¢6 thai va cho con bit:

Thoi ky mang thai:

Chi str dung esomeprazol khi that can thiét trong thoi ky mang thai va phai dugc sy chi dinh cta bic sy.
Thoi ky cho con bu:

~ . i n oo " A . C e e 3o e
Esomeprazol ¢ kha ning giy ra cac tac dung khong mong mudn nghiém trong & tré bi me, vi vy hodc
nging cho con b hodc nging thude.

Téc dong ciia thube dén kha niing lii xe va vin hanh miy méc:

Chua ghi nhan thude ¢6 tac dong nao anh hudng dén ngum lai xe va van hanh may moc, tuy nhién nén luu y
thudc c6 thé gy tac dung phu dau dau, chéng mat, budn ngi, r6i loan thi gidc. Néu bj anh hudng, ban khong
nén lai xe hay van hanh may moc.

Khi nao cin tham vin bac sy, dugc s§:
No6i cho béic sy ciia ban biét néu ban bi di timg véi thudc rc ché bom proton (vi du pantoprazol, lansoprazol,

rabeprazol, omeprazol), bit ky loai thudc nao hay bét ky thanh phan nao cua thude.

Trong thoi gian dung thude, cin tham vén bac s§, dugc s§ néu co bat ky dau hidu hay triéu chimg cla cac
tac dung khong mong muon.

Néu ban dang mang thai hodc chuan bi c6 thai hodc dang cho con b Cén than trong khi dung thude va nén
tham van béc sy dé dugc hudng dan dung thude an toan.

Noi ro tinh trang bénh ly voi bac sy néu ban c6 vén dé vé gan, than, lodng xuong, bi magnesi trong mau
thap, ung thu da day hodc c6 van dé vé giam hap thy vitamin By,.

Noi cho béc sy cua ban biét néu ban dang sir dung loai thude khac, bao gém ca thube ké don va khong ké
don, thuoc tir duoce liéu hoac thuc phém chire nang.
Néu cin thém thong tin xin hoi y kién bac sy hodc duge sy.

Han dung cia thude: 24 thang ké tir ngay san Xuat.

( ong ty CP Dirge phiim Agimexpharm
&g% 27 Nauyen Thai Hoe, P, M¥ Binh, TP, Long Xuyén. An Grang,
San \u;‘u tai: Chi phinh Cong ty CP Duge pham Agimexpharm -
Nhd midy san vaiat Duee phiim Agimexpharm
AElMEXDHAF:N Dudng Vi Trong Phung. K. Thanh An, P M$ Théi. TP Long Xuyén. An Giang.
GMP-WHO DI 0763837300 Fax: 076,3857301

Ngay xem xét sira d6i, cip nhit lai ndi dung hwéng dan sir dung thube: .../.../...

HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

Cac dic tinh dwrge lue hoc, duge dong hoc:
Cic dice tinh dwoe lue hoc:

Esomeprazol la dang ddng phén S ctia omeprazol, duoc diing twong tu nhur omeprazol trong diéu trj loét da
day - ta trang, bénh trao ngugc da day - thuc quan va hoi chimg Zollinger - Ellison.

Esomeprazol 1a mot chét e ché bom proton lam giam su bai tiét acid da day bing cach gin véi H'/K'-
A FPabe (con goi la bom proton) & t& bao thanh cia da day, 1am bit hoat hé thong enzym nay, ngin can budc
cum clng cta sy bai tiét acid hydrocloric vao long da day. Vi vy esomeprazol c6 tic dung (e ché da day
tiét lugng acid co ban va ca khi bi kich thich do bt ky tac nhin nao. Thude tac dung manh kéo dai.

