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ARTWORK DETAILS

BOY TE
: CUC QUAN LY DUGC

PA PHE DUYET

Component : Carton

Dimension : 126 x 15 x 80 mm

Colour: CMYK

Specification:
300 gsm ITC - Pearl coated — UV coating
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Esomeprazole Capsules 20mg

Composition:

Each hard gelatin capsule contains:
Esomeprazole magnesium dihydrate
equi. Esomeprazole 20.0mg
(267 mg of pellet esomeprazole 7.5%)
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Esomeprazole Capsules 20mg

Composition:

Each hard gelatin capsule contains:
Esomeprazole magnesium dihydrate
equi. Esomeprazole 20.0mg
(267 mg of pellet esomeprazole 7.5%)
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Esomeprazole Capsules 20mg

Composition:

Each hard gelatin capsule contains:
Esomeprazole magnesium dihydrate
equi. Esomeprazole 20.0mg
(267 mg of pellet esomeprazole 7.5%)

SOPEZID 20

Esomeprazole Capsules 20mg

Composition:

Each hard gelatin capsule contains:
Esomeprazole magnesium dihydrate
equi. Esomeprazole 20.0mg
(267 mg of pellet esomeprazole 7.5%)

“(intecnational Division)
Gurgaon, Haryana

Manufactured by /

San xuét tai An B bdi:

KWALITY PHARMACEUTICALS PVT. LIMITED.

Nag Kalan, Majitha Road, Amritsar, Punjab, India

SOPEZID 20

Esomeprazole Capsules 20mg

Thanh phén:

M&i vién nang cirng c6 chira:
Esomeprazol magnesium dihydrat
twong duong Esomeprazol 20,0 mg
(267 mg esomeprazol dang pellet 7,5%)
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Esomeprazole Capsules 20mg

Thanh phin:

M&i vién nang clrng c6 chira:
Esomeprazol magnesium dihydrat
twong duong Esomeprazol 20,0 mg
(267 mg esomeprazol dang pellet 7,5%)
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Esomeprazole Capsules 20mg

Thanh phin:

M&i vién nang cirng c6 chira:
Esomeprazol magnesium dihydrat
twong duong Esomeprazol 20,0 mg
(267 mg esomeprazol dang pellet 7,5%)
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Thanh phin:

M&i vién nang cirng c6 chira:
Esomeprazol magnesium dihydrat
twong duong Esomeprazol 20,0
(267 mg esomeprazol dang pellet 7,5%)

Mfg. Lic. No.:

SPK/ Visa No.:

S6 16 SX/ Batch No.:
NSX/ Mfg. Date :
HD/ Exp. Date :

S& R

o

*

Component : Blister foil

Dimension : 164 mm Blister foil

Colour : CMYK

thickness 0.25 micron

dull side printing
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Doc ky huwdng diin sir dung trudc khi diing
Dé xa tim tay tré em
Thong bdo cho bdc st hay dwgc sy nhitng tic dung khong mong muén gdp phii khi ditng thuéc
Thuéc bin theo don

Thanh phan, ham lrgng thude:

Moi vién nang ciing chira 267 mg pellet esomeprazol 7,5% tuong duong 20 mg esomeprazol.

Ta dugc pellet (Mannitol, Sodium lauryl sulphat, Disodium hydrogen phosphat, Sodium carbonat, Hydroxy
propyl methyl cellulose-E5, Methacrylic acid (L30D), Diethyl phatalat, Titanium dioxid, Polysorbate 80, Sodium
hydroxid, Talc, Starch, Sucrose, Polyvinyl Pyrrolidon K30)

MG ta san phim:
Vién nang cimg. Vién nang hinh thoi, bén trong c6 chira cic pellet mau tring.
Quy cach déng géi:
Hop 3 vix 10 vién.
Thudc diing cho bénh gi:
Trao ngugc da day- thuc quan:
- Diéu trj va viém thyc quan trao nguoc.
- Diéu tri duy tri viém loét thyc quan trao nguoc ngdn nglra tai phat.
- Diéu trj tri¢u chiing bénh trao nguoc da day- thuc quan. -

Diéu tr va dy phong loét da day t4 trang do H. Pylori. \|

Phong va diéu tri loét da day — ta trang do ding thuéc chdng viém khong steroid. "

Héi ching Zollinger — Ellison.

Nén dung t'huéc nay nhu thé nao va lidu lugng: )

. Uodng it nhat 1 gio truéc khi &n. Phai nu6t ca vién, khong dugc nhai hay nghién khi ding thuéc.
Liéu ding cho ngwoi lon:
Diéu tri bénh trao nguoc da day - thuc quan nang cé viém thuc quan:

Ubng mdi ngay 1 1an 20 mg — 40 mg trong 4 — 8 tuin, c6 thé ubng thém 4 — 8 tuin nita néu van con triéu
chig hoc biéu hién cta viém qua ngi soi.

