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TGO HUGNG DAN SU DUNG THUOC
“*REGULACID

Dé xa tdm tay tré em
Doc ky hm?ng din sir dung trude khi dung
Thude nay chi ding theo don thyic

THANH PHAN CONG THUC THUOC
(Cho 1 vién nén bao plnm tan trong rupt REGULACID)
Thanh phan duge chdt:

ESOIEPIazol. ...commmsrsswmssmsmisssii 40 mg
(dang esomeprazol magnesi trihydrat)

Thanh phdn té dwoc:

Lactose monohydrat, natri hydrocarbonat, natri

carbonat khan, silic dioxyd keo, crospovidon,
copovidon, magnesi stearat, Sepifilm LP 014,
hydroxypropyl methylcellulose phthalat, polyethylen
glycol 6000, titan dioxyd, talc, 6 Ponceau 4R lake.

DANG BAO CHE

Vién nén bao phim tan trong rudt.

MO TA SAN PHAM

Vién nén dai, bao phim tan trong rudt, mau héng, hai mit
khum, mt mat tron, m§t mit cé gach ngangm.

(*) Gach ngang trén vién khong ding dé bé déi chia lidu.

CHI PINH

REGULACID dugc chi dinh:

Cho nguti 16n trong céc trudmg hop:

- Bénh trao nguoc da day - thuc quan: Didu trj loét thyc
quén trao nguoc.

- Diéu trj kéo dai sau khi da didu trj phong ngira tai xuit
huyét do loét da day ta trang bing dudng tinh mach.

- Diéu tri hdi ching Zollinger-Ellison.

Cho tré em tir 12 - 18 tudi trong truong hop:

Bénh trdo ngugc da day - thyc quan: Diéu trj loét thyuc

quan trao ngugc.

LIEU DUNG, CACH DUNG

Lidu diing

Nguwoi lon

Bénh trao ngugce da day - thuc quan: Diéu tri loét thue
quan trdo nguoc

Ubng 1 vién/lan, ngay 1 ldn, trong 4 tudn, cé thé ubng
thém 4 tuan nita néu vin con triéu chirng hodc con viém
thire quan.

Diéu tri kéo dai sau khi d@ diéu tri phong ngira tdi xudt
huyét do loét da day td trang béng duong tinkh mach

Uéng 1 vién/lan, ngay 1 lan, trong 4 tuan.

Diéu trj hji chimg Zollinger - Ellison

Liéu khéi ddu khuyén c4o cua esomeprazol la 40 mg x 2
lin/ngdy. Sau d6 diéu chinh lidu theo ddp Gng cua timg
bénh nhén va tiép tuc diu trj khi con chi dinh v& mat Jam
sang. Phdn 16n bénh nhin dugc kidm soat véi lidu tir 80 -
160 mg/ngay. Khi liu hang ngay 16n hon 80 mg, nén chia
liéu dung thanh 2 lan/ngay.

Tré em tir 12 - 18 tudi

Bénh trao nguge da day - thuc quan: Diéu tri loét thic

qudn trao ngugc

1 vién/lin, ngay 1 lan trong 4 tun. C6 thé tiép tuc diéu tri

thém 4 tuin nita ndu viém thuc quan chua duge chita lanh

hoic triéu ching dai di’mg.

Tré em dudi 12 tudi

REGULACID khéng phu hop dé sir dung cho tré em

dudi 12 tudi.

Ngurdi suy thin

Khéng cén phai giam lidu & ngudi suy than. Than trong

khi dung & ngutn suy thin niing do thiéu kinh nghiém st

dung & déi tuong nay.

Ngueoi suy gan

Khong cén phai giam liéu & ngudi suy gan nhe hodc trung

binh, O nguwi suy gan ning, lidu t6i da 1a 20 mg

esomeprazol/ngay; vi vy khéng duing REGULACID.

Ngudi cao tudi

Khéng cdn diéu chinh lidu & ngudi cao tudi.

Cich ding _

- Dung dudng ubng. Nén ubng truéc bita &n 30 phut dé
gid. Udng nguyén vién véi nuéc, khong duoc
nghién hay bé vién. Khéng hoa tan vién thudc vao nur
dé uéng

- Néu quén khong dung thudc, udng ngay khi nhé ra. Tuy
nhién, néu gin dén lac udng lidu tlep theo thi bo qua
lidu da quén. Tuyét ddi khéng duge ubng gip doi lidu.

CHONG CHI BINH

- Tién sir qudé min véi esomeprazol, phan nhém
benzimidazol hogc cac thanh phin khéc cua thuée.

