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Thube nay chi dung theo don thube
GASPEMIN 40
Thudée nay chi dimng theo don ciia thdy thuéc
Dg;:c ky {uro"ng din sir dung triweée khi diing
Dé xa tam tay tré em
Thong bdo cho bdc sy cdc tdc dung khéng mong muén gdp phai khi ding thudc

>
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Thanh phén:

M3i vién nén bao tan trong rudt chira:

Esomeprazole magnesi USP twong duong véi Esomeprazole. ........ 40 mg

T4 duge: Lactose (DCL-15), cellulose vi tinh thé (PH 101), dinatri hydrogen phosphat
Khan, tinh bét bién tinh (starch 1500), crospovidon, magnesi stearat, isopropyl Alcohol ,
dichloromethane , instacoat Sol IC-S-1643 transparent , Instacoat Brown A34D00062.

Dang bio ché: Vién nén bao tan trong rudt

Chi djnh:

Thuée duoce chi dinh cho:

Newoi lon

Bénh trao nguoce da day- thue quan (Gord):

- Didu tri viém thuc quan trao ngurge in mon.

- Diéu tri ldu dai dé ngan ngira tai phét viém thyc quan da dugc chira lanh
- Diéu trj triéu chimg bénh trio nguge da day- thye quan

Két hop véi phéic db diéu tri khang khuén dé tiéu diét Helicobacter pylori:
- Piéu tri loét da day ta trang cé HP (+)

- Ngin ngtra tai phat loét da day ta trang & bénh nhéan c6 HP (+)

Bénh nhan cén tiép tuc diéu trj véi NSAID

- Piéu trj loét da day - ta trang do NSAID

- Ngan ngtra loét da day — ta trang do NSAID & nhitng bénh nhén cé nguy co.
Diéu tri hai chirg Zollinger-Ellison

Piéu tri du phong tai phat xudt huyét & nhitng bénh nhan viém loét da day- t trang sau
khi dung Esomeprazole tiém truyén tinh mach.

Thanh thiéu nién 12-18 tudi

Bénh trao nguoc da day- thuc quan (Gord):

- Piéu tri viém thue quan trao ngurge in mon.

- Didu tri 14u dai dé ngain ngira tai phét viém thuc quan di dugce chira lanh
- Diéu trj triéu chimg bénh trao nguoc da day- thue quan

Két hop véi phéc dd diéu tri khang khudn dé tidu diét Helicobacter pylori

A PHAS
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Li¢u lrgng — cach ding:

Nguwoi lom va thanh thiéu nién trén 12 tudi.

Bénh trao ngurge da day- thue quan

- Diéu trj viém thuc quan trdo ngurge dn mon: 40 mg esomeprazole/lan/ngay trong 4 tun.
C6 thé didu tri thém 4 tuan cho céc bénh nhan viém thyc quan chua lanh hodc nhimg
ngudi ¢o trigu chimg dai ding.

- Didu tri ldu dai dé ngan ngira tai phat viém thye quan di dugc chita lanh: 20mg
esomeprazole/lin/ngay

- Didu tri triéu chimg bénh trao nguoce da day- thye quan: 20mg esomeprazole/lﬁnfngéy O
nhimg bénh nhin khéng viém thuc quan, Néu céc triéu ching vin chua dugc kiém soét
sau 4 tudn, bénh nhan cin duge kiém tra thém. Néu céc trigu ching da duge giai quyét,
triéu chimg sau nay c6 thé duge kiém soat véi lidu 20mg/lan/ngay.

Ngwoi lon

Két hop véi phiac d6 diéu tri khang khuin dé tidu diét Helicobacter pylori: Lidu 20mg
esomeprazole/lin, két hop véi 1g amoxicillin/lin va 500mg clarithromycin/lan, tit ca
ding 2 lan/ngay, trong 7 ngay

Bénh nhan cén tiép tuc diéu tri NSAIDs :

- Chira lanh vét loét: Lidu 20 mg/ 1an/ ngay. trong 4-8 tuan.

