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HUONG DAN SU DUNG THUOC
Rx

1. Tén thudc: STODAVINCI 40

2. Cdc dAu hiéu luu ¥ va khuyén cdo khi diing thudc:
“Thuéc nay chi ding theo don thubc”

“Dé xa tam tay tré em”

“Poc kj huwong din st dung trwde khi dimg”

3. Thanh phﬁn cong thie thudc: Mbi vién nang cirng chira: ,;-'{’ cO PHAN

Thanh phan diegc chat: L\ oudc PHAM
Esomeprazol................... 40mg :

(Du6i dang esomeprazol magnesi dihydrat vi hat bao tan trong rudt 8;

Thanh phan té dwpe: Mannitol, magnesi cacbonat, dinatri hydrophosphar; ch, duong

pharma grade, dudng spheres, hydroxy propyl methyl cellulose ES5, methacrylic acid
copolyme-L 3D, natri hy clro\:yd diethyl phthalat, bt talc, titan dioxyd, polysorbat 80,
mroce tinh khlet, vo nang cirng s6 0.

4. Dang bao ché: Vién nang cirng chira vi hat bao tan trong rudt.

M®6 ta dang bao ché: Vién nang cing s6 0, mau do - vang. Thu6c trong nang 13 cac vi hat
bao tan trong rudt hinh cdu mau tring nga.

5. Chi dinh:

* Nguoi lon:

- Bénh trao ngurgce da day - thue quan (GORD).

+ Piéu tri viém xudc thue quan do trao nguoc.

+ Piéu tri dii han cho bénh nhan viém thire quan d chira lanh dé phdng ngira tai phat.

+ Piéu tri tri¢u chitng bénh trao nguoc da day — thyc quan (GORD).

- Két hop voi mot phéc do khang khudn thich hop dé diét trie Helicobacter pylori.

+ Chita lanh loét t4 trang do nhiém Helicobacter pylori.

+ Phong ngitra tai phat loét da day ta trang & b&énh nhin loét do Helicobacter pylori.

- Bénh nhén cén diéu tri thudc khdng viém non-steroid (NSAID) lién tuc.

+ Chita lanh loét da day do dung thuéc NSAID.

+ Phong ngira loét da day va loét t4 trang do dung thubc NSAID ¢ bénh nhan ¢6 nguy co.
- Diéu tri hoi chitng Zollinger-Ellison.

* Thanh thiéu nién tir 12 tudi:

- Bénh trao ngwoc da day - thue quan (GORD).

+ Diéu tri viém xwdc thye quan do trao nguge.

+ Piéu tri dii han cho bénh nhan viém thirc quan d chira lanh dé phdng ngira tai phat.

+ Diéu tri triéu chirng bénh trio nguoc da diy — thyc quan (GORD).

- Két hop véi mot phac do khang khuén thich hop dé diét trir Helicobacter pylori.

6. Cach dung, liéu dung:

6.1. Cich dung:

Thudc ding durong ubng.

Udng nguyén vién véi nude khi doi vao khoang 1 tiéng trude bita dn.

6.2. Liéu dung:

* Nguoi lon:

- Bénh trao nguoc da day-thuc quan (GORD).

+ Piéu tri viém xudc thue quan do trao ngroc: 40mg x 1 1an/ngay trong 4 tuin.

Nén diéu tri thém 4 tuin nita cho bénh nhan viém thyc quan chua duge chiva lanh hay van
¢6 tri¢u chirng dai clz‘ging‘

+ Diéu tri dii han cho bénh nhan viém thirc quan di chita linh dé phong ngira t4i phat:
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20mg x 1 lan/ngay.

+ Piéu tri tridu chirng bénh trio nguoc da day — thuc quan (GORD):
20mg x 1 lan/ngay ¢ bénh nhin khong bi viém thuc quan. Néu khong kiém sodt duge
triéu chirng sau 4 tudn, bénh nhan nén dwoc chin dodn thém. Khi di hét tricu chirng, c6
thé duy tri viéc kiém soat triéu chirng v&i lidu 20mg x 1 1an/ngdy, ¢ ngudi 16n co thé sir
dung ché do diéu tri khi cAn thiét v&i lidu 20mg x 1 1an/ngdy. ¢ nhitng bdnh nhan trdo
nguoc da day — thuc quz’m (GER]?) dang sir dung NSAID c6 nguy co phat trién loét da
day ta trang, khong khuyen cao ki¢m soat tri¢u chung bang ché do diéu tri khi can thiét.

- Két hop véi mot phac do khang khudn thich hop dé diét trir Hehcobacter py!om

+ Chita 1anh loét t4 trang do nhiém Helicobacter pylori va phong ngira t3

ta trang & bénh nhén loét do Helicobacter pylori. /;:5{,

20mg esomeprazol, 1g amoxicillin va 500mg clarithromycin, tat ca | c? ung, r%i%
trong 7 ngay.