Diéu tri duy tri sau khi da khoi viém thiec quan:

Udng mdi ngay 1 14n 20 mg, c6 thé kéo dai dén 6 thang.

Piéu tri bénh trao nguoc da day - thuc quan co trié¢u ching nhung khong bi viém thuc quan:

Ubng mdi ngay 1 1dn 20 mg trong 4 tuan, c6 thé udng thém 4 tudn nira néu céc triéu chimg khong khéi
hoan toan.

Diéu tri loét da day — td trang c6 Helicobacter pylori:

Esomeprazol 1a mot thanh phan trong phac db diéu tri cing véi khang sinh, vi du phac db 3 thubc (cung véi
amoxicilin va clarithromycin). Ung esomeprazol mdi lan 20 mg, ngay 2 1an trong 7 ngay, hosic mdi ngay mét lan
40 mg trong 10 ngay. (Amoxicilin m3i ngay 1,0 g, ngay 2 lan va clarithromycin mdi ldn 500 mg, ngay 2 lan trong 7
hay 10 ngay).

Du phong loét da day ¢ nhitng ngudi cé nguy co cao vé bién ching ¢ da day — td trang, nhung cé yéu cau phai cé
tiép tuc diéu tri bang thuéc chong viém khong steroid:

Ubng mdi ngay 20 mg.

Diéu tri loét da day do diing thuéc chong viém khong steroid:

Uéng mdi ngay 1 14n 20 mg trong 4 — § tuan.

Diéu tri hoi chimg Zollinger — Ellison:

Tuy theo ca thé va mirc do ting tiét acid cua dich da day, liéu dung m&i ngay cao hon trong céc truong hop
khéc, dung 1 14n hodc chia 1am 2 14n trong ngay. Khi triéu chimg da kiém soét dugc, c6 thé dung phu thuat dé cét
u. Néu khong cét bé u dugc hoan toan, phai ding thube lau dai.

Ngueoi suy gan: . )

Khong cn phai giam lidu & ngudi suy gan nhe va trung binh. Suy gan ning c6 thé can nhic dung 20 mg
mot ngay
Nguoi suy than
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Khéng cén phai giam lidu & ngudi suy thén nhung than trong & ngudi suy than nin

7

dung & nhitng bénh nhan nay con han ché.

D6 tegmg khdc o/ et Ny
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Khdng can phai giam liu & ngudi cao tudi. = DA j(jc‘ PHKM'

Tré em > 12 tudi c6 thé dung lidu nhu ngudi lomn.

D¢ an toan va hi¢u qua ciia esomeprazol ding dudng ubng dé diéu trj ngan trin bé
thye quan & tré dudi 1 tudi hoic dung trong céc truong hop khéc chua dugce xé4c 14p.
Khi nao khong nén dung thudc nay:

Quﬁ man cam véi cac thube do te ché bom proton hozic qua min cam véi bat ky thanh phén nao ctia thude.

Chong chi dinh phéi hop esomeprazol véi nelfinavir.

Tac dung khong mong muon:

Nhin chung, esomeprazol dung nap tdt ca khi sir dung trong thoi gian ngén hogc trong thoi gian dai.
Thuong gap, ADR > 1/100

Toan than: Pau dau, chéng mit, ban ngoai da.

. Tiéu ho: Budn ndn, nén, dau bung, tiéu chay, tio bon, déy hoi, khd miéng.
It gdp, 1/1000 < ADR, 1/100

) Toan than: Mét méi, mat ngii, budn ngu, phat ban, ngira. réi loan thi gi4c.
Hiém gap, ADR, 1/100

Toan than: S6t, db md hoi, phi ngoai bién, man cam v6i anh sang, phan tmg qua mén (bao gdm may day,
phu mach, co thét phé quan, soc phan v§).

Than kinh trung wong: kich dng, trim cam, 1t 1&n ¢6 hdi phuc, 4o gi4c & ngudi méc bénh ning.

Huyét hoc: chirmg mat bach cau hat, giam bach céu, giam tidu ciu.

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

Tiéu hoé: Roi loan vi giac. g

Co xuong: dau khép, dau co.

Tiét niéu: viém thén k&.

Da: Ban bong nudc, hdi ching Stevens - Jo}mson, hgai tir biéu bi nhiém doc, viém da.

Do lam giam d¢ acid cua da day, cic thudc e ché bom proton c6 thé lam ting nguy co nhidm khuén &
dudng tiéu hod.

Hudng dan cdch xir tri ADR
Phai ngimg thudc khi c6 biéu hién tac dung khéng mong muén
Nén tranh dung nhirng thudc hodic thuc phim gi khi dang sir dung thudc nay:

Do trc ché bai tiét acid, esomeprazol lam tang pH da day, anh huong dén sinh kha dung ciia céc thubc hép
thu phu thugc pH: ketoconazol, mubi sat, digoxin.