- Ngin ngira viém loét da day va té trang lién quan dén NSAIDs & bénh nhén cé nguy co:
20 mg/ 1an/ ngay.

Diéu tri du phong tai phat xudt huyét & nhitng bénh nhin viém loét da day- td tring sau
khi diing Esomeprazole tiém truyén tinh mach: 40 mg/ lan/ngay trong 4 tuin

Piéu tri hdi chirng Zollinger-Ellison

Liéu ban diu duge khuyén céo 12 40 mg esomeprazole/lan x 2 lin/ngay. Liéu lugng sau
d6 o thé duge diéu chinh tuy thudce bénh li ctia bénh nhan. Dya trén cac dir li€u 1am sang
di co, da sb bénh nhin cé thé duge kiém soat khi sir dung lidu lwong gitra 80-160 mg
esomeprazole hang ngay. Vi liéu trén 80mg/ngay, liéu ding nén dwgc chia 2 lin/ngay.
Thanh thiéu nién trén 12 tudi

Diéu tri loét ta traing do Helicobacter pylori

Cén nidng Liéu dung

j W e s

20mg esomeprazole/lan, két hop v6i 750mg amoxicillin/lan va 7,5mg

30-40ke clarithromyein /kg trong lugng/ldn , tit ca ding 2 lin/ngay, trong 7 ngay

20mg esomeprazole/lan, két hop véi lg amoxicillin/lan va 500mg

>4ke clarithromyecin/lan, tit ca ding 2 lan/ngay, trong 7 ngay

Khong ding thude cho bénh nhén dudi 12 tuoi. 1

Lidu diing khéng cén diéu chinh véi bénh nhan suy than, ngudi cao tudi. Véi bénh nhén
suy gan nang, lidu t6i da khuyén céo la 20mg/ngdy.

Ciach ding: ‘ '

- Uéng ca vién thude véi mot cde nurde, khdng nhai hode nghién nat vién thude.
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Chéng chi dinh:
Min cam véi bit ki thanh phdn nao cua thude.
Khéng phdi hop véi nelfinavir.

Canh bao va thin trong khi diing thube:

- Trude khi sir dung esomeprazole, cén loai trir kha nang loét da day ac tinh hoac viém
thue quédn dc tinh, vi ¢6 thé nhét thoi 1am lu m&r cée triéu chimg cta bénh loét ac tinh, do
d6 lam chdm chén doén.

- Khéng khuyén céo dung thude PPI cliing vdi atazanavir. Néu sy két hop nay la khéng
tranh khoi cin theo doi chit ch& 1am sang (vi du: tai lugng virut) két hop tang lidu
atazanavir dén 400 mg. Véi 100 mg ritonavir, lidu esomeprazole khuyén cdo la
20mg/ngay.

- Nhiém triing dudng tiéu hoa do vi khuan: Giong nhur tat ca céc thude tre ché bom proton
(PPI), esomeprazole cé thé lam ting sb lwong vi khuin dudmg tiéu héa trén. Diu tri v6i
esomeprazole cé thé din dén ting nhe nguy co nhiém tring dwdng tiéu héa do vi khuin
nhu Salmonella va Campylobacter hodc C. difficile .

- Gidng nhu céc thude giam tiét acid da day khac, esomprazole c6 thé lam giam su hip
thu vitamin B12 do hypo hodc achlorhydria. Do d6, can than trong khi diéu tri
esomeprazole dai ngay & nhimg bénh nhan bj giam hip thu hodc ¢6 yéu t6 nguy co giam
hip thu vitamin B12.