M N ¥ D1”‘]G PHF\M
- Bénh nhan can diéu tri thuoc khdang viém non-steroid (NSAID) lién

Thoi gian diéu tri 1a 4 — 8 tuin.
+ Phong ngira loét da day va loét ta trang do dung thubc NSAID ¢ bénh nhan ¢6 nguy co:
20mg x 1 lan/ngay.

- Piéu tri hoi chitmg Zollinger-Ellison.

Liéu khoi diu khuyén cdo 1a esomeprazol 40mg x 2 1an/ngdy. Sau dé diéu chinh liéu theo
ddp tng cua tirng bénh nhan va tiép tuc diéu tri khi con chi dinh vé mit 1am sang. Cac dir
liéu 1am sang cho thay phan I6n bénh nhan durgce kiém soat véi esomeprazol lidu tir 80 —
160 mg/ngay. Khi liéu hang ngay 16n hon 80mg, nén chia liéu dung thanh 2 1an/ngay.

* Cdc doi trwong dic bigt:

- Suy giam chike néng than: Khong can chinh liéu & bénh nhin suy giam chirc ning thin.
Do it kinh nghi¢m vé viée dung thuc & bénh nhan suy thian nang, nén than trong khi diéu
tri & cac bénh nhin nay.

- Suy giam chitc ndng gan: Khong can chinh liéu & benh nhan suy gan nhe dén trung binh.
Doi voi bénh nhan suy gan nang, khong nén vugt qua heu t6i da 20mg esomeprazol.

- Ngueoi cao tudi: Khong can chinh lidu & nguoi cao tudi.

- Thanh thiéu nién tir 12 tuéi tré lén:

Bénh trao nguoc da day - thirc quan (GERD).

Diéu tri viem xudc thue quan do trao ngwgc: 40 mg x 1 1an/ngay trong 4 tuin.

Nén diéu tri thém 4 tuin nira cho bénh nhin viém thyc quan chura dugc chira lanh hay van
¢6 tridu chirng dai ding.

Diéu tri dai ‘han cho bénh nhén viém thir quan da chita lanh dé phong ngira tai phat:
20mgx 1 lan/ngay.

Piéu tri triéu chirng bénh trao ngugc da day — thyc quan (GERD): 20 mg x 1 lanfngay o
banh nhan khoéng bi viém thiwe quan. Néu khéng kiém soat dwoc tridu chlmg sau 4 tudn,
bénh nhin nén dwoc chan doan thém. Khi cac triéu chirng da hét, viéc kiém soat triéu
chimg ¢6 thé duy tri vdi liéu 20mg x 1 lan/ngay.

Dleu tri loct ta trang do Helicobacter pylori: Khi lya chon li¢u phap phdi hgp thich hop,
cin xem x¢ét phic do didu tri cua qudc gla kha néing khang thudc cua vi khuan déi véi
timg khu vye, dia phwong. Thoi gian diéu tri (pho bién nhat 1a 7 ngdy nhung doi khi 1én
dén 14 ngay) va viéc sir dung cic tac nhan khang khuén thich hop. Viéc didu tri nén c6 su
gidm sat cua bac st chuyén khoa.
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Liéu dung khuyén nghi la:

Trong lugng Liéu phﬁi hop

Két hop 2 loai khang sinh: Esomeprazol 20mg, amoxicilin 750mg va

30 — 40 kg clarithromycin 7.5mg/kg thé trong. Dung két hop 2 1an/ngdy trong
mot tuan.
> 40 kg Két hop 2 loai khang sinh: Esomeprazol 20mg, amom'ci]in lg va

clarithromycin 500mg. Dung Kkét hop 2 14an/ ngay trong mot tuan.
- Tré em dudi 12 tuéi: Nén ding thude co dang bao ché va ham luong phiher o
7. Chong~ chi dinh: . <
- Qua man v6i esomeprazol, cac dan chat benzimidazol hay bat cir
thude.