Esomeprazol twong tac dugc dng hoc véi céc thude chuyén hoa bai hé enzym cytochrom P450, isoenzym
CYP2C19 & gan.

Ding ddng thdi esomeprazol véi cilostazol 1am ting ndng do cilostazol va chat chuyén héa c6 hoat tinh ciia
no, xem xét giam lidu cilostazol.

Dung ddng thoi esomeprazol véi voriconazol ¢6 thé 1am ting tiép xuc vdi esomeprazol hon gip 2 14n, xem
xét & nhitng bénh nhan dung liéu cao esomeprazol (240 mg/ngay) nhu khi diéu tri hoi ching Zollinger - Ellison.

Duing esomeprazol véi cic thudc gy cam tng CYP2C19 va CYP3 A4 nhu rifampin lam giam ndng do
esomeprazol, tranh diing ddng thoi.

C6 thé ting nguy co ha magnesi huyét khi dung esomeprazol ciing cac thubc ciing gdy ha magnesi huyét
nhu thubc loi tidu thiazid hodc loi tiéu quai. Kiém tra ndng d6 magnesi trudc khi bit ddu ding thudc e ché bom
proton va dinh ky sau do.

Atazanavir: C6 thé 1am thay ddi sy hdp thu khi udng atazanavir, lam giam ndng d6 thudc nay trong huyét
twong, c6 thé 1am giam tic dung khang virus. Khong nén diing dong thai thudc trc ché bom proton va atazanavir.

Clopidogrel: Ding ciing thudc rc ché bom proton 1am giam ndng d¢ trong huyét tuong clia chit chuyén
héa c6 hoat tinh cta clopidogrel, lam giam téc dung khéng tiéu cau.

Digoxin: Ha magnesi huyét do ding kéo dai thudc trc ché bom proton 1am co tim ting nhay cam véi
digoxin, ¢6 thé lam ting nguy co doc véi tim cta digoxin. O nguoi bénh dang dung digoxin, kiém tra ndng do
magnesi truée khi bit ddu dung thubc rc ché bom proton va dinh ky sau do.

Sucralfat: trc ché hip thu va lam giam sinh kha dung cuia thuc tic ché bom proton. Dung cac thue tc ché
bom proton it nhat 30 phut truée khi dung sucralfat.

Tacrolimus: Tang ndng d6 trong huyét thanh ctia tacrolimus.

Warfarin: Tang INR va thoi gian prothrombin khi ding warfarin dong thoi véi thube trc ché bom proton, ¢6
thé gdy chay méu bét thudng va tir vong. Theo ddi INR va thoi gian prothrombin khi ding ddng thoi esomeprazol va
warfarin.
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Dung ddng thoi esomeprazol va clarithromycin lam ting ndng do eso
hydroxyclarithromycin trong méu.

_ Dung dong thoi esomeprazol va diazepam lam giam chuyén héa diazepam va tang
huyét tuong.

Ché‘t tic ché protease: Esomeprazol da dugc bdo co twong tac véi mét sb chit trc ché %gé)(\ HHA,M
day trong diéu trj esomeprazol ¢6 thé lam thay doi sw hdp thu cta chét irc ché protease. Cac ‘oo m@:@a
6 thé xay ra 1a do rc ché CYP 2C19. Péi véi atazanavir va nelfinavir, néng do huyét thanh gl i dﬁ‘lgrgtgﬁé
khi dung phoi hop véi esomeprazol. Do d6 khuyén c4o khong nén dung phdi hop. ==

Doi véi saquingvir (két hop cung véi ritonavir), da ¢6 béo cdo vé su gia tang ndng do huyét thanh (80-
100%) trong thoi gian diéu tri cing véi esomeprazol (40 mg / ngay).

Methotrexat: Khi dung cing véi PPI, nong do methotrexat da dugc ghi nhn tang & mot sé bénh nhan,
Trong diéu tri bang methotrexat liéu cao, nén tam thoi nging str dung esomeprazol.

Phenytoin: Dung dong thoi esomeprazol 40 mg 1am tang ndng d¢ phenytoin trong huyét tuong 1én 13% &
bénh nhan dgng kinh. Can theo ddi ndng do phenytoin trong huyét tuong khi diéu trj véi esomeprazol.

Cisaprid: Dung ddng thoi esomeprazol 40 mg lam tang 32% dién tich du¢i dudng cong (AUC) va kéo dai
thdi gian ban thai nhung khong 1am ting déng ké ndng d¢ dinh plasma cuia cisaprid. Khoang QTc kéo dai mét it néu
dung cisapride riéng 1¢, khong kéo dai thém khi dung cisaprid phdi hop véi esomeprazol.

Cén lam gi khi mjt lin quén khong dung thuép:
_ Néu quén khong dung thude, udng thude ngay khi ban nh¢ ra, néu nhu gin dén thoi diém udng lidu tiép
theo, can bo qua liéu da quén. o ) )

Khong dugc udng ting licu gap doi dé bu lai lieu da quén.

