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Rx Thuéc nay chi dung theo don thudc

Lostad T50

1 Tén thuéc
Lostad T50

2. Cac déu higu lwu y va khuy&n céo khi dung thudc
DE xa tam tay tré em
Boc ky huéng dan sir dung trrére khi ding

3.

Thanh phan c6ng thirc thude
Thanh phan hoat ché&t:
Losartan potassium ...
Thanh phan ta duore:
Lactose monohydrat, tinh by
silica khan, magnesi steara
4. Dang bao ché
Vign nén bao phim.
Vién nén trdn, bao phim mau trén
mat.
Vién cé thé bé dbi.
5. Chidinh
Losartan durgc ding d& digu tri:
- T.:ng’huyéz 4p, dac biét & bénh nhan bi ho khi dung thudc e ché enzym
Chuyen angiotensin va lam giam nquy co dot quy & b a i
tam théat trai. . Sy Pk
Bénh than & nhitng bénh nhan bi déi thdo duong (creatinin huyét thanh
trong khoang 1,3 - 3,0 mg/dl & bénh nhan < 60 kg va 1,5 - 3,0 mg/dl & nam
9i0i > 60 kg va protein niéu).

Thubc ciing dugc ding rong tredng hop suy tim va nhdi mau co tim,
6.  Cach dung, lidu dung

Lostad TS0 duoc ding bing dudng udng.
Tang huyét 4p:
- Nguoi ién:
+ Ligu thung ding 50 mg x 1 lan/n
100 mg x 1 lan/ngay hoac chia |

Ot tign hd hoa, microcrystallin cellulose, colloidal
t, opadry trng, sap carnauba,

g, hai mat khum, c6 khic chir thap & ca hai

gay. NEu can thiét, c6 theé tang lidu dén

am 2 lan/ngay. Tac dung ha huyét ap t6i
da dat duoc sau khi bat dau digu tri khoang 3 - 6 tuan.

+ Litu khoi dau 25 mgx 1 lan/ngay duwgc ding cho bénh nhan giam thé tich
dich ndi mach. Ligu nay cling thich hop cho bénh nhan bi suy gan ho#c
suy than.

- Tré em: Tir 6 tudi tr& 1én bi téng huyét 4p dung lidu khéi dau 0,7 mg/kg x 1
lan/ngay, t6i da 50 mg, didu chinh ligu thy theo mirc dd dap ung: lidu cao
hon 1,4 mg/kg hoic 100 mg/ngay chira dugce nghién ciru.

Bénh than & bénh nhan d4i thdo duwong tuyp 2:
Lidu kh&i dau 50 mg x 1 lan/ngay, tang litu dén 100 mg x 1 lan/ngay tay
thudc vao dap (rng trén huyét ap.

7. Chéng chi dinh

Bénh nhan quéa mén véi losartan potassium hodc bét cir thanh phan nao ciia
thude.

8. Canh bao va than trong khi ding thuéc
Than trong sir dung losartan & bénh nhan hep dong mach than.
Losartan duoc bai tiét trong nuérc ti€u va trong 8ng mat, vi vay nén giam ligu
@ bénh nhan suy than va nén can nhic diing cho bénh nhan suy gan.
Bénh nhan giam thé tich dich ndi mach (vi du ngurdi dung thudc 1gi tiéu lidu
€ao) c6 thé xay ra ha huyét ap; nén didu chinh tinh trang giam thé tich dich
ndi mach trirére khi dung thudc, hoic dung ligu khéi dau thap.
Do c6 thé xay ra tang kali mau, nén theo ddi ndng do kali huyét thanh dac
biét & nguoi cao tudi, bénh nhan suy than, va nén tranh sir dung dbng thi
vOi cac thube lgi ti€u gitr kali.
Lostad T50 c6 chira lactose. Khong nén ding thubc nay cho bénh nhan c6
cac van dé vé di truyén hiém gap khong dung nap galactose, thiéu hyt
enzym lactase toan phan hay kém hép thu glucose-galactose.
9. S dung thuéc cho phu n(r c6 thai va cho con b
Phy nir c6 thai
Khi str dung trong quy hai va quy ba ctia thai ky, cac thudc c6 tac dung truF
tiép trén hé thdng renin-angiotensin cé thé gay thwrong t6n, thadm chi gay tl"
vong cho thai nhi dang phét trién. Ngung dung losartan cang sém cang tét
khi phat hién cé thai.
Phu n& cho con bud : ) .
Do khé nang tac dung c6 hai cho tré dang bd me nén can phai quyét dqr‘\h
xem nén ngtrng cho bu hodc ngtrng thudc, tuy thude vao tam quan trong clia
thubc doi vai ngudi me.
Anh hwémg cua thubc Ién kha ning l4i xe, van hanh méy n}Oc
Chura c6 nghién ctru vé cac phan (rng trén kha nang lai xe va van hanh méy
moc. Tuy nhién, khi lai xe hay van hanh may méc phai cha y _ehéng njat va
bubn ngll déi khi c6 thé xay ra khi diéu trj tdng huyét ap, dac biét khi bat dau
diéu tri ho&c khi tang liéu.