- Khong nén dung dong thoi vdi nelfinavir.
8. Canh bao va tha_m trt;mg khl dung thu6c

1
chu y, nén tai phat, khé nuot non ra mau hay dai tién phan den) va khi nghi ngo hoéic bi
loét da day nén loai trir bénh ly dc tinh trude khi dung thudc vi diéu tri bing esomeprazol
¢6 the 1am giam triéu chirng va lam cham tré viéc chan doan.
Dimg thuée trong thoi gian dai
Bénh nhan diéu tri 14u dai (dic biét 12 nhitng ngudi dwoc didu tri trong thdi gian > 1 nim)
nén duoc theo doi thudng xuyén.
Dig¢t trir Helicobacter pyvlori
Khi k& don esomeprazol dé diét trir Helicobacter pylori, nén xem xét cac twong tac thudc
¢6 thé xay ra trong phac db diéu tri 3 thubc. Clarithromycin 1 chét irc ché manh CYP3A4
va vi thé nén xem xét chong chi dinh va trong tic doi véi clarithromycin khi dung phac
dd 3 thudc cho bénh nhan dang dung cac thudc khic chuyén hoa qua CYP3A4 nhu
cisaprid.
Cdic nhiém khudn dwong tiéu héa: Didu tri bing thudc trc ché bom proton c6 thé 1am ting
nhe nguy co nhiém khuin duong tiéu hoéa do Salmonella va Campylobacter.
Sur hd{p thu cua vitamin B>
Esomeprazol, ciing nhw cac thudc khang tiét acid khac, ¢6 thé lam giam hép thu vitamin
B12 (cvanocobalamin) do giam ndéng dé acid dich vi. Piéu nay nén duoc can nhic ¢ nhitng
bénh nhin c6 giam dy trit hodic c6 nguy co giam hap thu vitamin B2 khi diéu tri 14u dai.
Swr giam magnesi huyét
D3 c6 bao cao vé ha magnesi huyét nghiém trong & cac bénh nhan duge diéu tri voi cac
thudc ttc ché bom proton (PPI) nhu esomeprazol trong it nhat 3 thing, va trong hiu hét
cac truong hgp sir dung PPI trong 1 nidm. Céc tri¢u chimg nghiém trong clia ha magnesi
huyét nhe mét moi, co cliing co, mé sang, co giat, choang vang va loan nhip thét co thé
xdy ra, nhung c6 thé khoi phat Am thAm va khong duge lwu tam. O da sé cac bénh nhan,
tinh trang ha magnesi huyét dugc cai thién sau khi st dung liéu phap magnesi thay thé va
ngl‘rng str dung PPI.
Do6i v6i nhirng bénh nhan phal diéu tri kéo dai véi PPI hoiic bénh nhan phai sir dung PPI
cung voi digoxin hodc cac thuoc khic co thé gay ha magnesi huyét (vi dy nhu cac thude
lo'1 tiéu), cac chuyen vién v t& nén can nhic do nong do magnesi mau trude khi bt dau
diéu tri véi PPI va kiém tra dinh ky trong qué trinh diéu tri.
Neguy co gﬁ‘y xuong
Céc thudce irc ché bom proton, dic biét khi dung liéu cao va trong thoi gian dai (>1 nam),
c6 thé lam tang nh¢ nguy co gdy xurong hong, xXuwong cb tay va cot song, dic bi¢t ¢ bénh
nhan cao tudi hodc khi cé sur hién dién cia cic véu td nguy co di biét khic. Cac nghién
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ctru quan sat cho thdy ring cac thudc trc ché bom proton ¢6 thé 1am ting tong the nguy co
gdy xuwong khoang 10-40%. Mot phin trong muc ting niy c6 thé do cic véu td nguy co
khic. Bénh nhin ¢ nguy co lodng xwong cin dugc chiim séc theo ciac huéng din 1Am
sang hién hanh va nén dugc dung du lwgng vitamin D va calci can thiét.

Két hop véi cdc san pham thuéc khdc

Khong khuyén cdo dung dong thdi esomeprazol véi atazanavir. Néu viéc két hop
atazanavir véi thudc trc ché bom proton dugc dinh gia 1a khong thé tronh khéi, khuyén
cdo theo di lam sang chit chi két hop voi viée ting lidu atazanavir 1én 400mg véi 100mg
ritonavir, khong dwgc vuot qua 20mg esomeprazol.

Esomeprazol 1a mot chit tc ché CYP2C19. Khi bit diu hoic -—- tri bing

Mot twong tac dwoc quan sat thy giita clopidogrel va omeprazol/B
trong tic nay chuwa r5. P& phong ngira, khong khuyén kH @
esomeprazol va clopido grel
Khi k& don esomeprazol dé diéu tri theo yéu cAu, nén xem xét cAC
khac do ndng do esomeprazol trong huyét twong dao dong.
Bénh lupus ban do ban cdp o da (SCLE)

Thuoc trc ché bom proton co lién quan dén cac tnro’ng hop SCLE rat hiém gap. Neu cac
t6n thuong xay ra, dic biét 1a & nhimg ving da tiép xfic véi 4nh ning mit trdi va néu kém
theo dau khdp. bénh nhan can duoc tu van boi bac si va nén xem xét ngirng esomeprozol.
SCLE sau khi diéu tri trudc dé bing thudc e ché bom proton c6 thé lam ting nguy co
mic bénh SCLE véi cac thudc trc ché bom proton khac.