- Chéng chi dinh dung cung véi nelfinavir.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Truée khi ding thudc e ché bom proton, phai loai trir
kha ning ung thu da day vi thubc c6 thé che ldp trieu
chirng, 1am cham chin doan ung thu. Thén trong khi dung
¢ ngudi bi bénh gan, ngudi mang thai hoc cho con by,
Phdi thin trong khi dﬁhg esomeprazol kéo dai vi c6 thé
gy viém teo da day.

Dung trong théi gian dai

Nguoi bénh diéu trji REGULACID trong thoi gian dai
(hon 1 ndm) nén dugc theo doi thuomg xuyén.

Diéu tri Helicobacter pylori

Khi dung esomeprazol dé diéu tri H. pylori, cin chu y
tuong tac thubc cia cac thudc trong két hop bd ba.
Clarithromycin 1a mét chit rc ché manh CYP3A4, do do
cin chi y dén chéng chi dinh va twong tic thubc cia
clarithromycin khi sit dung két hop bé ba didu tr A
pylori & ngudi bénh dang ding cac thudc chuyén héa qua
CYP3A4 nhu cisaprid. ;
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trong qué trinh diéu trj véi omeprazol ¢6 thé din toi thay
ddi sy hip thu cta chit irc ché protease. Co ché twong tac
khéc c6 thé xiy ra 1a théng qua sy tc ché enzym
CYP2C19.

Dbi v6i atazanavir va nelfinavir, giam ndng d¢ thudec
trong huyét thanh da dugc ghi nhén khi ding chung véi
omeprazol, do d6 khong khuyén cdo dung ddng thoi céc
thudc nay. O ngudi tinh nguyén khoé manh, sir dung ddng
thoi omeprazol (40 mg, 1 lin/ngdy) va atazanavir (300
mg) + ritonavir (100 mg) lam gidm déng ké ndng o va
thoi gian tiép xuc atazanavir (gidm AUC (4rea Under the
Curve), Cmax V3 Cmin kKhodng 75%). Tang lidu atazanavir
dén 400 mg di khong bu trir tdc dong cla omeprazol trén
nbng 5 va thoi gian tiép xuc atazanavir. Ding phéi hop
v6i omeprazol (40 mg,1 l&n/ngdy) lam giam trj sé trung
binh AUC, Cpax v& Cumincla cua nelfinavir khoang 36-
39% va giam khoang 75-92% tri sé trung binh AUC,
Cinax V& Cnin ctia chit chuyén héa c¢é hoat tinh M8. Do tac
dong dugc luc va céc dic tinh duge ddng hoc twong tu
gilta omeprazol va esomeprazol, khéng khuyén cdo sir
dung esomeprazol ddng thdi voi atazanavir va chéng chi
dinh sir dung esomeprazol ddng thoi v6i nelfinavir.

D& cé bado cdo ting ndng d6 saquinavir (80-100%) (két
hop véi ritonavir) khi két hop v6i omeprazol (40 mg, 1
lin/ngay). Omeprazol 20 mg, 1 ldn/ngay khéng anh
huéng dén AUC cila darunavir (két hop véi ritonavir).
Omeprazol 20 mg, 1 lin/ngay khong anh huéng dén AUC
cia amprenavir (c6 hay khéng két hop véi ritonavir).
Omeprazol 40 mg, 1 1an/ngay khong anh hudng dén AUC
cia lopinavir (két hop véi ritonavir).

Methotrexat

Khi dung chung véi PPI, ndng d§ methotrexat ting 1én &
mét sé bénh nhan. Khi ding liéu cao methotrexat, nén cén
nhic ngimg tam thoi esomeprazol.

Tacrolimus

Néng dd trong huyét thanh cia tacrolimus tang khi dung
ddng thoi véi esomeprazol. Chn tang cudng gidm sat ndng
do tacrolimus va chirc nang than (dd thanh thai creatinin),
diéu chinh lidu tacrolimus néu can.

Cdc thubc cé sw hap thu phu thugc pH da day

Do trc ché bai tiét acid, esomeprazol lam ting pH da day,
anh huong dén sinh kha dung cua cc thuéc hdp thu phu
thugc pH. Su hép thu cia ketoconazol, itraconazol va
erlotinib c6 thé giam va sy hép thu cta digoxin c6 thé
tang khi didu tri véi esomeprazol. Ding ddng thoi
omeprazol (20 mg/ngay) va digoxin & ngudi khoe manh
lam ting sinh kha dung cta digoxin khoang 10% (1én dén
30% & 2 trén 10 dbi tugng nghién ciru). Hiém c6 céc béo
cdo vé doc tinh cua digoxin. Tuy nhién, cin thin trong khi
ding esomeprazol Héu cao ¢ bénh nhén cao tubi. Cin ting
cudng theo doi khi diéu tri bang digoxin.