Tdc dong lén su tiét acid dich vi

Sau khi dung lidu ubng esomeprazol 20mg va 40mg, thude khai phat tac dong trong vong 1 gid. Sau khi

dung 1ap lai liéu csmneplazol 20mg, 1 Iam‘ngdy trong 5 ngay, su tiét acid t&i da trung binh sau khi kich thich
bing pentagastrin giam 90% khi do & thoi diém 6-7 gio sau khi ding thudc & ngay thi 5.
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Sau 5 ngdy dung liéu udng esomeprazol 20mg va 40mg, do pH trong da day > 4 da dugc duy tri trong thoi
gian trung binh tuwong tmg la 13 va 17 gio trong vong 24 gid ¢ 0 bénh nhan trao nguoc da day thue quéan ¢6
triéu chimg. Ty 1é bénh nhéan duy tri d6 pH trong da day > 4 tbi thiéu trong 8, 12 va 16 gio tuong (mg la
76%., 54% va 24% ddi voi esomeprazol 20mg va 97%, 92% va 56% d6i voi esomeprazol 40 mg.

Khi ding AUC‘ nhu [a mot tham so dai dién cho nong dé thude trong huyét tuong, ngudi ta da chirmg minh
duge c6 mbi lién hé gitra su trc ché tiét acid voi ndng do thude va thoi gian tiép xic.

Cic dic tinh duge dong hoc: H

Esomeprazol dugc hap thu nhanh sau khi uéng, dat ndng do cao nhat trong huyét tuong sau 1-2 gid. Sinh
kha dung ctia esomeprazol ting lén theo liéu ding va khi dung nhéc lai, dat khoang 68% khi ding liéu 20
mg va 89% khi dung liéu 40 mg. Thirc an lam cham va lam giam hép thu esomeprazol, dién tich dudi duong
cong (AUC) sau khi udng 1 liéu duy nhat esomeprazol 40 mg vao bita an so voi lic doi giam tir 33% dén
53%. Do d6 phai uéng esomeprazol it nhit 1 gio trude bira an. Khoang 97% esomeprazol gin vao protein
huyét tuong. Thé tich phan bé khi ndng do thude on dinh & ngudi tinh nguyén khoe manh 12 16 lit.

Thude chuyén hoa chii yéu & gan nhd isoenzym CYP2C19, hé enzym cytochrom P 450 thanh céc chét
chuyén hoa hydroxy va desmethyl khéng con hoat tinh. Phian con lai dugc chuyén héa qua isoenzym
CYP3A4 thanh esomeprazol sulfon. Khi dung nhic lai, chuyén héa bude diu qua gan va do thanh thai cua
thude giam, co thé do isoenzym CYP2CI19 bi tc ché. Tuy nhién, khong c6 hién tuong tich liiy thude khi
ding m&i ngay 1 lan.

Thoi gian ban thai trong huyét twong khoang 1,3 gid. Khoang 80% lidu udng dugc thai trir dugi dang cac
chét chuyén héa khéng c6 hoat tinh trong nuée tiéu, phan con lai dugc thai trir trong phan. Dudi 1% chét me
dugc thai trir trong nudc tiéu.

Cédc nhém bénh nhan dac biét

Nguoi chuyén héa kém qua enzym CYP2C19:

Khoang 2,9 + 1,5% bénh nhan khong c6 men chire ning CYP2C19 va dugce go: 1a nhém ngudi chuyén hoa
kém. O cic ca nhan ndy, su chuyén héa ciia esomeprazol c6 18 chi yéu duge xiic tic boi CYP3A4. Sau khi
ding liéu lip lai esomeprazol 40mg, 1 lan/ngay, AUC trung binh & nguoi chuyén hoa kém cao hon khoang
100% so voi bénh nhén ¢6 men chirc nang CYP2C19 (nhom ngudi chuyén héa manh) Nong do dinh trung
binh trong huyét tuong ting khoang 60%. Nhiing ghi nhin nay khong anh hudng liéu ding esomeprazol.
Nguoi cao tuéi:

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

Nguoi suy giam chirc ndng gan:

Sur chuyen hoa cua esomeprazol cé thé bi suy giam ¢ bénh nhén rbi loan chirc ning gan tLr nhe dén trung
binh. Téc do chuyén hoa giam & bénh nhan réi loan chirc ning gan ning, dan den lam tang gip d6i AUC clia
esomeprazol. Vi vdy, khong dung qua liéu t6i da 20 mg & bénh nhan rdi loan chirc ning gan ning.
Esomeprazol hoic cac chit chuyén hoa chinh khong c6 khuynh huéng tich liiy khi ding 1 lan/ngay.

