IR BAK 8 bunc

& THUOC KE DON
VIEN NEN

- ACANTAN 8
- ACANTAN16

DE XA TAM TAY TRE EM
DOC KY HIPONG DAN SU DUNG
TRU'OC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI
Y KIEN BAC ST HOAC DUQC ST
KHONG DUNG THUOC QUA HAN SUF
DUNG GHI TREN NHAN
i THUOC NAY CHI DUNG THEO BON THUOC

THANH PHAN: Vién nén ACANTAN c6 2 loai
ham lurgng:
i
‘ } Thanh phédn cho 1 vién } ACANTAN 8 IACANTAN 16—]
: ~ Hoat chét:
esartan cilexetil 8 mg 16 mg
: Viira da 1 vién
sulfat, Lactose monohydrate, Oxyd sét

| anhydrous, Microcrystallin cellulose,
tri croscarmellose, Magnesi stearat).

- lll theo phan loai
Il - 1l & bénh nhan
thu thét trai (phan
m ttr vong do tim
nam vién do suy
c ¢ ché ACE &
thube e ché ACE
nh nhan khéng

€nh va phai

thude Ioi tiéu tiét ki

suy than hodc giam thé tich ngi mach 4 4 mamgery,

Lidu duy tri: Trong khi didu chinh libu, né,

huyét dp gidm dat yéu c8u thi gang 18U duy 1

co thé 8 — 32 mg/ngay Wy ca thé, dung 1 13,
hodc chia 2 lAn/ngay.

Suy tim:

Lidu khéi dAu: 4 mg x 1 lAa/ngay. cor $au ma|

hai tuan néu khong d4p (rng c6 thé tang liBu g4p
déi dén t6i da 32 mg/ngay néu bénh nhan dung
nap dugc. Can gidm sat chat ché huyét ap cla
b&nh nhan trong qué trinh tang liéu.

Cach dung: Candesartan cilexetil dugc dung
duong udng, co thé udng luc déi hoac no.

CHONG CHI BINH:

Qua man voi candesartan cilexetil hodc bat ky
thanh phan nao cta thude.,

Phu ni¥ ¢ thai va cho con bi.

Suy gan nang va/hoac & mat.

Suy tim ¢6 kali huyédt > 5 mmolllit, creatinine
huyét > 265 micromolfiit (> 30 mg/lit) hoac hé sé
thanh thai creatinine < 30 mi/phdt (tinh theo
cdng thirc Cockeroft).

CANH BAO VA THAN TRONG ki p(NG THUGG:
Tac dong trén tim mach: Thudc ¢4 thé qay tyt
huyét ap. Nguy co nay 8 ting (g cac benh
nhan mat nudre mat mudi, sty dung \gi tidu kéo
dai, suy tim, tham téch mau. Béi ve b, nhan
suy fim, c6 thé can gIdm tam tha iy fygng cia
candesartan cilexetil hoac thuéc (g tidu, ddng
thei can giam sat chat ché huyét 3 trong qué
trinh tang liéu va dinh ky sau do.
Céc phan ung mén cdm: Phan ng kidu phan vé
va/hogc pht mach da duoc bao cio say khi sir
dung cac thube déi khang thy thé angiotensin I,
trong do6 c6 candesartan. V) vay, candesartan
khéng khuyén cao st dung cho c4c bénh nhan
c6 tién str phi mach du c6 hose khang c6 lién
quan v&i viéc sir dung cac thude (rc ché ACE
hay cac thude déi khang thu thé angiotensin |1,
Tac ddng trén than: Do hé renin-angiotensin-
aldosterone (RAA) cé vai tro quan trong trong
duy tri &p lirc loe cau than, cac thube tac dong
18n hé RAA (thubc trc ché ACE, thubc déi khang
thu thé clia angiotensin Il - k& c& candesartan
cilexetil) co nguy co anh hudng dén strec Ioc cau
than. Dac biét, trén cac bénh nhan suy tim, qua
trinh twéi mau than da bj han ché, néu str dung
cac thube nay cé thé anh hwéng rg rét dén chic
nang than (gay thidy nieu, tang uré huyét tién
trién, suy than, tham chi e vong). Pa co bao
cdo vé phan ting cé hai (ADR) |3 tang creatinine
huyét thanh trén bénh nhan suy tim dung
candesartan cilexetil. po d6, cAn giam sat chat
ché creatinine huyét thanp Mtron, iy trinh t&ng
lidu va dinh ky sau de, Céc bé?\hq:paqén b hep
déng mach than hai bén, banh nhan aa co suy
than truére do, bénh nhan diing dbng theyi thude |01
tiéu ctng la nhiing trudmg hop tng nguy co suy
théin khi diing cac thudc tac aang tran hé RAA.
Tang kali huyét: Tang Kali huyét co tna xay ra
trén céc bénh nhan suy tim sung huyét scr dund
candesartan cilexetil, d8c bigt néu dang phoi
hep véi cac thube (e ché ACE va/hoac cAc
m Kkali (nhw spironolactone

