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X

TO HUONG DAN SU DUNG THUOC

Vién nén bao phim tan trong rugt

JIRACEK

Thubc ban theo don
Pé xa tam tay cua tré em
Poc ki hwéng dan sir dung trwéc khi dung
Théng béo ngay cho bac sy nhirng tac dung khéng mong muén khi sir dung thuéc

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOl BENH

1.

Thanh phan, ham lwong caa thuéc:

M&i vién nén bao phim tan trong ruot chua:

Hoat chat:

Esomeprazol magnesi dihydrat twong duwong Esomeprazol ...... 40 mg

Ta dworc:

Cellulose vi tinh thé M101, magnesi hydroxyd, natri bicarbonat, povidon (kollidon 30),
natri lauryl sulfat, natri starch glycolat, cellulose vi tinh thé M112, magnesi stearat, HPMC
615, talc, polyethylen glycol 6000, eudragit L100, mdu oxyd sdt do, talc, titan dioxyd.

M@ ta san pham: Vién nén dai, bao phim tan trong ruét mau héng cam, hai mit tron.
Quy cach dong géi: Hop 4 vi x 7 vién.

Thudc dung cho bénh gi?

JIRACEK chtra hoat chat esomeprazol mot chat thuéc nhoém thube goi 1a ¢ thuéc tic ché

bom proton”. Nhém thude nay co tic dung diéu tri bang cach giam luong acid tiét ra trong

da day cua ban.

Esomeprazol dugc dung trong diéu tri:

Nguoi 16n:

- Loét da day - ta trang do nhidm mét loai vi khuan goi 1a ‘Helicobacter pylori’. Néu ban
¢6 tinh trang nay, bac sy cia ban co thé sé& ké thém khang sinh dé diéu tri nhidm tring va
cho phép chira lanh vét loét.

- Bénh trao ngugc da day - thyc quan (GERD) Pay 1a bénh ma acid tu trong da day cua
ban trao 1én cudng hong (6ng ndi c¢b hong va da day cua ban) gay dau, viém va ¢ nong.

- Du phong loét da day & nhitng nguoi c6 nguy co cao ve bién chung & da day - ta trang,
nhung c6 yéu cau phai tiép tuc diéu tri bang thuéc chdng viém khéng steroid.

- Qua nhiéu acid trong da day do su tang sinh tuy (Hoi chiing Zolllnger Ellison).

- Diéu trj kéo dai sau khi tiém truyén tinh mach dé phong ngira xuat huyét tai phat trong
loét da day - ta trang.

Tré em > 12 tudi: Bénh trao nguoc da day - thuc quan va viém thuc quan trot xudc.

Nén dung thudc nay nhu thé nao va liéu lwgng?

Luén dung thude chinh xac nhu hudng dan cua bac sy hodc duoc sy. Néu ban chua rd, hiy

hoi lai cho chic chan.

- Néu ban diing thudc trong thoi gian dai, bac sy cia ban s& can phai theo di ban trong
suét qué trinh ban dung thudc (dic biét 1a khi ban dung thube kéo dai trén 1 nam).

- Néu ban dang dung thubc nay, théng bao cho bac sy cua ban néu ban cé céc triéu chung
thay doi.

Liéu dung:

Nguwoi lon:

Béc sy cua ban s& ndi cho ban biét can udng bao nhiéu vién thudc va udng trong bao lau.

DleU nay phu thudc vao tinh trang bénh, ltra tudi, va tinh trang chirc ning gan cua ban.

Piéu tri l0ét da day - t& trang do nhiém Helicobacter pylori:
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C6 thé dung liéu ubng 1 vién/ ngay.

Esomeprazol la mot thanh phan trong phéc d diéu tri cling véi khang sinh. Tly ty 18 khang
thudc tai dia phurong cua ban, bac sy s& lya chon phac do dleu tri phu hop cho ban.

Du phong loét da day ¢ nhitng nguoi cé nguy co cao vé bién chirng ¢ da day - ta trang,
nhung cé véu cau phdi tiép tuc diéu tri bang thusc chong viém khong steroid:

Uéng 1 vién/ ngay.

Diéu tri bénh trao nguoc da day - thuc quan(GERD):

Liéu khuyén cao la 1 vién/ ngay, UOng mol ngay mot lan trong 4 tuan. Bé4c sy caa ban co
thé bao ban dung thuoc thém 4 tuan néu cudng hong cua ban van chua duoc chira khoi.
Hoac céach khac, udng 1 vién/ ngay trong 4 - 8 tuan, néu chua khoi bac sy c6 thé cho ban
uéng thém 4 - 8 ‘tuAn nita. Truong hop ning, bac sy co thé tang lidu 1én 1 vién x 2 lan/ ngay.
Diéu tri kéo dai sau khi tiém truyén finh mach esomeprazol dé phong ngira xudt huyét tai
phat trong loét da day - t4 trang:

Liéu khuyén céo 1a 1 vién/ ngay, ung trong 4 tuan sau khi tiém truyén tinh mach dé phong
ngtra Xuat huyét tai phat trong loét da day - té trang.

Piéu tri hgi ching Zollinger-Ellison:

Ngudi I6n: Liéu khoi dau khuyén cao 1a 1 vién x 2 lan/ ngay. ,

Béc sy cua ban c6 thé sé dicu chinh liéu tuy vao nhu cau cua ban va cling sé quyeét dinh
viéc ban phai dung thuéc trong bao l4u.

Tréem:

Tré em > 12 tudi: C6 thé dung liéu nhu ngudi Ion dé diéu tri bénh trao ngugc da day - thuc
quan va viém thuc quan trot xudc.

Tré em < 12 tudi: Dang bao ché JIRACEK khong thich hop diing cho tré em dudi 12 tudi.
Céc dang bao ché khéc cd thé phi hop hon.

Céch dung:

Esomeprazol khong 6n dinh trong méi trudng acid, nén phai uéng thudc dudi dang vién
bao tan trong rudt dé khong bi pha hay ¢ da day va ting sinh kha dung. Phai nuét nguyén
vién thudc véi nuée, khong duoc nghién nho, nhai hodc lam v vién.

Uéng thudc truéc bita an it nhat mot gio. C6 thé ding cung thude khang acid khi can thiét
dé giam dau.

Théng béo cho bac sy néu ban c6 van dé khi nuét dé bac sy lya chon dang bao ché khéc
thich hop hon cho ban.

Néu ban c6 bat ky thic mac nao vé viéc ké don ciia minh, hay lién hé ngay véi béac sy hoic
duoc sy caa ban.

Khi nao khéng nén dung thuoc nay?

Khong nén dung thudc nay néu ban:
- Qua man véi esomeprazol hoic cac thudc tc ché bom proton khic (nhu pantoprazol,
Ianzoprazol rabeprazol, omeprazol), hogc cac dan chét thé benzimidazol hoic qua man
véi bat ky thanh phan nao caa thudc.