Cén bio quén thudc nay nhu thé nao:
Bao quan noi khé, mét & nhiét do duci 30°C, tranh 4nh séng.
Nhitng d4u hi¢u va triéu chirng khi dung thude qui liéu:

Chua c6 bdo céo veé viéc qué liéu esomeprazol & ngudi.

Cén phii lam gi khi dung thudc qua liéu khuyén cdo: o 5 .

Khong cé thube giai doc dac higu cho esomeprazol. Chu yeu dieu trj tri¢u chimg va ho trg. Tham tach mau
khong c6 tac dung ting thai trir thude vi thude gan nhi€u vao protein.
Nhiing diéu cin than trong khi ding thudc nay:

Truéc khi dung thube e ché bom proton, phai loai trir kha nang ung thu da day vi thudc c6 thé che 14p triéu
ching, lam cham chén doén ung thu. Thén trong khi ding & ngudi mic bénh gan, phu nir c6 thai hodc cho con bi.

Diing esomeprazol kéo dai c6 thé gay viém teo da day hozc tang nguy co nhiém khuén (nhu viém phéi méc
phai tai cong ddng).

Nhiém tring dudng tiéu hoa: Diéu tri bing thudc trc ché bom proton c6 thé lam tang nguy co nhidm tring
dudng tiéu hod nhu Salmonella va Campylobacter, ting nguy co tiéu chay do Clostridium difficile.

Giam hép thu vitamin B12: Esomeprazol c6 thé 1am giam hdp thu vitamin B12 (cyanocobalamin) do giam
tiét acid dich vi. Cin xem xét trén bénh nhan diéu tri 1au dai véi esomeprazol.

Esomeprazol tuong tic duge dong hoc véi cac thude chuyén héa bai hé enzym cytochrom P450, isoenzym
CYP2C19 & gan (xin xem phin twong tac thudc)

Khi diing c4c thudc trc ché bom proton, dic biét khi dung liéu cao va kéo dai (> 1 nam), c6 thé lam tdng
nguy co giy xuong chau, xuwong c tay hozic cot séng do lodng xuong. Co ché cua hién tuong nay chua dugc giai
thich, nhung c6 thé do giam hip thu calci khong hoa tan do ting pH da day. Khuyén cdo ding liéu thip nhét c6 tic
dung trong thoi gian ngén nhét c6 thé, phu hop véi tinh trang lam sang. Nhitng bénh nhan c6 nguy co gy xuong do
lodng xuong nén dung dii calci va vitamin D, d4nh gia tinh trang xwong va quén ly theo huéng dan.

Ha magnesi huyét (c6 hodc khong c6 triéu chimg) hiém khi gip & nguoi bénh ding thudc trc ché bom
proton kéo dai (it nhdt 3 thang ho#c trong hu hét cac truong hop ding kéo dai trén 1 nam).

Sucrose: Bénh nhan c6 cic vn dé vé di truyén hiém gip nhu khong dung nap fructose, giam hép thu
glucose-galactose hoic thiéu hut sucrase-isomaltase khong nén dung thuéc nay.

Anh huéng két qua xét nghiém: Tang mic Chromogranin A (CgA) c6 thé gay tré ngai cho viéc phat hién
cac khéi u thin kinh. Dé tranh sy can thiép nay, nén ngirng diéu tri esomeprazol it nhit 5 ngay trudc khi do CgA.

Lupus ban d6 ban cp da: Lupus ban d6 da dugc béo céo trén cac bénh nhén sir dung thudc e ché bom
proton bao gdm ca esomeprazol. Su khoi phat thudng xay ra trong vong vai ngay sau khi bat dau diéu tri & ca bénh
nhén tir tré dén nguoi gia. Triéu ching hay gip 1a phat ban, tuy nhién dau khép va giam té bao méu ciing da dugc
béo céo.

Stt dung cho phu nit ¢é thai va gho con bu: . .

Chua c6 nghién cuu day du khi dung esomeprazol ¢ ngudi mang thai. Trén dong vét, chudt cong trang
ubng esomeprazol liéu 280 mg/ kg/ ngay (gép 57 lan liéu dung trén nguoi tinh theo dién tich bé mit co thé) va thd
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ubng liéy 86 mg/ kg/ ngay (gép 35 lan liéu dung trén ngudi tinh theo dién tich bé mat co thé)
ching vé suy giam kha nang sinh san hogc dgc doi voi thai nhi do esomeprazol. Tuy nhién, c}
khi that can thiét trong thoi ky mang thai.

omeprazol trong sita cia phu nit sau khi uéng 20mg omeprazol. Esomeprazol ¢6 kha nang gay\

mong muon nghiém trong & tré bu me, vi vy phai quyét dinh ngimg cho con b hoic ngimg:f 0 o;-tus g@)\ 2
quan trong cia viéc dung thudc d6i véi ngudi me
Tdc dpng ciia thudc khi ldi xe va vin hanh mdy mdc:

Thén trong khi ding thubc khi 14i xe va van hanh may moc vi thude c6 thé gay chéng mat, dau dAu.
Khi nao cin tham vén bic sy, dugc si:

Néu cin thém thong tin, xin hoi y kién bac sy hodc dugc sy.
Han ding ciia thube:

24 thang ké tir ngay san xuat.
Tén, dia chi, biéu twgng (néu c6) ciia co sé san xuét:

KWALITY PHARMACEUTICAL PVT. LIMITED.