nh tro

lactose Nhing bénh nhan es van ad di truyén

:l:;:] gg?‘ khong dung nap galactose, cac bé&nh
i N trang thibu lactase hodc kém hap
9lucose-galactose khéng nen ding thube nag <

S DUYNG 1w
CTho Con atgoe CHO PHU T C6 AL yA

Phu ni¥ c6 thai:
Dur\g cac thube tac don

g truc tiép lén he théng
ba thang gitra va ba
qéy anh hudng, tham
ré so sinh. Céc thude

thang cudi thai ky o6 thé
chi' gay chét thai nh va ¢
i e P
khi sir dung trong tl)a'théim il nghle_m .
) fung 9 d3u thai ky. Chua
lh:?y tai lblen khi ding candesartan trong ba
thang dau thai ky, nhung cin phai ngirng
candesartan cang sém cang tét sau khi phat
hién c6 thai. Sau khi candesartan dugc phép
Iy hanh trén thj triedng, da co ca bdo cao vé
dgc tinh trén thai nhi va tré so sinh khi nguoi me
dung thuée nay trong thai ky.
Theo phan loai clia FDA, candesartan cilexetil xép
nhom C (3 thang du thai ky) va nhém D (3 thang
gitra va 3 thang cuéi thai ky)
Phu ni¥ cho con bui:
Chura co dir liéu vé sy bai xuét clia candesartan
vao slra me. Do tiém tang nguy co ¢ hai cho
tré nhé dang b me, phai quyét dinh ngirng cho
con bu ho#c ngirng thude.

ANH HUONG CUA THUOC LEN KHA NANG
LAI XE, VAN HANH MAY MOC:

O ligu diéu tri thudc khdng anh hudng dén kha
nang lai xe va van hanh may méc.

TUONG TAC, TWONG KY CUA THUOG:

Twong tac thubc:

- Lithi: Candesartan lam tang néng da cta lithi

trong huyét thanh. Can giam sat chat ché néng
d6 cua lithi khi ding dong thoi hai thudc.

- Chua thay tuong tac cé y nghia gita
candesartan v&i cac thuéc tim mach nhw
digoxin, enalapril, nifedipine; v&i cac thude
chéng déng mau nhu warfarin; véi thudc chéng
tang glucose huyét nhw glyburide; véi cac thube
tranh thai dwong udng; véi cac thube eam tng
hodc trc ché hé enzyme cytochrome P450.
Twong ky:
Do khéng o céc nghién ctru vé tinh tueng ky
ctia thube, khéng tron Ian thubc ndy voi cac

thudc khac.

TAC DUNG KHONG MONG MUON CUA

THUOC (ADR): .
pidu trj tang huyét ap: ADR thuong nhe, nhét

thevi va twong dwong Vai nhém cht‘fng (fj‘fmg gia
duogc placebo). Tan suat ADR khang l:en qu?n
dén tudi va lidu. Ty 1& phal ngiing thudc (2,4%)
twong ty nhur nhom ding gia duoc (2.6%).
Thuéng gap. 1/100 < ADR < 1/10;'

- Tang creatinine va tang uré huyet.

- Téng kali huyét.

