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. | Manufacturer:

SOFARIMEX - INDUSTRIA QUIMICA E
FARMACEUTICA, SA.

Av. das Indistias, Ato do Colaride,
2735-213, Cacém, Portugal.

MA Holder: ASSOPHARMA®

Please apply sub-label here

RX Prescription only

ASGIZOLE®

Esomeprazole 40 mg

Box of 1 vial

Powder for solution for injection/ infusion
IV Use

ASSOPHARMA®

ASGIZOLE®

Esomeprazole 40 mg
Powder for solution for injection/ infusion
IV Use

Composition:
Each vial contains:
Esomeprazole sodium equivalent to

| o
other informations: Please read
the package insert. A
Storage: In a dry and cool place, at
temperature not exceed 30°C. Store in
the original package in order to
protect from light.
Specification: Manufacturer’s
Keep out of reach of children.
Read fully the instructi
before use.

RX Prescription only

ASGIZOLE®

Esomeprazole 40 mg

Box of 1 vial

Powder for solution for injection/ infusion
IV Use

ASSOPHARMA™

Reg. No.:
Lot:
Mfg.:
Exp.:
 ASGIZOLE® |
Esomeprazole 40 mg
Powder for solution for injection/ infusion
Each vial contains:
sodium equivalent to 40mg.
Storage: In a dry and cool place, at temperature not exceed 30°C.
Store in the original package in order to protect from light.
Manufacturer: B
SOFARIMEX - INDUSTRIA QUIMICA E FARMACEUTICA, S.A. Lg
KA!MIM%.N&BOM.ZT%—%&CMH.PM S d )
ASSOPHARMA’ Box/ Nhan hop Vial/ Nhan lo
\t
Iitem Number: Size: 36 x 36 x 75 mm Size: 60 x 30 mm 2\
Date: 05/12 /2014 Pantone Process Yellow EC
Artworker: THUY Il Pantone 2767 EC Il Pantone 2767 EC
Il Pantone 2735 C
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N&i dung ghi nhan phu

1 Rx Proscriptin anly ASGIZOLE®

Bot pha iém - dng dwomg tinh mach |

Méi lo chira:

Esomeprazol natri twong duwong
40mg |

TE RGO VOB oo ccvvcisisacirsssressinniss 110

Hap 1 lo bt pha tiém.
$6 16 san xuat, NSX, HD: Xem “Lot, Mfg.,
Exp.” trén bao b.

Bao quan: Noi khd rdo, thoang mat, nhiét
d dudi 30°C. Bao quan trong bao bi goc
dé tranh 4nh sang.

Dé xa tdm tay tré em. Doc ky hwéng
dan st dung trwée khi ding.

Chi dinh, chéng chi dinh, liéu ding va
cac théng tin khac: Xem t& HDSD kem
theo.

Nha SX: SOFARIMEX - INDUSTRIA
QUIMICA E FARMACEUTICA, S.A.
Av. das Indistrias, Alto do Cola
2735-213, Cacém, B3 Dao Nha.
Chu s& hiru SDK: ASSOPHARMA'
480C Nguyén Thi Thap, P.Tan Quy,
TPHCM.

Nha nhép khau:

SBK:

RX Prescription only

ASGIZOLE®

Esomeprazole 40 mg :

BGt pha tiém - dung dwéng tinh mach i

Méi lp chira: :
Esomeprazol natri twong duwong esomeprazol . !
Taduoc vira du ... i
Hop 10 lo bét pha tiém. ;
S4 16 san xudt, NSX, HD: Xem “Lot, Mfg., Exp.” trén bao bi. |

Béo quan: Noi khd rdo, thoang mat, nhiét dé duwéi 30°C. Bao quan trong bao bi
gbc @é tranh anh sang.

D& xa tAm tay tré em. Doc kj hwong dan sir dung trwde khi dung.

Chi dinh, chéng chi dinh, lidu ding va cac thong tin khac: Xem t& HDSD kém
theo.

Nha SX: SOFARIMEX - INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

Av. das Industrias, Alto do Colaride, 2735-213, Cacém, B Dao Nha.