Nag Kalan, Majitha Road, Amritsar, Punjab, An Do
Ngay xem xét sira ddi, cap nhat lai ndi dung huéng din sir dung thube:

06/12/2017
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Thanh phéin:

/ TRACH M’!Ewl HUU HAK ’X—
MGi vién nang cimg chira 267 mg pellet esomeprazol 7,5% tuong duong 20 mg

[ HUSE HAM
Ta dugc pellet (Mannitol, Sodium lauryl sulphat, Disodium hydrogen p J \}/

SOPEZID 20

carbonat, Hydroxy propyl methyl cellulose-E5, Methacrylic acid (L30D), Diethyl pha
dioxid, Polysorbate 80, Sodium hydroxid, Talc, Starch, Sucrose, Polyvinyl Pyrrolidon K30) -
Dang bao ché:

Vién nang cirng.
Duwoc lwe hoe:

Esomeprazol 1a dang ddng phén S ctia omeprazol, duoc dung tuong tu nhu omeprazol trong diéu
tri loét da day — ta trang va bénh trao nguoc da day - thyc quan.

Esomeprazol gin véi H'/ K" - ATPse (con £0i la bom proton) & té bao thanh cia da day, trc ché
dic hiéu hé thong enzyme nay, ngén can budc cudi cung clia sy bai tiét acid vao trong da day. Vi vy
esomeprazol c6 tac dung trc ché da day tiét acid co ban va ca khi bj kich thich do bat ky tdc nhan nao.

Esomeprazol khong phai la dang c6 hoat tinh, chuyén thanh dang c¢6 hoat tinh nhd' méi truong
acid ¢ té bao vién thanh da day.

Dwoc dong hoc:

Esomeprazol hap thu nhanh sau khi ubng, dat ndng d6 cao nhit trong huyét tuong sau 1 dén 2
gio. Sinh kha dung ctia esomeprazol ting Ién theo liéu ding va khi diing nhic lai, dat khoang 68% sau khi
dung liéu 20 mg va 89% khi dung liéu 40 mg. Thirc an lam cham va lam giam hip thu esomeprazol, dién
tich dudi dudng cong (AUC) sau khi udng 1 liéu duy nhit esomeprazol 40 mg vao bita an so véi luc d6i
giam tir 33% dén 53%. Do d6 phai uong esomeprazol it nhat 1 gio trude bita an.

Khoang 97% esomeprazol gan vao protein huyét tuong. Thé tich phén b6 khi néng d6 thude 6n
dinh & nguoi tinh nguyén khoé manh 1a 16 lit. Thude chuyén hoé chii yéu & gan nhd isoenzym CYP2C19,
hé enzyme cytochrom Pyso, thanh céc chit chuyén hoé hydroxyl va desmethyl khong con hoat tinh. Phﬁn
con lai duge chuyén hod qua isoenzym CYP3A4 thanh esomeprazol sulfon. Khi duoc ding nhic lai,
chuyén hoa buéc diu qua gan va do thanh thai ciia thude giam, c6 thé do isoenzym CYP2C19 bi trc ché.
Tuy nhién, khéng c¢6 hién tugng tich luy thude khi ding mdi ngay 1 1an. O 1 s6 nguoi vi thiéu CYP2C19
do di truyén (15 = 20% ngudi chau A), nén lam cham chuyén hoa esomeprazol, dan dén gia trj AUC ting
cao khoang 2 lan so véi ngudi c6 du enzyme. Nura doi thai trir trong huyét tuong 1 — 1,5 gio. Khoang
80% liéu udng duoc thai trir dudi dang cac chat chuyén hoa khong c6 hoat tinh trong nudc tiéu, phan con
lai dugc thai trir trong phéan. Dudi 1% chit me duoc thai trir trong nude tiéu. O ngudi suy gan ning, gia tri
AUC ¢ tinh trang én dinh cao hon 2 — 3 1dn so v&i ngudi c6 chiic nang gan binh thudng, vi vay phai giam
lidu esomeprazol & nhitng ngudi bénh nay, liéu ding khong qua 20 mg mot ngay.

