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MAU NHAN THUOC

1/ Nhin truc ti€p trén don vi dong gbi nhé nhat:
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1.3. Mau nhin ché

(" Thanh phén cong thiic:
Thanh phdn duge chat:
Esomeprazole (dudi dang esomeprazole
magnesium pellets (dudi dang esomeprazole

magnesium trihydrate) 22,5%).......... 40 mg
Thanh phdn 14 duge...vd...1 vién nang cing
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iy o | Esomeprazol@
Thin trong +| hudng din

Tac dyng khdmg mong mude :| <1 dung Esomeprazole 40 mg

VA cic thong tin khic
Tiéu chudn: DBVN V
Bdo qudn: Dudi 30°C, ndi khd rio,
trinh dnh sing

BE XA TAM TAY TRE EM
BOC KV HUONG DAN $I DUNG TRUGC KHI DUNG
Sdn wdl ti:
CONG TY CP DUGC PHAM KHANH HOA
Dutmg, 2 thing 4, Khom Dong Bic, P. Vinh
Hba, TP. Nha Trang, Tinh Khinh Hoa

(dudi dang esomeprazole magnesium pellets
(dudi dang esomeprazole magnesium trihydrate) 22,5%)
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pellets {as esomeprazole magnesium trihydrate)
ALy A NP ST .. 40mg
EXCIPenL........q5...... | enteric-coated capsule

2| Please see

Contra-indications enclosed
Precautions
Adverse effects o]
And other informations :
Specifications: VP V
Storage: Bellow 30°C, in dry place,
protect from light

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY INSTRUCTIONS BEFORE USE
Manufactured by:
Khanh Hoa Pharmaceutical Joint Stock Company
2/4 street, Dong Bac hamlet, Vinh Hoa ward,

Nha Trang city, Khanh Hoa province
NSX/Mfg.date :
53 16 SX/Batch No. :
HD/Exp.date :
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Hop 2 vi x 10 vién nang cling
chifa pellet bao tan trong rujt
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Esomeprazole 40 mg
(duéi dang esomeprazole magnesium pellets
oo (duéi dang esomeprazole magnesium trihydrate) 22,5%)

Thinh phin cing thic:

Thinh phin duge chit: Esormeprazole (dudi dang esomeprarode magnesium
pellets (dudi dang esomeprazole magnesium trilydeate) 22.5%).........
Thinh 1 thuge...vd...] vién nang oing chida pellet bao tan ong rbt
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Composition: Indications, Dosage - Administration, |
Active ingredient: Esomeprazale (As esomeprazole magmesium pellets Contra-indications, Precaulions, Adverse effects

(as orazale magnesium tribydrate) 22.5%) p— And other informalions: Please see enclosed leallet
Excipient 0.5 1 enteric-coated capsule Specifications: V' V

sandacuwed by Storage: Bellow 30°C. in dry place; protect from light

Khanh Hoa Pharmaceuical Joint Stock Company KEEP OUT OF REACH OF CHILDREN

S| % sirel, Dong Bac I, Vinh Vow ward, N Teang clty, Kiark Hon provine READ CAKEFULLY INSTRUCTIONS BEFORE USE
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PRAGK phits g ik Tieu chufin: DDVN V

Thanh phin duoe chii:

Esomeprazole {dudi dang esomeprazole Bdo quin: Dudi 30°C, nui khé rio,

magnesium pellets (dudi dang esomeprazole trénh dnh sing

magnesium trilydrate) 22,5%)........... 40 mg S s

Thanh 14 duc....vd.... | vién
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Composition:

| Active ingredient:

Fsomeprazole (As esomeprazole

magnesium pellets (as esomeprazole magnesium

\

Specifications: VP V
Storage: Rellow 30°C, in dry place;
protect from light

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY INSTRUCTIONS BEFORE LISE

Manufactured by:

Indications B

. s

SPK/Reg.no:

Esomeprazole 40 mg

Dosage- Administration:|

Contra-indications :

Precautions

Adverse effects i
And other informaltions :|

Khanh Hea Pharmaceutical joint Stock Company
2/4 sireet, Dong Bac hamlel, Vinh Hoa ward,
Nha Trang city, Khanh Hea province




To hudng dan s dung thuéc

Ric I Thsd diy éhidiidg theol don thage)/ ién nang eing ehiia pellet bao tan trong rudt

ESOMEPRAZOL 40mg

PE THUSC XA TAM TAY TRE EM.
POC KY HUSNG DAN SU DUNG TRUBC KHI DUNG
THUGC NAY CHI DUNG THEO BON BAC SY.
THONG BAO NGAY CHO BAC SY HOAC DUGQC SY
NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DYNG THUOC.