- Pang dung thubc chua nelfinavir (thubc diéu tri nhidm HIV).

Khong dung esomeprazol néu ban gap phai bat ky tinh trang nao & trén. Néu ban khong

chéc chan, hay hoi lai bac sy hodc duogc sy trudc khi udng esomeprazol.

Téac dung khong mong mudn

Nhu cac thubc khéc, esomeprazol cé thé gay tac dung khdng mong muén, nhung khong

phai ai cling gap phal

Ngung ding thuéc va lién hé trung thm y té gan nhat néu ban gap cac phdn izng sau:

- Ban ¢0 cac tri¢u ching pht mach nhu ban da, man do, phd (mi mét, mat, moi, mi¢ng va
1udi), kho tho hoac kho nudt. Bay 1a cac triéu ching caa phan ing qua man.

- Ban bi d6 da hogc da c6 mun nudc hogc troc da. Cling co the bi bong nudc hodc chay
méu ning & mdi, mit, mii va bo phan sinh duc. Pay c6 thé 1a triéu ching cua chung
hong ban da dang, hoi ching Stevens-Johnson hoac hoai tir biéu bi nhiém doc. Diéu nay
rat hiém khi xay ra.
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- Ban bj vang da, nudc tiéu sim mau va mét moi. Pay 1a triéu chung xay ra van dé & gan,
hiém khi gap phai.

Céc tac dung khong mong mugn khéc bao gom:

Thuong gap

Dau dau

Anh huéng trén da day hoic rudt caa ban: Budn non, non, dau bung, tiéu chay, téo bon,

day hoi.

It gap

Mat ngu.

Choéang, budn ngu, cam giac ngura ram ran, nhot nhat, cham chich hodc té cong tam thoi va

d6i khi ¢ “cam giac t& budn nhu c6 kién bo”.

Réi loan thi giac.

Sung ban chan va mat ¢4 chan.

Chdng mat.

Kho migng.

Thay d6i trong cac xét nghié¢m déanh gia chirc nang gan.

Viém da, ngtra, phat ban, noi may day.

Lam dé gay xuong chau, ¢d tay, cot séng (néu dung thudc liéu cao kéo dai).

Hiém gdp

Cam thay bi kich dong, chan nan hay 10 Ian.

Réi loan vi giéc.

CAac van dé vé thi lyc nhu nhin mo.

Nhlem khuan hd hap, dot nhién cam thay tiéng tho kho khe hodc kho thé (co that phe quan).

C4c van dé vé mau nhu tdng bach cau, giam bach cau hoac giam tiéu cau. Piéu nay c6 thé

gay ra tinh trang yéu 6t, bam tim hozc dé nhiém trung.

Viém gan c6 hoac khdng kém vang da.

Viém miéng, nhiém nam candida duong tiéu hoa.

Ha natri huyét c6 thé gay ra yéu 6t, budén ndn hoac chuét rut.

R&i loan chuyén hda porphyrin.

Dau khop, dau co.

Rung toc.

NGi man trén da khi tiép xtc &nh niang mat troi.

Mét moi, d6 mo hoi.

Rat hiém gap

Céc van dé vé mau bao gom giam toan thé huyét cau, mat bach cau hat.

Biéu hién hung tinh.

Nhin thay, cam giac hoac nghe thiy nhitng thir khdng cd that (4o giéc).

Céc van dé nghiém trong vé gan nhu: Suy chirc ning gan, bénh nfo gan & nhimg ngudi da

tung bi bénh gan.

Yéu co.

Vén d& nghiém trong vé than.

Chung va to & nam giéi.

Chuea ro

Néu ban ding thubc trén 3 thang, mac magnesi trong mau caa ban c6 thé giam. Biéu hién

nhu mét moi, co cimg co bap, mat phuong hudéng, co giat, chong mat hoic ting nhip tim.

Néu ban c6 bét ky triéu chirng nao trong cac triéu chang trén, thong béo ngay cho bac sy

cua ban.

Giam magnesi mau ciing c6 thé dan dén giam kali mau hogc calci mau. Bac sy cua ban c6

thé s& quyét dinh tién hanh cac xét nghiém méau thuong xuyén dé theo ddi muc magnesi

trong mau cua ban.

Viém rudt (gay tiéu chay).

Phat ban, c6 thé c6 cac con dau & cac khap.

Thudc ¢6 thé gay ra cac tac dung khdng mong muon khac, théng béo cho bac sy nhing tac

dung khdng mong muén gap phai khi si dung thuac.
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8. Nén tranh dung nhiing thudc hoic thuc pham gi khi dang str dung thudc nay?

Thong bao cho bac sy hodc dugc sy cua ban veé tat ca cac loai thudc ma ban dang sur dung,

bao gom ca cac thude ké don hoic khong ké don, cac vitamin hodc thuéc tir duoc ligu.

Théng béo cho bac sy hode dioc sy néu ban dang sir dung cac thugc sau:

- Atazanavir or saquinavir (Thudc diéu tri HIV).

- Clopidogrel (Thuéc chéng dong mau).

- Ketoconazol, itraconazol hoic voriconazol (Thubc diéu tri nhidm nam).

- Erlotinib (Thudc diéu tri ung thu).

- Citalopram, imipramin hozc clomipramin (Thuéc chng tram cam).

- Diazepam (Thudc chéng lo 4u, gidn co hodc diéu tri dong kinh).

- Phenytoin (Thudc diéu tri dong kinh). Néu ban dang uéng phenytoin, béac sy cua ban s&
can theo d@i ban Itc bat dau va két thuc uéng esomeprazol.

- Thubc duoc sir dung dé 1am lodng méu cua ban, chang han nhu warfarin. Bac sy ¢6 thé
can phai theo ddi ban khi ban bit ddu hodc ngung dung esomeprazol.

- Cilostazol (duoc sur dung de diéu tri con dau cich quang - con dau ¢ chan cua ban khi
ban di bo do khong cung cip du mau dén chan).

- Cisaprid (Thudc tri kho tiéu, o nong).

- Digoxin (thudc diéu tri bénh tim).

- Methotrexat (dung trong hoa liéu phép & lidu cao dé diéu tri ung thu) — Néu ban dang
dung liéu cao methotrexat, bac sy cua ban c6 thé s& cho ban tam thoi ngung st dung
esomeprazol.

- Tacrolimus (dung trong ghép co quan).

- Rifampicin (thudc khang lao).

- St. John’s wort (Hypericum perforatum) (diéu tri ching tram cam).

Néu bac sy cua ban ké cac khang sinh amoxicillin and clarithromycin ciing nhu

esomeprazol dé diéu tri loét do nhiém Helicobacter pylori thi viéc théng bao vé bat ky

thudc nao ma ban dang dung cho bac sy 1a rat quan trong.

Sur dung JIRACEK vai thirc an

Udng thude trude bira an it nhat mot gio.