Nguoi suy giam chirc nang than:

Chua ¢6 nghién ciru nao duoc thyc hién trén bénh nhin giam chirc nang than. Vi than chiu trach nhiém
trong viéc bai tiét céc chét chuyén héa cua esomeprazol nhung khong chiu trach nhiém cho sir dao thai
thude dué6i dang khong ddi, ngudi ta cho 1a sy chuyén hoa cua esomeprazol khong thay ddi & bénh nhan suy
giam chirc ndng thén.

Tré em tir 12-18 tuoi:

Sau khi str dung lieu lap lai 20mg va 40mg esomeprazol, tong ndng do va thoi gian tiép xic (AUC) va thoi
gian dat nong do t6i da trong huyét trong (tms) & tré 12-18 tudi twong tw nhu & ngudi 16n déi véi ca hai liéu
esomeprazol.

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

Nguroi lon: Thude nay chi dinh cho céc trudng hop sau:

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

Dur phong loét da day - ta trang do ding thube 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 gdm hoi chiing Zollinger - Ellison.

Tré em tir 12 tuéi tro lén:

Thudc nay dung diéu tri bénh trao ngugc da day - thyc quan ¢6 viém thye quan.,
Cich dung:

£ 0 A . i A i A A i AL R % ¥ A y . X
Uodng thudc it nhat 1 gid trude bita an va nén nuot nguyén vién thuoe véi nude, khong duge nhai hay nghien
nat.

Li¢u diing: NB\

Liéu ding cho nguwoi lom:
Diéu tri bénh trao nguoc da day - thuc quan nang co6 viém thyue quan: 1 vién, 1 lém’ngﬁy, trong thoi gian tir 4
dén 8 tuan, c6 thé udng thém 4 dén 8 tuan nira néu tdn thuong chua lién. Truomg hop nang cé thé tang liéu
1én 80 mg/ngay chia 2 lan.
Didu tri loét da day - ta4 trang do nhidém Helicobacter pylori (phdi hop voi liéu ph:ip hop ly
khac): Esomeprazol la mét thanh phén trong phéc db diéu trj cing v6i khang sinh, vi du phac dd 3 thube
(cung voi amoxicilin va clarithromycin), liéu thuong dung 1a 1 vién, 1 lan/ngay trong 10 ngay, (Amoxicillin
1g/lan x 2 lan/ngay va clarithromycin 500 mg/lan x 2 lan/ngdy trong 10 ngay).
Du phong loét da day & nguoi ¢6 nguy co cao vé bién chimg & da day - ta trang, nhung ¢6 yéu cau phai tiép
tuc diéu trj bang thudc chong viém khong steroid: 1 vién, 1 lan/ngay.
Diéu tri hoi chimg Zollinger - Ellison: Tay theo tirng c4 thé va mirc do ting tiét acid cta dich da day. Liéu
khoi dau khuyén céo 1a 1 vién/lan x 2 lan/ngay. Sau do diéu chinh lidu khi cin thiét. Da s ngudi bénh co
thé kiém soat duge bénh & liéu 80-160 mg mdi ngdy. V&i lidu trén 80 mg moi ngay, liéu ding nén duge chia
2 lan/ ngay.

