TO HUONG DAN SU DUNG THUOC
Vién nén bao phim SARTAN

X Thude bén theo dom
Dé xa tiim tay ciia tré em
Dyc k§ lneing dén sir dung triede kivi ding
Théng bdo ngay cho bdc i iiodc diege st nhitng tic dung khéng mong mudn gap phii khi sie dung thude

4. HUONG DAN SUDUNG THUOC CHO NGUO
BENH

THANH PHAN, HAM LU’QNG CUA THUOC
Candesartan cilexetil... - .32 mg
T4 duge viradi,,. e . | vién
(Lactose momhydr o, m:rrf Iaw;-a' s«ﬂﬁat, natri
docusat, hydroxypropylceliulose, sdt oxyd d6, tinh
bt bién tinh, calci carboxymethylcellulose, magnesi
stearat, silic dioxyd keo, hypromellose 6cps,
pelyetiylen glycol 6000, talc, tiran dioxyd)

MO TA SAN PHAM

Vién nén dai, bao phim mau hdng, hai mat khum, mt
mit tron, m$t mit ¢ vach ngang, canh va thinh vién
lanh ljn.

QUY CACH DPONG GOI: Hyp 3 vi = 10 vién.

THUOC DUNG CHO BENH Gi

SARTAN ding dé
- Didu trj tang huyét 4p & ngudi lon.

- Diéu trj ting huyét dp & tré em tir 6 dén dudi 18
tudi.

- Didu trj suy tim vA suy gidm chirc ning tim thu thit
trai & ngudi Iém khong dung nap thubc Gc ché
enzym chuyén angiotensin hay didu trj bd sung cho
chét irc ché enzym chuyén angiotensin & ngudi bénh
suy tim c6 tri¢u chimg khi cdc chit déi khing thu
thé mineralocorticoid khdng dung ngp.

NEN DUNG THUOC NAY NHU THE NAO VA

LIEU LUQNG

Céch ding:

Diing duémg ubng. Thube ¢ thé ubng ciing véi bira &n

hodc cach xa bita an. Thubc nén duge udng clng thoi

diém giira cic ngdy.

Thubc phii duge ding ding theo huéng din cia bic

sT.

Liéu hegng:

- Didu trj ting huyét dp:

Negudi Ion; Lidu tdi da 1d 32 mg/ngdy (ding 1-2 1n).

Khi biit diu sir dung, 6 thé béc sT s& sir dung liéu thip,

sau 6 méi ting din lidu véi cdc ché phim cé ham

lugmg phi hop.
' i; Vién SARTAN khong phii hop

cho tré em dudi 6 wi.

Tré em tir 6 tudi tedr 80 Lidu khéi ddu duge bic s

ditu chinh dya theo cin njng cta wé. Lidu théng
thudng cé thé lén dén 16 - 32 mgrngay.
- Didu trj suy tim:

Liéu 16i da 12 32 mg/ngay. Khi bit dlu sir dung, 6 thé
béc si sé sir dung lidu thip, sau 46 méi tang din lidu
véi cdc ché phim c6 him lugng phi hop.

KHI NAO KHONG NEN DUNG THUOC NAY

- Ngudi bénh qus min voi candesartan cilexetil hodc
céc thinh phin khic cia thude.

- Ngudi b§nh dang c6 thai & quy thir 2 va 3.

Tré em dudi | wbi.

- Ngudi binh suy gan ning vivholic ir mft

Ngudi bénh ddi thio dudng dang duge didu tr bing

aliskiren

Ngudi bénh suy tim ¢6 kali huyét > 5 mmol/lit,

creatinin huyét > 265 micromollit (> 30 mg/lit)

hojc bé¢ sb thanh thai creatinin < 30 mUphat.

TAC DYNG KHONG MONG MUON (ADR)
SARTAN cé thé gy ra mdt sb tic dyng khéng mong
Iﬂll&'ﬂ sau:

- Ha huyés dp: thudmg xdy ra khi dang ding thube lgi
tidu, dang thyc hign ché d§ n it mubdi, dang thim
phin méu, dang bj mit nuée (ndn hay tidu chiy) hay
dang mic bénh tim. Ha huyét &p cling xdy ra khi
agudi bénh vira trdi qua philu thujt hay bj gy mé,
gy té.

- Lam thin suy yéu ddi voi nguii bénh bi suy thin
hay suy tim.