9. C?}n lam gi khi mét lin quén khong diung tl}uéc? ) )
Neéu ban quén khong dung 1 liéu, uong liéu ticp theo nhur lich trinh cii. Khdng uong gap doi
licu.

10. Néu ban mudn ngirng thude
Tiép tuc sir dung thudc cho dén khi bac sy bao ban ngimg. Khong duoc tu y ngung thudc.
Ludn lam theo chi dan cua bac sy.
Néu ban c6 thic mic gi khi st dung thudc nay, hay lién hé véi béac sy hoic duoc s5.

11. Cén bao quan thudc nay nhu thé nao? )
Gitr thuoc trong bao bi goc ctia nha san xuat, day kin. ‘
Dé thudc noi khé rdo, tranh anh sang, nhiét d6 khéng qua 30°C, va ngoai tam vai cua tré
em.
Khéng st dung thudc sau ngay hét han in trén bao bi (hop va vi thubc).

12. Nhitng d4u hiéu va triéu chirng khi ding thudc qua lidu
Dung thude chinh xac nhu huorng dan cua béc sy. Neu ban dung qua lidu hozc tré em nubt
phai thudc, lién hé ngay Vi béc sy va trung tam y té gan nhit.
Chua c6 bao céo vé qua lidu esomeprazol ¢ nguoi.
Céc triéu chimg duoc mé ta & liéu esomeprazol 280 mg bao gom cac triéu ching tiéu hoa
va suy nhuoc. Khdng 6 tai bién xay ra khi dung liéu 80 mg esomeprazol.

13. Cén phai lam gi khi dung thudc qua liéu khuyén cao
Ngung dung thudc va lién lac ngay véi bac sy hoac trung tam y té gan nhét.
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14.

15.

Mang theo vién thudc cing véi bao bi dé bac sy biét ban da udng thudc gi va co bién phap
xu ly Kip thoi.

Nhirng diéu cin than trong khi dung thudc nay

Truéc khi dung thusc nay, thdng bao cho bac sj néu ban dang cé cdc vin d@é vé sirc khoe
sau day: .

Ban dang c6 van dé vé gan, than.

Ban d3 ting bi di ing ngoai da sau khi diéu tri mot thude twong tu esomeprazol dé giam
acid da day.

Néu ban bi phat ban & da, dic biét 1a viing da tiép xdc &nh nang mit troi, théng bao cho béc
sy ciia ban sém nhat c6 thé vi ban c6 thé s& phai ngung thudc. Nhé thdng béo cho béc sy
bat ky anh huang xau nao sau khi ding thuéc ma ban gap phai nhu dau khép.

Ban d3 tirng duoc bac sy cho biét ban bi giam du trir vitamin B12.

Esomeprazol c6 thé che Ip triéu chung caa mot 50 bénh khac. Do d6, néu co bat ky triéu
ching nao dudi day xay ra trude hoic trong khi uéng esomeprazol, thong b&o ngay cho bac
sy cua ban:

- Ban bi st can manh ma khéng rd nguy@n nhan, c6 van dé khi nuét.

- Ban bi dau bung hoac kho tiéu.

- Ban bi n6n ra thirc an hodc nén ra mau.

- Ban bi di cau phan den (c6 mau trong phan).

Béc sy ¢ thé can theo ddi ban néu ban duoc ké duing esomeprazol kéo dai.

Néu ban dang duoc diéu trj ‘theo nhu ciu’ ban nén lién lac véi bac sy cua ban néu cac triéu
chang cua ban van tiép tuc hoac thay d6i tinh chat.

Thong bao cho bac sy néu ban bj ia chay nang hoac dai ding, esomeprazol c6 thé di kém
Véi viéc 1am ting nhe nguy co tiéu chay do nhiém trung.

Udng céc thude uc ché bom proton nhu esomeprazol, dic biét 1a trong khoang thoi gian dai
trén 1 nam, ¢ thé 1am ting nhe nguy co giy xuong chau, ¢ tay hoic cot séng. Thong bao
cho bac sy néu ban dang bi loing xuong hodc dang dung cac thubc corticosteroid (thubc
lam tang nguy co loang xuong).

Néu ban chuan bi tién hanh xét nghiém chan doan cac khdi u than kinh (CgA), béc sy co
thé s& cho ban ngimg esomeprazol trudc d6 it nhat 5 ngay. .
Thudc c6 chira magnesi hydroxyd cé thé gay ia chay va ting magnesi huyét, bac sy c6 thé
can theo ddi ban trong qua trinh ding thude, dic biét 1a néu ban bi suy than.

Duing thudc cho tré em

Thuoc khéng thich hop dung cho tré em duéi 12 tudi. Cac dang bao ché khac cé thé thich
hop hon.

Dung thuac cho nguoi cao tugi

Khéng can thiét diéu chinh lidu khi ding cho nguoi cao tudi.

Phu niz mang thai hogc cho con bu, khd nang sinh san

Néu ban dang mang thai hoic dang trong thoi ky cho con bd, hoic ban nghi rang minh
dang mang thai hoic c¢6 y dinh mang thai, thdng béo cho béac sy hodc duoc sy dé dugc cho
161 khuyén truéc khi dung thudc.

Bac sy cua ban s¢€ quyet dinh viéc ban c6 nén dung thudc trong thoi ky nay hay khéng.
Khéng chéc chin vé viéc esomeprazol ¢6 di vao sita me hay khong. Do d6, ban khdng nén
dung thube khi dang trong thoi ky cho con bu.

Lai xe va vdn hanh may moc

Khi ban dung thudc nay, ban c6 kha ning bi chong mit, mét moi, gay anh huong dén phan
Xa cua ban. Do d6, ban khong nén thuc hién cac cong viéc can tap trung cao d6 nhu 1i xe
hodc van hanh may méc, cho dén khi x4c dinh chic chan minh c6 bj anh huéng hay khang.

Khi ndo can tham vin bac sy, duge s§.

Can lién lac ngay véi bac sy hoac trung tam y té gan nhat khi dung thubc qua liéu chi dinh.
Thong thuong, bao gid ciling phai hoi y kién bac sy hoic duoc sy trude ldc dung bat ky
thudc nao khi mang thai hoac cho con bu.
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Thong bao ngay cho bac sy hodc duoc sy nhitng tac dung khdng mong mubn gap phai khi
st dung thuoc.

Néu can thém thong tin xin hoi y kién bac sy hoac dugc s¥.

16. Han dung cia thudc: 36 thang ké tir ngay san xuét.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBO Y TE

1.

PAC TINH DUQC LUC HOC:

Nhom duwgrc ly: Thuédc tic ché bai tiét acid da day thuoc nhém tec ché bom proton.

Ma ATC: A02BCO5.

Esomeprazol 1a dang dong phan S cua omeprazol, duoc dung twong ty nhu omeprazol
trong diéu tri loét da day - ta trang va bénh trao nguoc da day - thuc quan va hoi ching
Zollinger-Ellison.

