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Candesartan STADA

THANH PHAN
M&i vign nén Candesartan STADA 8 mg chirm,
Candesartan clexelil 8 mg
Té durgre vira A 1 vién
M&i vign nén Candesartan STADA 16 mg chirs;
Cand clexetil 16 mg
Té dugre vira di 1 vién

(Té dwge: Hydroxypropyl celluibse-L, laclose y
natr, oxyd 53t 33, magnesi stearat)

MO TA
Candesartan STADA 8 mg: Vién nén tron, mau héng, hai mat khum, mdt mat khdc vach,
MmO mat khéc 56 8"
Candesartan STADA 16 mg: Vién nén trdn, mau héng, hai mat khum, mot méat khic vach,
mdt mat khvdc sé 16"

DUQC LYC HQC

~ Angiotensin |l dugc hinh thanh tr angiotensin | qua phan ong xuc tac bdi men chuyén

gi in (ACE, kini 1) Angi in |l & tac nhan chinh lam tng ap lyc mau cia

hé théing renin-angiotensin co tic dung co mach, kich thich si tng hop va phéng thich
akdasteron, kich thich tim va sy i hp thu natri & than. Candesaran irc ché tac dyng co
mach va tiét aldosteron cia angiotensin Il bing cach oc ché chon loc sy gan két cia
angiotensin Il vao thy thé AT, tin nhidu Ibai md nhir co tron cda mach, tuyén thugng
than. Vi véy e ding cia nd dgc 1Bp v con dudng tng hep angiotensin I,

- Ngodi ra con thily thy thé AT, & nhidu md nhurng chua bidt AT, cd lién quan dén sy dibu
héa tm mach hay khong. Candesartan co ai lyc vai thy thé AT, manh hon nhibu (>
10.000 #in) 50 vii thy thé AT,. .

- Vilc chgn h théng rerin-angiotensin bing cac chdt i ché men chuydn, Gc ché sy ting
herp angiotensin Il tir angiotensin |, dugc tng dung rdng rdi trong diu tr tng huyét &p.
Céc chat rc ché men chuyén cling (e ché sy thoai hda cia bradykinin, mdt phdn tng
dugre xic tac bdi ACE. Vi candesartan khdng (rc ché ACE (kininase 1), nén khang anh
huréng dén bradykinin, Chira bidt sy khac bigt ndy ¢ ign quan dén higu qua 1Am sang
kndng. Candersartan khdng gén két hodc chen cac thy thd ndi tidt ¥ khitc hose cac kénh
onda dugce bidl la quan trong trong vide dibu hoa tim mach.

= Vigc chgn thy thé angiotensin Il da trc ché sy didu hda ngugc &m tinh cla angiotensin Il
trén sy bai 6ét renin, nhung két qua cda sy tang hoat tinh renin trong huydt trong va
n'n:ra;dql tudn hoan cla angiotensin Il khong Bm mét di tac dung cla candesartan trén
huyét ap.

DUQC BQNG HOC
Candesartan cilexetil & mdt tidn duge dang ester duge thiy phan trong qua trinh hip thu
tr dudmg tiéu héa thanh dgng candesatan hoat tinh. Sinh khd dyng tuyét ddi cia
candesarian khodng 14% sau khi udng va ndng 89 dinh rong huyét trong dat duge
khodng 3-4 gity. Candesartan gdn két voi protein huydt wong hon 99%. Thude dugc thai
trir chi yéu qua nuwoe idu va mit dudi dang khong ddi va mdt phin nhd & dang chuyén
héa khdng cd hogt tinh. Theéri gian ban thai cudi cung khodng @ git. Candesartan khéng
durgre bogi triy qua thém tach mau.

CHIDINH
Tang huydt 4p
Candesartan dugc chi dinh dibu tr ting huyét 4p. Thudc co thé duge ding don i hodc
két hop véi cac thude tr tng huyét ap khac.