Anh hudng dén cdc xét nghiém

Ting Chromogranin A c6 thé giy tré ngai cho viéc phat hién céc khéi u than kinh néi tiét.

Dé tranh sy anh hwéng nay, nén ngimg diéu tri esomeprazol it nhat nim ngdy trudc khi do
CgA.

9. Sir dung thudc cho phu nir ¢6 thai va cho con bii:

9.1. Thoi ky mang thai:

- Phy nit dang mang thai:

Dit lidu 1Am sang cua esomeprazol trong thai ky con han ché. Péi véi hon hop racemic, di
liéu thu dwoc tir cic nghién ciru trén mdt lwong 16n phyu nit mang thai ti€p xic voi

omeprazol cho thdy thudc khong c6 tiac dong gay di tat hay doc tinh 1&n thai nhi.

Cac ng]:u'en cuu trén dong Vat dung esomeprazol khong cho thay thudc co tac dong gay
hai tryc tlep hay gian tiép dén sy phat trién cta phoi/thai nhi. Cac nghién ciru trén dong

vt v6i hdn hop racemic khdng cho thiy thudc cé tic dong gay hai truc tiép hoic gidn tiép

dén tinh trang mang thai, sir sinh nd hoiic phat trién sau sinh. Nén thin trong khi ké don

esomeprazol cho phuy nir ¢o thai.

Dit liéu trén phy nit c¢6 thai (giita 300-1000 két qua thai k) chi ra ring thudc khong c6

kha ning giy di tat hay doc tinh thai nhi/tré so sinh khi st dung esomeprazol.

Céc nghién ctru trén dong vat khong cho thay thude cé tic dong gy hai truc tiép hodic

gian tiép déi vdi doc tinh sinh san.

- Phu nit ¢6 kha ndng mang thai hodic dang sw dung cdc bién phdp tranh thai:

Céc nghién ctru trén dong vat dbi véi hdn hop racemic ciia omeprazol, sir dung dudng

ubng, khong cho thay thudc cé tac dong doi véi kha ning sinh san.

9.2. Thoi ky cho con bu:

Chra biét esomeprazol c6 duge bai tiét qua sita me hay khong. Chura c6 nghién ciru trén

phu nit cho con b1, do d6 khéng nén dung esomeprazol khi dang cho con bi.
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10. Anh hwéng cia thudc 1én kha ning ldi xe, vin hanh may méc:

Esomeprazol anh hudng it dén kha ning 14i xe va van hanh mdy méc. Cac tac dung phu
nhu chong miit (it gip) va nhin mo (it gip) dd dugce bao cdo. Néu bénh nhan giip cic tac
dung ngoai v nay thi khong nén lai x¢ hay van hanh may moc.
11. Twong tic, twong ky cia thudc:

Anh hwéng ciia esomeprazol trén dwoc dong hoc cia cdc thude Jdic: \
Cdc chit ivc ché enzym protease: Do tac dong dugc luc va céc flae’thiindudte dony hoc
tuong ty cua omeprazol va esomeprazol, khong khuyén céo st [dung 0

thoi v6i atazanavir va chéng chi dinh sir dung esomeprazol dong héi, v’é‘irt}fem
Methotrexat: Khi dung ddng thdi v6i cdc PPI, ndng do methotre: N 0}
1én & mot s6 bénh nhin. Khi dung liéu cao methotrexat, nén cin nhiedufigAam thoi
esomeprazol.

Tacrolimus: Viéc sir dung dong thoi véi esomeprazol di dwoc bao cao 1am ting ndng do
huyét thanh cua tacrolimus. Viéc ting cudng theo ddi ndng do cia tacrolimus cung nhu
chirc ning than (d¢ thanh thai creatinin) nén duoc thuc hién, va diéu chinh liéu cna
tacrolimus néu cin thiét.

Thuéc c6 sw hdp thu phu thupc pH: Tinh trang giam pH acid da day khi diéu tri bing
esomeprazol va cac PPI khic c6 thé lam ting hay giam sy hap thu cua cac thube hap thu
phu thuéc pH dich vi. Gidng nhur cac thude lam giam do pH dich vi khac, s hip thu cua
cac thude nhu ketoconazol, itraconazol va erlotinib co thé giam va su hip thu cua digoxin
c6 thé ting 1én trong khi diéu tri voi esomeprazol. Dung dong thoi omeprazol (20
mg/ngdy) va digoxin ¢ cic dbi twong khée manh 1am ting sinh kha dung cua digoxin
khoang 10% (1én dén 30% & 2 trén 10 d6i tugng nghién ctru). Hiém cé cac bao cio vé doc
tinh cua digoxin. Tuy nhién, can than trong khi dung esomeprazol liéu cao ¢ ngudi cao
tudi. Can ting cudng theo dai viée diéu tri bing digoxin.