- Giam magie mau: Gidm manh magie mau da duoc bao cdo ¢ nhitng bénh nhin dugc
diéu tri bang thudc PPI nhu esomeprazole trong it nhit ba thang, va trong nhiéu trudng
hop trong mdt ndm. Biéu hién nghiém trong ctia giam magie huyét 1a mét méi, mé sang,
co gidt, chong mdt va r&i loan nhip thit c6 thé xay ra nhung triéu chimg thim ling va c6
thé bi bo qua. Cac triéu chirg nay c6 thé hét khi bo sung magie va ngimg dung PPI,

- Ban ¢dp lupus ban d6 & da (SCLE): thudc trc ché bom proton ¢6 thé dan téi SCLE. Néu
tn thuong xay ra, dic biét 1a & céc khu vue tiép xic dnh ning cia da, va néu di kém
vGi dau khdp, bénh nhin nén duge xir tri kip thoi va nén xem xét dimg esomeprazole.
Nhirng bénh nhdn xuit hién SCLE khi dung esomeprazole ciing co thé gap phai SCLE
khi dung cic PPI khac.

- Gily xuong: Thude PPI, dic biét 1a néu ding licu cao va hon khoang thoi gian dai (> 1
nim), ¢o thé lam ting nguy co gy xuong hong, cb tay va cdt sdng, chil yéu ¢ ngudi cao
twéi hodic ngudi cé cac yéu té nguy co khéc. Nghién ciru quan sit cho thiy PPIs c6 the
lam ting nguy co gy xuong t&i 10-40%. Mot s6 gia ting nay c6 thé la do cic yéu td
nguy co khéc. Bénh nhin ¢6 nguy co bj loding xwong nén dugc cham soc theo hudng din
lam sang hién tai va cin phai bo sung day di vitamin D va canxi.

- Khéng khuyén cdo ding dong thai esomeprazole va clopidogrel. Do esomeprazole (rc

ché CYP2C19 1a enzyme xuc tac chuyén héa cia clopidogrel lam giam tac dung cua

clopidogrel.
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- Thude ¢4 chira lactose. Nhimg bénh nhén c¢6 vén dé di truyén hiém gip 1a khong dung
nap galactose, thieu hut cac Lapp lactase hodc kém hz’ip thu glucose-galactose khong nén
ding thudc nay.

Sir dung cho phy nir ¢6 thai:

Ddi véi esomeprazole, chua ¢ du dy liéu 1am sang trén phu nir c6 thai. Theo nghién ciru
dich t€ hoc trén mot lugng 16n céc ca mang thai sir dung omeprazole hdn hop racemic,
khf)}'ig ¢6 gy ddc va dj dang cho thai nhi. Tuy nhién, van cin thén trong khi sir dung
thuoc cho phy nit mang thai va chi sir dung khi thét sur cén thiét.

Sir dung cho phu nir dang cho con bi:
Chua bict esomeprazole c¢é bai tiét vao sita ngudi hay khéng. Do d6 cin can nhéic nging
cho con bu hay ngirng thuoe, tiy theo lgi ich cia esomeprazole véi ngudi me.

Anh huéng dén kha niing l4i xe va viin hanh may méc:

Thube it anh hudéng téi kha ning 1ai xe va van hanh may moéc. Mot sé tac dung khong
mong mudn nhu chéng mit ( it gip), nhin m& ( hiém gip) c6 thé xay ra. Néu xay ra céc
tac dung khong mong mudn nay, bénh nhén khong nén lai xe va van hanh may moc.

Twong tic, twong ky thube:

Anh huéng ciia Esomeprazole trén dueoc dpng hoc ciia cde thuie khdc

- Theo cac nghién ctru dd duge tién hanh, ndng do céc thude e ché protease trong huyét
twong giam khi ding dong thoi vdi omeprazole. Ding dong thii omeprazole liéu
40mg/lan/ngay lam giam 40% ndng nelfinavir trong huyét tuong, giam 75-90% chét
chuyén hoa c6 hoat tinh cta nelfinavir. Ding omeprazole liéu 40mg/lin/ngay va
atazanivir 300mg/ ritonavir 100mg trén ngudi khoe manh din t¢i giam 75% AUC cia
atazanavir. Tang liéu atazanavir t&i 400mg cling khéng b dip dwge lugng atazanavir suy
giam. Do tinh chét dwoe ddng hoc va duge lwe hoc cia esomeprazole va omeprazole
twong tw nhau, khong khuyén céo dung dong thoi esomeprazole va atazanavir, chdng chi
dinh ding dong thoi esomeprazole va nelfinavir.

