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Thanh phin:

Méi vien nén khong bao chira:
Candesartan Cilexetil 4 mg

Chi dinh, cach ding, chéng chi dinh,

cac théng tin khac: xem hwéng din sl dung

Bao quan: Noi khé mat, tranh dnh séng.
Nhigt 95 dwod 30°C.
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Vién nén Candesartan Cilexetil
Candelong

Thanh phin:

Candelong-4: Mdi vién nén khong bao chira 4mg candesartan cilexetil.

Td dige: Low-Substituted hydroxypropyl cellulose, lactose, croscarmellose natri, talc,
magié stearat.

Candelong-8: Mdi vién nén khong bao chira 8mg candesartan cilexetil.

Ta duoc: Hydroxy propyl cellulose, lactose, primellose, talc, magié stearat, oxide sat do.

Tén khoa hoc: (+)-1-[[(cyclohexyloxy)carbonyl]oxy]ethyl2-ethoxy-1-[[2’-(1H-tetrazol-
5-yD)[1,1’-biphenyl]-4-yl]methyl]-111-benzimidazole-7-carboxylate.

Nhém dugc Iy - diéu tri: |
Thudc chong tang huyét ap (?/

Duge ly hoe:

Candesartan 1a thudc dbi khang chon loc & thu thé angiotensin II, thu¢c phan nhom AT;.

Co ché tdc dung: Angiotensin 11 dugc tao thanh tir angiotensin I qua phén rng xuc tac boi

enzym chuyén dang angiotensin (ACE, kininase 1I). Angiotensin II 1a chat co mach chinh -
cuia h€ renin - angiotensin, ma tac dung bao gdm co mach, kich thich tong hop va tiét ‘
aldosteron, kich thich tim va su téi hép thu natri & than. Candesartan (rc ché tic dung lam

co mach va lam tiét aldosteron cia angiotensin II do dbi khiang c6 chon loc vai
angiotensin II tai noi gin cua thu th& AT, ¢ nhiéu loai mé, nhu co tron mach mau va

tuyén thugng than. Do d6, tic dung cuia candesartan khong phu thude vao con dudng tong >
hop angiotensin II. Candesartan ¢6 &i luc véi thu thé AT, manh gip >10.000 lin so voi N
thu thé AT,.

Dwoc dong hoc:

Qua phan Ung thuy phan ¢ nhém chirc ester, Candesartan Cilexetil s& chuyén thanh
candesartan Khi hap thu & 6ng tiéu hoa. Ndng do dinh trong huyét thanh (C,,,) dat dugc
sau khi udng 3-4 gio. Thirc an nhiéu lipid khong anh huorng tdi1 kha dung sinh hoc cua
Candesartan. Candesartan dao thai chi yéu qua nudc tiéu va phan (qua mat) dudi dang
khong chuyen hoa. Chuyén ho4 yéu & gan qua phan ung O-deethyl hoa dé cho chat
chuyén hoa mat hoat tinh. Thoi gian bén thai cla candesartan khoang 9 gio. Sau khi udng
mdi ngdy mot lan va kéo dai, khong thdy c6 tich luy candesartan va cac chét chuyén hoa.

Chi dinh:
Ding Candesartan Cilexetil diéu trj ting huyét ap. C6 thé dung riéng ré hodc phdi hop
voi cac thude chdng tang huyét ap khéc.

Chéng chi dinh:
Ngudi qua man cam véi cac thanh phéan cia thudc.

Tac dung ngoai y/phan irng c6 hai :
Nhitng hi¢n tuong c6 hai gap voi Candesartan Cilexetil nhu sau:
— Toan than: mét moi, sot
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—  Hé thén kinh trung wong va ngoai bién: di cam, chong mat

— Hé tiéu hoa: kho tiéu, viém da day - rudt non ’

—  R&i loan tin sb va nhip tim: nhip tim nhanh, danh trong nguc

— R&i loan chuyén hoa va dinh dudng: ting creatin - phosphokinase (CPK), tdng
glucose mau, triglycerid méu, tdng acid uric mau.

— Hé co xuong: dau co

—  Réi loan chay mau déng méau: chiay mau cam

~  Réi loan tAm thén: lo Au, trAm cam, budn nga

—  Hé ho hép: kho th

- Davaphin phu cia da: phat ban, tang tiét md hoi
Réi loan hé tiét niéu : ddi ra mau

Nhung hién tuegng khac it gip hon gdm dau thit nguc, nhm mau co tim, phu mach.

*Théng bdo cho bdc sy nhitng tdc dung khong mong mudn gap phdi khi ding th udc.

Anh hwéng cia thudc dén kha ning lai xe va van hanh may méc: Do thude c6 thé gy
chong mdt, budn ngu nén can thén trong khi lai xe va van hanh méy méc sau khi dung

thudc. g\/
Than trong va canh bao:

Tdc dgng trén tim mach Thuoc c6 thé gay tut huyét ap. Nguy co niy sé& ting trén cac
bénh nhin mit nudc mét mu01, sir dung loi tiéu kéo dai, suy tim, thdm tich mau. Déi véi
bénh nhan suy tim, c6 thé cin giam tam thoi lidu lugng cta candesartan cilexetil hodc
thudc lgi tiéu, dong thoi cAn gidm sat chat ché huyét ap trong qua trinh tang liéu va dinh
ky sau do.