11. Twong tac, twong I;y cua thubc
tac cua thubc

- ;m%ac nghién ciru VB trong tac thude, khong thy c6 sy trong ‘\ig g:rﬁl;‘c

dong dang ké gitra Ioslartan v6i hydroclorothiazid, digoxin, ;
imetidi henobarbital. .
" f{:ﬁ:g'ﬁﬁgx tac nhan cam 6l’Jtr:g ::Ruk"én héa thudc, lam giam ndng do
chét chuyén héa c6 hoat tinh. _ .
= ?liigigzﬁ, mot tac xhan rc cr&é ng{i ZC?{ lam giam ndng do chat chuyén
t tinh va lam t&ng ndng osartan. P

= g?gnzor?t?ﬁ cac thube chengangio(ensin 1] ‘hoac tac .dung trong ty néu st
dung ddng thdi véi thubce Igi tiéu gitr kali (nhur spironolacton, (r!amtetr‘gn.
amilorid), v&i thuGe b8 sung kali, hoéachvbihcéc chét thay thé mudi cé chira
kali thi c6 thé dan dén tang kali huyét thanh.

- Ciing nhur cAc thudc tri tAng huyét 4p khac, hiéu qua chéng tang huyét ap
clia losartan c6 thé bj gidm di khi str dung thudc indomethacin, mét thudc

khang viém khang steroid.

Tuwong ky cta thubc

Do khﬁr‘g ¢6 céc nghién ciru v@ tinh trong ky ctia thudc, khéng tron 1an

thudc nay véi cAc thudc khac.

Tac dung khéng mong muén cua thuéc

Téc dung khong mong mudn ciia losartan thuéng nhe va thodng qua bao

gom chéng mat, nhirc dau, ha huyét ap thé dirng lién quan déq lidu QUng.

Ha huyét 4p c6 thé xay ra, d4c biét & bénh nhan gidm thé tich dich ndi mach

(vi du & ngurdi diing thudc i tidu ligu cao).

Hiém gép suy chirc nang than, phat ban, may day, ngra, pht mach va ting

chi s6 enzym gan.

Tang kali huyét, dau co, va dau khép.

Losartan it gy ho hon c4c thudc e ché enzym chuyén angiotensin khac.

Céc tac dyng khdng mong mudn khac: Réi loan dudng hé hap, dau lung, rdi

loan tiéu h6a, mét méi va giam bach cau trung tinh,

Hi€m gap hdi ching ly gii co van.

13. Qua ligu va cach xur tri

— D@ ligu qua lidu & ngurdi con han ché. Bidu hién hay 0ap nhat ctia qua lidu
1a ha huyét 4p va nhip tim nhanh: nhip tim cham ciing c6 thé xay ra do kich
thich than kinh phé giao cam (than kinh phé vi).

- NEu ha huyét ap triéu chirng xay ra, can tién hanh cAc bién phap didu tri hd

trg. Khdng thé loai bd losartan hodc chat chuy&n héa cé hoat tinh bing thdm
phan mau.

14.  Pic tinh dwece lwe hoe
Nhom dwoc ly: Cac chat ddi khang angiotensin Il, don chat.
Mé&ATC: CO9CAD1.,
Losartan va chét chuy&n héa chinh c6 hoat tinh ng&n chan tac ddng gay co

mach va gay tiét aldosteron clia angiotensin Il bang céach trc ché c6 chon loc
sy gan két angiotensin Il vao thy thé AT1 c6 trong nhigu ma (vi dy: co tron
 mach mau, tuyén thuong than).

Chat chuyén héa c6 hoat tinh manh hon losartan tir 10 dén 40 Ian tinh theo
t;:)ng lugng va 1a mdt chit ke ché khong canh tranh, thuan nghich cua thy
thé AT1.

ca llosanan va chét chuyén héa co6 hoat tinh déu khéng &rc ché ACE
(kinma;g Il, enzym chuyé&n angiotensin | thanh angiotensin 1l va phan hay
bradykinin), ching cting khong gan k&t hay ngan chan cac thy thé clia cac

hormon khac hay céc kénh ion cé vai tré quan trong trong viéc digu hoa hé
tim mach.

15.  Béc tinh dwoc dong hoc '
Losattan dugc hép thu dé dang qua dudng tiéu héa sau khi uéng nhung bj
chuyén héa dang k& qua gan 1&n dau din dén sinh kha dung toan than chi
khoang 33%. Thudc dugc chuyén héa tha

nh chét chuyén héa c6 hoat tinh
thudc dan xuat acid carboxylic 1a E-3174 (EXP-3174), chét nay c6 hoat tinh

duoc ly manh hon losartan; mot s chat chuyén héa khéng c6 hoat tinh
cling dugc tao thanh, Sy chuyén héa chii yéu do cac isoenzym cua
cytochrom P450 1a CYP2C9 va CYP3A4. Sau khi udng, ndng dé dinh trong
huyét tvong clia losartan dat dugc trong vong 1 gi& va cua E-3174 dat
dugc trong khoang 3 - 4 gidy.
Hon 98% losartan va E-3174 gin két v6i protein huyét trong. Losartan
duoc bai tit trong nuréc ti€u va trong phan qua 6ng mat duéi dang khéng
d6i va dang cac chat chuyén héa. Sau khi udng, khoang 4% lidu dung dugc
bai tiét duéi dang khdng d8i va khoang 6% bai tiét & dang chat chuyén hoa
€6 hoat tinh trong nwéc tidu. Nira ddi thaj trir cla losartan khodng15-25
gi¢r va ctia E-3174 khoang 3 - 9 gidr.

16. Quy cach d6ng go6i
Vi 10 vién. Hop 3 vi.
VI'10 vién. Hop 10 vi.

17.  Didu kién bao quan, han dung, tiéu chudn chét lwong cua thude
17.1. Ditu kién bao quan :

Bao quan trong bao bi kin, noi khd, tranh anh sang. Nhiét dd khdng qua 30°C.
17.2. Han dung

36 thang ké tlr ngay san xudt.
17.3. Tiéu chudn chét lwong

TCCS:;

18. Tén, dia chi cia co s& san xuét thudc
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