Esomeprazol 1a mot base yéu, gan véi H*/K*-ATPase (con goi la bom proton) & té bao
thanh cua da day, lam bat hoat hé théng enzym nay, ngin can budc cudi cung cua sy bai
tiét acid hydrocloric vao long da day. Vi vay esomeprazol cé tac dung uc ché da day tiét
lwong acid co ban va ca khi bi kich thich do bat ky tac nhan nao. Thudc tac dung manh, kéo
dai.

Céc thudc e ché bom _proton ¢6 tac dung uc ché nhung khong tiét trir dugc Helicobacter
pylori, nén phai phol hop véi cac khang sinh (nhu amoxicillin, tetracyclin va
clarithromycin) méi c6 thé tiét trir c6 hiéu qua vi khuan nay.

2. DAC TINH DUQC PONG HOC:

Hdp thu:

Esomeprazol la chat khéng bén trong méi truong acid va dugc ding duong udng dudi dang
vién bao tan trong ruot. In vivo, esomeprazol bi chuyen sang dang dong phan R-isomer
khong dang ké. Esomeprazol hap thu nhanh sau khi uong, phat huy tac dung trong vong 1
gio, dat nong do cao nhat trong huyét tuong sau 1 - 2 gio. Sinh kha dung cua esomeprazol
tang 1én theo liéu dung va khi dung nhac lai: Pat khoang 50% sau khi ding liéu duy nhét
20 mg, tang 1én 68% khi diing liéu Iap lai hang ngdy; 64% khi ding liéu duy nhat 40 mg va
tang dén 89% sau khi dung lidu lap lai hang ngay. Thirc an lam cham va giam hip thu
esomeprazol, nhung khong 1am thay d6i c6 ¥ nghia tc dung cua thudc dén nong do acid
trong da day. Dién tich duéi duong cong (AUC) sau khi uong 1 lieu duy nhat esomeprazol
40 mg vao bira an so vai lac doi giam tir 43% dén 53%. Do d6 esomeprazol nén uong trudc
bita 4n it nhét 1 gio.

Phan b:

Khoang 97% esomeprazol gan vao protein huyét twong. Thé tich phan bb khi nong do
thudc 6n dinh & ngudi tinh nguyén khoe manh 12 0,22 L/ kg thé trong.

Chuyén hoa; ’

Thuoc chuyén hda chia yéu ¢ gan nho hé enzym cytochrom P450, isoenzym CYP2C19
thanh cac chat chuyén hda hydroxy va desmethyl khong con hoat tinh, phan con lai duoc
chuyén hoa qua isoenzym CYP3A4 thanh esomeprazol sulfon. Khi ding nhéc lai, chuyén
hoa bude dau qua gan va do thanh thai caa thude giam, c6 thé do isoenzym CYP2C19 bi tc
ché. Tuy nhién, khéng c6 hién twong tich lity thudc khi dung mdi ngay 1 lan.

Thdi tree:

Tong thanh thai cua thudc trong huyét twong 1a khoang 17 L/ gio sau khi uong liéu duy
nhat va khoang 9 L/ gio sau khi uéng liéu l3p lai. Thoi gian béan thai trong huyet tuong
khoang 1,3 gio. Esomeprazol dugc thai trir hoan toan ra khoi huyet tuong gitra cac lieu va
khong gy tich liiy khi udng liéu lap lai 1 lan/ ngay. Céc chat chuyén hoa chinh cua
esomeprazol khong dnh hudéng dén sy tiét acid da day. Khoang 80% liéu uong duoc thai trur
duéi dang céc chat chuyén hoa khong c6 hoat tinh trong nudc tiéu, phan con lai duoc thai
trir trong phan. Dudi 1% thUOC duoc thai trir trong nudc tiéu.

Sur tuyén tinh/ khdng tuyén tinh:

Duoc dong hoc cua esomeprazol da duoc nghlen ctru v6i lidu 1én dén 40 mg x 2 lan/ ngay.
Dién tich dudi duong cong nong dd theo thoi gian (AUC) tang khi dung esomeprazol liu
lap lai. Su tang 1én nay phu thudc liéu va din dén sy ting AUC ¢ ty 18 16n hon so Vi Sur
tang liéu sau khi dang lidu 13p lai. Su phu thugc thoi gian va liéu nay l1a do giam chuyén
hoa lan dau qua gan va thanh thai toan than, cé thé do tac dung tc ché CYP2C19 cua
esomeprazol v&/ hoic chat chuyén hoa sulphon caa né.

Duwoe ddng hoc trén cac ddi twong dic biét:
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4.

Nguoi chuyen hoa thugc kém:

O mot sé nguoi vi thiéu CYP2C19 do di truyen (15 - 20% nguoi chau A), nén lam cham
chuyen hoa esomeprazol. O nhitng nguoi nay, chuyén hoéa cua esomeprazol cha yeu duoc
xdc tac bai enzym CYP3A4. O trang thai on dinh, gia tri AUC & nguoi thiéu enzym
CYP2C19 tang khoang 2 1an so véi ngudi co dii enzym.

Gigi tinh:

Sau khi udng liéu don esomeprazol 40 mg, AUC & phu nit cao hon nam gigi khoang 30%.
Khoéng c¢6 su khéc biét gitra cac giai tinh khi dung liéu lap lai hang ngay.

Suy gan:

Su chuyén hoa esomeprazol & ngudi rdi loan chirc ning gan vira va nhe c6 thé giam. Tc
dd chuyén hda giam & nhitng bénh nhan rdi loan chirc ning gan ning lam ting gip doi
AUC cua esomeprazol. Do d6, khong dung qua 20 mg esomeprazol cho bénh nhan b rdi
loan niang. Esomeprazol va chat chuyén héa chinh cua né khong gay tich liy khi dung liéu
1 1an/ ngay.

Suy thdn:

Chua c6 nghién ctru nao dugc thuc hign ¢ nhitng bénh nhan bi suy giam chirc nang than.
Do than déng vai tro dao thai cac chat chuyén hoa cua esomeprazol nhung khong dao thai
hoat chat ban dau, su chuyén hda cua esomeprazol cé thé khong thay d6i ¢ bénh nhan suy
giam chtrc nang than.

Nguoi cao tuoi:

Chuyen héa esomeprazol khong thay d6i dang ké trén d6i twong bénh nhan 1a nguoi cao
tudi 71 - 80 tuoi).

Tré em:

Tré vi thanh nién 12 - 18 tudi: Sau khi dung Iap lai esomeprazol licu 20 mg va 40 mg, AUC
va Tmax & cac d6i twong 12 - 18 tudi twong t nhu & ngudi 16n & ca 2 lidu.

CHI PINH:

Nguoi lon:

- Dung phéi hop véi phac d6 khang sinh thich hop dé diéu tri loét da day - ta trang do
nhiém Helicobacter pylori.