_ Doi tuopng ddc biét:
Bénh nhén suy gan: O bénh nhén suy gan nang khong ding qua lidu 20 mg/ngay. D&i v6i bénh nhan suy
gan nhe va trung binh khéng can giam liéu.
Nguoi suy than va ngudi cao tudi: Khong can diéu chinh liéu.
Liéu ding cho tré em > 12 tuoi:
Diéu tri bénh trao nguge da day - thue quan ¢6 viém thie quan: 1 vién, 1 lan/ngay trong 4 tuan, c6 thé udng
thém 4 tuan nita néu viém thuc quan chua lanh hodic van con triéu ching,.

Chéng chi dinh:

Quéa man véi esomeprazol, cac thude tic ché bom proton hoiic voi bat ky thanh phan nao cia thude.
Khong phoi hop voi nelfinavir, atazanavir.

Cac trirong hop thin trong khi dung thude:
Cic tinh trang cin thin trong:

Trude khi cho nguoi bénh ding esomeprazol phdi loai trir kha nang ung thu da day vi thude c6 thé che l4p
cée tri¢u ching, 1am cham chén doan ung thu.

Thén trong khi dang ¢ ngudi bi bénh gan, ngudi mang thai hodc cho con bi.

Thén trong khi ding cho tré em duéi 18 tudi vi d6 an toan va hiéu qua chua dugce xac dinh.

Than trong v6i nhitng ngudi bénh ding esomeprazol dai han (dac biét 12 nhiing nguoi diéu tri hon mét nam)
do c6 thé gap nhiing nguy co sau:

Viém teo da day.

Nhiém khuin duong tiéu héa: Diéu tri bang thudce trc ché bom proton ¢6 thé lam tang nguy co nhiém khuin
dudng tiéu hoa (thi du nhiém Salmonella, Campylobacter): c6 thé tang nguy co tiéu chay do Clostridium
difficile.

Nguy co gy xuong: Thude (rc ché bom proton, dac biét néu ding liéu cao va thoi gian dai (> 1 nam), c6
the lam tang nguy co gdly xuong chau, xuong cd tay hodc ot song do lodng xuong. Co ché cia hién tugng
nay chua duoc giai thich, nhung c6 the do giam ]mp thu calci khong hoa tan do tang pH da day. Khuyén céo
ding liéu thip nhat c6 tac dung trong thoi gian ngin nhit ¢6 thé, phi hop véi tinh trang lam sang. Nhiing

bénh nhan co nguy co gy xuong do lodng xuong nén ding du calci va vitamin D, dénh gia tinh trang xuong
vi quan ly theo huéng dan.
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Viém than k& da dugc quan sat thay & bénh nhin ding thudc e ché bom proton bao gom
esomeprazol. Viém than k& c6 thé xay ra & bat ky diém nao trong khi diéu tn PPI va thudng 18 do mét phan
(g qua man vo cén. Nglng esomeprazol néu viém than ké cap tinh phat trién

Gidm magnesi trong méu nghiém trong da dugc béo cdo & nhitng bénh nhan duoc diéu tri bdng thude trc ché
bom proton (PPI) nhu esomeprazol trong it nhit ba thang, va phan I6n céc tr udng hop diéu tri trong mot
nam. Biéu hién ngh:em trcmg clia glam magnesi trong mau nhu mét méi, co cung, co, mé sang, co gidt,
chéng mat va r6i loan nhip that c6 thé Xdy ra nhung nhitng biéu hién nay c6 thé bit dau am thim va bi bo
qua. O hau hét cac bénh nhan bi anh huéng, giam magnesi trong mau dugc cai thién sau khi bd sung
magnesi va ngirng PPI.

Giam hap thy vitamin B12: Nhu tat ca cac loai thue Grc ché acid, esomeprazol c6 thé lam giam sy hip thu
vitamin B 12 (cyanocobaldmm) do giam hodc thiéu acid dich Vi. Diéu nay cin dugce xem xét & nhitng bénh
nhén giam duy trit trong co thé hodc c6 yéu tb nguy co bi giam hap thy vitamin B12 khi diéu tri lau dai

Thoi ky mang thai:

Chua cé nghién ciru day du khi dung esomeprazol & nguoi mang thai. Cac nghién ciru vé esomeprazol trén
stic vat khong cho thdy thude ¢6 tac dong c6 hai truc tiép hay gian tiép trén sy phat trién cia phoi/thai. Tuy
nhién, chi sir dung esomeprazol khi that can thiét trong thoi ky mang thai.