- Céc phin ing di img: bidu hi¢n & cdc triu chimg
nhu sung m3t, mbi, ludi hay ¢b hong; phit ban; ndi
mé day vi ngia. >

Céc tac dung khong mong mubn thudmg gip nhét:

- Dau lung

- Chong mat

= Céc tri¢u chimg cda b{nh c¢dm cim (viém dudng hd
hiip trén)

= Dau hong

- Ngat mii, viém mdi

Cic tac dyng khong mong mubn duge phin theo tén

sudt gip, duge md 14 dudi ddy

- Riit thudmg gdp (ADR > 1/10)

- Thudmg gdp (17100 < ADR < 1/10)

- [t gap (1/1.000 < ADR < 1/100)

= Hiém gap (1/10.000 < ADR < 1/1,000)

- Rét hiém gip (ADR < 1/10.000)

- Khong rd tin suft

Déi véi chi dinh ting huyét dp

Thiedng glp
Nhiém khuin va nhiém ky sinh triing: nhiém khudn ho
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/ lyétdp giam chua dat yéu chu va bénh nhan vin

"“ . “és‘}nap duge thudc thi ting lidu thém 8 mg/ngdy cho
%?‘Emmm khi huyét 4p gidm dat yéu ciu hojic ¢én lidu 1éi da

v6i bénh nhin suy tim, c6 thé cdn gidm m thoi lidu
legng ca candesartan cilexetil hojic thude Igi tidu, ddng
thei cln gidm sit chiit ch huyét &p trong qua trinh ting

32 mg/ngdy (ding 1 - 2 I4n). Khong ding liéu lén hon
P 32 mg/ngay vi lidu cao hon khong lam ting thc dyng.
Néu lidu 32 mg/ngdy viin khdng c6 tic dung thi didu
tri phéi hop hoic thay thube khéc. O lidu ¢6 tic dyng,
huyfl:;lp thudng gidm sau 2 tudn va gidm i da sau 4
~ 6 tulin.

mach;: Lidu duy trl 13 8 - 32 mg/ngdy tdy cd thé, ding
1 14n hojic chia 2 1An mdi ngdy. Khi cin lidu khoi ddu
thip (2 ~ 8 mg), nén ding ché phim c6 ham lugng phi
hop.

v em dudi | b, i bc 40 loc chy thin nhd
hom 30 mVphit/1,.73 m’: Khéng ké don SARTAN cho
@bi twgng ndy vi chura duge nghién ciru,

Tré_em tir | dén dudi 6 wéi: Vién SARTAN khong

phi hop cho tré tir 1 dén 6 wdi,

Dudi 50 kg, lidu thong thudmg 14 2 - 16 mg/ngdy, liéu

khéi ddu kKhuyén cdo 1d 4 - 8 mg/ngdy (nén diing dang

ché phdm cd ham legng phit hgp).

Tir 50 kg trdr 1€n, lidu thong thudng 1A 4 - 32 mg/ngdy,

lidu khéi ddu khuyén cdo 12 8 — 16 mg/ngdy (nén dimg

dang ché phdm c6 ham hegng phis hgp).

Liéu trén 0,4 mg/kg (46i voi tré tir 1 ¢én dudi 6 wdi)

hay trén 32 mg (d6i v0i tré tir 6 dén dudi 17 wbi) chua

duge nghién ciru.

O liéu ¢6 tée dung, huyét &p thudng gidm sau 2 win

v gim ti da sau 4 - 6 tudn.

Diéu trf suy tim

Lidu khéi ddu thudmg 13 4 mg, 1 liningdy (nén ding

dang ché phém cé ham lugmg phit hop). Ck sau mi 2

twin néu kKhong ddp img c6 thé wing lidu glp 4di dén

tdi da 32 mg/ngdy néu bénh nhin dung nap duge. Cln

gidm sét chit ch® huyét dp cia binh nhin trong qué

trinh ting liéu.

CHONG CHI DINH

- Ngudi bénh qué min v6i candesartan cilexetil hode
céc thanh phin khic cla thube.

- Ngudi bénh dang cb thai & quy thir 2 va 3.

- Tré em dudi 1 wdi.

- Ngudi b{nh suy gan ning vishojc & mt

- Ngubi bénh d4i théo dudmg darg duge diéu trj bing
aliskiren

- Ngudi bénh suy tim c6 kali huyét > 5 mmollit,
creatinin huyét > 265 micromol/lit (> 30 mg/lit)
holc hé s& thanh thai creatinin < 30 mU/phit.