Chu s& hiru SDK: ASSOPHARMA®

480C Nguyén Thi Thap, P.Tan Quy, Q.7 , TPHCM.

Nha nhap khdu: ;
. SBK: !
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ASGIZOLE®

THANH PHAN: Mdi lo chira:

Esomeprazol natri trong duong esomeprazol 40 mg
Ta duoc (Natri hydroxit, dinatri EDTA)............cc.c... cooeeeeeeeeeeeeeeeeeeneenvd 1o
MO TA ) o

B4t dong kho xOp va déng nhét, mau tring dén tring nga.

CHI DINH

Nguoi lom: Dung dé trc ché su tiét acid da day trong nhimg truomg hop khong thé ding
bang duong uéng, nhu:

- Trao nguoc da day — thuc quan (GORD) & bénh nhan viém thuc quan va/hodc co
triéu chimg trao nguoc nang cua bénh loét da day do NSAID.

- Du phong loét da day va ta trang do sur dung thudc khang viém khéng steroid
(NSAID) & bénh nhan ¢6 nguy co.

- Phong ngira tai xuat huyét sau khi diéu tri ndi soi xudt huyét cap tinh do loét da day
hay loét ta trang.

Tré em va tré vi thanh nién tir 1-18 tudi: Dung dé {rc ché su tiét acid da day trong
nhitng truémg hop khong thé ding bang dudng udng, nhur:

- Trao nguoc da day — thuc quan (GORD) & bénh nhan viém thuc quan va/hodc co
triéu chimg trao nguoc nang.

LIEU LUQNG VA CACH DUNG

Chi dung thuéc dang tiém trong thoi gian ngdn va nén chuyén sang ding dang uéng
ngay khi c6 thé.

Nguwoi lon
Uc ché tiét acid da day khi khong thé ding thuée bdng ieomg uong
- Bénh nhan khong thé dung thudc qua duong udng: 2040 mg, 1 ldn/ngay.
- Benh nhén trao nguoc da day-thue quan: 40 mg, 1 lan/ngay.
- Diéu tr triéu chimg bénh trao nguoc: 20 mg, 1 lan/ngay.
- Chira lanh loét da day do NSAID: 20 mg, 1 lan/ngay.
- Du phong loét da day — ta trang do NSAID: 20 mg, 1 lan/ngay.
Phong nguea tdt xuat huyet do loét da day-ta trang
* Sau khi diéu tri xudt huyét cdp tinh do loét da day hay loét ta trang bing ndi soi nén
truyén liéu cao 80 mg trong khoang 30 phut, tiép theo truyen tinh mach lién tuc 8
mg/gio trong 3 ngay (72 gio). Sau d6 bénh nhan co thé dung hén dich khang acid bing
duong uong.

Bénh nhan suy thin .

Khong cdn diéu chinh liéu & bénh nhan suy than nhung can than trong khi ding cho
bénh nhan suy thin ning.

Bénh nhén suy gan . )
Tréo nguoc da day-thwee quan: Khong can diéu chinh liéu ¢ bénh nhan suy gan nhe dén
vira. D6i v&i bénh nhan suy gan nang, liéu toi da hang ngay khong duoc vuot qua 20
mg.

Loét xudt huyét: Khong can diéu chinh liéu & bénh nhan suy gan nhe dén vira. Don voi
bénh nhén suy gan nang, sau liéu tin cong ban dau 80 mg esomeprazol truyén tinh
mach, bénh nhan nén duge tiép tuc truyén voi liéu 4 mg/gios trong 71,5 gio.

