COZAAR 100mg

=3l &,

lﬂ Thudc ké don

... COZAAR®

“ (losartan potassium 100 mg)

Box of 3 blisters x 10 film-coated tablets .
For Oral Use

1. Thanh phan hoat chat:

2. Thudc nay la thudc gi
Chat d6i khang thy thé angiotensin II.
3.  Chidinh diéu tri:
Tang huyét 4p cho ngudi 16n va tré em trén 6 tudi.
Diéu tri bénh than & ngudi 16n o ting huyét ap kém dai thao dudng typ 2 va
protein niéu > 0,5 g/ngay.
Diéu tri suy tim trén bénh nhan nguoi 1on that bai diéu tri vi thude e ché
enzym chuyén hodc chéng chi dinh dung thudc trc ché enzym chuyén.
Bénh nhan nén c6 phan sudt téng mau that trai < 40%, 6n dinh vé mat 1am
sang va dang trong ché do diéu trj suy tim.
Giam nguy co dot quy ¢ ngudi 16n co ting huyét ap va suy that trai dugc ghi
lai trén dién tam do.
4. Liéu diing va cach ding:
-Céach dung: dung dudng udng.
-Liéu dung:

+Diéu tri tang huyét ap



Losartan dugc sir dung trong quan ly bénh ting huyét ap, dic biét trén bénh
nhan xuat hién ho sau khi dung thudc tc ché ACE. Liéu dung tiy thudc ting
ngudi bénh va phai diéu chinh theo dap g huyét ap.
Nguoi 16n: Liéu khoi dau cta losartan thudng ding cho ngudi 16n 1a 50 mg mbi
ngdy. Lidu c6 thé tang 1én dén 100 mg néu can thiét dé kiém soat huyét ap. Co
thé dung liéu khoi dau thip hon 25 mg mdi ngay cho nguoi bénh c¢6 kha ning
mat dich trong 1ong mach nhu trong trudng hop dung thube loi tiéu.
Tré em: Khong nén dung cho tré dudi 6 tudi hodc tré em co6 muc loc cau than
dudi 30 ml/phat/1,73 m2. Liéu khoi dau 0,7 mg/kg/lan/ ngdy, licu tdi da 50
mg/ngay.
+Piéu tri ting huyét ap trén bénh nhéan c6 phi dai thét trai
Liéu khoi dau thong thuong 13 50 mg mdi ngay. Néu khong dap Gng diéu tri,
nén bod sung thém hydroclorothiazid 12,5 mg mdi ngay va/ hoic ting lidu
losartan 1én 100 mg mdi ngay sau khi di tang li¢u hydroclorothiazid 1én 25 mg
mdi ngay.
+Diéu tri suy tim
Liéu khoi dau thong thuong 13 12,5 mg mdi ngdy. Liéu luong nén dugc diéu
chinh mdi tuan (vi du 12,5 mg mdi ngay, 25 mg mdi ngay, 50 mg mdi ngay, 100
mg mdi ngay cho dén t6i da 150 mg mdi ngay).
+Piéu tri bénh than do dai thao duong
Liéu khoi dau thong thuong 1a 50 mg mdi ngay. Liéu c6 thé ting 1én dén 100
mg néu can thiét dé kiém soat huyét ap.
-Pbi tuong dic biét
Suy gan: Nén si dung liéu losartan 13 25 mg mdi ngay. Thudc chua duoc
nghién ctru trén bénh nhan suy gan nang.
Suy than: Khong can diéu chinh liéu khoi dau.
Giam thé tich mau: Nén st dung liéu khoi dau 25 mg mdi ngay.
Nguoi gia: Nén st dung lidu khoi ddu 25 mg mdi ngay véi bénh nhan trén 75
tudi. Khong can diéu chinh liéu ¢ nguoi gia.
Chong chi dinh:
Qu4a man véi losartan.
Mang thai 3 thang giira va 3 thang cubi thai ky.
Suy gan nang.
Phoi hop losartan véi cac san pham chua aliskiren 14 chong chi dinh trén
bénh nhan bi dai thdo duong hodc suy than (muc loc cau than < 60
ml/phut/1,73 m2).