- Dy phong loét da day ¢ nhirmg nguoi c6 nguy co cao vé bién chiing & da day - ta trang,
nhung ¢ yéu cau phai tiép tuc diéu tri bang thudc chong viém khong steroid.

- Bénh trao nguoc da day - thuc quan (GERD) nang c6 viém trot thuc quan.

- Hoi ching Zollinger-Ellison.

- Diéu trj kéo dai sau khi tiém truyén tinh mach esomeprazol dé phong ngira xuat huyét tai
phat trong loét da day - ta trang.

Tré em > 12 tuéi:

- Esomeprazol dung dudng udng cho tré em dé diéu tri bénh trao nguoc da day - thuc
quan va viém thyuc quan trot xudc.

LIEU DUNG - CACH DUNG:

Esomeprazol dugc dung dudi dang mudi magnesi nhung liéu ding dugc tinh theo
esomeprazol:

Liéu ditng cho nguwoi lon: 3

Piéu trj loét dg day - ta trang do nhiém Helicobacter pylori:

Esomeprazol 1a mét thanh phan trong phac dd diéu tri cung véi khang sinh, vi du phac db 3
hozc 4 thudc (cung véi amoxicilin va clarithromycin hoic clarithromycin, metronidazol va
bismuth). Udng esomeprazol mdi ngay mét Ian 40 mg trong 10 ngay. Tuy ty & khang thubc
& ting dia phuong dé lya chon phac db diéu tri phu hop 1a 3 hoac 4 thubc phéi hop véi
nhau (amoxicilin, clarithromycin, metronidazol, tinidazol, tetracyclin, bismuth).

Du phong loét da day ¢ nhiing nguoi cé nguy co cao vé bién ching ¢ da day - ta trang,
nhuwng cé yéu cdu phdi tiép tuc dieu tri bang thugc chong viém khong steroid:

Udng mdi ngay 40 mg esomeprazol.

Piéu tri bénh trao ngiroc da day - thyc quan ndng c6 viém trot thuc qudn:
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Uong mdi ngay mét lan 40 mg esomeprazol trong 4 tuan, co thé udng thém 4 tuan nira neu
can. Hodc cach khac, bat dau UOng mdi ngay maot 1an 40 mg trong 4 - 8 tuan, cd thé udng
thém 4 - 8 tuan nita neu van con triéu chung hoic biéu hién tén thuong chua lién. Truong
hop ndng co thé tang liéu 1én 80 mg/ ngay chia 2 lan. ) ) )
biéu tri kéo dai sau khi tiém truyén tinh mach esomeprazol dé phong ngira xudt huyét tai
phat trong loét de day - té trang:

40 mg esomeprazol/ ngay, udng trong 4 tuan sau khi tiém truyén tinh mach dé phong ngtra
xuit huyét tai phét trong loét da day - ta trang.

Piéu tri héi chitng Zollinger-Ellison:

Ty theo tung cé thé va mirc d tang tiét acid cua dich da day, lieu dung méi ngdy c6 the
cao hon trong mot sb trudng hop, dung mét lan hoic chia 2 lan trong ngay. Liéu khoi dau
udng 40 mg esomeprazol x 2 lan/ ngay. Sau do diéu chinh Ileu khi can thiét tay theo dap
rng cua tng bénh nhan va tiép tuc diéu tri khi con chi dinh vé mat 1am sang. Pa s nguoi
bénh c6 thé kiém soat duoc bénh & lidu 80 - 160 mg/ ngay, mic du c6 trudng hop di phai
dung dén 240 mg mdi ngay. Céc liéu I6n hon 80 mg/ ngay phai chia lam hai lan.

Liéu dung cho cdac doi twong dac biét:

Tre em:

Esomeprazol dung duong udng cho tré em dé diéu tri bénh trao nguoc da day - thuc quan
va viém thyc quan trot xudc.

Tré em > 12 tudi: C6 thé dung lidu nhu nguai lon.

Tré em < 12 tudi: Dang bao ché nay khong thich hop ding cho tré em dudi 12 tudi.
Khuyén c&o cho bénh nhan dung cac dang bao ché khac phu hop hon. o an toan va hiéu
qua cua esomeprazol dung duong ubng dé diéu tri ngan han bénh trao nguoc da day - thuc
quan & tré dudi 1 tudi hodc dung trong cac truong hop khac chwa duoc xac lap.

Nguoi suy gan:

Khong can phai giam liéu ¢ nguoi suy gan nhe hoac trung binh.

Dang bao ché nay chtra ham lugng khong thich hop dung cho ngudi suy gan nang.

Nguroi suy thdn:

Khong can phai giam lieu & ngudi suy than nhu:ng than trong ¢ nguoi suy than nang vi kinh
nghiém su dung thube & nnhitng bénh nhan nay con han ché.

Ngueoi cao tudi (> 65 tuoi): Khong can phai giam liéu & ngudi cao tudi.

Cach dung:

Esomeprazol khong 6n dinh trong méi trudng acid, nén phai uéng thudc dudi dang vién
bao tan trong ruot dé khong bi pha huy ¢ da day va tang sinh kha dung. Phai nudt nguyén
vién thudc vai nuée, khong duoc nghién nhé, nhai hozc lam v vién.

Uéng thude trudc bira an it nhat mot gid. Co thé dung cuing thude khang acid khi can thiét
dé giam dau.

Dang bao ché nay khong thich hop ding cho nhitng bénh nhan bi khé nuét hoic khong thé
nudt. Chon céc dang bao ché khac pht hgp hon cho bénh nhan.

5. CHONG CHI PINH:
Qua man véi esomeprazol hozc cac thudc e ché bom proton khac, hoic cac dan chat thé
benzimidazol, hogc qua méan véi bat ky thanh phan nao cua thuéc.
Khéng dung thuoc dong thoi vai nelfinavir.

6. THAN TRONG VA CANH BAO:
Trudce khi dung thude tc ché bom proton, phai loai trir kha nang ung thu da day vi thudc c6
thé che 1ap triéu chiing, 1am cham chan doan ung thu.
Than trong khi dung & nguoi bi bénh gan, nguoi mang thai hoéc cho con bu.
Bénh nhdn diéu trj kéo dai (dac biét trén 1 nam) Nén dugc theo doi thuong xuyén.
Dung esomeprazol kéo dai co thé gay viém teo da day hodc tang nguy co nhiém khuan
(nhu viém phol mac phai tai cong dong).
Bénh nhdn diéu tri theo yéu cau: Nén duoc chi dan lién hé véi bac sy néu cé sy thay doi
tinh chét cua cac triéu chang.
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Diét Helicobacter pylori:

Can can nhic kha ning xdy ra tuong tac voi cac thudc khac khi ding esomeprazol trong
phac do 3 thudc diét Helicobacter pylori. Clarithromycin 1a thuéc wc ché CYP3A4 manh,
do d6 can luu y cac chong chi dinh va twong tac thubc cua clarithromycin khi dung
clarithromycin trong phac do 3 thuéc cho bénh nhan dang st dung dong thoi cac thude
Chuyén hoa qua CYP3A4 nhu cisaprid.