Quy cach dong goi:
Hop 3 vi x 10 vién. >V
Chi dinh:

Trao nguoc da day- thuc quan:
- biéu tri va viém thuc quan trao ngugc.
- Diéu tri duy tri viém loét thuc quan trdo nguoc ngan ngira ti phat.
- Diéu tri tridu ching bénh trao ngugc da day- thuc quan.
Diéu tri va du phong loét da day té trang do H. Pylori.
Phong va diéu tri loét da day — t4 trang do dung thude chdng viém khong steroid.
Hoi chirng Zollinger — Ellison.
Liéu dung:
Udng it nhit 1 gio trude khi an. Phai nuét ca vién, khong dugc nhai hay nghién khi ding thude.
Ltéu diung cho nguoi lon:
Diéu tri bénh trao ngugc da day - thuc quan nang cé viém thyc quan:
Ubng mdi ngay 1 lan 20 mg — 40 mg trong 4 — 8 tuan, c6 thé ubng thém 4 — 8 tudn nita néu van
con triéu chirng hoic biéu hién cia viém qua ndi soi.
Piéu tri duy tri sau khi da khoi viém thuc quan:
Ubng mdi ngay 1 1an 20 mg, c6 thé kéo dai dén 6 thang.
Diéu tri bénh trao nguoc da day - thuc quan cd triéu chimg nhung khong bi viém thuc quan:
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. Ubng mdi ngdy 1 lan 20 mg trong 4 tudn, c6 thé udng thém 4 tuan nira néu cac trié
khéi hoan toan.

- o S ON
Diéu tri loét da day — td trang c6 Helicobacter pylori: ‘00 ;QA'CCONG = .61:\\

‘ 'E.Jsomepre}z.ol 1a mot thanh phan trong phéc do diéu tri cung véi khang sinh, vi 0 ﬁégggm M}'Uu(w z|
(cgng voi amo>glc1lln va clarithromycin). Uong esomeprazol mdi 1an 20 mg, ngay 2 lan ong 7 gl
moi ngay mdt lan 40 mg trong 10 ngay. (Amoxicilin mdi ngdy 1,0 g, ngay 2 l1an va clarith
500 mg, ngdy 2 lan trong 7 hay 10 ngay). 2
Dy phong loét da day O nhiing nguoi ¢6 nguy co cao vé bién chimg ¢ da day — ta trang, n
cau phai ¢d tiép tuc dieu tri bang thuéc chong viém khong steroid:

. Ubng moi ngay 20 mg.
Diéu tri lo,ét da q’c‘?y do dz‘mg thuéc chéng viém khong steroid.

_ Udng moi ngay 1 1an 20 mg trong 4 — 8 tuan.
Diéu tri hoi chimg Zoll{nger — Ellison:

Tuy theo cé thé va mirc d¢ ting tiét acid cua dich da day, liéu ding m&i ngay cao hon trong céac
truong hop khac, ding 1 lan hodc chia [am 2 lan trong ngay. Khi triéu ching da kiém soét dwoc, c6 thé
dung phau thuat dé cat u. Néu khong cat b u duge hoan toan, phai ding thudc lau dai.

Ngueoi suy gan: :

Khéng can phai gidm liéu & nguoi suy gan nhe va trung binh. Suy gan ning c¢6 thé can nhic dung
20 mg mot ngay
Nguoi suy thdn

Khong can phai giam liéu ¢ ngudi suy thdn nhung than trong & nguoi suy than ning vi kinh
nghiém sir dyng ¢ nhitng bénh nhan nay con han ché.

Déi twgng khdc

Khéng can phai giam liéu & ngudi cao tudi.

Tré em > 12 tudi c6 thé ding lidu nhu ngudi lén. )

D an toan va hiéu qua cia esomeprazol dung dudng ubng dé diéu tri ngan tran bénh trao nguoc
da day-thuc quan ¢ tré dudi 1 tudi hodc dung trong cac truong hop khéc chua dugc xéc 1ap.

Chéng chi dinh:

Qué mén cam véi cic thude do trc ché bom proton hodc qua min cam v&i bat ky thanh phén nao
ctia thudc.

Chdng chi dinh phéi hop esomeprazol véi nelfinavir.

Than trong:

Trude khi dung thube tic ché bom proton, phai loai trir kha ning ung thu da day vi thubc c6 thé
che Iap tri¢u chimg, 1am cham chan doan ung thu. Than trong khi diing & ngudi méc bénh gan, phu nit cé
thai hodc cho con bu.

Duing esomeprazol kéo dai c6 thé giy viém teo da day hodc ting nguy co nhiém khuin (nhu viém
phdi mic phai tai cong ddng).

Nhiém tring dudng tidu hoa: Diéu tri bing thude irc ché bom proton ¢ thé lam ting nguy co
nhiém tring dudng tiéu hoa nhu Salmonella va Campylobacter, ting nguy co tiéu chay do Clostridium
difficile.

Giam hép thu vitamin B12: Esomeprazol ¢6 thé lam giam hap thu vitamin B12 (cyanocobalamin)
do giam tiét acid dich vi. Can xem xét trén bénh nhan diéu trj 1au dai v6i esomeprazol.