Thubc chuyén hod qua enzym CYP2C19: Esomeprazol we ché CYP2C19, enzym chinh
chuyén hoéa esomeprazol. Do viy, khi esomeprazol dwoc ding chung véi cac thudc
chuyén héa qua CYP2C19 nhr diazepam, citalopram, imipramin, clomipramin,
phenytoin..., ndng do cac thudc nay trong huyét trong c6 thé ting va can giam lidu ding.
Diazepam: Dung dong thoi voi esomeprazol 30 mg dang udng 1am giam 45% do thanh
thai diazepam (mét co chit cia CYP2C19).

Phenytoin: Khi diing dong thoi véi esomeprazol 40 mg dang uéng va phenytoin lam ting
13% ndng do (trough plasma level) cua phenytoin trong huyét twong ¢ bénh nhin dong
kinh. Nén theo doi ndng do phenytoin trong huyét twong khi bét ddu hay ngung diéu tri
vdi esomeprazol.

Cilostazol: Esomeprazol tic dung nhu cic chat wc ché CYP2C19. Dung dong thoi
esomeprazol voi cilostazol 1am ting ndng do cilostazol va chat chuyén hoa c6 hoat tinh
cua no, xem xét giam liéu cilostazol.

Cisaprid: O ngudi tinh nguyén khoé manh, khi dung chung véi 40 mg esomeprazol dang
udng va cisaprid, dién tich dudi dudng cong biéu dién ndong d9 cisaprid trong huyét twong
theo thoi gian (AUC) tiang 1én 32% va thoi gian ban thai (ti2) cisaprid kéo dai thém 31%
nhung ndng do dinh cisaprid trong huyét twong ting 1én khong dang ké. Khoang QTc hoi
kéo dai sau khi dung cisaprid riéng 1, khong bi kéo dai hon nita khi dung dong thoi
cisaprid vdi esomeprazol.

Warfarin: Khi ding dong thoi 40 mg esomeprazol dang uong ¢ nguoi dang diéu tri bing
warfarin trong mdt thir nghiém 1am sang da cho thay thoi gian dong mau & trong khoang
¢6 thé chip nhan. Tuy vy, sau khi dura thubc ra thi tmﬁmg di ghi nhan c6 mat sb rit hiém
treong hop ting INR ding ké trén 1Am sang khi diéu tri dong thoi hai thude trén. Nén theo
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d3i bénh nhan khi bit diu va khi chAm dirt diéu tri déng théi esomeprazol trong qud trinh

diéu tri v6i warfarin hoic nhitng dan xut khac ciia coumarin.

Clopidogrel: Két qua tir cic nghién ciru trén ngufm tinh nguyén khée manh di chi ra

twong tac dugc dong/ duge lyc giira clopidogrel (lidu 300 mg/ lidu duy i 75 mg) va
esomeprazol (40 mg/ngay duong udng) dan dén giam trung binh 40% ndng do va thoi

gian tlep xtic cua chét chuyen héa c6 hoat tinh cua clopidogrel va giam trung binh 14% sur

{rc ché t01 da ket tap tleu cau (gay bm ADP)

clopidogrel don doc nong do va th0’1 gian tiép xuc cua chét ch .15% j: L\ﬁ i \ cua
clopidogrel giam gin 40%. Tuy nhién, mitc d6 t6i da cua s vrc hé\ke a? 1£u (gz’iy
ra boi ADP) trén cac d6i twong nay la nhw nhau ¢ nhom ding \ oc va
nhom dung ph01 hop clopldogrel va (esomeprazol + ASA). : >

S6 lidu chwra nhét quéan vé biéu h1en lAm sang cua twong tac Dwoc dong hoc/ Duroc luc hoc
ciia esomeprazol trén cAc bién c6 tim mach chinh d dugc bao cdo tir ca nghién ciru quan
sat va nghién ciru 1am sang. Viéc dung dong thdi véi clopidogrel khong dugc khuyén
khich.

Cic thubc khéng cé tiwong tic vé lam sang:

Amoxicilin hodc quinidin: Esomeprazol da dugc chirng minh 1a khong anh huong dang ké
vé 1am sang trén dugc dong hoc cua amoxicilin hay quinidin.

Naproxen hodic rofecoxid: Cac nghién ctru thyc hién khi sir dung dong théi esomeprazol
va naproxen hoc rofecoxid khdng xac dinh duoc bat ky twong tac dwgc dong hoc nao vé
1am sang trong qua trinh nghlen clru ngin han.