Thaoi ky cho con bii:

Chua biét esomeprazol ¢6 bai tlet vao sita ngudi hay khong. Tuy nhién da do duge ndng do ciia omeprazol
trong sira ctia phy nit sau khi udng 20 mg omeprazol.

Esomeprazol c6 kha nang gay ra cac tac dung khong mong mudn nghiém trong 0 tré ba me, vi vy phai

quyet dinh ngimg cho con b hodc ngimg thuoc tiy theo tam quan trong cuia viéc ding thudc dbi voi nguoi
me.

Cic khuyén cdo diing thube cho phu nir ¢é thai va cho con bii: lw

Téc ddng cia thude dén kha ning l4i xe va vin hanh may méc:

Chua ghi nhan thude c6 tac dong nao anh hudng dén ngum lai xe va vin hanh may moc, tuy nhién nén luu ¥
thude c6 thé ghy tac dung phu dau dau, chéng mat, budn nga, rdi loan thi giac.

Tuwong tic ciia thude véi cic thude lchéc va cdc loai twong tac khic:
Anh huéng_ciia esomeprazol trén duwge dong hoc ciia cac thude khac:

Cc chat trc ché protease: Da c6 béo cdo rang omeprazol tuong tac véi mot s6 chét i ché men protease.
Chura 1 tam quan trong vé lam sang va co ché tac dong ciia cac twong tac da duge ghi nhan. Tang d6 pH da
day trong qua trinh diéu tri vi omeprazol c6 thé dan toi thay d6i su hap thu ciia chat trc ché men protease.
Co ché twong tac khac c6 thé xay ra la théng qua sy trc ché enzym CYP2CI19.

Atazanavir va nelfinavir: Giam ndng do cac thude nay trong huyét thanh da dugc ghi nhan khi ding chung véi
omeprazol, do d6 khong khuyén cao dung dong thoi cac thude nay. O ngudi tinh nguyén khoe manh, str dung
dong thoi omeprazol (40mg, 1 lanfngéy) voi atazanavir 300mg/ritonavir 100mg lam giam dang ké ndng do va
thoi gian tiep xic atazanavir (giam AUC, Ciax va Cuin khodng 75%). Tang lidu atazanavir dén 400mg da
khong b trir tac dong ciia omeprazol trén ndng do va thoi gian tiép xic atazanavir.

Dung phdi hop omeprazol (20mg, | lém’ngay) v&i atazanavir 400mg/ritonavir 100mg & nguéri tinh nguyén
khoe manh lam giam khoang 30% ndng dd va thoi gian tiép xuc atazanavir khi so sanh véi nong do va thoi
gian tiép xic ghi nhan trong truong hop dung atazanavir 3001ng/ritonav1r 100mg, 1 lan/ngay ma khong dung
omeprazol 20mg, 1 lan/ngay. Ding phdi hop véi omeprazol (40mg,! lan/ngay) lam gidm tri sO trung binh
AUC, Cuax va Cuin ctia ctia nelfinavir khoang 36-39% va giam khoang 75-92% tri s6 trung binh AUC,
Cinax V& Cunin ctia chit chuyén hoa hoat tinh c6 tac dong duge ly M8,

Do téac dong duge luc va cae dic tinh duge dong hoc ttrmlg ty ctia omeprazol va esomeprazol, khuycn cao
khéng sir dung esomeprazol ddng thoi véi atazanavir va chong chi dinh stir dung esomeprazol dong thoi voi
nelfinavir.