THANH PHAN cONG THUC: 1 vién nang cling chda pelletbao tan frong rudt
Thanh phéin dugc chéit: Esomeprazole [Duéi dang esomeprazole magnesium pellets (dwéi dang Esomeprazole magnesium trihydrate)
22,5%].... w40 Mg
Thanh phdn tﬂ duuc c6trong pallets gdm mannitol, magnesium carbonate, disodium h;rdrogan orthophosphate starch, sugar, sugar spheres,
hydroxy propyl methyl cellulose, methacrylic acid copolymer, sodium hydroxide, diethyl phthalm titanium dioxide, talc, polysorbate-80;
Théanh phén t& dugc c6 trong vién nang cldng chia pellet bao tan trong rudt gdm: talc.......cvsevesrvans e VUA Al oo . 1 vién
DANG BAO CHE: Vién nang ciing chita pelletbao tan trong rugt.

MO TA SAN PHAM: Vién nang ciing, nang s6 3, mau tim-tim, bén trong chifa céc hat hinh cAu mau tring hodic tréng nga.

CHIDINH:

Ngudl 1dn:

Bénh trdo nguge da day - thyc quan (GERD)

- Didu trj viém xudc thyc quan do trao ngugc

- Bi&u tr dal han cho b&nh nhin vidm thilc quan d4 chila lanh d€ phang ngifa t4l phét

- DiBu trj tridu chung bénh tréo nguge da day - thyc quén (GERD).

K&t hgp v8i mdt phéc d8 khédng khufn thich hgp d8 tidttrir Helicobacter pyloriva

- ChOalanh loét 14 trang ¢6 nhidm Helicobacter pyloriva

-Phdng ngla tdi phétloét da day-té trang & bénh nhan loétcé nhidm Helicobacter pylori.

B&nhnhan cén diu trj bing thufic khéng viém khéng steroid (NSAID) lién tyc:

- Chillalanh loétda day do diing thuSc NSAID

- Phong nglaloétda day-ta trang do ding thudc NSAID 8 bénh nhan cé nguy cd

Didu tr| kéo dai sau khi d& didu tr phdng ngira t4i xudt huyst do loét da day t4 trang dudng tinh mach.

Diéu trj hoi ching Zollinger - Ellison.

Trév| thanh nién tif 12 tu8l tr&18n:

Bénh tréo nguge da day - thye quan (GERD)

- Didu trj viém xude thye quén do trao nguge

- Diu tr] dal han cho b&nh nhan viém thyc quan d& chla lanh a8 phang ngita tal phat

- Biéu trj tridu ching bénh trao nguge da day - thyc quan (GERD).

K&t hgp vdi khéng sinh trong diéu trj loét ta trang do Helicobacter pylori.

cAcHDUNG VA LIEu DUNG:

- Céch dung: Thudc bén theo don, diing theo chi djnh clia thdy thudic, ding dudng udng.

N&n nutioan bd vién cling véi nudc. Khong nén nhai hay nghién nat vién.

B&ivai bénh nhan khé nust, c6 thé md vién nang va phan tén céc vi hat trong nifa ly nudc khéng chia carbonat. Khéng diing cdc chét léng
kh&c vi I6p bao tan trong rugt c6 thé b hda tan. Khusy va udng dich phan tdn chia vi hat nay ngay 14p te ho#e trong vaing 30 phit. Tréng ly
lai bAing nlia ly nudc va udng. Khéng duge nhal hofc nghién natcdc vihatnay.

B&ivdi bénh nhén khong thé nust duge, cé thé phan tén céc vi hat trong nude khdng chla carbonat va ding qua 6ng théng da day. Quan
trong |14 phéi kiém tra.c&n than sy thich hgp clia loal bdm ti&m va 8ng théng chon lya.

- Li6udang:

*Ngudi 16n va tré vithanh nién tir 12 tuitrd 18n:

Bénhtrao nguyc da day-thyc quan (GERD)

- Bidu trj vism xudc thyc quén do trao ngugc: 40 mg, 114n/ngay trong 4 tudn. Nén diéu tr| thém 4 tudn nlia cho b&nh nhé&n viém thyc quan
chua dugc chita lanh hay vin cé trigu chitng dai déng.