- Piéu tri bing Esomeprazole lam ting acid da day din t&i lam ting hay gidm su hiip thu
clia cde thude ma co ché hiip thu bi anh hudng bai d6 acid da day. Vi du: sy hép thu cia
ketoconazole va itraconazole c¢6 thé giam trong khi didu tri véi Esomeprazole.
- Esomeprazole trc ché CYP2C19, men chinh chuyén héa Esomeprazole. Do vy, khi
Fsomeprazole diing chung véi cac thudc chuyén hoa qua CYP2C19 nhu diazepam,
citalopram, imipramine, clomipramine, phenytoin..., nong dé cac thudc nay trong huyét
trong c6 thé tang va cin giam liéu ding. Ding dong thoi véi Esomeprazole 30 mg dang
udng 1am giam 45% dé thanh thai diazepam- mdt chit chuyén héa qua CYP2C19. Khi
dung ddng thoi véi Esomeprazole 40 mg dang udng va phenytoin 1am ting 13% nong do
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déy (trough plasma level) cia phenytoin trong huyét twong & bénh nhéan dong kinh. Nén
theo ddi ndng do phenytoin trong huyét twong khi bit diu hay ngung diéu tri voi
Esomeprazole. Khi ding dong thdi 40 mg Esomeprazole dang udng & ngudi dang diéu tri
béng warfarin trong mét thir nghiém 14m sing da chimg to ring thoi gian dong mau &
trong khoang c6 thé chﬁp nhan. Tuy vy, sau khi dua thudc dang udng ra ngoai thj trrdmg
da ghi nhéin ¢6 mjt sé rt hiém truomg hop ting INR dang ké trén 1am sang khi diéu tri
ddng thoi hai thude trén. Nén theo dai bénh nhin tir khi bit dau t6i khi chidm dit diéu trj
dong thoi 2 thude. O ngudi tinh nguyén khoé manh, khi ding chung véi 40 mg
Esomeprazole dang udng va cisapride, AUC cua cisapride ting 1&n 32% va thdi gian bén
thai (t1/2) cisapride kéo dai thém 31% nhung nf‘mg do dinh cisapride trong huyét twong
tang 1én khéng dang ké.Esomeprazole sodium da duge chimg t6 1a khong anh huéng déng
ké v& ldm sang trén duoc dong hoc clia amoxicillin hay quinidine.

Anh hwéng ciia ede thude khdc trén dwge dpng hoc ciia Esomeprazole:

- Esomeprazole dwge chuyén hoa boi CYP2C19 va CYP3A4. Khi dung dong thai
Esomeprazole sodium dang udng véi mét chat re ché CYP3A4, clarithromycin (500mg,
2lan/ngay) lam ting gép ddi dién tich dudi dudng cong (AUC) ctia Esomeprazole. Khong
cén phai diéu chinh liéu Esomeprazole

Twong tic chira xdc dinh co ché

Methotrexate: St dung ddng thoi methotrexate lidu cao (300 mg) va thude e ché bom
proton lam ting néng dd methotrexate & mdt s6 bénh nhin. Vi viy vdi nhitng bénh nhan
sir dung methotrexate lidu cao (vi du nhu ung thu va bénh viy nén) co thé xem xét tam
thoi ngirng sir dung Esomeprazole.

Twong ky thuic

Do khong c6 céc nghién ctru vé tinh twong ky cta thuéc, khong tron 13n thude nay véi cc
thude khéc.