Tacrolimus: Viéc sir dung dong thoi vai esomeprazol da duge bao cao lam ting ndng do huyét thanh ctia
tacrolimus. Cén ting cudng giam sat nong dd tacrolimus ciing nhu chirc nang thin (d¢ thanh thai creatinin)
va diéu chinh liéu tacrolimus néu can thiét. '
Methotrexat: Khi ding déng thoi vai cac PPIL nf”:mg dd methotrexat duoc bdo céo la tang 1én & mgt s6 bénh
nhan. Khi ding lidu cao methotrexat, nén can nhic dirng tam thoi esomeprazol.
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Nhimg thuéc hd:o thu phu thugc dj pH: Tinh trang giam do acid da day khi d'iéu' tri béng esomeprazol va céc
PPI khac c6 thé lam giam hay ting sy hap thu cia cic thudc khac ¢6 co ché hap thu phu thudc pH da day.
Gibng nhu cac thude lam giam d¢ acid da day khac, su hap thu ctia cac thude nhu ketoconazol, itraconazol va
erlotinib c6 thé giam va su hp thu ciia digoxin c6 thé tang 1én trong khi diéu tri voi esomeprazol. Dung dong
thoi omeprazol (20mg/ngay) va digoxin & cdc d6i tuong khoe manh lam tang sinh kha dung cua digoxin
khoang 10% (lén dén 30% & 2 trén 10 doi tuong nghién ctru). Hiém c6 cac béo cdo vé ddc tinh cua digoxm
Tuy nhién, can than trong khi ding esomeprazol liéu cao & bénh nhén cao tudi. Can ting cudng theo ddi diéu
tri bang digoxin. N

Nhiing thuéc chuyén héa qua CYP2C19: Esomeprazol trc ché CYP2C19, men chinh chuyén hoa esomeprazol.
Do vdy, khi esomeprazol dugc ding chung voi cac thube chuyen hoa bang CYP2CI19 nhu dlazepam cnalopram
imipramin, clomipramin, phenytoin..., nong dj cac thudc nay trong huyel tuong co the tang va can glam liéu
ding. Diéu nay can dugc dic biét chi y khi ké toa esomeprazol theo ché do diéu trj khi can thiét. Ding dong thoi
voi esomeprazol 30mg lam giam 45% do thanh thai diazepam (mét co chat ctia CYP2CI9). Khi ding dong thoi
vai esomeprazol 40mg lam tiang 13% ndng do day (trough) cua phenytoin trong huyet tuong & bénh nhan dong
kmh Nén theo ddi nong do phenytoin trong huyét tuong khi bat dau hay ngung diéu tri véi esomeprazol.
Warfarin: Tang INR va thoi gian prothrombin khi dung warfarin dng thai voi esomeprazol, cé thé gy
chay méau bt thudng va tir vong. Theo di INR va thoi gian prothrombin khi ding dong thoi esomeprazol
vai warfarin hodic cac dan chat khac ctia coumarin.
Clopidogrel: Esomeprazol (rc ché CYP2C19 nén c6 thé lam giam tac dung cua clopidogrel do gy twong tic
dugc dong hoc vai clopidogrel (lam giam ndng dd trong huyét tuong ctia chét chuyén héa ¢6 hoat tinh ctia
clopidogrel) va tuong téc dugc luc hoc voi clopidogrel (lam giam tac dung khe‘mg tiéu cau).
Voriconazol: Ding dong thoi esomeprazol véi voriconazol ¢ thé lam ting tiép xuc voi esomeprazol hon

gip 2 1an, xem xét & nhiing bénh nhén ding liéu cao esomeprazol (240 mg/ngay) nhu khi diéu tri hoi chimg
Zollinger-Ellison.

Cilostazol: Ding ddng thoi esomeprazol véi cilostazol lam ting ndng dé cilostazol va chit chuyén héa c6
hoat tinh ctia né, xem xét giam liéu cilostazol.