- Diéu tri dai han cho bénh nhan viém thyc quin da chita lanh dé phdng ngira t4i phét: 20 mg, 1 14n/ngay.

- Bidutritriguch ing b&nh trao ngugc da day-thyc quan (GERD): 20 mg, 1 Iﬂ.m‘ngé.y & b&nh nhan khéng bj viém thyc quén. Né&u khd ng kiém
s0dt dugc trigu chiing sau 4 tudn, bénh nhan nén duge thim db c&n lam sang ki hdn dé xdc dinh chédn dodn. Khi da hét tridu chiing, c6 thé
duy trl sy kiém sodt triéu chiing v4iliéu 20 mg, 1 1&n/ ngay. & ngudi I6n cd thé st dung ché& dd diéu tri khi c&n thi€t vdi li8u 20 mg, 1 1dn/ngay.
& nhilng b&nh nhan trdo nguge da day thyc quén (GERD) dang sif dyng NSAID c6 nguy cd phéttrién loétda day té trang, khéng khuyén cdo
kiém sodt céc triéu ching bling ch& d6 didu trj khi cén thiét.

Nguai 16n:

K&t hgp vdi mdt phéc dd khéng khudn thich hgp dé tiét trt Helicobacter pyloriva

- Chilalanh loét té trang 6 nhim Helicobacter pylariva

-Phéng ngira ti phétloét da day-td trang & bénh nhén loétc6 nhidm Helicobacter pylor.

Esomeprazole 20 mg, amoxicillin 1 g va clarithromycin 500 mg, t&1 c& ding 2 14n/ngay trong 7 ngay.

Bé&nhnhén cdn diéu trj béing thu&c khéng viém khéng steroid (NSAID) lién tyc:

- Chialanh loétda day do ding thuic NSAID: liéu thdng thudng 20 mg, 1 lén/ngay. Thai gian diéu trj1a 4-8 tudn.

- Phang ngita loét da day va loét t4 trang do ding thuc NSAID & b&nh nhin cb nguy ¢d: 20 mg, 1 ldn/ngdy.

Piéu trj kéo dai sau khidé diéu trj phdng ngla tdi xulit huy8t do loét da day té tring dudng tinh mach; 40 mg x 1 1&n/ ngay, trong 4 tufin.
Piéutrihdiching Zollinger Ellison:

Li&u khéi ddu khuyé&n cdo la esomeprazole 40 mg, 2 ldn/ngay. Sau d6 diéu chinh liéu theo dap dng cla tiing bénh nhan va tiép tuc diéu tri
khican chidinh vé mitlam sing.

Céc d liéu 1am sang cho th&y phén Ié6n b&nh nhén dugc kiém soét vdi esomeprazole liéu tir 80-160 mg/ngay. Khiliéu hang ngay I6n hon 80
mg, nén chialiéu ding thanh 2 1&n/ngay.

*Trd vithanh nién tir 12 tusi tré 16n:

bidu triloétt4 trang do Helicobacter pylori

Khi Iya chn liéu phdp phéi hgp thich hgp, cin xem xét huéng din chinh thic clia quéc gia, viing va dja phudng vé& sy dé khang clia vi khun,
thai gian didu tri (théng thudng Ia 7 ngay nhung ddi khi c6 thé lén tdi 14 ngay), va cdch diing céc thudie khdng khudn thich hgp. Qué trinh didu tri
cén dugc theo dai bdi chuyén vién y t8§

Liéu ding khuyé&n céo 1a:

30 - 40 kg: kit hgp 2 khang sinh: ding déng thdi esomeprazols 20 mg, amoxicillin 750 mg va clarithromycin 7,5 mg/kg can ndng, tdt ca ding
2|6/ ngdy, trong 1 tufin,

> 40 kg: k&t hgp v6i 2 khdng sinh: ding d8ng thdi esomeprazole 20 mg, amoxicillin 1 g va clarithromyein 500 ma, tit ¢4 ding 2 1dn/ngay,
trong 1tuéin.

Khéng cén phai diéu chinh liéu & b&nh nhan t8n thudng chie ndng than. Do itkinh nghigm vé viée dung thuSc & bé&nh nhan suy than ning, nén
thén trong khi didu tri & cdc bénh nhan nay.

*Ngudi tén thuong chie néing gan:

Khong cén phai diéu chinh liéu & bdnh nhan tdn thuong gan & mic d6 tif nhe dén trung binh. & b&nh nhan suy gan néng, khéng nén diing
qué liéu t8i da |14 esomeprazole 20 mg.