Bénh nhén lon tuéi: Khong can diéu chinh liéu.
Tré em va tré vi thanh nién tic 1 — 18 tudi

Dieu tri trigu

z A. .3 s ea 2 e Py
Nhom tudi  Dieu tri viém thyc quan triao nguge x6i mon chig ciia GORD
33 Cén nang < 20 kg: 10 mg, ngay | lan. . 3
1-41 ot Can nang > 20 kg: 10 mg hodc 20 mg, ngay 1 lan. 10 mg, ngiy | lan.
12-18 tudi 40 mg, ngay 1 lan. 20 mg, ngay | lan.
Céch dung

Thudc chi ding mét lan

Tiém liéu 40mg

Chuan bj dung dich tiém (8 mg/ml) bang cach thém 5 ml dung dich natri chlorid 0,9%
loai pha tiém vao lo thudc 40 mg chira 40 mg esomeprazol. Dung dich sau khi pha phai
trong va khong mau dén mau vang rit nhat. Dung dich d3 pha nén dugc tiém tinh mach
trong khoang thoi gian toi thiéu la 3 phit.

Truyén liéu 40 mg

Chuén bj dung dich truyén bang cach hoa tan 1 lo esomeprazol 40 mg vao 100 ml dung
dich natri chlorid 0,9% loai pha tiém. Dung dich sau khi pha phai trong va khong mau
dén mau vang rit nhat. Dung dich dd pha nén dugc truyén tinh mach trong khoang thai
gian 10 dén 30 phut.

Tiém liéu 10 mg
Tiém 1,25 ml dung dich di pha nhu trén (8 mg/ml) trong thoi gian it nhat 3 phit. Loai
bo tat ca phan dung dich con thira lai trong lo.

Truyén liéu 10 mg
Truyen Y luong dung dich da pha nhu trén trong thoi gian 10 dén 30 phat. Loai bo tat
ca phan dung dich con thira.

Tiém liéu 20 mg
Tiém 2,5 ml dung dich da pha nhu trén (8 mg/ml) trong thoi gian it nhat 3 pht. Loai bo
tit ca phan dung dich con thira lai trong lo.

Truyen liéu 20 mg
Truyen % luong dung dich d pha nhu trén trong thoi gian 10 dén 30 phut. Loai bo tat
ca phan dung dich con thira.

T nryen liéu 80 mg

Chuin bi dung dich truyén bang cach hoa tan 2 lo esoineprazol 40 mg vao 100 ml dung
dich natri chlorid 0,9% loai pha tiém. Dung dich sau khi pha phai trong va khéng mau
dén mau vang rat nhat. Dung dich dd pha nén duoc truyén tinh mach lién tuc trong
khoang thoi gian trén 30 phut.

Truyén liéu 8 mg/gicr

Truven tinh mach lién tuc dung dich da pha nhu trén trong thoi gian 71,5 gior (néng dd
truyén duoc tinh toan la 8 mg/gid).

CHONG CHI DINH

- Tién sir qua man vai hoat chat chinh esomeprazol hodc voi cac chat khac thudc phan
nhém benzimidazol hodc bat kv ta duge nao cua thude nay

- Sur dung déng thoi véi atazanavir

Bot pha tiém — Ding dwong tinh mach

CANH BAO VA THAN TRONG

- Khi ¢6 bit ky mét triéu chimg canh bao nao (nhu giam can dang ké khdng chu y, nén
tai phat, kho nudt, nén ra mau hay dal ti¢n phén den) va khi nghi ngo hodc bi loét da
day nén loai trir bénh ly ac tinh vi diéu tri bing esomeprazol ¢4 thé lam che lap triéu
chimg va lam cham tré viéc chan doan.

- Diéu tri bang thude e ché bom proton c6 thé 1am tang nhe nguy co nhidmkhuin
duong tiéu hoa do Salmonella va Campylobacter.

- Khong dung két hop esomeprazol v&i atazanavir. Néu khéng thé tranh két hop
atazanavir voi thudc (e ché bom proton, cn theo ddi cdn than céc triéu chimng 1am sang
khi dung atazanavir 1én dén liéu 400mg, ritonavir dén 100mg va lidu esomeprazol
khéng dugc qua 20 mg.

- Ciing nhu cac thude e ché tiét acid khac, esomeprazol c6 thé lam giam hap thu
vitamin B12 (cyanocobalamin) do giam hodc thiéu acid trong dich vi. Cin can nhic khi
dung thude lau dai cho bénh nhan c6 dy trit co thé giam hodc bénh nhan co nguy co
thiéu hut vitamin B12.

