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ro ntloNc oAN stl ortrNc rnu6c

Vi€n ndn bao phim SARTAN
k 

Thuiic bdn theo don

Oii xa tim tay cfia trd em

DQc kj htdng ddn sfr dqtng trrfuc khi dilng
Th6ng bdo ngay cho bric ti iio(c duqc si nhfrng tdc dyng khdng mong mudn gqtp ph,rti khi si? dqng thudc

BENH

THANH PHAN, HAM LU'QNG CUA THU6C
Candesartan cilexetil........ ..........32 mg

Tii dusc vtra dt ....... I vi6n

(Lactose monohydrat, natr.i lauryl sulfat, natri

docusqt, hydroxypropylcellulose, s& oryd dd, tinh

b6t biiin tinh, calci carboxymethylcellulose, magnesi

stearat, silic dioxyd keo, hypromellose 6cps,

polyethylen glycol 6000, talc, titan dioxyd)

ru6 rA sAx pnAvr

Vi6n ndn ddi, bao phim mdu h6ng, hai m{t khum, mQt

m{t tron, mQt m[t c6 vSch ngang, cpnh vd thdnh vi6n

ldnh l{n.

QUY cAcH D6NG c6r: u;p 3 vi x lo vi6n.

THU6C DTJNG CHo BENH Gi
SARTAN dtrng d6

- Ei€u tri tlng huy6t ap d ngudi l6n.

- Ei6u tri tdng huy6t ap d trd em tir 6 d6n dudi l8

tu0i.

- Di€u tr! suy tim v,i suy gi6m chftc n[ng tdm thu thAt

tr6i d nguoi lon khdng'dung n4p thu6c ric ch6

enzym chuy6n angiotensin hay di6u tri b6 sung cho

ch6t tc chi5 enzym chuy6n angiotensin d ngudi bQnh

suy tim c6 triQu chring khi c6c ch6t di5i khing thp

th6 mineralocorticoid kh6ng dung n4p.

NOx ni;xc THU6C NAY NHU'THI NAO VA

LIEU LIJqNG

Cdch ditng:

Dirng iludng uting. Thu5c c6 th6 uOng ctng vdi biia 6n

ho{c cdch xa bila 6n. Thuric n€n dugc ui5ng cing thdi

tli6m gita c6c ngdy.

Thu5c phii clugc dtng tl0ng theo hu6ng din c0a b6c

si,

Lidu ltrq'ng;

- Di6u tri t6ng huy6t ap:

Nguoi l6n: Li6u t6i dald32 mg/ngdy (dnng l-2 lAn).

fhi bat dAu sri dgng, c6 th6 bric si se sti dgng li6u th6p,

sau d6 m6i tdng dAn li€u vdi c6c chi5 phAm c6 hdm

luqng pht hqp.

Trd em dudi 6 tu6i: Vi6n SARTAN kh6ng phi hqp

cho trd em dudi 6 tu6i.

T16 em tu 6 tui5i trd l€n: Li6u khdi dAu dugc b6c si

di6u chinh dya theo c6n n{ng cta tr6. Li€u th6ng

thudng c6 thrS lcn tltin l6 -32 mglngiry.

- Di€u trj suy tim:

Li6u trii dald32 mg/ngdy. Khi bft ctAu sri dung, c6 th6

b6c si s€ srlr dpng IiAu thdp, sau d6 moi tang dAn li6u

v6i c6c chiS phdm c6 hdm luqng pht hqp.

KHI NAo KHONG NTx ouxc THU6C NAY
- Ngudi b6nh qu6 m6n vdi candesartan cilexetil hodc

c6c thdnh phAn kh6c crja thuric.

- Ngudi bQnh dang c6 thai d quf thri 2 vd3.
- Trd em dudi I tu6i.

- Ngudi bQnh suy gan n{ng valho{c t mit
- Ngudi benh dAi th6o tluong dang duoc di€u tri bing

aliskiren

- Ngudi bQnh suy tim c6 kali huy6t > 5 mmoVlit,

creatinin huy6t > 265 micromot/lit (> 30 mg/lit)

hopc hQ s6 thanh thdi creatinin < 30 ml/phtt.

