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Losartan kali 50 mg

Hép 3 vi x 10 vién nén bao phim

1. Thanh phan hoat chit:

2. Thuoc nay la thubc gi
Chat d6i khang thy thé angiotensin II.
3.  Chi dinh diéu tri:
Tang huyét ap cho ngudi 1om va tré em trén 6 tudi.
Diéu tri bénh than & nguoi 16n 6 ting huyét ap kém dai thao duong typ 2 va
protein ni¢u > 0,5 g/ngay.
Diéu tri suy tim trén bénh nhan nguoi lon that bai diéu tri voi thude e ché
enzym chuyén hodc chéng chi dinh dung thudc trc ché enzym chuyén.
Bénh nhan nén c6 phan sut téng mau that trai < 40%, 6n dinh vé mat 1am
sang va dang trong ché d6 diéu tri 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 dung va cach dung:
-Cach dung: dung dudng udng.
-Liéu dung:
+Pibu tri ting huyét ap
Losartan dugc st dung trong quan 1y bénh ting huyét ap, dic biét trén bénh
nhan xuét hién ho sau khi dung thudc e ché ACE. Liéu dung tiy thudc timg
ngudi bénh va phai diéu chinh theo dép tmg huyét ap.
Nguoi 16n: Liéu khéi dau cta losartan thuong ding cho ngudi 16n 1a 50 mg mdi

ngdy. Liéu co thé tang 1én dén 100 mg néu can thiét dé kiém soat huyét ap. Co



thé dung liéu khai dau thap hon 25 mg mdi ngay cho nguoi bénh c6 kha ning
mat dich trong 1ong mach nhu trong trudng hop dung thude 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/ ngay, liéu tdi da 50
mg/ngay.
+Pibu tri ting huyét ap trén bénh nhéan c6 phi dai thét trai
Liéu khoi dau thong thuong 13 50 mg mdi ngdy. Néu khong dap tmg diéu tri,
nén bd sung thém hydroclorothiazid 12,5 mg mdi ngay va/ hoic ting liéu
losartan 1én 100 mg mdi ngay sau khi di tang liéu hydroclorothiazid 1én 25 mg
mdi ngay.
+Piéu tri suy tim
Liéu khoi dau thong thuong 1a 12,5 mg mdi ngdy. Liéu luong nén dugc dicu
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 ngdy. Liéu c6 thé ting 1én dén 100
mg néu can thiét dé kiém soat huyét ap.
-boi tuong dac biét
Suy gan: Nén st dung liéu losartan 13 25 mg mdi ngay. Thudc chwa 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 khéi dau 25 mg mdi ngay.
Nguoi gia: Nén st dung liéu khoi ddu 25 mg mdi ngay véi bénh nhan trén 75
tu6i. 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.
Phdi hop losartan véi cac san pham chua aliskiren 14 chong chi dinh trén
bénh nhan bi dai thao duong hodc suy than (muc loc cau than < 60
ml/phat/1,73 m2).
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.
Twong tac thude
Céc thudc diéu tri ting huyét ap khac (nhu thudc chéng trim cam 3 vong,
thudc chng 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
noéng do kali huyét. Bénh nhan can dugc theo ddi nong do kali huyét va c6
bién phap diéu chinh kip thoi.
Lithi: khi phdi hop véi cac thudc chen thy thé angiotensin II nhu losartan s&
lam tang ndng do lithi trong mau va tang doc tinh cia lithi. Can kiém soat
nong do lithi khi sir dung phdi hop nay.
NSAIDs bao gém thude trc ché chon loc COX-2: Trén bénh nhan nguoi gia,
giam thé tich hodc ton thuong chirc ning than, néu phdi hop NSAIDs véi
céc thude e ché thu thé angiotensin nhu losartan c6 thé dan dén suy giam
tram trong chirc ning thin, bao gém suy than cap. Cac tac dung nay thudng
¢6 hoi phyc.Can kiém soat chit ché chirc ning than dinh ky trén bénh nhan
¢ phdi hop nay.
Cac thubc trc ché hé renin-angiotensin khac bao gff)m thudc chen thu thé
angiotensin khac, thudc wrc ché enzym chuyén hodc aliskiren: Khi phéi hop
v6i losartan s& 1am ting nguy co ha huyét ap, ngat, ting kali huyét va thay
d6i chtrc nang than bao gém suy than cip so véi viéc dung don trj liéu. Can
theo ddi chit ché huyét 4p, chic ning than va nong do cac ion trong mau
trén bénh nhan ¢ su phdi hop nay.
Khong phdi hop aliskiren véi losartan trén bénh nhan dai thio duong. Tranh
st dung aliskiren v&i losartan trén bénh nhan suy than (GFR < 60 ml/phut)
Duwgc dong hoc:

-Ngudi 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 b6



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 khéc.
Nong d6 dinh trung binh cta losartan dat trong vong 1 gio, ciia chat chuyén héa
c6 hoat tinh dat trong vong 3 - 4 gio. Khoang 14% liéu losartan duong udng
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. Do thanh thai toan phan trong huyét twong cua losartan 1a
khoang 600 ml/phut va cua chét chuyén hoa c6 hoat tinh 1a 50 ml/phut; do
thanh thai cua chung ¢ than tuong tng khoang 75 ml/phut va 26 ml/phit. 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 doi dang ké.

+Gioi tinh

Nong d6 losartan huyét thanh cao hon hai 1an ¢ nit gidi nhung ndng d6 chat
chuyén hoa khong khac biét giita nam va nir gidi.

+Suy gan

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

+Suy than

Néng do losartan khong thay ddi & bénh nhan c¢6 muc loc cau than 16n hon 10
ml/phat. AUC cua losartan cao hon 2 lan ¢ bénh nhan loc mau, nhung néng do
chat chuyén hoa khong thay doi. Losartan va chat chuyén hoa co thé bi thai trix
qua loc mau.

+Tré em:

Thong s6 duoc dong hoc cua losartan tuong ty nhau sau khi uéng O tré so sinh

va tré maoi bi€t di, tré mau gido, tré tudi di hoc va thanh thiéu nién. Cac thong so



duogc dong hoc cua chat chuyén hoa khac nhau & mdt mirc do 16n hon gitra céac
nhém d¢ tudi.
9. Tai liéu tham khio:
T& huéng dan st dung thude
Duoc Thu Qudc Gia Viét Nam
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D& xa tdm tay tré om
Doc ky hudng ddn su dung trude khi dung
Thudc nay chl dong theo don thudc

THANH PHAN CONG THUC THUGC

(Cho 1 vién nén bao phim SaVl Losartan 50)

Thanh phén dugc chat:

Losartan Kall .......... s SR o bt | S 50 mg
Thanh phéin té dugc:

Lactose monohydral, cellulose vi tinh thé 102, copovidon, natri
croscarmellose, magnesi stearat, Opadry AMB yellow.

DANG BAO CHE
Vién nén bao phim.

M6 TA SAN PHAM

Vién nén trén bao phim mau vang, mdt mat tran, mdt mat cé gach
ngang.

Luu y: Gach ngang cé trén vién cé thé ding dé b chla dbi lidu.

CHI BINH
‘t Ddiiéu 1r| tang huy&t 4p nguydn phat & ngudi lon va tré em 11 6 - 18
UOl.

- Dlbu tr| b&nh than & ngudi 16n 1ang huy8t dp kém d4l thao dudng
type 2 cbé muc protein nigu 2 0,5 g/ngay.

- Dibu tr| suy tim man linh & ngudl 16n khi ngudl bdnh khéng dung
nlap hofic ch&ng chi dinh véi thudc Uc ché enzym chuyén angloten-
sin.

-hczlkn;|nguy cd a4t quy & nhiing bdnh nhan tang huyét 4p b| day
thét tral.