Nhlem tring dwang tiéu hoa:

Diéu tri véi cac thudc tc ché bom proton ¢ thé 1am ting nhe nguy co nhiém tring dudng
tiéu hoa nhu Samonella va Campylobacter.

C6 thé tang nguy co tiéu chay do Clostridium difficile khi ding cac thudc @c ché bom
proton.

Hdp thu vitamin B12:

Nhu cac thudc khang acid khac, esomeprazol c6 thé lam giam hap thu vitamin B12
(cyanocobalamin) do tac dung 1am giam hoic thiéu acid dich vi. Can can nhac khi ding
thudc cho bénh nhan bi giam du trir vitamin B12 hoic c¢6 cac yéu té nguy co lam giam hap
thu vitamin B12 khi diéu tri kéo dai.

Ha magnesi huyét (c6 hoic khong cd tri¢u chung) hiém khi gap ¢ nguoi bénh ding thudc
trc ché bom proton kéo dai (it nhat 3 thang hoac trong hau hét cac truong hop dung kéo dai
trén 1 nam).

Di co truong hop xay ra ha magnesi huyét ning ¢ nhiing bénh nhan diéu tri véi thude wc
ché bom proton nhu esomeprazol trong it nhat 3 thang va trong hau hét cac truong hop
dung kéo dai trén 1 nam. Biéu hién nghiém trong cua ha magnesi huyét nhu mét moi, co
cing, M@ sang, co giat, chong mat va rdi loan nhip that c¢é thé xay ra, nhung céc triéu
chung nay c6 thé khong thé hién rd rang va bi bé qua. O nhitng bénh nhan bi anh huéng
nhiéu nhat, tinh trang ha magnesi huyét c6 thé dugc cai thién sau khi nging thubc va thay
thé magnesi.

Dbi véi bénh nhan cé kha nang phai diéu tri béng thudc ic ché bom proton kéo dai hoic
dung phdi hop dlgoxm hoic cac thudc c6 thé gay ha magnesi huyét khac (nhu thudc loi
tleu) Béc sy diéu tri nén tién hanh kiém tra, danh gla nong do magnesi huyét truge khi bat
dau diéu tri va dinh Ky trong qua trinh diéu tri véi cac thude ic ché bom proton, bao gom
ca esomeprazol.

Nguy co gay xuong:

Khi ding cac thudc irc ché bom proton, dic bi¢t khi dung liéu cao va keo dai (> 1 nam), c6
thé lam ting nguy co gdy xwong chau, xuong co tay hogc cot séng do loang xuong, chu yeu
xay ra & nguol cao tudi hoic nguol c6 san cac yéu té nguy co. Co ché cua hién tuong nay
chua duoc giai thich, nhung c6 thé do giam hap thu calci khong hoa tan do ting pH da day.
Khuyén céo dung lidu thap nhat c6 tac dung trong thoi gian ngan nhét cé thé, pha hop véi
tinh trang 1am sang. Nhirng bénh nhan c6 nguy co gay xuong do lodng xuong nén dung du
calci va vitamin D, danh gia tinh trang xwong va quan 1y theo huéng dan.

Lupus ban do ban cap ¢ da (SCLE):

Thuoc {rc ché bom proton c6 lién quan dén tan Suat xay ra khong thuong xuyén SCLE. Néu
c6 tén thuong xay ra, dac biét la ving da tiép xUc truc tiép véi anh nang mat troi, co di kem
dau khép, khuyén céo bénh nhan dén gap bac sy va can nhic viéc ngung thudc cho bénh
nhan. Bénh nhan di co tién str bi SCLE sau khi ding mot thudc tc ché bom proton c6 thé
ting nguy co bi SCLE véi cac thudc e ché bom proton khac.

Dung phai hop céac thudc khac:

Khéng khuyén cao dung ddng thoi esomeprazol va atazanavir. Néu bat budc ding ddng
thoi phai theo ddi chat chg, tang liéu atazanavir 1én 400 mg phéi hop véi 100 mg ritonavir,
khdng nén dung esomeprazol qué 20 mg.

Esomeprazol la chét e ché CYP2C19. Khi bat dau hoic két thuc diéu tri véi esomeprazol,
can can nhic cac trong tac co thé xay ra véi céc thudc chuyén hoa qua CYP2C19. Pi c6
béo céo tuong tac thudc xay ra gitra clopidogrel va esomeprazol. Cac lién quan lam sang
ctia trong tac ndy khong chac chin. Can than trong véi tuong tac ndy, khong khuyén céo
dung dong thoi esomeprazol va clopidogrel.
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Cac xét nghiém can lam sang:

Ting mac Chromogranin A (CgA) c6 thé gay can tré cho viéc chan doan cac khdi u than
kinh noi tiét. Bé tranh anh hudng nay, ngung esomeprazol it nhat 5 ngay truéc khi tién
hanh xét nghiém CgA.

Than trong déi Vi ta dipc magnesi hydroxyd

Thuéc cé chtra magnesi hydroxyd gay nhuan trang, c6 thé dan dén ia chay.

Tang magnesi huyet (gay ha huyét &p, suy giam tdm than, hén mé), dic biét than trong khi
dung cho nguoi suy than.

Pé xa tam tay tré em.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Thoi Ky mang thai

Chua c6 nghién ctru day du khi dung esomeprazol ¢ ngudi mang thai. Trén dong vat, chuot
cong trang uong esomeprazol liéu 280 ‘mg/ kg/ ngay (gap 57 lan liéu dung trén nguoi tinh
theo dién tich bé mat co the) va tho uong licu 86 mg/ kg/ ngay (gap 35 lan lidu dung trén
ngudi tinh theo dién tich bé mat co thé) khéng thiy cd bang chiing vé suy giam kha ning
sinh san hoic doc d6i vai thai do esomeprazol. Tuy nhién, chi sir dung esomeprazol trong
thoi ky mang thai khi that can thiét.

Thoi Ky cho con ba

Chua biét esomeprazol c6 bai tiét vao sita hay khong. Tuy nhién, omeprazol duoc phan
phdi vao trong sita me.

Esomeprazol c6 kha ning géy ra cac tac dung khéng mong mudn & tré bi me, vi vay phai
quyét dinh ngirng cho con b hoic ngung thudc, tly theo tim quan trong cua viéc ding
thudc d6i véi ngudi me.

Kha nang sinh san

Nghién cuu trén dong vat vai hén hop racemic ctia omeprazol ding duong udng khong
thay c6 anh hudng trén kha néng sinh san.