- Esomeprazol la chit e ché CYP2C19. Khi khoi diu hodc gan két thuc diéu tri voi
esomeprazol, nén can nhic dén kha nang co thé xay twong tac voi cac thude chuyén hoa
qua CYP2C19. Mot tuong téc cdn quan tam la giita clopidogrel va omeprazol. Sy lién
quan vé mit 1dm sang giira clopidogrel va omeprazol chua dugc biét r5. Do do, khéng
nén dung két hop clopidogrel va omeprazol.

- Ha magne huyét nang di duoc bao cao & nhimg bénh nhan diéu tri véi thuoc irc ché
bom proton (PPIs) nhu esomeprazol trong thi gian it nhat 3 thang, da s dung thude
trong thot gian 1 nam. Céc triéu chimg cua ha magne huyet nang nhu suy nhuoc, co
clmg co, mé sang, co gidt, chong mit va loan nhip that c6 thé xay ra nhung ching
thuong xudt hién 4m tham va c6 thé khéng dang luu tim. O nhimg bénh nhén bi anh
huong, tinh trang ha magne huyét co thé duoc cai thlen sau khi b sung magne va
ngung dung PPL. Néu bénh nhan du kién s& dung thuc kéo dai hogc dung chung PPI
vo1 digoxin hoéc thudc co thé giy ha magne huyet (vi du nhu ghudc loi tidu) thi can
phai kiém tra ndng do magié trudc khi bit ddu diéu tri voi BPI\A dinh ky trong sudt
thoi gian diéu tri.
- Céc thude irc ché bom proton, dic biét neu dung lidu cao v: 1 nam), c6
thé lam tang nhe nguy co gdy xuong hong, cb tay va xuong song/ che'yéu la & ngudi
cao tudi hodc nhimg ngudi ¢6 cac yeu t6 nguy co. Nghién ciru quan sat cho thdy thudc
trc ché bcrm proton ¢6 thé lam tang 10-40% nguy co gdy xwong. S gia tang nay c6 thé
do cac yéu to  nguy co khéc. Benh nhan c6 nguy co bi lodng xuong nén duge cham soc
theo huéng dan ldm sang va can bd sung ddy du vitamin D va canxi.

- Gdy nhiéu cdc xét nghiém:

Su tang nong dd CgA ¢6 thé lam nhidu két qua thir nghiém cac khdi u than kinh. Dé
tranh hién tuong nay, nén tam ngung dung esomeprazol it nht 5 ngay trudc khi do
ndng d6 CgA.

TUONG TAC THUOC

Céc tuong tac thude chi méi xac dinh giéi han & nguoi lén

Anh hwing cia esomeprazol trén dwgc dong hoc ciia cic thude khic

Béi voi nhimg thuéc co LZ hdp thu phu thuéc vao pH

Esomeprazol lam giam ndng do acid dich vi, do d6 c6 thé lam tang/giam d6 hdp thu cua
céc thude c¢6 do hip thu phu thudc acid dich vi. Su hap thu cua ketoconazol va
itraconazol c¢6 thé giam va sy hdp thu cua digoxin ¢6 thé tang khi dung chung voi
esomeprazol.

Khéng nén dung két hop esomeprazol voi atazanavir. Neu khong thé tranh két hop
atazanavir voi thudc irc ché bom proton, can theo ddi cin than cdc triéu chimg lam
sang, khong tang liéu atazanavir dén 400 mg, ritonavir qué 100 mg va esomeprazol qua
20 mg.

Nhimg thuéc chuyén héa qua CYP2C19
Esomeprazol uc che CYP2C19. Do do khi esomeprazol duoc dung chung voi c'

phenytoin... nong d6 cac thude nay trong huyet tuong ¢d the tang va cin gia
dung. Dung dong thoi voi esomeprazol 30 mg 1am giam 45% d6 thanh thai di
Dung dong thoi esomeprazol 40 mg lam tang 13% nong do ddy cua phenytoj
huyét twong & bénh nhan déng kinh.