*Ngudi cao tusi: Khdng cén diu chinh liu & ngudi cao tusi.

*Tré em dudi 12 tudi: dang bao ch& khéng phi hgp cho d6i tugng nay.

Khéng cé yau cAu dac bidt vé xi¥ If thudc sau khi sl dyng.

CHONG CHIBINH;

Qué min véi esomeprazola ho#ic céc thulic Ue ch& bom proton khée, hodic qué min véi bt ky thanh phin nao cilia thusc

Khéng nén sl dyng esomeprazole déng thdi vdi nelfinavir.

CANH BAO VA THAN TRONG KHI DUNG THUC:

Khi c6 bt ky mot triéu ching bao dong nae (nhu 14 gidm can déng ké khéng chil ¥, ndn ti phét, khé nudt, nén raméu hay dai fién phan den) va khi
nghi ngét ho#c bj loét da day nén loai trit b&nh Iy &c tinh Vi diéu trj bAng esomeprazole c6 thé 1am gidm trigu ching va lam cham tré vigc chén doan.
Bénh nhén diéu trj thdi gian dai (déic biét nhilng ngudi da diéu tr hon 1 nam) nén duge theo dbi thuding xuyén.

Bénh nhin diéu tri theo ché d khi céin thiét nén lidn h véi bac sy néu c6 céc tridu ching thay a8i v déc tinh. Khi ké ioa esomeprazole theo ché dd
diéu trj khi c&n thiét, nén xem xét 38n mdi lidn quan v8 tudng téc vdi céc thudc khéc do néng 8 esomeprazole trong huyéit tuong cé thé thay ai.
Khi k& toa esomeprazole dé diét trll Helicobacter pylfori, nén xem xét cc tuong tac thufic c6 thé xay ra trong phéc ad didu tr 3 thudc.
Clarithromycin | cht ic ch8 manh CYP3A4 va vi th8 nén xem xé1 chéing chl djnh va tudng téc d6i vdi clarithromycin khi ding phédc a6 3 thufic
cho bénh nhéan dang ding céc thudc khéc chuyén héa qua CYP3A4 nhu cisaprid.

Diéu tr| biing thuc tc ch§ bam proton cé thé lam téng nhe nguy cd nhidm khuén dudng tiéu héa do Saimonellava Campylobacter.
Esomeprazole, cling nhu cac thudc khéng acid khéc, c6 thé lam gidm hép thu vitamin B12 (cyanocobalamin) do sy gidm ho#c thiéu acid dich vi.
Pidu nay nén dugc c&n nhéc & nhiing b&nh nhan gidm dy trl vitamin B12 ho#c cé y8u t8 nguy co gidm h&p thu vitamin B12 khi diéu tri dai han.
P& 6 cdc béo cdo va gidm magié méu néng d nhiing b&nh nhan diéu trj béing thufic Jc ¢ch& bam proton {PPI) nhu esomeprazole trong it nh&t 3
théng, va trong da 86 cac trudng hgp Ia trong 1 ndm. Biéu hién néng clia gidm magié mau nhu mét mai, co cliing, mé sdng, co giét, choéng
véing va logn nhip thét c6 thé xay ra nhung khdi phat am thém va khong dugc Iuu tdm. & da s6 cic bénh nhan, tinh trang gidm magié méu dugc
cdithién sau khi st dung lidu phép magié thay thé va ngling sit dyng PPI.

D&i véi cac bénh nhan cén dugc diéu trj kéo dai ho#ic nhing bénh nhan ding ddng thai PPI va digoxin ho#c cac thusic khac co thé gay ha
magié méu (vl dy nhu céc thuéic Igi tiéu), nhan vién y t4 nén can nhéc dinh lugng néng A& magié mAu trudc khi bt ddu didu tri PP1va dinh ky
theo ddi trong qua trinh didu trj.

Céc thudc Uc ché bom proton, déc bidt khi ding liu cao v trong thai gian dai (> 1 n&m), c6 thé 1am ting nhe nguy co gy xudng hdng, xudng cd
tay va cit s8ng, déc biét & b&nh nhan cao 1udi hodic khi cé su hidn didn clia y&u t8 nguy co khéc. Céc nghién cliu quan st chi ra ring cac thusc
\ic ch& bom proton c6 thé lam tang t8ng thé nguy co giy xudng khoang 10-40%. Mbt phéin trong mic téng nay co thé do céc y8u t6 nguy cd
khéc. Bé&nh nhén ¢6 nguy cd lofing xudng nén dugc chdm sé¢ theo cac hudng din IAm sang hién hanh va nén duge bé sung mdtlugng vitamin D
va calcium thich hgp.