ANH HUONG CUA THUOC POI VOI CONG VIEC (nguoi van hanh may méc, nguoi
dang lai tau xe, nguoi lam vige trén cao va cac truong hop khac): Esomeprazol énh huong
nhe dén kha ning lai xe va van hanh may moc. Cac tac dung khong mong mudn nhu: Pau
dau, chong mit (it gap) budn ngy, giam thi luc (hiém)... Than trong khi tham gia vao cac
hoat dong nguy hiém can sy tinh tao nhu 1am viéc trén cao, van hanh may méc hodc 14i tau
Xe.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC:
Anh huong Ciia esomeprazol dén duwoc dong hoc cua céc thusce khac:
Uc ché protease
Da c6 béo céo twong tac xay ra gitra omeprazol véi mot s6 chat wc ché protease. Tam quan
trong trén lam sang va co ché ding sau nhirng twong tac nay hi¢n chua rd. Tang pH da day
trong khi diéu tri bang omeprazol c6 thé 1am thay d6i hap thu cac chat tc ché protease. Cac
co ché khac c6 the giai thich cho tuong tc trén la thong qua su tic ché CYP2C19. Pi c6
b&o céo giam ndng do trong huyet thanh cua atazanavir va nelfinavir khi dung dong thoi
voi omeprazol, do do, ¢ thé lam giam tac dung khang virus. Khong khuyén cdo ding dbng
thoi cac thude nay. Do omeprazol va esomeprazol twong ty Ve cac dic tinh dugc lyc hoc va
dugc dong hoc, khdng khuyén cao dung ddng thoi esomeprazol va atazanavir va chong chi
dinh dung dong thoi esomeprazol va nelfinavir.
Omeprazol (40 mg/ ngay) 1am ting ndng d6 huyét thanh cua saquinavir (phdi hop ritonavir)
80 - 100%. Omeprazol 20 mg/ ngay khong anh huong sinh kha dung cua darunavir (phdi
hop ritonavir) hay amprenavir (phbi hop ritonavir). Esomeprazol 20 mg/ ngay khong anh
huong sinh kha dung cua amprenavir (c6 hoic khéng phdi hop ritonavir). Omeprazol 40
mg/ ngay khdng anh huaong sinh kha dung cua lopinavir (phdi hop ritonavir).
Methotrexat:
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Tang nong d6 methotrexat & mot vai bénh nhan khi dung dong thoi thudc ac ché bom
proton. Can nhic viéc ngung esomeprazol khi chi dinh liéu cao methotrexat cho bénh nhan.
Tacrolimus:

Tang ndng do trong huyét thanh cia tacrolimus khi diung ddng thoi esomeprazol. Can tién
hanh theo ddi chat ché nong do tacrolimus ciing nhu theo ddi chuc ning than (Cle) cua
bénh nhan, diéu chinh liéu tacrolimus néu can thiét.

Thudc hap thu phu thuge pH

Uc ché tiét acid da day khi diéu tri véi esomeprazol hoc céc thudc Gc ché bom proton
khac c6 thé lam tang hodc giam sy hap thu cua cac thude ¢o sy hap thu phu thugc vao pH
cia da day. Tang pH da day lam giam hap thu mot sb thude nhu ketoconazol, itraconazol
va erlotinib va tang hap thu caa cac thudc nhu (digoxin. Bgc tinh cua digoxin hiém khi dugc
bao céo, tuy nhién, can than trong khi dung lidu cao esomeprazol cho ngudi cao tudi. Theo
ddi chat ché liéu trinh diéu tri véi digoxin.

Thude dwoc chuyén hda boi CYP2C19:

Esomeprazol tc ché CYP2C19, enzym chuyen hoa chu yéu cua esomeprazol. Do d6, khi
dung ddng thoi esomeprazol véi cac thubc chuyén hoa boi CYP2C19 nhu dlazepam
citalopram, imipramin, clomipramin, phenitoin s&¢ lam tang ndng d6 cua cac thude trén
trong huyét trong, c6 thé can giam liéu.

Diazepam: Dung ddng thoi esomeprazol va diazepam lam giam chuyén hoa diazepam va
tang nong d¢ diazepam trong huyét twong.

Phenytoin: Dung dong thoi 40 mg esomeprazol lam tang ndng do phenytoin trong huyét
tuong cua bénh nhén dong kinh. Khuyen céo theo ddi nong do phenytoin trong huyét tuong
khi bat ¢au hoic ngung diéu tri bang esomeprazol.

Voriconazol: Omeprazol (40 mg/ ngay) lam tang Cmaxva AUC t ctia voriconazol lan Iuot 12
15% va 41%.

Cilostazol: Dung dong thoi esomeprazol voi cilostazol 1am tiang nong do cilostazol va chat
chuyén hda cé hoat tinh ctua n6, xem xét giam liéu cilostazol.

Cisaprid: O nguoi tinh nguyén khoe manh, dung ddng thoi voi esomeprazol 40 mg lam
taing AUC va kéo dai thoi gian ban thai nhung khong lam ting ding ké nong do dinh trong
huyét tuong cua cisaprid. Pa c6 bao cao tac dung kéo dai khoang QT nhe sau khi chi dung
cisaprid va khong kéo dai hon khi dung cisaprid vai esomeprazol.

Warfarin: Tang INR va thoi gian prothrombin khi ding warfarin déng thoi véi thude we
ché bom proton, ¢ thé gay chay mau bit thuong va tir vong. Theo di INR va thoi gian
prothrombin ldc bat dau va khi két thiic diéu tri esomeprazol dong thoi véi warfarin hoic
c4c dan xuat coumarin khéc.

Clopidogrel: Dung cung thudc tc ché bom proton lam giam nong do trong huyet tuong cua
cua chat chuyén hoa cé hoat tinh cua clopidogrel 1am giam tac dung khéng tiéu cau.

Dung esomeprazol véi cac thubc gay cam tng CYP2C19 va CYP3A4 nhu rifampin 1am
giam nong do esomeprazol, tranh dung dong thoi.

Nghién cizu cac thudce khdng cé tuwong tdc trén lim sang:

Amoxicillin va quinidin:

Khoéng thiy c6 anh huéng cua esomeprazol dén dugc dong hoc ciia amoxicillin, quinidin
trén Iam sang.

Naproxen hogc rofecoxib:

Trong cé&c nghién ciru ngan han danh gia dung ddng thoi esomeprazol véi naproxen hoic
rofecoxib khong thy c6 twong tac duoc dong hoc trén 1am sang.

Anh hwéng ciia céc thude khdce dén dwoce dong hoc cia esomeprazol:

Thudc izc ché CYP2C19 va/ hogc CYP3A4:

Esomeprazol chuyén héa bai CYP2C19 va CYP3A4. Dung ddng thoi esomeprazol va mot
thuéc irc ché CYP3A4 nhu clarythromycin (500 mg x 2 lan/ ngay) lam ting gip doi AUC
cua esomeprazol Dung ddng thoi esomeprazol va clarithromycin 1am ting ndng do
esomeprazol va 14-hydroxyclarithromycin trong mau.