Mot s6 rat hiém truong hop cho thdy khi ding chung esomeprazol va wafarin
dang ké trén lam sang. Nén theo doi bénh nhan khi bt dau va khi cham dut
dbng thoi esomeprazol voi warfarin hodc cic dan chat clia coumarin.

PONG'
JRACH NHIEM H
DUGC Pt

% LIEN H

O nguoi tinh nguyén khoe manh khi ding chung v&i 40 mg esomeprazol, dién tich d
duong cong (AUC) cua cisaprid tang lén 32% va thoi gian ban thai cua cisaprid kéo dai
thém 31% nhung néng dé dinh cua cisaprid trong huyét twong tang lén khong déng ké.

Anh hwéng cia cic thudc khic trén duge dong hoc cia esomeprazol

Esomeprazol duoc chuyen hoa boi CYP2C19 va CYP3A4. Khi dung dong thoi

esomeprazol véi cac chat trc ché 2 enzym nay, néng do trong protein huyét tuong va

AUC cua esomeprazol c6 thé tang len Trong nhirng trurong hop nay khéng can diéu

chinh liéu esomeprazol. Tuy nhién, can diéu chinh liéu & nhimg bénh nhan suy gan
ning hodc diéu tri lau dai.

TAC DUNG KHONG MONG MUON

Céc phan (mg sau day dugc xép theo tin sudt xay ra (Rit thuomg: > 1/10; Thuong: >

1/100 dén < 1/10; it gap: > 1/1000 dén < 1/100; Hiém gap: > 1/10.000 dén < 1/1000;

Rit hiém gap: < 1/10.000).

Réi loan mau va hé bach huyét: Hiém gdp: giam bach cau, giam tiéu cau. Rdt hiém

gdp: mét bach cau hat, giam toan thé huyét cau.

Réi loan hé mién dich: Hiém gdp: phan (mg qua man nhu sot, phi mach, phan (mg

phan vé/soc phan vé.

Ré'i loan chuyén hoa va dinh dwing: / gdp: phu ngoai bién. Hiém gdp: ha natri mau.

Rat hiém gdp: ha magie mau.

Réi loan tim than: /1 2dp: mat ngu. Hiém gdp: kich dong. lu 1an. trdm cam. Rt hiém

gdp: nong nay, ao giac.

Réi loan hé thin kinh: 7/urdmg gdp: nhire dau. [t gap: chodng vang, di cam, ngu gat.

Hiém gap: réi loan vi gidc.
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< Réi loan mit: Hiém gap: nhin mo.
R loan tai va mé dao: / gdp: chéng mat.
Réi loan hé hip, ngwe va trung thit: Hidm gap: co thit phé quan.

Ron loan tiéu héa: Thuong gap: dau bung, tao bén, tiéu chay, diy bung, buén non/nén
It gdp: khd miéng. Hiém gdp: viém miéng, nhiém candida duong tiéu hoa.

an loan gan mit: It gdp: ting men gan. Hiém gdp: viém gan c6 hodc khong vang da.
Rat hiém gdp: suy gan, bénh ndo & bénh nhan di c6 bénh gan.

Réi loan da va md duéi da: /t gdp: viém da, ngira, ndi min, mé day. Hiém gdp: héi
dau, nhay cam vdi anh sang Rat hiém gdp: hong ban da dang, hoi chimg Stevens-
Johnson, hoai tir biéu bi gay doc (TEN).

Réi loan co xwong, mé lién két va xwong: Hiém gdp: dau khop, dau co. Rdt hidm
gap: yéu co.

Ri loan thin va tiét nidu: Rdt hiém gdp: viém than k&.

Rdi foan hé sinh sin va tuyén via: Rdt hiém gdp: nit hoa tuyén vii.

Cic roi loan tong quét va tai ch: Hiém gdp: khé &, tang tiét md hoi.

Thong bdo cho bic si tic dung khéng mong muédn gip phii khi sir dung thudc.
PHU NU'CO THAI VA CHO CON BU

Thén trong khi dung thuoc cho phu nir ¢6 thai.

