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C Hysart-8mg

Composition:

Each film uncoated tablet contains:

Candesertan cilexetil 8 mg

Dosage, indications, contraindication,

administration & warning:

Refer to enclosed package insert.

Carefully read the sccompanying

instructions before use.

Storage: store below 30°C,

protect from moisture and light.
Manufactured by

STNRMDIC | ARORATORIES
106-107, HSIDC Industnal Estate, Sec-31
S Fandabad - 121 003, Haryana, INTHA.

Keep out of the reach of children, I
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HUONG DAN SU DUNG
“Thubc nay chi bin theo don ciia Bic s§.
Poc ky hwéng din sir dung truwéc khi dung.
Héi Bac sy hodc Dugc sy dé biét thém théng tin chi tiét”

HYSART-8mg

(Vién nén Candesartan cilexetil 8 mg)
PHAN LOAI PIEU TRI: thubc chéng tang huyét ap

THANH PHAN: mdi vién nén khong bao chira:

Hoat chit: candesartan cilexetil USP -------- 8 mg

Td dugc: lactose, tinh bot ngd, povidon (K-30), calci carboxy methyl cellulose (ECG 505), magnesi
stearat.

DANG BAO CHE: vién nén khong bao [e_/(é
DUQC LUC HQC: o

Candesartan phong bé su co mach cua angiotensin 1 bang cach phong bé chon lgc sy gan két cua
angiotensin II voi thy thé AT, trong nhleu mé nhu co tron mach mau va tuyén thugng than. Tac dung
cta thubc khong phu thudc vao s téng hop angiotensin II. Candesartan c6 ai luc v6i thu thé AT,
manh hon so v&i AT, (> 10.000 l4n). Vi Candesartan khong trc ché ACE kininase II nén khong anh
huodng tdi dap g cia bradykinin.

DUQC PONG HQC:

Trong qua trinh hép thu tir dudng rudt Candesartan cilexetil dugce thily phan nhanh chong va hoan toan
thanh Candesartan. Sau khi uéng, sinh kha dung tuyét ddi cia Candesartan cilexetil khoang 34-35%.

Dat nong d6 téi da trong huyet thanh sau khi uéng 3-4 gio. Thé tich phan bd: 0,13 L/kg Candesartan

gan két cao VOi protein huyét tuong (> 99%) va khong tham nhap vao té bao hong cAu. Candesartan
dugc bai xuét chi yéu qua phan va nude tiéu (theo dudng mat) dudi dang khong bi bién ddi. Thoi gian

ban thai cia Candesartan xap xi 9 gio.

Céac nghién ciru vé dugc dong hoc clia candesartan & nhimg nguoi trén 65 luon cho thay: nong do thida e
huyet twong cao hon khodng 50% va dién tich duéi dudng cong cao hon xap xi 80% so vdi ngudi tré :
tudi khi udng cung mot liéu luong Duogc dong hoc cla candesartan tuyen tinh véi tudi. O nhimg bénh

nhén cao tudi khi uén g mot 1an mdi ngay, candesartan va cac chét chuyén hoa déu khong bi tich liy.

Nhimng ngudi cao huyet ap bi suy than nang (dg thanh thai creatinin <30 mL/phit /1.73m?), sau khi
dung liéu nhéc lai, ndng d9 candesartan trong huyét thanh va dién tich dudi duong cong cao gip 2 lan

so véi nguﬂn ¢ chirc nang than binh thuong. Dugc ddng hoc cia candesartan & nhimg ngudi dang loc

mau ciing giong nhu truong hop suy thdn ning. Candesartan khong bi dao thai do loc mau. .
Tuy nhién, khong can phai thay déi lidu khoi diu cho bi suy gan, suy than nhe va ngudi cao tudi.

CHI PINH:
Candesartan dugc chi dinh diéu tr bénh tang huyét ap. Thudc c6 thé dung riéng hoac ding két hop véi
cac thube chong tang huyét ap khac.

CHONG CHi DINH:

Chéng chi dinh Candesartan cho nhimg bénh nhan mén cam v&i bét cir thanh phén nao cta thuéc.
Phu nir c6 thai, cac ba me dang cho con bu.

Tré em dudi 18 tudi do hiéu luc va do an toan cho tré em chua duge xac dinh.

LIEU DUNG VA CACH SU DUNG:

Liéu lugng phai xac dinh tiy theo timg ngudi. Candesartan c6 thé udng 1 —2 Ianfngay voi tong liéu tir
4 mg — 32 mg / ngay. Hau hét tac dung chong tang huyét ap dat dugc trong vong 2 tuén, huyét ap
giam tbi da trong khoang 4 - 6 tudn diéu trj bing Candesartan.

Khéng can thiét phai thay ddi liéu khoi diu cho bénh nhan cao tudi, nhitng ngudi bi suy than nhe hodc
suy gan nhe.




https://trungtamthuoc.com/

Dbi voi nhimg bénh nhan c6 kha nang mét qua nhiéu dich (nhu: nhimg ngudi dang diéu tri bang thubc
loi tidu, ddc biét nhitng ngudi bi suy chirc ndng than) phai khoi dau diéu tri voi lidu thip hon va c6 su
giam sat cua bac s¥.