Tac dung khong mong muén cia thudc (ADR):

Tan suit
HEé co qua

Thuong
gap

it gip

Hiém gap

Rt hiém giip

Khéng ré

Mau va roi loan hé
bach huyét

giam bach cau,
giam tiéu ciu

giam bach cau
hat

Roi loan hé théng
mién dich

phan Gng qua
man cam, sbt,
phi mach va
phan vé phan
{mg / sbc
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RGi loan chuyén phil ngoai | ha natri mau Ha magie
hoa va dinh du‘fmg Vi mau,
nghiém
trong co
thé trong
quan vdi
ha calci
mau
R6i loan tim than mét ngu kich dong, 14 |ao gidc
l4n, trim cam
R6i loan hé than | nhire dau | chéng mit, | thay ddi  vi
kinh di cam, | giac, khiru
budn ngu | gidc
Ro6i loan mat nhin mo
Roi loan thinh gidc nghe kém,
1 tai
Roi loan hé he'ip, co that phé
long nguc va trung quan
that
Ro6i loan tiéu hoa dau bung, | khé miéng |viém miéng, viem  két
tao  bon, nim candida trang
tiéu chay, duong tiéu hoa
diy  hoi,
budn nén /
non
R6i loan gan mét ting men | viém gan c6 |suy gan, bénh
gan hoic khéng cé |ndo & bénh
vang da nhin c6 bénh
gan tir trude
Da va cac roi loan [viem  da, | rung toc, nhay | hong ban da
mo dudi da ngira, phat | cam anh sang | dang, hdi
ban, n6i mé chirng
day Stevens-

Johnson, hoai
tr bidu bi giy
doe (TEN)
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R6i loan co xuong, gily xuong | dau khép, dau | suy yéu co bap
mé lién két va héng, c¢o | co
xrong tay  hoic

cot séng

Roi loan than va tiét
niéu

viém than ké

Ro61 loan hé sinh san

viu to ¢ nam
gidi

Thé trang chung

khé chiu, tang

tiét mo hoi

Thuomg gip (1/100 < ADR < 1/10); it gp (1/1000 < ADR <1/100); hiém gap (1/10.000 <
ADR <1/1.000); rit hiém gip (ADR <1/10.000); khong rd ( chua xac dinh duge tin suat
dua vao dir liéu ¢6 sin)

Qua li¢u va efch xir tri

Cc s6 lidu vé& qua lidu cia cic thude e ché bom proton & ngudi con han ché nén chua rd
triéu ching khi qua liéu. Néu qué liéu xdy ra cén xir tri bing céc bién phap diéu trj tri¢u
chitg va hd trg. Do esomeprazole ghn manh vio protein huyét twong, phuong phap thim
tach khong loai duge thube.

Duge lue hoc:

Nhém duoc 1y: Thude ire ché bom proton (PPI)

Ma ATC: A02BCO5

Co ché tac dung

Esomeprazole 1a mét bazo yéu. Trong méi trudmg c6 tinh acid cao duge tiét ra boi cac té
bao thanh da day, esomeprazole chuyén héa sang dang hoat dong, tc ché enzyme
H “ K *-ATPase - bom axit. Dang hoat déng ctia esomeprazole trc ché ca khi binh thuong
va khi c6 yéu té kich thich ting tiét acid.

Anh huéng dén bai tiét acid da day

Sau khi udng mét liéu 20 mg hodic 40 mg esomeprazole, hi¢u luc ctia thude bét ddu trong
vong 1 giv. Sau khi ubng lap lai liéu esomeprazole 20 mg/ lan/ ngdy trong 5 ngdy, lugng
acid dat dinh sau khi kich thich pentagastrin giam khodng 90 % khi do & 6-7 gio sau khi
uéng lidu ngay thir nam.

Sau nim ngdy udng liéu esomeprazole 20 mg/ ngay / lin hodic 40 mg/lan/ ngiy, pH da
day duy tri & mirc trén 4 trong khoang 13- 17 gidy, va 24 git & bénh nhén ¢6 tri¢u chimg
GORD. Ty 12 bénh nhan sau khi udng 13p lai liéu 20 mg/ ngdy / lan co pH da day duy tri
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trén 4 trong it nhat 8, 12, 16 gior 1in lugt 1a 76%, 54% va 24%. Ty 1& twong tmg véi lidu
40 mg/lan/ ngay 1a 97%, 92% va 56%.