TAc DVNG KHONG MoNG MUON (ADR)

SARTAN c6 th6 g6y ra mQt si5 tec dgng kh6ng mong

muSn sau:

- H4 huyi5t 6p: thuong xdy ra khi dang dtng thu6c loi

ti6u, tlang thgc hiQn ctri5 aO 5n it mu6i, dang thAm

phdn m6u, dang bi m6t nu6c (n6n hay ti6u chiy) hay

dang mic bQnh tim. Hq huy6t 6p cfing xdy ra khi

nguoi bQnh vira tr6i qua phlu thu{t hay b! gAy m6,

gdy t6.

- Ldm thfln suy yiiu dOi vdi ngudi bQnh bi suy thqn

hay suy tim.

- C6c phdn rlng di img; bi6u hiQn d c6c triQu chring

nhu sung m{t, m6i, lu0i hay cO hqng; phdt ban; ndi

Cdctdc dung kh6ng mong mu5n thuong gflp nh6t:

- Dau lung

- Ch6ng m[t

- C6c triQu chfng cria bQnh cdm ctm (vi6m du&ng hd

h6p trdn)

- Dau hgng

- Ngat mfri, vi6m miii

Cdc tdc dpng kh6ng mong mu6n dugc phAn theo tAn

suAt g6p, tlugc mO td dudi d6y

- R6t thucrng eAp (ADR > I / I 0)

- Thuong g{p (1/100 S ADR < l/10)

- it g{p (l/l.ooo <ADR < l/loo)
- Hiiim g{p (1/10.000 S ADR < l/1.000)

- RAt triiim g{p (ADR < l/10.000)

- Kh6ng ro tAn su6t

oiii vOi chi itinh ting huyiit tip

Thrd'ng gdp

Nhi6m khuAn vd nhiSm ky sinh trtng: nhi6m khuAn h6
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- Khdng khuytin c6o dtng SARTAN cho phy nti dang

cho con bri. B6c si sE chuyiin sang thu6c kh6c an todn

hcm, dflc biet lA d6i vdi tr6 sinh non vd trd so sinh.

KHr NAo cAN THAM vAN nAc si, DrJec si
Nguoi bgnh sri dr,rng thu6c kh6c khi dang <ti€u tri vdi

SARTAN.

PhU nir mang thai ho{c c6 kii hoqch mang thai.

Phg nil cho con bri.

Ngud'i bgnh cb cdc triQu chfng cta hp huyi5t 6p nhu

ch6ng m{t, ngAt xiu.

Ngudi bQnh xuAt hiQn c6c triQu chring cia phdn fng di

ring (xem phAn Tdc dqng kh6ng mong mu6n)

Ndu cdn th€m thbng tin
. . -...,1

xin hdi jt kiAn bdc si ho(c drqc sI.

HAN Dr)NG Cul THU6C:

36 thdng k€ tt ngny sin xu6t

sAx xuAr r4.t:
2ffi.YW'

coNc rY co PHAN TT#-.i-rX* ,ou
(Easrpham J.S.C)

Ld Z.Ol-02-O3a khu C6ng nghiQp trong khu Ch6 xu6t

Tdn Thufln, phudng Tdn Thudn D6ng, qufn 7, thdnh

pnO UO Chi Minh.

DiQn thoai: (84.28) 37'700142-143-144

Fax: (84.28) 377001'15

NGAY XEM XET S0.1, O6l, CaP NHaT LAI

NQr DUNG HT.IONG OAN SU'DUNG THUOC:

B. HUONG DiN SUDaNG THUOC CHo CAN Bo
vrE
DUqC LUC HQC

M5 ATC: C09CA06

Loai thu6c: Ctr6t AOi kh6ng thu thti angiotensin II
Candesartan cilexetil ld mQt ti6n dugc (pro-drug), khi

u6ng duo. c thr)y phdn d duong ti6u h6a thdnh ch6t

chuy6n h6a c6 hoat tinh ld candesartan. Candesartan gin

chgn lgc vd tranh chdp vdi angiotensin II vdo thg th6

ATr d c6c m0 nhu co tron mqch m6u vdr tuy6n thuo. ng

thfln, n€n fc chti tiic dung co m4ch vd ti6t aldosteron cria

angiotensin II, do d6 ldm gi6n m4ch vir gidm ti6t

aldosteron. Candesartan kh6ng c6 t6c dung 0c ch6

enzym chuy0n angiotensin (ACE: Angiotensin

converting enzym), vl v4y kh6ng dnh hu6ng diin d6p

ung d6i kh6ng vdi bradykinin. Candesartan khdng g6n

ho{c phong b6 c6c thr,r thti hormon vd c6c k€nh ion kh6c

gi0 mQt vai trd quan trgng trong di6u hda tim m4ch.

O nguoi tdng huytit 6p, candesartan ldm gidm huytit rip

k6o ddi vd kh6ng ldm tlng tAn s5 tim do phdn x4. Tdc

dpng gidm huyiit 6p cta thu6c php thuQc vdo li€u dirng,

nhung t6c dpng khdng tdng khi u6ng tdi li€u 16

mg/ldn/ngity. Thu5c kh6ng ldm hq huyiSt 6p khi dirng

li6u dAu ti€n vd kh6ng ldm tdng huy6t 6p tro l4i n{ng

hon khi ngung thui5c. Thu6c thudng Uat aAu c6 tAc dung

trong vdng 2 gio sau khi u6ng thu6c. Khi dtng li€n tgc,

huy6t ap giam t6i da trong vdng 4 tuAn.

Candesartan dirng vdi li6u di6u tr! ldm giim d6ng k€

albumin ni6u d nguoi d6i thiio duong typ II kdm theo

t[ng huy6t 6p c6 albumin niQu vi luong. Candesartan

cfrng ldm gidm protein niQu d nguoi c6 bQnh thqn do c6c

nguy€n nhdn kh6c.

Suy tim: Di€u tri bing candesartan d5 ldrn gi6m ti lC tir

vong do tim mqch vd phdi n6m viQn do suy tim d nguoi

c6 suy thAt trai. Lgi ich ndy chua th6y d ngudi bQnh c6

ph6n su6t t6ng m6u cdn duy tri (> 40oh nghi6n ctiu

CHARM - duy tri). T6c dqng hiru ich cta candesartan

Arii vOi t)i le tir vong do tim mqch vd phdi nhQp viQn do

suy tim da th6y d mqi ltia tu6i, gidi tinh va tfnh ch6t

di6u tri t<iit trqp. Tuy nhi6n, ktit qud c6c nghiCn criu ndy

chua th6 6p dung cho loai suy tim dQ IV theo phdn lo4i

cta HQiTim m4ch New York (NYHA: New York Heart

Association) do rj lQ nghiCn criu cdn qud it (3%).

DUSC DQNG HQC

H,ip thu: Sau khi u6ng, candesartan cilexetil clugc

thriy phdn ngay li€n k6t ester trong qu6 triilr h6p thu tir'

dunng ti€u h6a d€ chuy6n thdnh ch6t c6 ho4t tinh la

candesartan. Sinh kha dqng tuyQt tlOi cria candesatlan

khodng 14% duli d4ng vi6n nen. N6ng dQ dinh trong

huy6t tuong d4t tlugc sau khi u6ng vi€n n6n tt 3 - 4

gid. Vdi li6u di6u tr!, n6ng dQ candesartan trong huy€t

tuong tAng tuy6n tinh voi li€u ding. Kh6ng c6 sp kh6c

biet v6 dugc dQng hgc gifia hai gidi. Sinh khd dung
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vdi bQnh nhdn suy tim, c6 th6 cdn gidm tpm thdi li€u

luo-ng cria candesartan cilexetil ho{c thu6c loi ti6u, d6ng

thoi cAn gi6m siit chdt chE huy6t ap fong quii trinh tang

li6u vd <linh ki sau d6.