Candesartan Cilexetil c6 thé uong trong hodc xa bita an. Néu khong kiém soéat dugc huyét ap vai riéng
Candesartan Cilexetil c6 thé két hop véi thude loi tiéu. ) )

Candesartan Cilexetil c6 thé ding két hop voi thudc chéng tang huyét ap khéc.

e

TAC DUNG KHONG MONG MUON: // TN
Candesartan thucmg duge dung nap tot Phan ng khﬁng mong muon thong thuorng Xay ra gom dau"‘ "Q
Gau chong mat, ud.u iung, nhiém khuan uuung no Ildp irén, viém hong, va viém mii. Nnlng phan ng
khong mong mudn khéc duge bdo cdo tuy hiém gdm: mét moi, phu ngoai bién, dau nguc, ho, viém’
xoang milii, budn nén, dau bung, hoa mit, non, dau khép, albumin niéu.

Bao cho bac sy trong trwong hop xdy ra bﬁt cit tac dung phu nao ¢6 lién quan dén sir dung thude

CANH BAO & THAN TRONG: '

C6 thé 1am ting nguy co tir vong cho bao thai va tré so sinh, Phai théan trong khi dung thudc nay cho
phu nir ¢6 thai [sir dung cho phu nir ¢6 thai phan loai C (quy dau tién), phén loai D (quy tht 2 va thua
3), va cac ba me dang cho con bu. Khi phat hién c6 thai phai ngn.mg ngay Candesartan

C6 thé xay ra hién tuf(;mg ha huyet 4p & nhimg bénh nhan bi mét nhiéu dich (vi du nhimg ngudi dang
didu tri bing céc thude loi tidu).

Than trong khi ding thudc cho nhitng bénh nhén bi suy than. Nhitng nghién ciru v6i cac thube trc ché
ACE ¢ nhimg bénh nhan bi tic nghén dong mach than mot hodc hai bén da béo céo: thubc co thé lam
tang ndng dd creatinin trong huyét thanh hodc nito trong mau (BUN), do d6 khéng nén sir dung lau dai
Candesartan cho nhém b¢nh nhén nay.

Khong théy tac dung gdy ung thu, gy dot bién gen va anh hudng tdi bao thai cua thude.

Tinh an toan va hiéu lyc cua thude voi tré em chura dugce xéac dinh.

THOI KY CO THAI VA CHO CON BU:

Thoi ky ¢o thai:

C6 thé 1am tang nguy co tir vong cho béo thai va tré so sinh, Phai than trong khi dung thudc nay cho
phu nif ¢6 thai [sir dung cho phu nit ¢6 thai phan loai C (quy dAu tién), phan loai D (quy thir 2 va thi
3). Khi dung Candesartan cho bénh nhén trong suot quy thir 2 va thir 3 cta thai ky, thudc tac dung truc
tiép vao hé thong renin angiotensin c6 thé gy ton thwong hodc thdm chi gdy tir vong cho bao thai
dang phat trién. Vi thé phai ngimg ngay viéc ding Candesartan khi phét hién ¢6 thai.

Cic ba me dang cho con bu:

Khéng 16 li¢u Candesartan ¢6 tiét qua sira ngudi hay khong nhung Candesartan c6 mét trong sira cua
chudt cong Vi nhitng phan mg c6 thé xay ra voi tré dang bu sira me, can quyet dinh hodc la ngimg »
dung thudc, hodc ngimg cho con bu tiy thude vao tim quan trong cia thudce déi voi nguoi me.

ANH HUONG TOI KHA NANG LAI XE VA VAN HANH MAY MOC: ‘
Vi Candesartan cilexetil c6 thé gay ha huyét 4p, chong mit do d6 bénh nhan cén than trong khi lai xe.
hodc van hanh méay moc.

TUONG TAC THUOC: ,-,'-/
Khéng ¢6 sy tuong téc thude dang ké nao dugce bio cdo trong nhitng nghién ciru khi cho nhimg nguoi

tinh nguyén khoe manh dung két hop Candesartan cilexetil voi cac thudc khéc nhu: glyburid,
nifedipin, digoxin, warfarin, hydrochlorothiazid va céc thubc tranh thai duong uong Khi ding dong

thoi v6i cac chat bd sung kali hodc chét thay thé mudi c6 chira Kali c6 thé lam tang nong d¢ kali trong

mau. Vi Candesartan khoéng bi chuyén héa bai hé thong cytochrom P450 va khong c6 tac dong 1én cac
enzym P450, nén khong c6 sy tuong tac thude do e ché hodc chuyén hoéa bi cac enzym dé.

QUA LIEU:

Triéu chimg qua liéu phd bién nhét Ia ha huyét ap, chong mit, va tim dép nhanh. Nhip tim chdm ciing
c6 thé xay ra do kich thich phé glao cam.

Trong truong hqp qua lidu, can tién hanh rira da day va gidm sat bénh nhan tai bénh vién nhiéu ngay.
Néu ha huyét ap phai diéu trj hd trg.

Thim tich mau khong loai bo Candesartan ra khoi co thé.




https!//trungtamthuoc.com/
TIEU CHUAN: nha san xuét
HAN DUNG: 36 thang tinh tir ngdy san xuat. ,
Khéng ding thudc qua han cho phép. /@
BAO QUAN: giir & nhiét do dudi 30°C. Tranh 4m va 4nh séng. o
PONG GOI: vi nhdm / nhom chira 10 vién; 01 vi trong mdt hop carton va t& hudng din sir dung.
PE THUOC XA TAM TAY TRE EM.

<qOM

Tén va dja chi Nha san xudt:

SYNMEDIC LABORATORIES

106 — 107, HSIDC, Industrial Estate, Sec-31, Faridabad — 121 003, Haryana, An Dj.
S6 dién thoai: +91-129-4104047

S6 fax: +91-129-4104048
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