Cisaprid: O ngudi tinh nguyen khoe manh, khi ding chung v6i 40 mg esomeprazol voi cisaprid, dién tich
dudi dudng cong biéu dién ndng do cisaprid trong huyét tLr(mg theo thoi gian (AUC) ting lén 32% va thoi
gian béan thai (Th) cisaprid kéo dai thém 31% nhung ndng do dinh cisaprid trong huyét tuong ting lén

khong déng ké. Khoang QTc hoi kéo dai sau khi dung cisaprid riéng lé, khong bi kéo dai hon nira khi ding
dong thoi cisaprid voi esomeprazol.

Anh huéng cia cic thube khic trén duoe dong hoc cua esomeprazol:

Thudc tic ché CYP2C19 va / hodic CYP3A4: Esomep:azo! duge chuyén héa béi CYP2C19 va CYP3A4. Khi
ding dong thoi esomeprazol véi mot chét e ché CYP3A4, clar ithromycin (500 mg, 2 lan/ngay) lam tang
gap déi dién tich dudi dudng cong (AUC) ciia .esomeprazol. Ding dong thoi esomeprazol cung vGi mot chit
e ché ca hai CYP2C19 va CYP3A4 c6 thé lam tang hon hai ln nong do va thoi gian tiép xiic cla

esomeprazol. Khong can diéu chinh liéu esomeprazol thuong xuyén trong nhiing tinh hubng nay. Tuy nhién,
su diéu chinh liéu can dugc luu y & nhitng bénh nhan suy gan ning hoic diéu trj lau dai.

Thuée cam iimg CYP2C19 va / hodc CYP344: Céac thue cam img CYP2C19 hodc CYP3A4 hoac ca hai
(nhu rifampicin) ¢6 thé gay giam ndng do esomeprazol huyét thanh do tang chuyén hoa esomeprazol.

Tac dyng khéng mong mudn (ADR):
Nhin chung, esomeprazol dung nap t6t ca khi st dung trong thoi gian ngin hoac thoi gian dai.
Thwong gap, ADR > 1/100:
- Toan than: Dau dau, chéng mit, ban ngoai da.

- Tiéu héa: Budn non, non, dau bung, tiéu chay, tdo bon, day hoi, khé miéng.
It gap, 1/1000 < ADR < 1/100:

- Toan than: Mét moi, mét ngi, budn ngn, phat ban, ngira.

- Réi loan thi giac.

Hiém gdp, ADR < }/1000

Toan than: Sét, d6 md hoi, pht ngoai bién, man cam véi 4nh sang, phan (mg qua méan (may day, phu
mach, co that phé quan, sdc phan ve)

- Thén kinh trung wong: Kich dong, tram cam, 14 13n c6 hdi phuc, do gidc & ngudi bénh ning.
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- Huyét hoc: Chimng mat bach cau hat, giam bach cau, giam tiéu cau.

- Gan: Tang enzym gan, viém gan, vang da, suy chirc ning gan.

- Tiéu héa: Rbi loan vi giac.

- Co xuong: Dau khép, dau co.

- Tiét niéu: Viém than kg.

- Da: Ban bong nudc, hoi chirng Stevens-Johnson, hoai tir biéu bi nhiém doc, viém da.

Do lam giam d acid cia da day, cc thudc trc ché bom proton ¢6 thé lam ting nguy co nhiém khuin &
duong tiéu hoa.

Hudng din cich xir tri ADR: Phai ngirng thude khi c6 biéu hién tac dung khéng mong mudn ning.

Qui liéu va cach xir tri:

- Qué liéu: Chua c6 béo cao vé qué liéu esomeprazol & ngudi.
- Xirtri: Khong co thude giai doc dac hiéu cho esomeprazol. Chu yéu diéu tri triéu chimg va ho trg. Tham
tach méau khong c6 tac dung ting thai trir thude vi esomeprazol gan nhiéu vao protein huyét tuong.

DS. Pham Thi Bich Thuy
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