CANH BAO VA THAN TRONG KHI SU DUNG

Cic tink trgng cdn thin trong khi ding thube

Tdc dgng trén tim mach: C6 thé gy it huyét dp. Nguy

co nidy s& tang trén céc bénh nhin mit nuée mit mudi,

sir dyng lgi tidu kéo dii, suy tim, thim tich méu. DSi

liéu va dinh ky sau 6.

Cdc phan img qud mdn: Phan img kiéu phin vé vivhoac
phit mach, da dugc bio cdo sau khi sir dung céc thube
déi khing thy thé angiotensin I, wong d6 ¢
candesartan. Vi vy, candesartan khdng khuyén cdo sir
dyng cho cic bénh nhin ¢6 tién sir phi mach di ¢6 hoje
khong 6 lién quan véi viéc sir dung cic thube e ché
ACE hay cdc thudc déi khdng thy thé angiotensin I,

Téc djng trén thin: Do h§ renin - angiotensin -
aldosteron (RAA) ¢6 vai trd quan trong trong duy tri dp
Iyc lge cdu thiin, cdc thube tic ddng lén hi RAA (thude
{rc ché ACE, thudc ¢di khing thy thé cda angiotensin 11
- ké ¢i candesartan cilexetil) ¢6 nguy co dnh hudng dén
sire loe cdu thin. Dac biét trén céc bénh nhin suy tim,
quéd trinh twedi mdu thin 44 bj han ché, néu sir dyng céc
thubc ndy, c6 thé 1am dnh hudng rd rét dén chire ning
thiin (gdy thiéu nifu, ting uré huyét tién trién, suy thin,
thim chi tir vong). DA 6 bdo cdo vé phin img cb hpi
(ADR) li tang creatinin huyét thanh trén bénh nhin suy
tim diing candesartan cilexetil. Do d6 cin gidm sdt chit
che creatinin huyét thanh trong qué trinh ting litu va
dinh k¥ sau d6. Céc bénh nhin cé hep ddng mach thin
hai bén, bénh nhin c6 suy thin trudc d6, bénh nhin
diing ddng thdi thubc lgi tiéu ciing 1A nhimg trudng hop
ting nguy co suy thiin khi sir dung céc thubc tic dong
Ién h§ RAA.

Tang kali huyér: Tang kali huyét 6 thé xiy ra trén che
bénh nhin suy tim sung huyét sir dung candesartan
cilexetil, djc biét néu ding phdi hp véi céc thube e
ché ACE vihojc céc thube lgi tiéu gidm thai kali (nhu
spironolacton). Cdn gidm sdt kali huyét thanh trong qud
trinh ting lidu va dinh ky sau dé.

Thin trong khi phai phiu thufit 16m, phai gdy mé vi co
nguy ¢o tyt huyét &p.

Két hgp véi thube tec ché ACE trong diu tri suy tim:
Nguy co xdy ra tic dyng phy nhu ha huyét ép, tang
kali mdu, gidm chirc ning thin c6 thé ting Ién khi
dang két hop ndy. Khong khuyén cdo ding két hop
thubc itc ché ACE, thubc ic ché thy thé
mineralocorticoid va candesartan cilexetil. Khi sir
dung két hop ndy phii theo ddi chjt ché chirc niing
thin, di¢n gidi va huyét dp.

Khdng nén ding két hop thube e ché ACE va thube
dbi khing thy thé angiotensin Il & ngudi bénh thin dai
thdo dudmg.

Lpe méu: Trong qué trinh loc mau, huyét &p ¢6 thé dic
biét nhay cim i véi viéc chen thy thé AT, do gidm
thé tich huyét trong va hogt héa hi RAA. Vi viiy, nén
didu chinh lidu cin thin va theo ddi chiit ché khi ding
candesartan & ngudi bénh dang loc méu.

Hep dgng mach thin: Cic thube tic ddng trén hé
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/& Khuyén céo ding SARTAN cho phy ni dang |  B. HUONG DAN SUDUNG THUGC CHO CAN BO
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hg. 45 on bit. Bdc sT s& chuyén sang thuc khic antodn | ¥ T
m.;mlm dic bigt 1a di voi tré sinh non va tré so sinh.