Anh hu(mg ciia cdc thudc khic trén dugc dong hoc cua esomeprazol:

Cdc thudc iec ché CYP2C19 va/hodc CYP3A4

Esomeprazol duwgc chuyén héa boi CYP2C19 va CYP3A4. Khi dung dong thoi
esomeprazol dang udéng véi mot chat tc ché CYP3A4, clarithromycin (300 mg, 2
lan/ngay) 1am ting gip doi dién tich dudi dudng cong (AUC) cia esomeprazol.

Dung dong thoi esomeprazol cung véi chat e ché ca hai CYP2C19 va CYP3A4 c6 the
lam ting hon 2 lan ndéng dd va thoi gian tiép xtc esomeprazol. Khdng cin chinh lidu
esomeprazol thudmg xuyén & nhitng trudmg hep nay. Tuy nhién, viée diéu chinh liéu cin
duoc xem xét ¢ nhitng bénh nhin bi suy gan niing hodc c6 chi dinh diéu tri lu dai.

Cidc thube cam iing CYP2C19 vi/hode CYP3A4: Cac thudc cam wng CYP2C19 hoic
CYP3A4 hodc ca hai (nhur rifampicin va co St. John’s) c6 thé giy gidm ndng do
esomeprazol huyét thanh do ting chuyén héa esomeprazol.

Tré em: CAc nghién ciru vé tlro’ng tac thuoc mdi chi dugc thye hién & ngudi 16m.

12, Tac dung khéng mong mudn caa thude:

Tom tdt dir liéu an toan: Cac phan ng ngoai y phd bién nhit dugc bao cdo trong cac thir
nghiém 14m sang bao gom: dau diu, dau bung, tiéu chay va budn ndén. Dir liéu vé an toan
1a twong tir nhau gifra cAc dang thudc, cac chi dinh diéu tri, nhom tudi va ciac nhém bénh
nhan. Khong c6 phan trng ngoai v nio lién quan dén lidu dung.

Bang cdc phan tmg ¢ hai:

Céc tac dung khong mong mudn duoc xép theo hé co quan va tin suét xay ra: Rat thudng
giip (ADR > 1/10), thuong gip (1/100 < ADR < 1/10); it gip (1/1000 < ADR < 1/100);
hiém giip (1/10.000 < ADR < 1/1000); rat hiém giip (ADR < 1/10.000), chua biét (khong
thé dyr dodn duoc tir cac dit lidu dang c6).
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Co quan Tan suat Tac dung ngoai ¥
Réi loan mau va hé bach | Hiém gip Giam bach ciu, gidm tiéu cau
huyét Rat hiém gip | Mét bach cAu hat, giam toan thé huyét ciu
Réi loan hé midn dich | Hiém g Phan {img qua man nhir 1a s6t, phi mach,
- 5% | phan {mg/ sbc phan vé
It gap Phu ngoai bién / m
Hiém gip Giam natri miu // ‘3/ CUNG TY \’;\\
Roi loan chuyén hoa va Giam magnesi huyet) gi am i
dinh dudn .
g Chua biét nghiém trong ¢6 thé | én\q
huyet Giam ma gne51
dén giam kali huyét
It gip Mt ngi
R4i loan tim thin Hiém gip Kich dong, li 1An, trim cam
Rat hiém gip | Néng nay, ao gidc
Thuong gip | Nhirc diu
R&i loan h¢ thin kinh it gap Choang vang, di cAm, ngu ga
Hiém gip R&i loan vi gidc
R4i loan mit It gip Nhin mo
Roi loan tai vabd phan | ;. , .
trong {ai It gdp Chdéng mat
R&i loan ho hap, ngue va | ,.x . L
trung thé Hiém gap Co thit phe quan
L Dau bung, tdo bon, tiéu chay, diy bung, budn
Thuong gdp | |50/ nan
RO loan tiéu hoa It gap Khé miéng
Hi¢m gip Viém mi¢ng, nhi¢m Candida dudng tiéu hoa
Chua biét Viém dai tring vi thé
it gap Tang men gan
« A - . - - A 5
R&i loan gan mét Hiem gip gﬁem ganb(’:\(;tlllozic lfho?fh Vl?lnlﬁg d§~ —
Rithibm gap | SUY B Dl 120 0 Db 0 c0
It gip Viém da, ngira, ndi man, mé day
£ < Cr Ak . o 4 .
ROi loan da va md dudi Hicm gdp H?I dau, nhay cam “f.l anl,l Sang
da R4t hiém giip Hong ban da dang, Ah(_)l chang Stevens-
' Johnson, hoai tir bi€u bi nhiém doc (TEN)
Chura biét Ton thuong lupus ban dé ban cip & da
B ‘ It gip Gay xuong hdng, xwong cb tay va ct song
R&i loan co xwong va O .
. 1in 1A Hiém gap Dau khép, dau co
mo lién két PN X
Rat hiem gidp | Yeu co
R6i loan than va tiét « x| Viém thin k&, d4 c6 bdo cdo vé suy thin trén
nigu Rathim gdp | ;61 56 benh nhan
ROlgloaI,l he sinh san va RAt hi¢m gip | Nit hoa tuyén va
tuyen vu
Cac 101 loan tong quat Hiém gip Khé &, ting tiét md hoi

va tai chd
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13. Qui liéu va cich xir tri:

- Qué liéu:

C6 rit it kinh nghi¢m vé viée ding qua liéu. C4c triéu chirng duoc mo (4 ¢é lién quan dén
viéc dung liéu uéng 280 mg la cac tri¢u chimg trén duong tiéu hda va mét moi. Cac liéu
don esomeprazol dang uong 80 mg va dang dung tinh mach 308 mg esomeprazol trong
sudt 24 gid khong gy tac dung khong mong mubn.

- Cdch xir tri:
Chua c6 chét giai doc dic hiéu. Esomeprazol gin két manh véi p i« ﬁf D%y?; Wole va vi
vay khong dé dang thAm phan dugc. Y

Trong treong hop qua lidu, nén didu tri tridu chirng va sir dung ¢4 y thich
hop.

14. Pac tinh dwge lyce hoe: =

Nhom thube diéu tri: Esomeprazol 1a thudc diéu tri cdc 1di loan lién quasidésacid, thudc

{rc ché bom proton, ¢c6 mi ATC: A02B CO5.

Esomeprazol 14 dang dong phan S- ctia omeprazol va lam giam sy bai tiét acid da day
bing mot co ché tac dong chuyén biét ¢ € bao dich. Thude 1a chit tc ché diic hiéu bom
acid ¢ t& bao thanh. Ca hai dang ddng phan R- va S- ciia omeprazol déu co dwoc lye hoc
trong tu nhau.

Co ché tdc dung: Esomeprazol 14 mot chat klem yéu, duoc tap trung va blen d6i thanh
dang c6 hoat tinh trong moi trudong acid cao ¢ dng tiéu quﬁn ché Uet cua té bao thanh, tai
day thudc trc ché men H+K+-ATPase (bom acid) va tic ché ca su tiét dich co ban 1an sy
tiét dich do kich thich.

15. Pac tinh dugc dong hoc:

Hip thu: Esomeprazol dugc hap thu nhanh sau khi uéng, ndng do dinh trong huyét twong
dat dugc sau 1-2 gio. Sinh kha dung cua esomeprazol ting theo lidu dung va khi dung
nhic lai, dat khoang 68% khi dung lidu 20 mg va 89% khi dung liéu 40 mg, Thirc in lam
chim va giam do hip thu cua esomeprazol, nhung lai khéng lam thay d6i dang ké tac
dung ctua esomeprazol 1€n dé acid trong da day

Phan bé: Thé tich phin b6 biéu kién & trang thai hing dinh trén ngwoi khoé manh khoang
0,22 Vkg thé trong. 97% csomeprazol gan két véi protein huyét tlro’ng

Chuyé‘n héa: Esomeprazol duge chuyén héa hoan toan qua hé thong cytochrom P430
(CYP). Phin chinh cia qui trinh chuyen hoa esomeprazol phu thudc vao enzym
CYP2C19 da hinh thai, tao thanh cic chit chuyén hoa hydroxy va desmethyl cua
esomeprazol. Phan con lai cua qué trinh chuyén héa phu thugc vao mot chat dong dang
dic hiéu khic, CYP3A4, tao thanh esomeprazol sulphon, chit chuyén héa chinh trong
huyét twong.

Thdi trir:

Cac tham s6 dudi ddy chu yéu phan anh duwoc dong hoc & nhitng ca nhian cé enzym
CYP2C19.

Tong d6 thanh thai huyét tuong khoang 17 1/gié sau khi dung liéu don va khoang 9 1/gi¢
sau khi ding liéu Lip lai. Thoi gian ban thai trong huyét twong khoang 1.3 gid sau khi
dung liéu 1ap lai 1 1an/ngay. Esomeprazol thai trir hoan toan khoi huyét twong giita cic
lidu ding ma khong c6 khuynh hudng tich liy khi dimng 1 lan/ngay.

Cic chat chuyén hoéa chinh cua esomeprazol khong anh huong den s tiét acid da day.
Khoang 80% esomeprazol lidu uong dugc bai tiét qua nudc tiéu dudi dang cic chit
chuyén héa, phan con lai qua phan. it hon 1% thudc dang khong dbi duge tim thay trong
nréc tiéu.