Dung dong thoi esomeprazol va mot thubc e ché ca CYP2C19 va CYP3A4 ¢ thé lam
ting hon gap d6i AUC cua esomeprazol. Voriconazol ¢c ché CYP2C19 va CYP3A4, lam
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ting AUC cta esomeprazol khoang 280%, xem xét ¢ nhiing bénh nhan ding liéu cao
esomeprazol (240 mg/ ngay) nhu khi diéu tri hoi chirng Zollinger-Ellison.

Trong nhitng trudng hop nay, viée diéu chinh liéu ¢o thé khong can thiét. Tuy nhién, can
nhac viéc diéu chinh liéu khi dung thuoc cho bénh nhan suy gan nang hoic duoc chi dinh
diéu tri kéo dai.

Thudc cam iing CYP2C19 va/ hogc CYP3A4:

Céc thube cam tng CYP2C19 hozc CYP3A4 hoic ca hai (nhu rifamicin va St John’s wort)
c6 thé 1am giam nong do esomeprazol huyét thanh do lam ting chuyén héa esomeprazol.
Sucralfat: Uc ché hap thu va lam giam sinh kha dyng cua thudc uc ché bom proton. Dung
cac thudc we ché bom proton it nhat 30 phut trudc khi dung sucralfat.

Tuong tdc duoc luc hoc:

C6 thé tang nguy co ha magnesi huyét khi dung esomeprazol cung cac thUOc cling gay ha
magnesi huyét nhu thudc loi tiéu thiazid, thudc loi tiéu quai. Kiém tra ndng do magnesi
huyét truéc khi dung thudc ac ché bom proton va dinh ky sau dé.

Digoxin: Ha magnesi huyét do diing kéo dai thuéc trc ché bom proton lam co tim ting nhay
cam véi digoxin, co thé lam tang nguy co doc voi tim cua digoxin. 0 nguoi bénh dang
dung digoxin, kiém tra ndng do magnesi trugc khi bat dau dung thudc e ché bom proton
va dinh ky sau do.

Tré em:

Céc nghién ctru tuong tac cua esomeprazol chi mai dugc thuc hién trén nguai 16n.

8. TAC DUNG KHONG MONG MUON VA XU TRi:
Nhirc dau, dau bung, tiéu chay, budn nén va nén la nhitng tac dung khéng mong muédn
thudng gap nhét trong cac thir nghiém 1am sang. Ngoai ra, tinh an toan cua esomeprazol
tuong ty nhau gitra cac cdng thirc bao ché, chi dinh diéu tri, nhém tudi va quan thé bénh
nhan khac nhau. Khéng thay c6 tc dung khéng mong muén lién quan dén lidu nao.
Thwong gap, 1/100 < ADR
Than kinh: Dau dau.
Tiéu hoa: Budn non, non, dau bung, tiéu chay, tao bon, day hoi.
it gap, 1/1.000 <ADR < 1/100
Tam than: Mat ngu.
Than kinh: Choéng, budn ngu, di cam.
Mat: Ri loan thi giac.
Chuyén hoa va dinh dudng: Phu ngoai bién.
Tai va duong rdi (tai trong): Chong mit.
Tiéu hoa: Khé miéng.
Gan - mat: Tang enzym gan
Da va mé dudi da: Viém da, ngaa, phat ban, no1 may day.
Co - xuong - khép: Lam dé gay xuong chau, ¢b tay, cot séng.
Hiém gap, 10.000 <ADR < 1/1 000
Mién dich: Phan @ng qua man (nhu s6t, phi mach, phan ang phan vé, sdc phan vé).
Tam than: Kich dong, tram cam, 1d 1an.
Than kinh: Réi loan vi giéc.
Mat: Nhin mo.
Ho hép 1bng nguc - trung that: Nhiém khuan ho hap co that phé quan.
Huyét hoc: Tang bach cau, giam bach cau, glam tiéu cau.
Gan - mat: Viém gan c6 hoac khdng kém vang da
Chuyén hoa: Ha natri huyét, rdi loan chuyén hda porphyrin.
Co - xuong - khdp: Dau khép, dau co.
Da va m6 dudi da: Nhay cam anh sang, rung tdc.
Toan than: Mét méi, d6 md hoi.
Tiéu hoa: Viém miéng, nhiém nam candida duong tiéu hoa.
Do lam giam d¢ acid cua da day, cac thudc e ché bom proton cé thé lam ting nguy co
nhiém khuan & duong tiéu hoa.
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Rat hiém gdp, ADR < 1/10.000

Huyét hoc: Giam toan thé huyét cau, mat bach cau hat.

Tam than: Biéu hién hung tinh, ao giéc. ‘

Gan - mat: Suy chirc nang gan, bénh ndo gan ¢ nhitng ngudi c6 tien str bénh gan.

Da va mé dudi da: Hong ban da dang, ban bong nuéc, hoi chirng Stevens-Johnson, hoai tur
biéu bi nhiém doc.

Co - xuong - khép: Yéu co.

Than - tiét niéu: Viém than k&, di c6 bao cdo mac suy than ddng thdi & mot sé bénh nhan.
Noi tiét: Chang v to & nam gidi.

Chura ré, chwa cé dir liéu vé tan sudt gap ADR

Chuyén hda: Ha magnesi huyet ha magnesi huyét nghiém trong co thé twong quan voi ha
calci huyét. Ha magnesi huyet cling ¢6 thé kém ha kali huyét.

Tiéu hoa: Viém dai trang vi thé.

Da va mé dudi da: Lupus ban do ban cap o da.

Thudc c6 thé gay cac tac dung khdng mong muasn khéc. Khuyén céo bénh nhan théng béo
ngay cho béc sj khi gap phdi céc tac dung khdng mong muon khi ding thudc.

Hudéng dan xir tri ADR:

Phai ngirng thudc khi c6 biéu hién ADR ning.

9. QUA LIEU VA XU TRI:
Chua c6 bao cao vé qua liéu esomeprazol & ngudi.
C4c triéu ching duoc md ta & lidu 280 mg bao gom cac triéu chimg tiéu hoa va suy nhuoc.
Khong c6 tai bién xay ra khi dung liéu 80 mg esomeprazol. Khéng c6 thubc giai doc dic
hiéu cho esomeprazol. Tham tach mau khdng c6 tac dung ting thai trir thubc vi thube gan
nhiéu vao protein. Chu yéu diéu tri triéu chung va diéu trj hd tro trong trudng hop qué liéu.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khéng dung qué liéu chi dinh.
Piéu kién bao quan: Noi kho réo, tranh anh sdng, nhi¢t do khong qua 30°C.
Han dung ciia thudc: 36 thang ké tir ngay san xuat.

11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi x& Bén Cat,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

12. NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG
THUOC: 25/09/2017
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