Thudc chuyén héa boi CYP2C19

Esomeprazol tc ché CYP2C19, enzym chinh chuyén hoa
esomeprazol. Do vdy, khi dung chung esomeprazol véi

cic thudc chuyén héa bing CYP2C19 nhu diazepam,
citalopram, imipramin, clomipramin, phenytoin, ... ndng
d6 cc thude nay trong huyét twong cé thé ting va cin
giam liéu ding. Piéu nay cn dac biét cha y khi ké toa
esomeprazol cho diéu trj theo nhu ciu.

Diazepam

Esomeprazol liéu 30 mg lam giam 45% d¢ thanh thai cta
diazepam-chat nén cia CYP2C19.

Phenytoin

Esomeprazol véi lidu 40 mg lam ting 13% ndng d6 day
ctia phenytoin & ngudi bénh dong kinh. Nén theo ddi nong
dd phenytoin khi bit diu hoic ngimg diéu tri vdi
esomeprazol.

Voriconazol

Omeprazol (40 mg/lin/ngay) 1am ting Cp,, vd AUC clia
voriconazol (chat nén cia CYP2C19) lin luot la 15% va
41%.

Cilostazol

Omeprazol vi esomeprazol irc ché CYP2C19. Omeprazol
v6i lidu 40 mg lam ting Cpe va AUC ciia cilostazol lan
lugt 12 18% va 26% va | trong cic chét chuyén hoéa co
hoat tinh cta cilostazol 1&n frong tng 29% v 69%.
Cisaprid

O ngudi tinh nguyén khoé manh, khi ding 40 mg
esomeprazol chung véi cisaprid, dién tich dudi dudng
cong bidu din ndng 6 cisaprid trong huyét twong theo
thoi gian (AUC) ting 1én 32% va thoi gian ban thai
cisaprid kéo dai thém 31% nhung ndng 3 dinh cisaprid
trong huyét trong ting 1én khong dang ké.

Warfarin '

C6 thé tang INR (INR - International Normalised Ratio-
Ty s binh thudng héa qudc té) va thoi gian prothrombin
khi ding warfarin ddng th&i véi cac thuég ttc ché bom
proton. Theo d&i INR va thoi gian prothrombin khi ding
ddng thoi esomeprazol va warfarin.

Clopidogrel

Dung cing thudc e ché bom proton 1am gizm ndng do
trong huyét trong cua chit chuyén héa c¢6 hoat tinh ctia
clopidogrel, lam giam tic dung khang tidu cdu,
Amoxicillin va quinidin '

Esomeprazol d@ dugc ching minh la khing cé tac dong
dang ké vé |am sang trén dugc ddng hoc clia amoxicilin,
quinidin.

Téc djng ciia cdc thude khac trén dwge dfng hoc cia
esomeprazol '

Esomeprazol dugc chuyén hod béi CYP2CI9 . va
CYP3A4. Khi dung ddng thoi esomeprazol véi mot chit
trc ché CYP3A4, clarithromycin (500 mg, 2 lin/ngay) lam
ting gdp d6i AUC cua esomeprazol. Dung esomeprazol
v6i chét e ché ddng thoi CYP3A4 va CYP2C19 c6 thé
lam ting hon 2 14n ndng d6 cua esomeprazol, Chit ¢ ché
CYP2C19 va CYP3A4 voriconazol lam tdng AUC cia
omeprazol 1én 280%. Th(")ng thudmg khéng cén dicu chinh
liéu trong cic tryong hop ndy. Tuy nhién, cin cén nhic
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Thic &n lam chdm va giam sy hip thu esomeprazol,
nhung khéong lam thay déi c6 y nghia tac dung cua thubc
dén d6 acid trong da day. Dign tich dudi duong cong
(AUC) sau khi ubng 1 liéu duy nhét esomeprazol 40 mg
vao bita dn so véi Iic déi giam tir 43% dén 53%. Do do
esomeprazol nén ubng it nhét 1 gior trude bira an.

Phin b6

Thé tich phan bé biéu kién ¢ trang thai én dinh trén nguoi
khée manh khoang 0,22 I/kg thé trong. Khoang 97%
esomeprazol gén vao protein huyét trong.

Chuyén héa

Thuéc chuyén héa cha yéu & gan nho isoenzym
CYP2C19, hé enzym cytochrom P,s,, thanh cac chét
chuyén hoa hydroxy va desmethyl khéng con hoat tinh,
Phén con lai duoc chuyén héa qua isoenzym CYP3A4
thanh esomeprazol sulfon, chat chuyén hoa chinh trong
huyét tuong.