Khong khuyén cdo ding déng thai esomeprazole vdi atazanavir. N&u sif phéi hgp atazanavir véi thufic (c ch& bom proton |a khéng thé trénh
khdi, cn theo ddi chat ch trén 1am sang khi ting lidu atazanavir dén 400mg két hgp véi 100mg ritonavir; khdng nén s dyng qua 20mg
esomeprazole.

Esomeprazole l& chét dc ch€ CYP2C19. Khi bat déu hay két thic diéu trj vdi esomeprazole, cn xem xét nguy co tuong téc thufc vdi céc
thusic chuyén hba qua CYP2C19. D c6 ghi nhan tuong téc giifa clopidogrel va omeprazole. Khéng ré méi lign quan lam sang clia tuong tie
nay. Nhu1a mdtbi&n phap than trong, khdng khuy&n khich diing d8ng thdi esomeprazole va clopidogrel.

Tuong téc véi céc x4t nghiém: Sy ting ndng d8 Chromogranin A (CgA) cé thé can thidp vao viée dé fim céc khéi u thén kinh ndi tiét. Nh&m
tranh sy can thiép nay, nén tam thaingiing diéu trj bdng esomeprazole it nh&t ndm ngay trudc khi dinh lugng CgA.

* Cénh bdo t4 duge: ThuSc cb chia mannitol nén bénh nhén bj r8i loan di truyén hi&m géip nhu khéng dung nap fructose khéng nén diing
thu&c nay.

SUDYNG CHOPHY N CO THAI VA CHO CON BU:

Phy nf ¢6 thai: Chua c6 d dir ligu lam sang vé vigc ding esomeprazole trén phy nlr c6 thai. Khi ding hdn hgp ddng phén racemic cla
omeprazole, dif liéu trén s& Iigng 16n phy nii cé thai ¢ ding thuic tif cdc nghién cdu djch 18 chiing té thufc khéng gay di tat hodic ddc tinh trén
bao thal. Céc nghién ciu v8 esomeprazole rén ddng vt khdng cho théy thuSc c6 tic ddng cé hal tryc tiflp hay gidn 1i6p trén sy phét trién cia
phdifthai nhi. Cdc nghidn cdu trén ddng vat vai hén hop racemic ciing khdng cho thdy c6 tac ddng b hal tryc tiép hay gidn tigp trén finh trang
mang thal, sy sinh nd ho#c sy phét trién sau sinh. N&n than trong khi k& toa cho phy nl cé thal.

Phy nir cho con bii: Chua biét esomaprazola c6 bai tigt vao sa hay khang. Tuy nhién, omeprazole dugc phan phdi vao trong sifa clla ngudi.
Esomeprazole ¢6 kha néing gay ra cac ADR & tré bd me, VI vay phai quyét dinh ngiing che con b holic ngiing thudc, thy theo tdm quan treng
clia viéc ding thuic d8i vdi ngudl me.

ANH HUONG CUA THUSC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Do tac dyng khang mong musn chéng mat, dau du. Ngudi b&nh cén than trong khi tham gia cAc hoat ddng ddi hdi sy tinh tdo nhu I4i xe hodc
vén hanh mdy méc.

TUONG TAC, TUONG KY CUA THUGC:

* Anh huéng clia esomeprazole trén dugc dgng hec clia cdc thudc khéc:

Céc thube hilp thu phy thude pH: viée gidm 9 acid da day khi didu trj bing esomeprazole va cdc PPI khac ed thé lam gidm hay tang sy hip
thu ciia céc thuSc khéac c6 co ché hip thu phy thube pH da day. Giéng nhu céc thubc lam gidm db acid da day khéc, sy h8p thu cla cdc thulc
nhu ketoconazole, itraconazole va erlotinib ¢6 thé gidm va sy hip thu clia digoxin c6 thé ting 1&n trong khi didu tri vdi esomeprazole.