Cdc phdn *ng qud min; Phim ung kiciu phdn vQ vd./ho6c

phir m4ch, dd dugc b6o ciio sau khi sri dung c6c thu6c

dOi kh6ng thp th6 angiotensin II, rrong d6 c6

candesartan. Vi vfy, candesartan khdng khuytin ciio sri

dgng cho c6c bdnh nh6n c6 tiOn st phir m4ch dir c6 hodc

khdng c6 li6n quan vdi viQc st dung c6c thu6c ftc ch6

ACE hay c6c thutSc Aiii t<nang thg rh6 angiotensin IL

Tdc dQng tr€n thdn: Do hQ renin - angiotensin -

aldosteron (RAA) c6 vai trd quan trgng trong duy tri 6p

luc loc cAu thdn, c6c thu6c t6c ttQng l6n h€ RAA (thu6c

tlc cht5 ACE, thu6c aOi nrang thu thti cta angiotensin II
- kii cd candesartan cilexetil) c6 nguy co irnh huong ct6n

s0c lgc cAu thQn. D[c biQt tr€n c6c b6nh nhdn suy tim,

qu6 trinh tudi m6u thfln cld bi han chi5, n6u sri dung c6c

thu6c ndy, c6 th6 lam dnh hu6ng rO r6t d6n chfc n6ng

th6n (gdy thiiiu niQu, tlng ur€ huy6t ti6n tri6n, suy thQn,

thflm chi ttl vong). D6 c6 b6o c6o v€ phin ung c6 h4i

(ADR) ld tdng creatinin huy6t thanh tr6n bQnh nhdn suy

tim dtng candesartan cilexetil. Do tt6 cAn gidm s6t chlt

ch6 creatinin huytit thanh trong qu6 trinh tdng li6u vd

dinh ky sau d6. C6c bQnh nhdn c6 hep dQng mgch th4n

hai b6n, bQnh nhdn c6 suy thfln trudc d6, bQnh nhdn

dirng d6ng thbi thu6c lqi tiCu cflng ld nhiing truong hqp

tdng nguy co suy thQn khi st dgng c6c thu6c t6c dQng

l€n hQ RAA.

Tdng kali huyiit: Tdng kali huyiit c6 thti xdy ra tr6n c6c

bQnh nhdn suy tim sung huytit su dgng candesartan

cilexetil, dic biQt ni5u dtng phOi ho. p v6i c6c thu6c uc

ch6 eCS vd,/hodc cdc thu6c lqi ti6u gidm thdi kali (nhu

spironolacton). CAn gi6m srit kali huy6t thanh trong qu6

trinh tlng li6u vd dinh kI sau tl6.

Th{n trgng khi phdi ph6u thuflt l6n, phii gdy m6 vi c6

nguy co tpt huyr5t 6p.

Kiit hqp vdi thuiic *c chii ACE trong diiu tri suy tim:

Nguy co xdy ra t6c dpng phq nhu hq huyiit 6p, tlng

kali m6u, gidm chric ndng thqn c6 th€ tang l6n khi

dnng ktit hgp ndy. Kh6ng khuy6n c6o dtng k6t hqp

thu6c ric chti ACE, thu6c r?c ch6 thu thC

mineralocorticoid vd candesartan cilexetil. Khi sti

dpng kiit hqp ndy phdi theo d6i chit chE chfc ndng

th4n, diQn gidi vd huy6t rip.

Kh6ng n6n dtng ktit hqp thudc ric cnii eCp vd thu6c

aOi mang thu thO angiotensin II d ngubi bQnh thfln d6i

th6o dudng.

Lpc mdu: Trong qu6 trinh lgc m6u, huy6t 6p c6 th6 dflc

biQt nhly cdm d6i vsi viQc chqn thu the ATr do gi6m

thC tfch huylSt tuong vd hopt h6a hQ RAA. Vi vfy, n6n

didu chinh li6u cAn thqn vd theo dOi ch{t chE khi ding

candesartan d ngudi bQnh dang lgc m6u.