Téc dung diéu tri irc ché acid

Véi liéu 40 mg esomeprazole /lan/ ngay, ty 1& lanh vét loét trong bénh trdo nguge thye
quén sau 4 tuan didu tri 1a 78% bénh nhin va sau 8 tuin didu tri 14 93% bénh nhin.

Ubng lidu esomeprazole 20 mg/ ngay / lin két hop véi khing sinh thich hgp trong mét
tuan, khoang 90% bénh nhan loai bé dugc Helicobacter pylori.

Céc tac dung khéc lién quan dén su (re ché tiét acid

Trong khi diéu tri véi thude PPIs, nong d6 gastrin trong huyét thanh ting tvong (g véi
sy giam tiét acid. Chromogranin A (CGA) ciing ting do giam néng do acid da day.

Pa ghi nhén ting s6 lugng té bao ECL ( té bao enterochromaffin-like) c6 thé lién quan
dén viée ting nong do gastrin trong huyét thanh gip & nhimg bénh nhén didu tri 1au dai
vai esomeprazole.

Piéu tri lu dai véi cdc thude PPI dd ghi nhin cac truomg hop xudt hién u nang tuyén da
day. Tuy nhién, cac u nay l1a lanh tinh va ¢6 thé ty bién mat.

Sir dung esomeprazole 1am giam acid da day, din t6i ting s6 lwong vi khuan da day binh
thurdmg van xuét hién trong duong tiéu hoa, ting nhe nguy co nhiém tring dudng tiéu hoa
do Salmonella, Campylobacter, ¢6 thé ca Clostridium difficile.

Mot nghién ciru so sanh véi rantidine cho thiy esomeprazole c6 hiéu qua t6t hon trong
viéc 1am lanh vét loét da day & nhitng bénh nhan sir dung NSAIDs, bao gém ca (rc ché
COX-2 chon loc va khéng chon loc.

Hai nghién ciru so sanh véi gia duge cho thay hi¢u qua t6t hon ctia esomeprazole trong
phong chdng loét da day — t4 trang & nhitng bénh nhén sir dung NSAIDs ( trén 60 tudi va
¢6 tién st loét da day- ta trang), bao gém ca thude tre ché COX-2 chon loc.

Trong mét nghién ctru tién hanh & nhitng bénh nhi GORD ( 1- 17 tuéi) dugc diéu trj PPI
lau dai, 61% tré em xudt hién ting san té bao ECL khéng ¢6 ¥ nghia 1dm sang va khong
¢6 sur phaét trién dén viém da day teo hodic khdi u carcinoid.

Duqc dong hoc:

Hilp thu

Esomeprazole ding duong udng va khong bén trong mdi trudng acid nén duge bao ché
dudi dang vién bao tan trong rudt. Trong co thé, esomeprazole chuyén dm khong dang ké
sang R-ddng phan. Esomeprazole hip thu nhanh chong qua dudmg ubng, nong dé dmh
trong huyét tuong dat sau khoang 1-2 gio udng. Sinh kha dung tuyét d6i sau khi udng
lidu duy nhdt 40 mg la 64% va ting lén 89% sau khi dung nhidu liéu. DP6i véi
esomeprazole 20mg cdc gia tri twrong (mg lin lugt 12 50% va 68%. Thirc dn lam chdm va
gidm sur hap thu cia esomeprazolc tuy nhién khéng c6 dnh hudng dang ké dén hiéu qua
clia esomeprazole déi voi ndng do axit trong da day.
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Phin bi:

Thé tich phin bé & ngudi khoe manh i khodng 0,22 Ikkg trong luong co
thé. Esomeprazole lién két véi protein huyét twrong khoang 97%.