Céc thudic (¢ chd protease: D& ¢b bao céo riing omeprazole tudng tdc vdi mt sd chat (fic ch& men protease. Chua rd tdm quan trong vé lam
sang va cd ché téc ddng clia céc tudng tic da duge ghi nhén. Tang d8 pH da day trong qua trinh diéu trj véi omeprazole c6 thé dn tdi thay adi
sy h&p thu ciia ch&t tic ch€ men protease. Cd ché fudng tac khéc c6 thé xdy ra thdng qua sy c ch§ enzym CYP2C19. BEi vdi atazanavirva
nelfinavir, giam néng 49 thufc trong huy&t thanh da dugc ghi nhén khi ding chung véi omeprazole, do d6 khdng khuyé&n cdo dung d8ng thdi
cécthufic nay.

Mathotrexate: khi ding ddng thdi véi PPI, ndng dd methotrexate dugc bdo céo I1A ting 1&n & mét s8 bénh nhan. Khi dang liéu cao
methotrexate, nén cén nhic difng tam thai esomeprazole.

Tacrolimus: dung d8ng thdi vdi esomeprazole 1am tang ndng dj huyét thanh cla tacrolimus.

Céc thusic chuyén héa qua CYP2C19: Esomeprazole dc ch§ CYP2C19, men chinh chuyén héa esomeprazole. Do vy, khi esomeprazole
dugc ding chung vdi céc thudc chuyén héa bing CYP2C18 nhu diazepam, citalopram, imipramin, clomipramin, phenytoin.., néng a6 cc
thu8c nay trong huy&t tuong c6 thé ting va cdn gidm liduding.

Voriconazol: Ding d8ng thdi esomeprazole vdi voriconazol ¢6 thé Iam tang tiép xic vdi esomeprazole hdn g&p 2 14n, xem xét & nhidng bénh
nhén ding liu cao esomeprazole { 240 mg/ ngéy) nhu khi diéu tri hdi ching Zollinger - Ellison.

Diazepam: Ding d8ng thdi esomeprazole vé diazepam lam gidm chuyén hoa diazepam va téing néng dé diazepam trong huyét tuong.
Watarin: ting INR va thdi gian prothrombin khi diing warfarin d8ng thai véi thuc iic ch& bdm proton, cé thé gy chiy médu bét thuding va ti
vong. Theo d&i INR va thai gian prothrombin khi dung ddng thdi esomeprazole va warfarin.

Cilostazol: Diing d8ng théi esomeprazole vdi cilostazol 1am 1&ng néng 48 cilostazol va chit chuyén héa c6 hoat tinh clia né, xem xét gidm lidu
cilostazol.

Clopidogre!: dung cling thuSc (e ch& bdm proton lam gidm néng dd trong huyét tudng clia chit chuyén héa ¢6 hoat tinh clia clopidogrel, lam
gidm tdc dyng Gc ché két tap tifu clu.

*Anh hudng clia che thulic khéc trén duge ddng hgc clla esomeprazole:

Céc thufic ic ch& CYP2C19 va/ hosic CYP3A4: esomeprazole dugc chuyén héa bdi CYP2C19 va CYP3A4. Céc thulic cdm ing CYP2C18
ho#éic CYP3A4 hodc ¢4 hai (nhu rifampicin) ¢6 thé gay gidm néng dd esomeprazole huy& thanh do 14ng chuy&n héa esomeprazole.
Clarithromycin: Ding déng thdi esomeprazole va clarithromygin 1am téng néng dé esomeprazole va 14-hydroxyclarithromygin trong méu.

C6 thé t&ng nguy co ha magnesi huyé&t khi ding esomeprazole cing céc thubc ciing gay ha magnesi huySt nhu thudc Igi ti€u thiazid hodic
thuécIgi tiéu qual. Kiém tra néng a6 magnesl trudc khi diing thuic dc ch& bom proton va dinh ky sau dé.

Sucralfat: Uc ché h&p thu va Iam gidm sinh khé dyng ciia thudc dc ché bom proton. Diing céc thuc e ché bom proton it nh&t 30 phut trude khi
ding sucralfat.

Do khéing c6 c4c nghién clu vé tinh tuang ky clia thusic, khang trgn En thudc nay vdi thudic khac.

TAC DYNG KHONG MONG MUSN CUA THUSC

Thudng gdp, ADR >1/100

Thén kinh: dau déu. Tiéu héa: bufn nn, ndn, dau bung, tidu chay, tdo bén, ddy hai, kho miéng.

ltg4p: 1/1000 < ADR < 1/100

Chuyén héa: phil ngogi bién. Thén kinh: m&t ngll, choéng véng, ngil g&, chéng mat.