- Giam huyét ap. .
Hidm gdp, 1/10.000 < ADR < 1/1.000:

Mau: Giam bach cau, gidm bach cau da nhan
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- Da: Phi mach, phat ban, man ngua
- Co xuong: Bau co, khop,
- Thin: Suy than
Hurong din xir trl ADR:
- DO vol ddu W \ang huybt ap, che ADR
hurdmg ohe, W hét, Néu phi mach ndng gay
cAn rd dudmg hd hap, chn dung

corticosteroid, khang histamine

adenaling

D8I v Aidu 1y suy tim, odn o thadk

Ha huydt ap. Chn ruydn dich
THONG BAO NGAY CNO BAC s/ HOAC
OUOT ST NHUONG PHAN UNG CO MHAI GAp
PHAI KNI SU DUNG THUOC

QUA LIEU VA CACH XU TRI:
DO hdu v qua idu & ngudi con han ché. Bidy
oD Qua héu hay gdp nhét 1a ha huyét ap va
e b nhanh, cung co thé gap nhip tim chém
o kich thich thén kinh phé v
« Logd DS hude & duong tidu héa: Can nhéde
dang than hoat tinh
- Néu xdly ra tridu chung ha huyét ap, phai tién
{1 dnnh cac bI8n phap didu trj hd tro phu truydn
natn clorid 0.9%. 10- 20 mi/kg, ding dopamine,
I @pinephrine. Giam sat cac diy hiéu séng, chirc
7 )g thén, enzyme gan cia bénh nhan,
= Thdm phan mau khong thai loai durgre candesartan
thudc lién ket nhiéu voi protein huyét turong

L oo

C BAC TINH DUPQC LY:

e Iwc hoc:

Whom duoc ly: Thudc doi khang thy thd
hgiotesin || (ARBs)

ATC: CO9CAD6

desartan cilexetil la mét tién duorc (pro-drug),

B ubng dugc thily phan & dudng tidu héa thanh

chuyén hoa co hoat tinh I3 candesartan,

Indesartan gan chon loc va tranh chap voi

gotensin Il vao thy thé AT1 & cac mé nhu cor

l8ch mau va tuyén thuong than, nén (rc ché

faco mach va tiét aldosterone cla

D do lam gian mach va giam tiét

tac dung nay khéng phy
duong cua téng hop

tic dung vc ché
n (ACE: angiotensin
e x(c tac cho qua
h angiotensin 11
in. Vi vay thubc

ang dbi voi
m lam sang co
V& céc thube e
N & nhom ding
ing khéng mong

Khong tng huydt ap trex lal nang hon khi n
thubde. Thube thutmg bt ddu 1he dung Ifong
vong 2 giv. Khi dung lidn e, huydt dp giam 14,
Ao \humg My trong vong 4 1uln Candesartan
dung ver lidu didu 11 1AM gidm dang ké alburnin
U & ngut dal thao Autrng tuyp 1l kb thee
Wang huydt ap ad albumin nigu vi liegng
Candesanan cing lam QAM  proteln néu &
nguet €O banh han do eae NQUYBT nihvdn
DOV g NG PUySL Ap 66 Al thag ¢
tayp 1 duge didu i 12 Whn vér by B - 14 my
khong thdy tac dond 400 glucose Huyt nege
fipid huyét i

. Suy tim: Bidu trl bang candesartan g larm

gung

K iéhe
Tirérngy

nqual cao wébi. Cande
hoéa khéng hoat tinh khén

thanh knj dang lidy 1 lan/ngay, |
nady. Khong cdn dide ey,

Suy than, ¢y ngprerl
nding a9 candasarts
(&5

Sau kbl ubng ntvide s ALje

sanan va chdt chuyén
9 Heh 1y trong huyés
30 lai nhidy
Hiévs A tién

[ang huyét 4p co suy thdn

¥ trong huydt hank tng

v4 ndng 4o

gidm ty 18 tor vong 9o tim maeh vy phéi nAm
vién do suy llm‘d' NAYO! c6 suy that traj. | @i fch
nay chwa thdy & NAUYi banh cq phan suét tbng
may con duy trl (> 40% "ghién ety CHARM -
duy tri). Tac dungd hGu ich cia ca
V6i ty 16 tr vong t‘io tim mach va phai nhap vién
do suy tim da ‘hG‘V & moi Ita tug;, gléi tinh va
tinh chatdieu tri két hop, Tuy nhién, két qua cac
nghién ctru NAY chigs thé 4p d