Cdc phan ttng man cam: Phan (ng kiéu phan vé va/hodc phit mach, di dugc bao cdo sau
khi str dung céc thudc d6i khang thu thé angiotensin II, trong do c6 candesartan. Vi vy,
candesartan khong khuyén céo sir dung cho céc bénh nhan co tién sur phu mach du cé :
hodc khéng ¢ lién quan véi vige sir dung cac thude trc ché ACE hay cac thube déi khang p—-
thu thé angiotensin II.

Tdc dong trén thdn: Do h¢ renin - angiotensin - aldosteron (RAA) c6 vai tro quan trong

trong duy tri ap luc lqc cAu thén, cac thudc tac dong 1én hé RAA (thudc wrc ché ACE, ?;f
thubc dbi khang thu thé cua angiotensin II - ké ca candesartan cilexetil) c6 nguy co anh
huong dén stre loc cAu than. Dic biét, trén cac benh nhan suy tim, qué trinh tuéi méau than D1/
da bi han ché, néu sir dung céac thuoc nay, co thé lam anh hudng rd rét dén chic ning
than (gay thiéu niéu, ting uré huyét tién trién, suy than, tham chi tr vong). Da ¢6 bdo cao ;'g{.
vé phan mg c6 hai (ADR) la ting creatinin huyét thanh, do d6 phai dung thudc trén bénh —

nhén suy tim dung candesartan cilexetil. Do d6, cin gidam sat chit ché creatinin huyét
thanh trong qua trinh tang liéu va dinh ky sau d6. Cac bénh nhan c6 hep dong mach than
hai bén, bénh nhan da cé suy than truéc d6, bénh nhin ding dong thai thude loi tiéu cling
1a nhirng trudng hop ting nguy co suy than khi sit dung cac thudc tac dong trén hé RAA.

Tdng kali huyét: Tang kali huyét c6 the xdy ra trén cac bénh nhan suy tim sung huyét str
dung candesartan cilexetil, dac biét néu dung phdi hop véi cac thubc trc ché ACE va/hoic

cac thude loi tiéu giam thai kali (nhu spironolacton). Can giam sat kali huyét thanh trong
qua trinh ting lidu va dinh ky sau do.

Than trong khi phai phiu thuét 16n, phai gdy mé c6 nguy co tut huyét ap.
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Twong tac thude:

Khoéng cé tuong tac c6 y nghia khi phdi hop thubc nay véi glyburide, nifedipine,
digoxin, warfarin, hydrochlorothiazid va thudc udng ngtra thai & ngudi tinh nguyén khoé
manh, vi Candersartan khong chuyén hod qua hé cytochrom Pyso va khong co tac dung
trén cac enzym P50 nén khong gip tuong tac gitra thudc nay véi cac thude ac ché enzym
P4s0 hodc vai cac thude chuyén hoa qua hé enzym nay.

Khi mang thai va thai ky cho con bi:

Tuyét doi khong dugc dung trong thai ky. Vi thube co thé gdy tac dung c¢6 hai cho tré bu
me, nén can quyet dinh hoic me ngimg cho bu hoic me ngimng thude, phai cin nhic lgi
ich cua thudc ddi vai me.

Liéu lrgng va cach dung:

Phai sir dung lidu tuy theo timg ca thé. Pap Gng cua huyet ap phu thude vao liéu lugng
trong pham vi 2-32mg. Liéu khoi ddu thuong dung 1a méi lan 16mg, moi ngay mot lan
khi dung Candesartan Cilexetil don doc & bénh nhan khong mét dich. C6 thé dung thube
nay mdi ngay 1 hodc 2 lan véi tdng liéu trong ngay la 8 mg téi 32mg. Liéu cao hon
khong mang lai tic dung manh hon. Tac dung lam ha huyet ap thuong dat dugc trong 2
tudn dung thubc va huyét 4p giam manh nhét sau 4-6 tudn didu tri. W/

Qua lidu, triéu chimg va thube gidi dgc:

Biéu hién hay gdp khi dung qua liu thudc nay 1a ha huyét ap, choéng mét, nhip tim
nhanh. C thé giip nhip tim cham do kich thich phé giao cam. Khi qua liéu cén co6 bién
phap diéu trj ning d.

Bao quin: Bao quan noi kho mat, tranh dnh sang. Nhiét d6 dudi 30°C.

Tudi tho: 36 thang ké tr ngay séan XUAt.
* Khong dwoc ding thuoc quad han sir dung

Trinh bay: Hop 10 vi x 10 vién

* Doc ky hudng dan str dung trucée khi ding. Néu can théng tin xin héi y kién bdc sp.
* Thuéc nay chi dugc bdn theo don ciia thay thubc.
* Dé xa tdm tay tré em.

San xuit b&i: M/s. Micro Labs Limited
92, Sipcot, Hosur - 635 126, Tamil Nadu, India
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