Gan: ting men gan, vang da, vim gan. Da: viém da, ngifa, n8i m&n, mé day. Cd xutdng: gly xuong hdng, c8 tay, cdt s8ng, lofing xudng.

Hiém gép, ADR <1/1000

M4u; Giam todn thé huy&t cu, gidm bach c4u, gidm tiéu cdu. Tam than; kich déng, I [&n, irdm cam, 4o gidc.

Hé mién dich: phan dng qud man nhu s&t, phi mach, phén ing phan v&/ s8c phan vé. Mat: nhin ma

H& hép: co thét phé& quan, nhiém khudn hé hap. Tiéu héa: réi loan vj giac, viém miéng, nhi#m candida duding tiéu héa

Da: ban bgng nwé&c, hdi chirng Stevens-Johson, hoai tir bidu bl nhidm ddc. NGi tiét: chimg wi to & nam gidi.

Tidtnigu: viém thén k&. Chuyén héa: ha magnesi huydt, ha natri huyét, réiloan chuyén héaporphyrin.

Hudng déin céch xii trf ADR: Phéi ngiing thuic khicd bidu hién ADR néng.

Luu y: Théng bdo ngay cho béc s§ hodc duge si nhilng phan dng c6 hal gép phal khi st dyng thude.

QUA LIEu VA CACH XU TRI:

- Triéu ching: Cho dén nay c6 rét it kinh nghiém vé viéc diing qud lidu cé chil dich. Céc triéu ching dugc mé t4 c6 lidén quan d&n vide diing lidu
280mg la céc trigu ching trén duding tiéu héa va tinh trang mét méi. Céc liéu don esomeprazole 80mg vén an toan khi diing.

- Xirtrl: Chua cé chét giai ddc déic hidu. Esomeprazole gén k&t manh véi protein huyét tuong va vi vy khdng d8 dang th&m phén dugc. Trong
truding hgp qué lidu, nén diéu tr triéu chiing va st dung céc bién phap hé trg tdng quéat.

THONG TIN VE DUGQC LY, LAM SANG:

BAC TINH DUGC LUC HOC:

M& ATC: A02B CO5. Nhém dugc Iy thuc Uc ch& bom proton.

Esomeprazole |a dang d8ng phén S clia omeprazole, dugc dung tuong ty nhu omeprazole trong diéu trj loét da day - té trang, bénh tréo nguge
da day - thyc quan va hdi ching Zollinger - Ellison.

Esomeprazole gén vdi H'/K' -ATPase {con goi la bam proton) & t& bao thanh clia da day, lam bét hogt hé th6ng enzym nay, ngén cin budc
cui cling clia sy bai tidt acid hydrocloric vao Idbng da day. Vi vdy, esomeprazole ¢6 tc dyng de ch& da day tiét lugng acid co ban va ¢ khi bj
kich thich do bét kif t&c nhan ndo. Thubc tc dyng manh, kéo dai.

Cédc thufic f'c ch& bom proton cé tde dyng tc ché nhung khéng tiét trir duge Helicobacter pylori, nén phdi phsi hgp vdi cdc khédng sinh {nhu
amoxicilin, tetracyclin va clarithromycin) mdi cé thé tiét trir ¢6 hidu qua vi khun nay.

PAc TINH DUGC BONG HOC:

H#p thu: esomeprazole hip thu nhanh sau khi uéng, dat ndng dj cao nhét trong huyét tudng sau 1 - 2 gid. Sinh kha dyng clia esomeprazole
téng I&n theo lidu diing va khi diing nhéc lgi, dat khodng 68% khi ding lidu 20 mg, v 89% khi diing lidu 40 mg. Thic &n lam cham va gidm hdp
thu cila esomeprazole, nhung khdng 1am thay d8i c6 ¥ nghfa tdc dyung clia thufc d&€n do acid trong da day. Do d6 esomeprazole nén ung ft
nhé&t 1 gi&s trudc bia &n.

Phan b6: Khoéng 97% esomeprazole gén véo protein huyét tuong. Thé tich phan b8 & ngudi khde manh khodng 0,221/ kg cén néng.

Chuyén héa: ThuSc dugc chuyén héa & gan nhd hé enzym cytochrom P,y Isoenzym CYP2C19 thanh céc chit chuyén héa hydroxyl va
desmethyl khéng cén hoat tinh, phéin cdn lai dugc chuyén héa qua isoenzym CY P3A4 thanh esomeprazole sulfon. Khi diing nhic lai, chuyén
héa budc ddu qua gan va dé thanh thdi clia thudc gidm, ¢6 thé do isoenzym CYP2C19 bj (e ché. Tuy nhidn khéing cé hién tugng tich Iy thude
khi ding m&i ngay 1 Ién.