Tinh tuyén tinh/ khong tuyén tinh: Dién tich ving dudi duong cong biéu dién nong do
trong huyét twong theo thoi gian (AUC) ting 1én sau khi dung lip lai esomeprazol. Sy
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ting ndy phy thudc theo lidu va ty 18 gia ting AUC nhiéu hon ty 18 ting liéu sau khi dung
lidu 1ap lai. Sy phu thudc vao thoi gian va liéu ding ndy 13 do su giam chuyén hoa & giai
doan dau qua gan va giam d¢ thanh thai toan thin c6 1& do sw {ic ché enzym CYP2C19
cuia esomeprazol va/hodc chat chuyén hoa sulfon.

Dwoc dong hoc ¢ cic nhom bénh nhéan ddc biét:

Nhém bénh nhan chuyvén hoa kém: Khoélng 2.9 £ 1.5% dan s6 khong c6 enzym CYP2C19
va dugc goi 1a nhém ngudi chuyén héa kém. O cic ¢4 nhin na} sy chuyén héa cua
esomeprazol duo’c xuc tac chu ycu boi CYP3A4. Sau khi dung licu ldp lai esomeprazol
40mg dang uong, 1 lanfngay, AUC trung binh ¢ ngu:on chuyen hoa kem cao hon khoang

dinh trung binh trong huyét mong tang khoang 60%. Sy khac bi @1 10 du(:fc ghl
nhan doi véi esomeprazol tiém tinh mach. Nhirng ghi nhan nay % dén liéu
dung esomeprazol.

Gi6i tinh: Sau khi dung liéu don esomeprazol 40mg dang udn Jongtmﬂgﬁdﬁ ft 01 gian
tiep xuc trung binh ¢ phy nir cao hon nam gi¢i khoang 30%. c9 su khac
biét vé& nong do va thoi gian tiép xuc giira hai gioi sau khi dung b ngay. Su

khac bi¢t twong ty cling duge ghi nhan khi dung esomeprazol dwdng 1ach Nhirng
ghi nhan nay khdng anh hudng dén licu diung esomeprazol.
Suy gan: Su chuyén héa cuia esomeprazol ¢é thé suy giam & bénh nhén bi 16i loan chiic
ning gan nhe dén trung binh. Téc dd chuyén héa giam & bénh nhan rdi loan chirc ning
gan ning, dan dén lam ting gap doi ndng do va thoi gian tiép xuc cia esomeprazol. Vi
véy, khong dung qua lidu t6i da 20mg ¢ bénh nhan GERD 1di loan chirc ning gan ning.
Esomeprazol hoiic cic chat chuyén héa chinh khong c6 khuynh hudng tich lity khi dung 1
lan/ngay.
Suy thdn: Chua c6 nghién ciru nao dugce thyc hi¢n trén bé¢nh nhin suy than. Vi thin chiu
trach nhidém bai tiét cdc chat chuyén héa cua esomeprazol nhung khong chiu trach nhi¢m
cho sy dio thai thuéc dwdi dang khong ddi, nguoi ta cho 1a sy chuyén hoéa cua
esomeprazol khong thay doi & bénh nhin suy thin. “
Nguoi cao tu()‘ii: Su chuyén hoa cua esomeprazol khong thay doi dang ké & bénh nhan cao
tudi (71-80 tudi).
Tré em tir 12 - 18 tuoi: Khi dung liéu Lip lai esomeprazol 20mg va 40mg, dién tich dudi
duong cong (AUC) va thoi gian tiép xic, thoi gian dat ndng do dinh trong huyét twong
(tmax) O tr¢ tir 12 dén 18 tudi cho két qua twong tw nhu ¢ ngudi 16n.
16. Quy cach dong goi:
Hép 3 vi x 10 vién nang cting, kém theo t& hudng din st dung thubc bén trong hop.
17. Piéu kién bio quin, han ding, tiéu chuin chit lwgng cia thude:
- Piéu kién bao quan: Noi kho, nhiét do dudi 30°C.
- Han ding: 24 thang k& tir ngay san xuat. Khong dwge ding thudce di qua han ding.
- Tiéu chuin chit hrong cua thube: TCCS.
18. Tén, dia chi ciia co sé san xuit thudc:
Tén co s6 sdin xuit: CONG TY CO PHAN DUQC PHAM HA TAY
Bia chi: T6 dan phd s6 4, P. LaKhé, Q. Ha Pong, TP. Ha Noi

DT: 02433522203 FAX: 024.33522203

DT: 02433824685 FAX: 024.33829054

Hotline: 024.33522525
Tén co s phan phéi: CONG TY CO PHAN DUQC PHAM DAVINCI - PHAP
Pia chi: S6 405 - D1 Thanh Xun Bic, quan Thanh XuAn, thinh phé Ha Noi.

DbT: 02422420168 FAX: 024.85852670
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