Chura biét thude c6 bai tiét qua sira me hay khong. Do d6; khong nén dung esomeprazol
cho phu nir cho con bi.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Chura thay esomeprazol ¢6 anh huong trén kha nang lai xe va vdn hanh may moc.

QUA LIEU

Cho dén nay c6 rét it kinh ‘nghiém vé viéc dung qua liéu ¢ chu dich. Céc triéu chimg

duoc mé ta o lién quan dén viée dung liéu 280 mg la cac triéu chimg trén duong tiéu

héa va tinh trang mét moi. Céc liéu don esomeprazol 80 mg van an toan khi dung.

Chua c6 chat giai doc dac hi¢u. Esomeprazol gén két manh véi protein huyét twong, vi

vy khong dé dang bi thdm tach. Trong truomg hop qua liéu, nén diéu trj tri¢u chimg va
. sir dung cac bién phap hd trg chung.

DUQC LUC HQC

Esomeprazol la dang dong phan S- cua omeprazol, c6 tac dung lam giam bai tiét acid
da day béng mét co ché tac dong chuyen biét. Esomeprazol Ia chét irc ché dic hiéu bom
acid & té bao thanh. Ca hai dang ddng phan R- va S- cuia omeprazol déu c6 tic dong
dugc lyc hoc twong tu.

Vi tri va co ché tic dong

Esomeprazol 1a mét base yeu dugc tap trung va bién dbi thanh dang c6 hoat tinh trong
moi truong acid & Ong tiéu quan ché tiét cua té bao thanh, tai day thudc irc ché men
H'K™-ATPase (bom acid) va irc ché ca sur tiét dich co ban 1dn sur tiét dich do kich thich.

Tic dong Ién sy tiét acid dich vi

Sau 5 ngay udng esomeprazol 20 mg va 40 mg, pH da day da duoc duy tri > 4 lan luot
trong 13 gir va 17 gio. Hidu qua nay la nhu nhau bét ké dung thudc bang duong uéng
hay duong tinh mach.

Trong suot thoi gian truyen tinh mach lidu cao 80 mg esomeprazol trong khoang 30
phut va tiép theo d6 la truyén tinh mach lién tuc 8 mg/gid trong 23,5 gw pH da day > 4
va pH > 6 da duoc duy tri trong thoi gian trung binh twong img la 21 gio va 11-13 gio
trong 24 gio theo doi & ngudi tinh nguyén khoe manh.

Hiéu qua diéu tri cia sy irc ché tiét acid

Khi ding esomeprazol 40 mg dang udng, khoang 78% bénh nhén viém thuc quan do
trao ngugc dugc chira lanh sau 4 tuan va 93% duoc chira lanh sau 8 tuan.

Trong mot nghién ciru ldm sang ngdu nhién, mu déi, doi chimg véi gia duoc, bénh nhan
da chan doan xac dinh xudt huyét tiéu hoa qua ndi soi theo phan loai Forrest [a, Ib, Ila
hay IIb (chiém ti 1& twong u'ng 12 9%, 43%, 38% va 10%) duoc diéu tri ngau nhién vai
Nexium dung dich tiém truyén (n=375) hodc gia duoc (n=389). Sau khi diéu trj noi soi
dé cam mau, bénh nhan duoc cho dung gia duoc hoéc duoc truyén tinh mach liéu cao
80 mg esomeprazol trong 30 phut va ti€p theo truyén tinh mach lién tuc 8 mg/git trong
72 giv. Sau 72 gio ddu diéu tri, tat ca bénh nhan dwoc tiép tuc diéu tri khang tiét axit
bang Nexium 40 mg dang udng, nhan m¢ trong 27 ngay. Ty 1& tai xuit huyét xay ra
trong vong 3 ngay 1a 5,9% ¢ nhém duoc diéu tri bing Nexium so véi nhém gia duoc la
10.3%. Vao ngay thir 30 sau khi diéu tri, ty 1& tai xudt huyét & nhom diu tri bang
esomeprazol so voi gia duoc la 7,7% so voi 13,6%.