Esomeprazol tuong tac duoc dong hoc véi cac thude chuyén héa bdi hé enzym cytochrom P450,
isoenzym CYP2C19 ¢ gan (xin xem phan tuong téc thude) i

Khi diing céc thude e ché bom proton, dic biét khi ding liéu cao va kéo dai (> 1 ndm), c6 the
lam tdng nguy co gdy xuong chéu, xuong cd tay hodc cot sbng do lodng xuong. Co ché cua hién tuong
nay chua dugc giai thich, nhung c6 thé do giam hap thu calci khong hoa tan do ting pH da day. Khuyén
céo dung liéu thip nhit co tac dung trong thoi gian ngén nhat c6 thé, phit hop véi tinh trang 1am sang.
Nhitng bénh nhan c6 nguy co gy xuong do lodng xuong nén dung du calci va vitamin D, danh gi tinh
trang xuong va quan 1y theo huéng dan. ) ) )

Ha magnesi huyét (c6 hoic khong c6 triéu chirng) hiém khi gidp & ngudi bénh dung thudc trc ché
bom proton kéo dai (it nhét 3 thang hodc trong hau hét cac trudng hop dung kéo dai trén 1 nim). )

Sucrose: Bénh nhén ¢6 cac van d& vé di truyén hiém gip nhu khong dung nap fructose, gidm hap
thu glucose-galactose hogc thiéu hut sucrase-isomaltase khong nén ding thudc nay.
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phét hién cac khdi u than kinh. P& tranh su can thiép nay, nén ngimg diéu tri esomepra
trude khi do CgA.
Lupus ban do ban cép da: Lupus ban do da duoc bao cao trén céc benh nhén su

t& bao mau cung da dugc bao cao.
S dung cho phu nir co thai va cho con bu:

‘Chua c6 nghién ctru day du khi dung esomeprazol ¢ ngudi mang thai. Trén dong vat, chudt cong
tring uong esomeprazol liéu 280 mg/ kg/ ngay (gdp 57 lan liéu dung trén nguoi tinh theo dién tich bé mit
co thé) va tho udng lidu 86 mg/ kg/ ngay (gép 35 lan liéu dang trén ngudi tinh theo dién tich bé mit co
thé) da khong thiy bing chimg vé suy giam kha nang sinh san hodc doc ddi véi thai nhi do esomeprazol.
Tuy nhién, chi sir dung esomeprazol khi thét can thiét trong thoi ky mang thai.

Chua biét esomeprazol c6 bai tiét vao trong sira ngudi hay khong. Tuy nhién da do duoc ndng do
cua omeprazol trong sira cta phy nir sau khi udng 20mg omeprazol. Esomeprazol ¢ kha nang gdy ra cic
tac dyng khéng mong muon nghiém trong & tré ba me, vi vy phai quyet dinh nging cho con ba hodc
ngirng thudc, tuy theo tim quan trong cua viée dung thude d6i véi ngudi me
Tdc dpng ciia thuéc khi ldi xe va vin hanh may mdc:

) Thén trong khi duing thudc khi 1ai xe va van hanh may méc vi thube c6 thé gdy chong mat, dau
dau.
Twong tic thudc:

Do trc ché bai tiét acid, esomeprazol lam tang pH da day, anh hudng dén sinh kha dung cta cac
thude hap thu phu thudc pH: ketoconazol, mubi st, digoxin.

Esomeprazol tuong tac dugce dong hoc véi cac thube chuyén héa bai hé enzym cytochrom P450,
isoenzym CYP2C19 & gan.

Dung dong thoi esomeprazol véi cilostazol lam ting ndng d6 cilostazol va chat chuyén héa c6
hoat tinh ciia nd, xem xét giam lidu cilostazol.

Dung ddng thdi esomeprazol véi voriconazol ¢6 thé lam tang tiép xic voi esomeprazol hon gap 2
1dn, xem xét & nhiing bénh nhan ding liéu cao esomeprazol (240 mg/ngay) nhu khi diéu tri hoi ching
Zollinger - Ellison.

Duing esomeprazol véi cac thude giy cam tng CYP2C19 va CYP3 A4 nhu rifampin lam giam
ndng do esomeprazol, tranh dung ddng thoi.

C6 thé ting nguy co ha magnesi huyét khi dung esomeprazol cung céac thube ciing gy ha
magnesi huyet nhu thude loi tiéu thiazid hoac lgi tiéu quai. Kiém tra ndng do magnesi truge khi bit dau
dung thudc tre ché bom proton va dinh ky sau do.

Atazanavir: C6 thé 1am thay dbi sy hip thu khi udng atazanavir, lam giam nong d6 thude nay (
trong huyét tuong, c6 thé lam giam tac dung khang virus. Khong nén ding ¢ong thoi thude e ché bom
proton va atazanavir.