6. Tac dung khong mong mudn
-Thuong gap
Huyét hoc: thiéu mau.
Than kinh: chong mat. Tai: mat thing bang.
Mach: ha huyét ap.
Than va tiét niéu: suy giam chirc ning than, suy than.
Toan than: suy nhugc, mét moi.
Chuyén hoa: ting kali huyét, ting uré huyét, ting creatinin huyét, ha Glucose
huyét.
7. Twong tac thudce
Cac thudc diéu tri taing huyét ap khac (nhu thudc chéng tram cam 3 vong,
thudc chéng loan than, Baclofen va amifostin): Khi phdi hop véi losartan c6
thé 1am ting nguy co tut huyét ap.
Céc tac nhan 1am ting ndéng d6 kali huyét (ché pham chira kali, thudc loi
tiéu giit kali hodc cac thubc khac): Khi phdi hop voi losartan s& lam ting
nong do6 kali huyét. Bénh nhan can duoc theo ddi nong do kali huyét va co
bién phap diéu chinh kip thoi.
Lithi: khi phdi hop véi cac thude chen thu thé angiotensin II nhu losartan s&
lam tang ndng do lithi trong mau va tang doc tinh cia lithi. Can kiém soat
ndng d¢ lithi khi str dung phdi hop nay.
NSAIDs bao gdém thudc e ché chon loc COX-2: Trén bénh nhan ngudi gia,
giam thé tich hodc ton thuong chirc ning than, néu phdi hop NSAIDs véi
cac thudc tc ché thu thé angiotensin nhu losartan c6 thé dan dén suy giam
tram trong chirc ning than, bao gém suy than cap. Cac tac dung nay thudng
¢ hdi phuc.C?ln kiém soat chit ché& chuc nang than dinh ky trén bénh nhan
¢ phdi hop nay.
Céc thude e ché hé renin-angiotensin khac bao gém thudc chen thyu thé
angiotensin khac, thudc wrc ché enzym chuyén hodc aliskiren: Khi phéi hop
v6i losartan sé 1am ting nguy co ha huyét ap, ngat, ting kali huyét va thay
d6i chtrc ning than bao gém suy thin cip so v6i viéc dung don tri liéu. Can
theo ddi chat ché huyét 4p, chic ning than va ndng do cac ion trong mau
trén bénh nhan co su phdi hop nay.
Khong phdi hop aliskiren vi losartan trén bénh nhan dai thio duong. Tranh
st dung aliskiren voi losartan trén bénh nhan suy than (GFR < 60 ml/phut)
8. Duwoc dong hoc:
-Nguoi binh thuong



+Hap thu

Sau khi udng, losartan hap thu tot va chuyén hoa lan dau qua gan nho céc
enzym cytochrom P450 (CYP2C9 va CYP3A4). Sinh kha dung cua losartan
xap xi 33%.

+Phan bd

Ca losartan va chat chuyén hoa cé hoat tinh E-3174 déu lién két nhiéu voi
protein  huyét twong (> 99%), chu yéu 1a Albumin. Thé tich phan bd cua losartan
khoang 34 lit.

+Chuyén hoa

Losartan duoc chuyén hoa thanh chat chuyén hoa acid carboxylic c6 hoat tinh
E-3174 (EXP-3174) cung véi cac chat chuyén hoa khong co hoat tinh khac.
Nong d6 dinh trung binh cuta losartan dat trong vong 1 gio, ciia chat chuyén héa
c6 hoat tinh dat trong vong 3 - 4 gio. Khoang 14% liéu losartan duong uéng
hoac duong tinh mach duoc chuyén thanh chat chuyén hoa c6 hoat tinh,

+Thai trir

Nira doi thai trir cua losartan khoang 2 gid va cua chat chuyén héa E-3174
khoang 6 - 9 gio. P9 thanh thai toan phan trong huyét twong cua losartan 1a
khoang 600 ml/phut va cua chat chuyén héa co hoat tinh 1a 50 ml/phat; do
thanh thai cua chung ¢ than tuong tng khoang 75 ml/phut va 26 ml/phut. Khi
dung duong udng, khoang 4% liéu dung duogc thai trir nguyén dang qua nudc
tiéu va khoang 6% liéu dung thai trir qua nudc tiéu dudi dang cac chat chuyén
hoa c6 hoat tinh. Theo dudng udng, losartan thai trir 35% qua dudng nudc tiéu
va khoang 60% qua phan.

-Quan thé dic biét

+ Nguoi gia

Nong d6 losartan va chat chuyén héa chinh khong thay d6i dang ké.

+Gioi tinh

Nong do losartan huyét thanh cao hon hai lan ¢ nit gidi nhung ndng do chat
chuyén hoa khong khéc biét gilta nam va nir gidi.

+Suy gan

O ngudi xo gan nhe va vira, ndng do losartan va chat chuyén héa ting cao
tuong tng 5 va 1,7 1an so v6i & nam gidi khoe manh.

+Suy than

Nong d¢ losartan khong thay doi ¢ bénh nhan c6 muc loc cAu than 16n hon 10

ml/phat. AUC cua losartan cao hon 2 1an & bénh nhan loc mau, nhung néng do



chat chuyén hoa khong thay doi. Losartan va chéat chuyén hoa c6 thé bi thai trir
qua loc mau.

+Tré em:

Thong s6 duoc dong hoc cua losartan tuwong tu nhau sau khi uéng O tré so sinh
va tré méi biét di, tré miu gido, tré tudi di hoc va thanh thiéu nién. Cac thong s6

dugc dong hoc cua chat chuyén héa khac nhau & mot murc d¢ 16n hon gitra cac

nhom do tuoi.
Tai

liéu tham khdo:
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