H1p dQng mqch thQn: Cdc thu6c tiic d6ng tr6n hQ

h
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n6u huy6t 6p giim chua dat y6u cAu vd bQnh nh6n v6n

dung nap dugc thutic thi tlng li6u th6m 8 mg/ngdy cho

tliin khi huy6t 6p gidm tl4t y0u cAu ho{c d6n li6u t6i da

32 mglngdy (dtng I - 2 lAn). Khdng dirng li€u l6n hcrn

32 m{ngiry vi li6u cao hon kh6ng ldm tdng t6c dgng.

Ntiu li€u 32 mglngdy vAn kh6ng c6 t6c dpng thi tli6u

tri ph6i hqp ho{c thay thuric kh6c. O liAu c6 t6c dgng,

huy6t ap thudng giiim sau 2 tuAn vi gidm t6i cla sau 4

- 6 mAn.

Ngudi b€nh suy gan. suy thdn ho6c gidm th6 tich n6i

mach: LiAu duy tri ld 8 - 32 mg/ngdy tily c6 thti, ding
I lAn ho[c chia 2 lAn m6i ngay. Khi cAn li6u khdi clAu

thep Q - 8 mg), n€n dtng ch6 phdm c6 hAm lugng pht
hqp.

Trd em dudi I tu6i. trd em c6 tic tl6 loc cAu th6n nhd

hon 30 ml/phrit/I.73 m2: Kh6ng k6 tlon SARTAN cho

rtOi tuqng ndy vi chua tlugc nghi€n cftu.

T16 em tir I di5n dudi 6 tu6i: Vi€n SARTAN kh6ng

phU hqp cho tr6 tt I d6n 6 tu6i.

Tre em tt 6 tu6i trd lCn:

Dudi 50 kg, li€u thOng thudng litZ - 16 mg/ngdy, li6u

khdi dAu khuytin c6o ld 4 - 8 mg/ngdy (nAn ditng dang

chii phiim c6 hdm lueng phil hqp).

Tt 50 kg trd l6n, liOu thdng thulng lit 4 - 32 mg/ngdy,

li6u khdi dAu khuyi5n c6ro ld 8 - 16 mg/ngdy (nAn dirng

dqng chii phiim cd hdm luqng phit hqp).

Li6u tr€n 0,4 mg/kg (d6i vOi tr6 ttr I d6n dudi 6 tu6i)

hay tr6n 32 mg (d6i vOi tr6 tt 6 diin dudi 17 tu6i) chua

dugc nghiOn c&u.

d ti€u cO t6c dpng, huy6t ap thudng gidm sau 2 tuAn

vd giim ti5i da sau 4 - 6 tuAn.

Diiu lri suy tim

Li6u khdi dAu thulng ld 4 mg, I lAn/ngdy @An ditng

dqng chd phiinr c6 hdm ttgng phit hqp). Ct sau m6i 2

tuAn n6u khdng tl6p ring c6 th6 tdng lidu g6p tt6i d6n

t6i da 32 mg/ngdy ntiu bQnh nhdn dung nqp tlugc. CAn

gi6m s6i Chat chC huyrit 6p cria bQnh nhdn trong qu6

trinh tlng li6u.

CH6NG CHi DINH
- Nguoi bQnh qud m6n v6i candesartan cilexetil hoic

c6c thdnh phAn kh,tc cta thu6c.

- Ngudi bQnh dang c6 thai d quf thti 2 vit 3.

- Trd em dudi I tu6i.

- Ngudi bQnh suy gan ir{ng valho{c t m6t

- Ngudi bqnh d6ith6o clulng dar:g tlugc di6u tri bing

aliskiren

- Nguoi b6nh suy tim c6 kali huyi5t > 5 mmol/lft,

creatinin huytit > 265 micromol/lit (> 30 mg/lit)

ho4c hQ s6 thanh thdi creatinin < 30 mVphtt.

CANH BAo vA THAN TRQNG KHI SI} DUNG

Ctic tinh trgng citr th$n trgng klti ding thudc

Tdc dQng tAn tim mqch: C6 th6 gay tr.rt huy6t 6p. Nguy

co ndy s€ t6ng tr6n c6c bQnh nh6n m6t nudc m6t mu6i,

sri dr,rng lqi ti6u kdo ddi, suy tim, thAm tdch mdu. Diii
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M6u vd hQ bach huy6t: giim b4ch

trung tinh vi bach cAu hpt.