Suy tim

Candesartan dwge chi dinh ddu tq suy tim (39 IV theo NYHA) tén bénh nhan i loan
ke m thu tm thét trai (phan ap s 40%) dé lam gidm i vong do tim mach va gidm nhap
vién do suy tm. Thubc duge phéi hop véri ACE: Khi bénh nhan cén diu tri phdi hop va
khding dung nap véi thudc ddi khang this thd minerakoco dicoid,

LIEU LUG'NG VA CACH DUNG
Candesartan STADA dugr ding béng dudrng ubng.

Téng huyétap
Mg im

= Libu khéi G8u thuong ding cla candesartan cilkexetil & 8-16 mg x 1 Bingay. Libu ding
duge dibu chinh tiy vao dap ing cda bénh nhan, Lidu duy tri thwong ding |3 8 mg x 1
Bringdy nhwrng oo thé dén 32 mgingdy dung 1 Bin hodic 2 ldn. Libu khdi d4u thép hon nén
xem it & bgnh nhan gidm thé tich ndi mach; Bu khdi ddu 4 mg x 1 ningdy. Tac dyng
chding tang huyét ap bdt ddu xudt hign khodng 2 git sau khi ding va hibu qud thi da dat
durge trong vong khodng 4 win bdt dAu dibu t.

= Bénh nhén suy gan: Libu khdd diud mg x 1 %nﬂrl;ay durge khuyén céo che bénh nhan suy
gan nhe dén trung binh (khuyén céo sir dyng dang baa ché thich hop khic).

~  Bgnh nhén suy thin: Liku khéi ddu 4 mg x 1 Biningay, kb ca béah nhdn ¢ thém thch méu.
Tré em 6-18 fudi

- Cén ngng dudi 50 kg: Lidu khdi ddu 4 mg x 1 Bnv ngdy (ding lidu thép hon & binh nhan
giém thé tich ni mach). didu chinh libu tiy theo dap ng; Wi da 8 mg x 1 B! ngay.

= Cénngng tr 50 kg 10 0. Lidu khéri dAu 4 mg x 1 By ngdy (dung lidu thép han & bénh nhan
gidm thé tich ndi mach). didu chinh liéu thy theo dap trng; B da 16 mg x 1 B ngay.

Suy tim
Libu khéri dhu thudmg ding cda candesartan 1 4 mg x 1 Bn/ngay. Gap i kbu ding trng dot
cach nhau khing dudi 2 tusin dén By 32 mg x 1 iningdy ndu dung nap.

CHONG CHIBNH

- Bénh nhan qua mén v candesartan cilexetil

- Phy nir od thai trong 3 théng gilva va 3 thang ¢

- Suy gan ngng vaMosc ir mat.

- Ding ébng ther candesantan cilexetil voi cac thudc chia aliskiren & oénh nhdin dai théo
durérng hodc suy thin (GFR < 60 miphat! 73 m?),

- Trdemdudi1 tdi,

THAN TRONG

= Bgnh nhln wii M renin-angiciensin hoat hda, nhw bénh rhdn gidm dung tich dén gidl (vi dy
nhur dang didu i vii thuc ki tdu). tnéu chirng ha huyét 4p co thé xdy ra. Nhivng trudng
berp ndty nén duge didu chinh tnréc khiding candesaran, hay vigc didu tr nén bdt dAu dutn
sy gidm saty ¥ chatché.

- Bénh nhan suy tim ding candesaran thudng gép ha huyét p. O nhirng bénh nhan ob tndu
chirng ha huyét ap cln gidm by candesartan tam tha, hosc gidm ibu thudc ki tiéu hodc
gim ca hai va bd sung thé tich twén hodn. Nén theo dai huydp ap trong khi Bing 1u va theo
a8 dinh ky sau dd.

~  Cée phén irng mén cdm nhur cac phdn (rng phén v vadhodc phi mach 44 dugre bao cao khi
sir dyng céc thubc adi khang thy thé angioinsin Il bao ghm car

- Tang kal huyét o8 thd sy ra & nhirng bnh nhdn bi suy tm sung huyét ding candesartan,
dgc bigt & nhirng ngudi ding ddng thor vir thude e clgnCE vahode thude ki #u gitr kal
(nhwr spimnalacton). N&n theo di kali huyét thanh trong khi tang by va theo ddi Jinh ky sau
da.