Clopidogre!l: Diing cting thude tic ché bom proton lam giam nong do trong huyét tuong cia chit
chuyén héa c6 hoat tinh ctia clopidogrel, lam giam tac dung khang tiéu cau.

Digoxin: Ha magnesi huyét do dung kéo dai thudc Grc ché bom proton lam co tim ting nhay cam
vm digoxin, c6 thé lam ting nguy co doc voi tim ctia digoxin. O nguoi bénh dang dung digoxin, kiém tra
ndng d6 magnesi trude khi bat dau dung thude irc ché bom proton va dinh ky sau do.

Sucralfat: tc ché hdp thu va lam giam sinh kha dung ctia thudc trc ché bom proton. Ding cac
thudc e ché bom proton it nhat 30 phut trude khi dung sucralfat.

Tacrolimus: Ting ndng do trong huyét thanh ctia tacrolimus.

Warfarin: Ting INR va thoi gian prothrombin khi ding warfarin dong thoi voi thudc trc ché bom
proton, ¢4 thé gay chay mau bat thuong va tir vong. Theo ddi INR va thoi gian prothrombin khi ding
ddng thoi esomeprazol va warfarin.

Dung dong thoi esomeprazol va clarithromycin lam ting n 10ng do esomeprazol va 14-
hydroxyclarithromycin trong mau.

Dung dong thoi esomeprazol va diazepam lam giam chuyén hoa diazepam va ting ndng dd
diazepam trong huyet tuong.

Chat tic ché protease: Esomeprazol da dugc béo cdo tuong tic voi mot s6 chit trc ché protease.
Tang pH da day trong dicu tri esomeprazol ¢ thé lam thay doi sy hap thu cta chit tre ché protease. Céac
co ché tuong tac khac co thé xay ra la do tc ché CYP 2C19. Péi v6i atazanavir va nelfinavir, nong do
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(80-100%) trong thoi gian didu trl cung voi esomeprazol (40 mg / ngay).
Methotrexat Khl dung cuing VO'l i nong do methotrexat da dugc ghi nhan ta
‘D

1én 13% & bénh nhan dong kinh. Can theo doi ndng do phenytoin trong huyét twong khi
esomeprazol.

Cisaprid: Dung ddng thoi esomeprazol 40 mg lam tang 32% dién tich dudi duong cong (AUC) va
kéo dai thoi gian ban thai nhung khong lam tang déng ké ndng do dinh plasma ciia cisaprid. Khoang QTc
kéo dai mot it néu dung cisapride riéng 1¢, khong kéo dai thém khi ding cisaprid phdi hop véi
esomeprazol.

Téc dung phu

Nhin chung, esomeprazol dung nap tdt ca khi sir dung trong thoi gian ngén hodc trong thoi gian

dai.
Thuong gap, ADR > 1/100

Toan than: Pau dau, chéng mit, ban ngoai da.

Tiéu hoa: Budn ndn, ndn, dau bung, tiéu chay, tdo bon, déy hoi, khé miéng.
It gap, 1/1000 < ADR, 1/100

Toan than: Mét moi, mat ngd, budn ng, phat ban, ngira. rdi loan thi giac.
Hiém gap, ADR , 1/100

Toan than: St, dé md hoi, phu ngoai bién, man cam vé6i anh sdng, phan (g qua méin (bao gdm
may day, phi mach, co thit phé quan, soc phan vé).

Thén kinh trung wong: kich dong, tram cam, la lan c6 hodi phuc, do gidc & nguoi méc bénh ning.

Huyét hoc: chimg mét bach cau hat, giam bach cau, giam tiéu cau.

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

Tiéu hoa: Réi loan vi giac.

Co xuong: dau khép, dau co.

Tiét niéu: viém than k.

Da: Ban bong nuéc, hdi chirng Stevens - Johnson, hoai tir biéu bi nhiém ddc, viém da.

Do lam giam d6 acid cta da day, cac thude e ché bom proton c6 thé lam ting nguy co nhiém
khuan ¢ dudng tiéu hoa.

Qui lidu:

Chua c6 bao cdo vé viée qua liéu esomeprazol ¢ nguoi.

Huéng dan cach xir tri ADR: Phai ngimg thude khi ¢6 biéu hién tac dung khong mong mudn.

Khéng c6 thude giai doc dic hiéu cho esomeprazol. Chu yéu diéu tri triéu chimg va hd trg. Thim
tach mau khong c6 tac dung tang thai trir thude vi thudc gan nhiéu vao protein.

Béo quéan:

Bao quan noi kho, mat & nhiét do dudi 30°C, tranh anh sang.
Han dung:

24 thang ké tir ngay san Xuét.

Tén, dia chi, biéu tugng (neu c0) ciia co’ sO' sdn Xuit:

KWALITY Pl IARMACEUTICAL PVT. LIMITED.

Nag Kalan, Majitha Road, Amritsar, Punjab, An Do
Ngay xem xét sira dbi, cip nhat lai ngi dung huéng dén sir dung thude:
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