Cic hiéu qua khic c6 lién quan | dén sy irc cbe tiét acid

Trong qué trinh didu tri bang thudc khang tiét acid dich vi, ndng do gastrin huyét thanh
tang dap tmg v&i sy giam acid dich vi. Chromogranin A (CgA) ciing tang do sy giam
acid da day.

Sau thoi gian dai diéu tri bang thudc khang tiét acid dich vi, nang tuyen da day dugc
ghi nhén xay ra tuong d01 thuong xuyén hon. Nhimg thay déi nay, la két qua sinh ly
cua su (e ché manh 1én tiét acid dich vi, thi lanh tinh va c6 thé phuc héi duoge.

Giam acid da day do bt ky nguyén nhan nao ké ca ding thudc rc ché bom proton, lam
tang s6 luong vi khudn thuomg tri trong duomg tiéu hoa. Diéu tri bang thudc irc ché

THUOC NAY CHI DUNG THEO DON CUA BAC Si
DE XA TAM TAY TRE EM _
KHONG DUNG THUOC QUA HAN SU DUNG
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN THAY

Nha sin xuit
Sofarimex — Indistria Quimica e Farmacéutica, S
Av. das Industrias, Alto do Colaride, 2735-213, Cacém,

bom proton c¢6 thé lam tang nhe nguy co nhiém khuan duong tiéu hoa
do Sal) lla va Campylobacter va nhimg bénh nhan dang nam vién ciing c6 kha nang
nhiém khudn do Clostridium difficile.

DUQC PONG HQC

Phdn b6

Thé tich phan b6 biéu kién & trang thai h{mg dinh trén ngudi khoé manh khoang 0,22
Vkg thé trong. Esomeprazol gin két 97% véi protein huyét twong.

Chuyén héa va thai tric

Esomeprazol dugc chuyén héa hoan toan qua hé thong cytochrome P450 (CYP). Phan
chinh cua qua trinh chuyen héa esomeprazol phu thugc vao men CYP2C19 da hinh
thai, tao thanh cac chat chuyen héa hydroxy va desmethyl cia esomeprazol. Phan con
lai cua qua trinh chuyén hoa phu thudc vao mét chat déng dang dac hiéu khac,
CYP3A4, tao thanh esomeprazol sulphone, chat chuyén hoa chinh trong huyét twong.
Céc tham s6 dudi ddy chu yeu phan anh dugc dong hoc & nhimg ca nhan c6 men chirc
nang CYP2C19, la nhém ngudi chuyén hoa manh.

Téng do thanh thai huyet twong khoang 17 L/gi¢r sau khi dung lieu don va khoang 9
L/gio sau khi ding liéu lap lai. Thoi gian ban thai trong huyet twong khoang 1,3 gio sau
khi dung liéu lap lai | lan/ngay. Nong d6 va thoi gian tiép xiic (AUC) tang lén sau khi
dung 13p lai esomeprazol. Sy tang nay phu thudc theo lidu va dua dén két qua la c6 méi
lién he¢ khong tuyén tinh gitra AUC va liu dung sau khi dung lidu lap lai. Su phu thuge
vao thoi gian va liéu ding nay la do sw giam chuyen héa & giai doan d4u qua gan va
giam do thanh thai toan than c6 1€ do su (rc ché men CYP2C19 cia esomeprazol
va/hoac chét chuyén hoa sulphone.

Esomeprazol thai trir hoan toan khoi huyét tuong giira cic liéu dung ma khéng co
khuynh hudng tich lity khi dung 1 lan/ngay.

Sau khi dung liéu 1p lai 40 mg tiém tinh mach, ndng d¢ dinh trung binh trong huyet
tuong la khoang 13,6 micromol/l. Néng d6 dinh trung binh cua thuc & dang udng
frong mg trong huyet tuong la khoang 4,6 micromol/l. C6 thé ghi nhdn mét ty 1é tang
nhe (khoang 30%) vé murc tiép xiic theo ndng dd va thoi gian sau khi tiém tinh mach so
véi dang uong.