Chuyén héa:

Esomeprazole duge hoan toan chuyén héa bai hé théng cytochrome P450 (CYP) chii yéu
qua CYP2C19 chuyén héa thanh cac din chét hydroxyl va desmethyl ciua esomeprazole,
phin con lai qua CYP3A4 chuyén héa thanh sulphone esomeprazole — cht chuyén hoa
chinh trong huyét trong.

Thai trie

D thanh thai huyét twong khoang 17 I/h sau khi ding lidu duy nhét va khoang 9 I/h sau
khi ding ldp lai nhidu lan. Thoi gian ban thai khoang 1,3 gid sau khi lip lai
lidu. Esomeprazole duge loai bo hoan toan khoi co thé gita cac liéu va khéng tich liiy
trong co thé.

Céc chat chuyén héa chinh cia esomeprazole khéng c6 tac dung trén su tiét acid da
day. Gan 80% liéu uéng esomeprazole duge bai tiét cac chit chuyén héa qua nuée tidu,
phén con lai trong phan. Chi c6 khoang dudi 1% esomeprazole chua chuyén hoa duge
thai trir qua nudre tiéu.

Poi twpng dic bigt

Chuyén héa yéu

Khoang 2,9 + 1,5% dan s6 co enzyme CYP2C19 hoat dong yéu va duge goi 1a nhom
chuyén hoéa yéu. O nhitng nguai nay, esomeprazole chuyén hoa chu yéu qua CYP3A4.
Sau khi ding liéu lap lai hang ngay 40mg, so véi nhitng ngudi ¢6 chuyén hoéa qua
CYP2C19 manh, dién tich dudi dudng cong thé hién néng do thude trong huyét twong
(AUC,,,,) cia esomeprazole ¢ nhimg bénh nhén nay cao gip déi so vdi nhing ngudi co
chuyén héa qua CYP2C19 manh, ndng dé dinh trong huyét twong trung binh ting khoang
60%. Tuy nhién, khéng can diéu chinh liéu esomeprazole voi nhimg bénh nhén nay.

Suy than

Chura c6 nghién ciru v& si bién ddi céc théng sé duge dong hoc ciia esomeprazole & bénh
nhén suy thin. Do hau nhu chi ¢6 cac chit chuyén héa clia esomeprazole duge thai trir
qua than nén duoc dong hoc cua thude thay déi khong dang ké & nhitng bénh nhén suy
than.

Suy gan

O ngudri bi suy chire ning gan, sinh kha dung ctia thuée ting va d thanh thai thudc giam,
nhung khong ¢6 tich tu thude va cde chit chuyén hoa cta thude trong co thé. Trao doi
chéit giam & bénh nhén roi loan chirc ning gan ning dan dén tang gp dd6i AUC,,, cua
esomeprazole. Vi vdy, voi bénh nhan rdi loan chite ning gan ning, liéu dung khéng duge
qua 20mg.

Nguéi cao tuéi

Duge dong hoc cia thudc thay ddi khang c6 ¥ nghia 1dm sang & ngudi cao tudi.
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Thanh thiéu nién ti 12 -18 tudi

Sau khi ding 13p lai liéu esomeprazole 20 mg/ ngay / 1dn hodic 40 mg/lin/ ngay, tong dién
tich dudi duomg cong (AUC) va thoi gian dé dat nong dd t6i da (tpe) & thanh thiéu nién
12 -18 tudi twong ty nhw & ngudi 16m véi lidu twong img.

Quy cach dong goi: hop 3 vi x 10 vién
Bio quan: Noi khé mat, tranh anh sang, nhiét d¢ duagi 30°C

Han sir dung: 24 thang ké tir ngay san xuat.
Khong diing thube qud han sir dung

TCCL: Tiéu chuin co so.

Nha sidn xuit:
Acme Formulation Pvt, Ltd.
Dia chi: Ropar Road, Nalagarh, Dist. Solan, H.P.174101, An D§.
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