Ndesartan Abi

ung cho loai suy

Airih thteg khodieg obt dei ty QA sy thde
(Wsamts ik crmatieine « 4, o)1 7% m
N PN el s e e, - ¢
» Fo sty
Coandasartar, K LR, ey, Pl e
NN s, Kririg ebe dhibeg -3 s bt Sy
Suy tim kém Biry thier: Al e — "
; ) Feres Bae
thir tiy 14 369, A OS5 80 WA e -’
’ 5 e perray
va vua. Nong a4 14 88 60 Fawy e,
£0, A n 2
15% vi 65% g6 VO Sy WA e o4+, e
Uy gan: Suy gan nhie va 53 Gipcyr
ngudi khde say ki ubng 1 b BN 1% e
Candesartan. AUC W@ng 3% & reusen f 'm’.

nhe va 14504 & ngudh
da tang 56% & QU suy gan ahe va 7% &
NQUdi suy gan vira

Suy tim: Dugc

SUY Gan wra N Q55 A

‘ PN Sk e S
tim 46 IV :hec') Phan logi NYHA do ty Ié nghién tw nhuw & nq.mfgz ::)r; ‘?r r:-'v]'-a; ;l R
clru con qua it (3%, 1
Duoc dgng hoc: QUY CACH BONG GOI:
Hép thy:
- Sau khj Udng, cangesartan cilexetil dugrc thay [
PRAR Ngay & chd jien két ester trong qué trinh ACANTAN 8 ACANTAN
hée thu W dueng tiey hea aé chuyén thanh | T T .
ehatco hoat tinn la candesartan. Sinh khadyng | HOp 3 VI x 10 vién % ,
fyét ddi cia candesartan khoang 40% khi |, 19030 vix 10 vién BN opeg
ding candesartan cilexetil duei dang dung dich ; -
Véi khoang 149, khi dung dwéi dang vién nén BAO QUAN:
Nong‘ do dinh trong huyét twong dat duoc sau Noi khé rdo, nhiét d& khéng qu C h
khi udng vién nén tie 3. 4 gid. Véi lieu didu tri, anh sang
nong do candesartan trong huyét twong tang
tuyén tinh véi lidu dung. Khéng cé sir khac biét HAN DUNG:

ve dugc dong hoc gitra hai gidi tinh. Sinh kha
dung cua candesartan khéng bj anh hudng cé
y nghia béi thirc 4n,
Phén bé;
- Candesartan lién két véi protein huyét tu‘ong‘d
ty 1& rat cao (trén 99%), Thé tich phan b biéu
kién cla candesartan 14 0,13 Jib’kg Candesartan
khéng phan bb vao trang héng cau. Nghién clu
trén chuét cho thay thuéc rat it di qua hang rao
mau nao nhung qua duge nhau thai va phan bé
vao thai.
Thai trir: 3 ;
- Candesartan duwoc thai trir chil yéu duéi dang
khong déi qua than va mat, chi mdt phan nhé
qua gan tao thanh chét chuyén hoa bat hoat.
Thoi gian ban thal pha cuéi cia candesanan
khoang 9 gid. i &
- Khéng c6 hién turgng tich 1y sau khi dung da
ST, | tha han ti huyét teong clia
liéu. £6 thanh thai toan p! 2
/ 3 khoa 37 mliphutkg, trong do
candesartan la khoang 0.3 L
do thanh thél than khodng 0,19 mi/phitky.
Candesarign, ‘lé] tru’ qua lhén theo Cé ha‘ co

ché loc @ pﬁu.lhéh va bai tiét tich cyc & ong

. Sau khi ubng candesartan cilexetil danh
:&? *%?iy%?e;u'ong nuéc tidu va phan twang
(rng khoang 59% va 36%. & at-c
Dol twong dac bigt: .

]

36 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS

¢ ’ £ o . h m
3145&?5&0,%5.%8]9%0"\%*‘

Tré em duodi 18 tubi; Chua m».qéﬂén (:m.rzt.a :
Nguei cao tudi (trén 66 1udi): ang da n:‘andasahcm
trong huyét tuong & nguoi cao tudi cao a

nguai tré tubi khi ding lieu gibng nhau (ndng

AM AN THIEN

San xudt tai nha ma

CONG TY CO PHAN DUQC PHA ki

L6 C16, Dudong S0 9 KChreE’ ”%. ac
Huyén Nha Be, TP H& Chi Min

d6 dinh cao hon khoang 50% va .AUC cao rlo'n
khodng 80% so vOi nguoi tré tubi). Dtrqc dong
clia candesartan dién bién tuyen tinh

0
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