Chuyi5n h6a vd dinh du0ng: tlng

m6u.

H6 h6p: ho.

HQ ti€u h6a: bu6n n0n.

Gan mft: tdng enzyur gan, vi€m gan,

b6t thudng.

Da: pht mqch, ph6t ban, n6i me day,

Co xuong vd m6 li6n k6t: dau lung,

Thfln vd tii5t niQu: suy gidm chric nlng th4n, suy thfln.

Trd em

Circ t6c dpng kh6ng mong mu5n d trd em c6 tAn su6t

gip ld thu&ng g{p hoflc it g{p. Trong khi mric tlQ

nghiOm trgng cta cdctdc dpng ndy tuorg t1r ngudi lon

thl tAn su6t gflp dtrd em lqi l6n hcrn :

- Dau dAu, cho6ng vSng vd ihr6m trtng tlu&ng hd h6p

tr6n c6 tAn su6t rAt thudng gfp trong khi d ngudi ldn

ld thuong gip.

- Ho r6t thuong g[p d trd em vd hiiim g{p d ngudi l6n.

- Ph6t ban thudng gfp d trd em vd r6t hi6m g6p d

ngudi ldn.

- Ting kali mAu, h4 natri m6u, chric n[ng gan b6t

thuong it gfp d trd em vd rAt it g4p d ngudi ldn.

- Lo4n nhip xoang, viOm mfli hgng, s6t thudng gfp va

ttau hAu hgng r6t thudng gfp d trd em nhrmg chua c6

b6o c6o d ngudi l<rn.

Suy tim

Thudng grtp

Chuy0n h6a vd dinh duemg: tdng kali m6u.

Mgch: hp huy6t ap.

ThQn vd tiiit niQu: suy gidm chric ndng thfln, suy thqn.

Riit hiiim g\p

Mriu vd hQ b4ch huyiSt: gidm b4ch cAu, giim b4ch cAu

trung tinh vd b4ch cAu hat.

Chuy€n h6a vd dinh du0ng: h4 natri m6u.

H0 thAn kinh: cho6ng v6ng, dau dAu.

Hd h6p: ho.

HQ ti6u h6a: budn n6n.

Gan mflt: tdng enzyn gan, vi6m gan, chtc ndng gan

b6t thuong.

Da: pht ni4th, pnat ban, n6i m6 day, ngta.

Co xuong vd m6 li6n k6t: dau ltmg, dau khdp, dau co.

Hudng d6n c6ch xti tri ADR:

O5i vOi di6u tri tdng huy6t 6p, cftc ADR thuong nhg,

tg h6t. Ntiu phtr mqch n{ng gdy cin tro dudng hO h6p,

cAn dtng adrenalin, corticosteroid, kh6ng histamin,...

o6i voi iti€u tr! suy tim, cAn ngirng thu6c.

H4 huytlt 6p: cAn truy6n dich.

QUA LIEU VA CACH XU',rrti

D(i liQu v€ qu6 li€u d ngudi cdn hgn cn6. giCu hiQn qu6

li6u hay g4p nh6t ld h4 huyi5t 6p vd nhip tim nhanh;

ciing c6 th6 g{p nhip tirn chdm do kich thich thAn kinh

phi5 v!.

flre

b6 thut5c d dudng ti6u h6a: Cdn nhic dtng than

tinh. N6u xdy ra triQu chung h4 huy6t ep, phii ti6n

c6c biQn ph6p di€u tri h6 trq nhu truy6n natri

clorid, dirng c6c thu6c cudng giao cim. Gi6m s6t bQnh

nh6n: Giiim s6t c6c dAu hiQu s6ng, chric ning th6n,

enzym gan.

phdn m6u kh6ng lopi bd dugc candesartan do li6n

N€tntriAu vdiprotein huy6t tuong (> 9O%).

,fu{nd : t thdng t,-: ndm20 / 2'Chi Minh,
KT.
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