, tinh bt ngd, croscarmelose

bt ky thanh phin n4o cia thube,
i thai ky.

-~ Gibng nhe céc thudc o ché ACE, sir dung ddng théi céc th

- Phduthuatigay mé: Ha huyét 4p co thé xdy ra & nhirng bénh nhén dang i quas dai phiu va

gy mi ma dang ding thudc e ché thy thé angioensin Il, bao gdm candesartan, co thé
khéng quan tmng bng vigc chen hé thiing renin-angictersin. Hém khi xdy ra ha huybt 4
néing B4i hoi phii tng thé fich vahosc tang &p kee mach mau,

- Anh huwéng trn than: Vi hé thdng renin-angiotensin-aldosteron gop phén dang ké tong vies
duy tri sy ke chu thin & bnh nhan suy tim sung huyét cd sy Wi mau than bi tn thwong
nghiém tng, chirc ndng than od thé J(ZI.I di nhidu (nhu thibu nigu, nite huyét tién tién, suy
thén, tr vong) & nhirng bénh nhan nay khi diéu tr bing mat thudc e ché ACE hodc mdt
thudc khang thy thé angiotensin Il (nhr candesartan cilexetil). Tang creatinin huyét thanh
din dén ngirng thudc oo thé xdy ra & nhing benh nhdn bi suy tim sung huyét ding
candesartan. Creatinin huyét thanh chin dwge theo doi khi tang liBu va dinh ky sau do. Hep
ddng mach thin, suy than trde do va didu td ddng théi cing thulc ki tiéu cing B nhivng
yéu 1 nguy co gy suy thdn khi ding céc !nﬁc rc ché hé théng renin-angiotensin-
akosteron, Mac di cac béo cao nhan dugc cho dén nay Wn quan d&n nhirng bénh nhin
durge didu tri bAng thude oe ché ACE, nhwng tac dyng bat igi nay co thé xdy ra di v cac
ai thude co hoat tinh duge I teong by (nhe thube khang thy thé angiotersin 1) khi duge
diing mdt cAch uong t.

TUONG TAC THUOC

— S0 dyng ddng thoi vai cac thubc koi thu tid kigm kah, ché phém bd sung kall, cac chit
thay thé mubi chira kali, hodc cac thudc khéc (nhu heparin) cd thé m tang rdng 44 kah.
Cén theo d5i ndng 69 kali thich hop.

~ Tang thugn nghich ndng a9 ithi huyét thanh va déc tinh teng dugc bao cao khi dng

ddng thiri lithi voi cac thubc e ché ACE. Tac dyng twong ty ob thé xdy ra véi cac thude
khang thy thé angiotensin Il. Khéng nén két hep candesartan vai lithi. Néu cén thiét phai
két hop, nén theo ddi cdn than ndng A ithi trong huyét thanh.

- Khi cac thube khang thy thé angiotensin Il dugc ding ddng thévi vii cac thube khang viem
khéng steroid (NSAIDs) [nhu cac thude Ge ché chon loc COX-2, acid acetylsalicybc (> 3
glngdy) va cde NSAID khdng chon loc], cé thé gidm hidu qua chéng tang huyét ap.

c khang thy thé
angiotensin Il va cac NSAID c6 thé gay tang nguy co suy yéu chirc ndng than, co thé bao
om suy than cép, va tang kali huyét thanh, dac bigt & nhirng bénh nhan ct chic nang
than suy yéu tir tredrc. Thén trong khi ding két horp, dac bigt & ngudi cao tudi, Bénh nhan
cdn duge bo nude ddy 0 va theo dai chirc nang than sau khi bt diu dibu 17 Sdng Ihi,
va dinh ky sau dé,