Thai trir

Do thanh thai huyét twong khoang 17 I/gidr sau khi ding
liéu don va khoang 9 I/gitr sau khi dung liéu Idp lai. Thoi
gian ban thai trong huyét twong khoang 1,3 gid sau khi
ding liéu lap lai 1 lan/ngay. Esomeprazol thai trir hoan
toan khoi huyét tuong gitta cac lidu ding va khong c6
hién tugng tich lily thudc khi ding 1 1in/ngay

Khoang 80% esomeprazol liéu ubng duoc bai tiét qua
nudce tiéu dudi dang cdc chit chuyén héa khong c6 hoat
tinh, phén con lai dugc thai trir qua phan. Du6i 1% thuébe
dang khéng déi duoc tim thiy trong nudc tiéu.

Sy tuyén tinh

Dugc dong hoc cia esomeprazol dd duge nghién ciru voi
lidu 1&n dén 40 meg, 2 lan/ngay. Dién tich dudi duodng cong
biéu di&n ndng d6 trong huyét twong theo thoi gian ting
1én khi dung I3p lai esomeprazol. Sy tang nay phu thude
theo liéu va ty I& gia tang AUC nhiéu hon ty 1¢ tang lidu
sau khi dung liéu lip lai. Su phu thudc vao thoi gian va
lidu ding nay 1a do giam chuyén héa bude diu & gan va
giam d¢ thanh thai toan than gdy ra bdi sy {rc ché enzym
CYP2C19 ciia esomeprazol va/hoiic chit chuyén héa
sulfon.

Cic dbi twgng diic biét

Nguoi chuyén héa kém (nguoi thidu enzym CYP2C19)
O ngudi thidu enzym CYP2C19, esomeprazol duoc
chuyén héa cha yéu bai CYP3A4. Sau khi dung liéu Iap
lai 40 mg esomeprazol, | lan/ngay, AUC trung binh &
ngudi thiéu enzym CYP2C19 cao hon khoang 100% so
voi ngudi c6 di enzym CYP2C19. Néng dd dinh trung
binh trong huyét trong ting khoang 60%.

Gici tinh

TUQ.CUC TRUONG
PTRUGNG PHONG
N 7 /%}/6 ﬂa&c Snh

Khi dung liéu don esomeprazol 40 mg, AUC trung binh &
nif gigi cao hon nam gioi khoang 30%. Khéng ghi nhin
su khéc biét vé AUC giita nam va nir khi dung 1ap lai lidu
1 lan/ngay.

Ngudi suy gan

O nguoi suy gan nhe¢ hofc trung binh, su chuyén héa cia
esomeprazol ¢6 thé bi giam. O nguoi suy gan nang, gia tri
AUC ¢ trang thai 6n dinh cao hon 2 14n so véi ngudi ¢6
chirc ndng gan binh thudng, vi vy ¢ nhitng ngudi bénh
ndy, liu dung khéng qua 20 mg mét ngay.

Nguoi suy thin

Chua ¢6 nghién ciru thue hién trén nguoi suy thin. Thén
chiu trach nhiém trong viéc thai trir cac chét chuyén héa
cua esomeprazol nhung khéng c6 vai trd trong viéc thai
trir thube & dang khéng dbi, vi vay su chuyén héa cia
esomeprazol dugc xem nhu khéng thay ddi & bénh nhan
suy giam chirc néing than.

Nguoi cao tuoi

Chuyén hoa cia esomeprazol thay déi khong dang ké &
ngudi 16n tudi (71 - 80 tudi).

Tré em tir 12 - 18 tudi

Sau khi ding lidu I3p lai 20 mg va 40 mg esomeprazol,
AUC va thoi gian dat ndng d6 dinh trong huyét tuong
(tway) O tré em 12 - 18 tudi twong tu nhu & ngudi trudng .
thanh. ‘

QUY CACH PONG GOI
Hép 02 vi x 7 vién.

PIEU KIEN BAO QUAN
Noi kho, nhiét do khong qua 30 °C. Tranh anh sang.

HAN DUNG
36 thang ké tir ngay san xudt.

TIEU CHUAN CHAT LUQNG
Tiéu chuén nha san xuét

SAN XUAT TAI

TRACH NHIEM TRON VEN
CONG TY CO PHAN DUQUC PHAM SAVI
(SaWipharm J.S.C)
L6 Z.01-02-03a Khu Céng nghiép trong Khu Cl;e;xuat
Tén Thuédn, Phuong Tén Thudn Déng, Quan 7, Thanﬁ phd
H& Chi Minh.
Dién thoai: (84.28) 37700142-143-144.
Fax: (84.28) 37700145.

Tp. HS Chi Minh, ngay ¢ thang /¢ nam 20/¥