KHI NAO CAN THAM VAN BAC Si, bugc si
Ngudi bénh siz dung thubc khic khi dang didu trj voi
SARTAN.
Phy nit mang thai hodic ¢ ké hogch mang thai,
Phy nir cho con ba.
Ngudi bénh cb cic tri¢u chimg cia ha huyét 4p nhu
:héng mat, ngdt xiu.
Ngudi bénh xufit hién cdc tri¢u chimg cda phin (g dj
img (xem phin Tée dyng khéng mong mubn)
Néu cin thém théng tin
xin héi y kién bic sT hode dege .

HAN DUNG CUA THUOC:
36 théng ké tir ngdy san xult

SAN XUAT TAL:

il v ] 8 Pt vl e
“ONG TY CO PHAN DUQC PHAM SAVI
(SaWipharm J.5.C)
b Z.01-02-03a khu Cong nghi¢p trong khu Ché xuft
Fin Thudin, phudng Tén Thujn Ddng, quin 7, thinh
»hé H Chi Minh.
Dién thogi: (84.28) 37700142-143-144
*ax: (84.28) 37700145

NGAY XEM XET SUA POI, CAP NHAT LAI
NOI DUNG HUONG DAN SU DUNG THUOC:

DUQC LYC HQC

Mia ATC: CO9CA06

Loai thude: Chét ddi khing thy thé angiotensin 1
Candesartan cilexetil 12 mdt tién dugc (pro-drug), khi
ubng duge thiy phin ¢ dudng tidu hoa thinh chit
chuyén héa ¢6 hogt tinh 1A candesartan, Candesartan gin
chon lgc v tranh chip v6i angiotensin 11 vio thy thé
AT, & cic md nhir co tron mach mau va twyén thugng
thiin, nén trc ché tic dung co mach va tié aldosteron cia
angiotensin 1, do 46 lam gi%n mach va gidm tiét
aldosteron. Candesartan khing ¢ tic dung éc ché
enzym chuyén angiotensin (ACE:  Angiotensin
converting enzym), vi viy khong inh huéng dén dip
{mg d6i khing v6i bradykinin, Candesartan khong gin
hojic phong bé céc thy thé hormon va céc kénh ion khic
gilr m{t vai trd quan trong trong didu hda tim mach.

O ngudi ting huyét dp, candesartan lam gidm huyét dp
kéo dai va khong lm ting tin sb tim do phan xg. Téc
dyng gidm huyét 4p cia thude phy thude vio liéu ding,
nhung tdc dung khdng ting khi udng t4i liéu 16
mg/lin/ngdy. Thubc khdng lam ha huyét dp khi ding
lidu diu tién vi khong lam ting huyét dp trd i ning
hon khi ngimg thudc. Thudc thudmg bit diu ¢ tic dung
trong vong 2 giv sau khi udng thube. Khi diing lién tyc,
huyét 4p gidm t6i da trong vong 4 tudn.
Candesartan ding véi lidu didu tri lam gidm ding ké
albumin ni¢u & ngudi dai thio dudmg typ Il kém theo
ting huyét &p c6 albumin ni¢u vi lugng. Candesartan
¢ling ldm gidm protein ni¢u & ngudi cb bénh thin do cic
nguyén nhin khic.

Suy tim: Didu trj bing candesartan d3 lam gidm ty 1§ tir
vong do tim mach v phii ndm vign do suy tim & ngudi
6 suy thit trdi. Loi ich ndy chua thily & ngudi binh c6
phin sult thng miu con duy trl (> 40% nghién clu
CHARM - duy tri). Téc dyng hitu ich cda candesartan
abi voi 1y 1¢ vir vong do tim mach v phdi nhip vién do
suy tim d thiy & moi lira wdi, gidi tinh va tinh chit
didu trj két hop. Tuy nhién, két qua cic nghién cin ndy
chua thé dp dung cho logi suy tim ¢ IV theo phin logi
cta Hoi Tim mach New York (NYHA: New York Heart
Association) do ty § nghién ciru con qud it (3%).
DUQC PONG HOC

Hdp thu: Sau khi ubng, candesartan cilexetil duge
thiy phin ngay lién két ester trong qué trinh hip thu
dudng tiéu héa dé chuyén thinh chit c6 hogt tinh b
candesartan. Sinh kha dyng tuyét ddi ciia candesartan
khodng 14% dudi dang vién nén, Ndng ¢ dinh trong
huyét tuong dat duge sau khi udng vién nén tir 3 - 4
gid. Voi lidu didu trj, ndng 49 candesartan trong huyét
tuong ting tuyén tinh véi lidu ding. Khong c6 sy khic
biét vé duge ding hoc gitra hai givi. Sinh kha dung