PHY NI’ CO THAI VA CHO CON BU
Phy nir cé thal
Thudc tac ddng tnrc tidp Bn hé renin-angiotensin, ding thubc cho phy nir cd thai trang 3
théng gilra va 3 thang cudi thai ky cd thé gy tn thuong va tham chi géy b vang thai nhi
dang phat trién, Khi phat hién cb thai, ngurng sir dyng thudc cang som cang it
Phy nir cho con bu
Chua bidt candesartan cé bai tiét qua sira mg hay khing, nhung candesanan duge tigt
qua slra cla chudt Vi khd ndng gy tac dung phy cho Iré ba sia me, nén quyét dinh
ngwng cha con b hay ngung ding thudc sau khi can nhéc tm quan trong cla thudc dbi
wiri ngurri mg,

ANH HUO'NG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Chura b nghién ciru vé dnh huding cia thude trén khé nang Iai xe va van hanh may moc.
Tuy nhién cén chd ¥ rdng tigu chirng chodng vang hodc mét mai thinh thodng co thé xay
ra trong qué trinh didu tj bdng candesartan.

TAC DUNG KHONG MONG MUON
Thuemy gdp

- Nhim trang: Nhigm triang dudng hd hép.

- H@ thdn kinh: Chodng vang/ ching mat, nhirc diu (khi didu 1rj tang huyét 4p).

—  Chuydn hoa va dinh dudng: Tang kal huyét (khi diéu tr suy fim),

- Mach; Ha huydt ép.

— Than va tiét nifu; Suy than, bao gdm suy thdn & bénh nhén nhay cam (khi didu w suy
tim}.

RAt hiém gap

~  Méu va bach huy#t: Gidm bach chu, gidm bach céu trung tinh va mét bach cAu hat.

- Chuyén héa v dinh dudmg: Tang kal huyé ha natn huybt (ke didu t ting huyét 4p)

—  Hg thin kinh: Choding véng, nhirc d4u (khi didu tr suy tim).

- HB hip, ngye vé trung thit: Ho,

- Tiu hoa: Bubn non.

- Gan-mit: Tang men gan, chirc néing gan bt thudng hodc viém gan.

- Dava md dudi da: Phi mach, phat ban, ndi mé day, ngira.

— Co xuong va md lién két: Bau lueng, dau khirp, dau co.

- r‘l;:iégl ;é }h'él nigu: Suy thén, bao gdm suy thin & bénh nhdn nhay cam (kki digu tn tang

yelap)

QUA LIEU VA XU TRI
Trigu chirng
Trigu chirng qua libu thueng gap nhdt B ha huyét ap, choang vang va nhip tim nhanh;
tiép dén nhip tim chdm co thé xdy ra do kich thich than kinh ¢4i giao cdm (than kinh phé
vil.

Xir tri
Néu ha huyét 4p tigu chirng xdy ra, cén tidn hanh cac bign phap didu ti b8 . Khang
thé koai trir candesartan béng thim tach mau.

BAD QUAN
Trong bao bi ki, noi khd. Nhigt 9 khong qua 30°C.

HAN DUNG
24 thang ké tir ngay san xudtL

DONG GOI
Wi 10 vién. Hop 3 vi.

TEU CHUAN AP DUNG: Tiéu chudn nha sdn xudt.

THUOC NAY CHIDUNG THEOQ BON CUA BAC ST

Dé xa tdm tay tré em
Khéng ding thubc qua thed han sir dyng
Boc kj hudmg din sir dung trwrde khi dang
Néu cdn thém théng tin, xin héi y kién bac sT
Théng bdo cho bic sinhikng tdc dung khéng mong mudn
gép phai khi sie dung thuée

Ngédy duyét nGi dung toa: 25/04/2016

Nha sdn xudt: ;
Céng ty TNHH LD STADA-VIET NAM

S K631, Butmy Nouydn Thi S, Ap My Hoa 2,
X4 Xuan Thén Béng, Huygn Hoc Man,
Tp. HA Chi Minh, Vst Nam,
DT (+84.8) 37181154-37182141 - Fax: (+84,8) 37182140
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