Co su tang tuyén tinh theo liéu vé ndng do va thoi gian tiép xuc véi thude sau khi
truyén tinh mach esomeprazol trong 30 phut (40 mg, 80 mg hodc 120 mg) va tiép theo
d6 la truyén tinh mach lién tuc (4 mg/gio hodc 8 mg/gios ) trong 23,5 gidy.

Cic chat chuyén hoa chinh cua esomepmzol khong anh hudng den sur tiét acid da day.
Khoang 80% esomepmzol liéu udng duogce bai tiét qua nudce tiéu dudi dang cac chat
chuyén hoa, phan con lai qua phan. it hon 1% thudc dang khéng dbi duoc tim thdy
trong nudc tiéu.

Cdc dbi twong bénh nhan déc biét

Khoang 1-2% dan 56 khéng c6 men chirc nang CYP2C19 va duoc goi la nhom nguai
chuyen hoa kém. O cac ca nhan nay, sy chuyén hoa cua esomeprazol duoc xic tic chu
yeu boi CYP3A4. Sau khi dung liéu l3p lai esomeprazol 40 mg dang udng, 1 lan/ngay,
mirc tiép xic theo nong do va thoi gian trung binh & ngudi chuyén héa kém cao hon
khoang 100% so v6i bénh nhan c6 men chirc ndng CYP2C19 (nhém ngudi chuyén hoa
manh). Néng d6 dinh trung binh trong huyét twong tang khoang 60%. Su khac biét
tuong tu ciing duoc ghi nhin ddi véi esomeprazol tiém tinh mach. Nhimg ghi nhan nay
khong anh huong dén liéu dung esomeprazol.

Su chuyén hoa ciia esomeprazol khéng thay di dang ké & bénh nhan cao tudi(71-80
tudi).

Sau khi dung liéu don esomeprazol 40 mg dang udng, mirc tiép xuc theo non
thot gian & phu nir cao hon nam gidi khoang 30%. Khong ghi nhan c6 su kha
mirc tiép xuc theo ndng dd va thoi gian giira cac giéi tinh sau khi dung lié
lan/ngay. Su khac biét twong tir ciing dwoc ghi nhan khi dung esog
mach. Nhimg ghi nhan nay khong anh hudng dén liéu ding esomepr

Su chuyen hoéa cua esomeprazol co thé bi suy giam & bénh nhan 101 loga g gan
tir nhe dén trung binh Tée do chuyén hoa giam ¢ bénh nhan r6i loa nafdg gan
ning, din dén lam ting gip doi muc tiep xuc theo nong 46 va m glan cua

esomeprazol. Vi vdy, khong dung qua lidu toi da 20 mg & bénh nhan GORP r6i loan
chirc nang gan nang. Déi voi nhu'ng benh nhan xuat huyét tidu hoa kém suy gan nang,
sau khi truyén liéu cao 80 mg, liéu truyén lién tuc t6i da 4 mg/gid trong 71,5 gior ¢6 thé
du dé dat hiéu qua. Esomeprazol hodc cac chét chuyén hoa chinh khéng co khuynh
huéng tich liiy khi ding 1 lan/ngay.

Chua ¢6 nghién ciru nao duoc thuc hién trén bénh nhan suy giam chirc nang than. 3’10)
than chiu trach nhiém trong viéc bai tiét cac chat chuyén hoa cua esomeprazol nhtmg -.
khong chiu trach nhiém cho si dao thai thude dudi dang khong déi, ngudi ta cho 13's }-T
chuyén hoa ciia esomeprazol khong thay di & bénh nhan suy giam chirc nang than. AN\

DPONG GOI: Hop chira 1 lo bot pha tiém hodc hép chira 10 lo bot pha tiém.

BAO QUAN: Noi kh rao, thoang mat, nhiét d dudi 30° C. Bao quan trong bao br agc
dé tranh anh sang.

HAN DUNG: 24 thang ké tir ngdy san Xuat.
TIEU CHUAN: Nha san xuat.
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