Thai trif: Thai gian ban thai trong huy8t tudng khoéng 1,3 gid. Khodng 80% lifu ung dugc thai trr dudi dang cdc chétchuyén héa khang hoat
tinh trong nuéc tidu, phén cdn lai duge thii trir trong phan. Dudi 1% thudc duge thi trir trong nudc ti€u. & ngudi suy gan nang, gia tri AUG & tinh
trang 8n dinh cao hdn 2 - 3 14n so vdi ngudi cé chifc ning gan binh thudng, vl vy c6 thé phii xem xét, giim lifu esomeprazole & nhiing ngudi
bénh nay.

*Dugc d8ng hoc dmdt s8 a8l tugng ddc biét:

- Nhém ngudi chuyn héa kém: Khodng 2,9 + 1,5% dan s4 thi&u hyt enzym chie ning CYP2C19 va dugce goi la nhém ngudi chuyén héa kém.
O céc cé nhén ndy, su chuyén héa clia esomeprazole dugc xc téc chi y§u b8l CYP3A4. Sau khi diing liéu 1ip lal esomeprazole 40mg, 1
I&n/ngay, AUC trung binh & ngudi chuyén héa kém cao han khodng 100% so vdi b&nh nhan cé enzym chilc ndng CYP2C18 (nhém ngudi
chuyén héamanh). Néng dd dinh trong huy&t tudng ting khodng 60%. Nhilng ghi nhén nay khéng &nh hudng dén liéu ding esomeprazole.

- Ngudi cao tudl: Sy chuyén héa cla esomeprazole khéng thay d8i dang k& & bénh nhan cao tudi (71-80 tudi).

- Gidi ffinh: Sau khi dang liu don esomeprazole 40mg, AUC § phy nil cao hon nam gidi khodng 30%. Khdng ghi nhén c6 sy khéc biét vé AUC
gilta céc gidi tinh sau khi ding liéu Iap lai 1 1&n/ngay. Nhdng ghi nh&n ndy khdng &nh hudng dén liéu lugng esomeprazole.

- Bénh nhan suy gan: Sy chuyén hba clia esomeprazole cb thé bi suy gidm & banh nhan réiloan chitc n&ng gan 1l nhg d&n trung binh. T&c d&
chuyén héa gidm & b&nh nhén rfi loan chie ning gan niing, dn d&n lam téing gdp ddi AUC ciia esomeprazole. Viviy, khéng ding quaé lidu 16
da 20 mg & b&nh nhén réi loan chife néing gan néing. Esomeprazole hodic cdc chét chuyén héa chinh khéng 6 khuynh huéng tich 0y khiding
1 1én/ngay.

- Bénh nhan suy than: Chua c6 nghién cliu ndo dugc thyc hign trén bénh nhan suy gidm chidc néing th@n. V1 than chiju tréch nhigm trong viéc
bal &t céc chét chuyén héa clia esomeprazole nhung khdng chju trdch nhiém cho sy dao thii thudc dudi dang khéng déi, ngudi ta cho la sy
chuy#n héa clia esomeprazole khong thay d8i & b&nh nhan suy gidm chifc néng thén.

- Trd em: Tré vj thanh nién 12-18 tudi: Sau khi sir dyng liéu |13p lai 20mg va 40mg esomeprazole, tdng nng dd (AUC) va thdi gian dat néng db
16i da trong huyé&t tuong (tmax) & tré 12-18 tudi tudng ty nhu & ngudi I6n dGi vdi ca hailiéu esomeprazole.

Quy CACHBONG GOI: Hop 2 vix 10 vién, Hop 10 vix 10 vién; Chai 200 vién.

BAO QUAN - HAN DUNG:

Béo quén: Dudi 30°C, noi khé rdo, trénh 4nh séng.

Han diing: 24 thang ké ki ngay san xudt.

Ti&u chuéin: DBVN V

San xudt tai: ;
CONG TY ¢& PHAN DUGC PHAM KHANH HOA
Pudng 2 thang 4, Khém Béng Béc, Phuéng Vinh Hoa,

WHO=GMP " Thanh Ph& Nha Trang, Tinh Khanh Hoa

Nha Trang, ngay 18 thétlg 01 nam 2021
CONG TY CP DUQC PHAM KHANH HOA