LIEU DUNG, CACH DUNG
LIéu dung
Nguol lon
Didu trj tang huyét 4p
Lidu khdl ddu va duy trl thuding 1a 1 vién/I&n, 1 1&n/ngay. Téc dong
ha huy&! 4p 16n nh&t thuding dat duge sau 3 - 6 tuén didu tr]. & mot
s6 bénh nhan, c6 thé tang liéu 16n d&n 2 vién/iln, 1 14n/ngay (vao
budi sang).
N&u ding losartan dan déc ma khong kiém sodt dugc huy8t 4p, c6
thé thém thubc Ig1 tifu lidu th&p. C6 thé dung losartan cung véi cac
thudc ha huyét 4p khéc. Khéng dugc phél hgp losartan vél cac
thuéc gl iéu gid kall, do nguy cd tang kall huyé&t.
Didu trj bénh than & bénh nhdn tang huydl 4p kém dal thdo dudng
type 2 c6 muc protein nigu z 0,5 g/ngdy
Liéu khdl ddu thuding 1a 1 vién/I&n, 1 1&n/ngay, c6 thé tang liéu 1&n
dén 2 vienN4n, 1 14n/ngay dya trén ddp Ung cda ngudi bénh sau t
nhét 1 thang diéu trj. :
Co thé dung phéi hgp SaVi Losartan 50 véi cac thuéc ha huy8t &p
khac (thuéc Igi ti8u, chen kénh calci, chen a, chen B), véi In_sulln
hay cac thudc ha dudng huyét khac (sulfonyluré, glitazon, thuéce uc
ché enzym glucosidase).
Diéu trj suy tim
Liéu khdi d4u thusng 1a 12,5 mg losartan, 1 1&n/ngay (dung ché
ph&m o6 lidu dong phu hgp); tang dén mdi tudn (vi du 12,5
mg/ngay, 25 mg/ngdy, 50 mg/ngay, 100 mg/ngay). Lidu cao nhat la
150 mg losartan/ngay.
Gidm nguy co dot quy 8 ngudi bénh tang huyét 4p bj ddy that tréi
Liéu khdi ddu thudng 1a 1 vién/ldn, 1 14n/ngdy. C6 thé tang l6n d&n
2 vianN4n, 1 1&n/ngy iy theo dap Ung clia ngudi b§nh. Nén ding
ph&i hgp val hydroclorothlazid 18u thép.
Tré em
Tré em dudi 6 1|
An 10an va hiju qua clia losarian chua dugc thiét 1P & tré em dug)|
[ u.aéa\. Khéng khuy&n cao sii dung SaVi Losartan 50 & tré em dug)
6 aim 1.6 - 18 Wil
-TU 20 - 50 kg, 16u khuy6n cao |a v vien/idn, 1 1an/ngdy. C6 thg
1ang 16! da d6n 1 vienNAn, 1 l&n/ngdy, Wuy theo dap Ung €08 Nguy;
o kg 15 180, N6u IONG thuang la 1 vienniGn. 1 16n/ngdY. Trong
mot val rudng hop dac bidt c6 1hé 1ang 1I6u a6n 161 da 2 vian/ién,
1 In/ngay.
. Li6u trén 1,4 mg/kg thé trong/ngdy (khodng 100 mg/ngay) chua
dugc nghién cdu & tré em.
Khéng khuyén céa sif dung SaVi Losartan 50 cho trd em c6 d§ loc
c4u than < 30 mUphat/1,73 m?, Iré em b| suy gan.
Céc bénh nhén dgc bigt
Ngual bgnh gidm thé tich tudn hoan (dang dléu trj vdl thuéc Igi tidu
fi6u cao): Liéu khdi ddu khuy&n céo 1a % vian/4n, 1 I&n/ngay.
Nguél bénh suy than hogc dang chay thdn nhan tao: Khéng cén
giéu chinh li6u.
Nguti bénh suy gan: C4n glam ll6u & ngutl bénh suy gan. Chéing
¢chl dinh 8aVi Losarian 50 & nhlng ngudl suy gan n3ng,
Nguol gia (trén 75 1ud): LIBu khdl dBu khuyBn céo 1A % vian/isn, 1
14n/ngay. Tuy nhién, hAu h81 cac Irudng hgp dél val ngusi gla tran
76 1udi, khéng cdn diéu chinh lidu,
Cdch dung
Thubc dung dudng udng (nudl nguybn vidn thubc vdl nuéc), khong
nén nhal hay nghlén vién thuGc Irudc khl uéng. C6 1hE g L 8
khi déi hay no. ng thude
08I voi ll6u 25 mg/idn, cé 1hd bé dol vion thubc theo v,
vién.
N;’u quén d’gmg thude
N6&u quén ubng 1 14n thubc, bd qua ll6u qué :
1iéip theo nhu lich thong thuong, Khong udnqg 92,,”3;',‘1,; 4 dung lidu
quén ubng (hodc hél § kidn bic sT hay dugc s). udé bu 116u

ach chia tran

cgdano CH Byp

“Qua m,

- Phy nné:,"o' losartan hosc bat ky thanh phdn nao cia thudc.
- Suy gan mang thai 3 thang gida va 3 thang cusl thal ky.

- Nougj ho:;a dal thao Auang hay suy than (a8 loc cdu than < 60
r!:'Vi:‘(:‘l-'llllJJ m?) dang dYoc didu 1r] val thudc ha huydt ap €6 chda
allskirgn,

CANH BAO VA THAN TRONG KHI DUNG THUGC
Phit mach
Bé&nh nhan cd tién sif phu mach (sung mat, mdi, c8 hgng hoac Iudi)
c4n dugc gidm sét chat cha khi dung losartan.
Ha huyét &p va mét can bing dién gidlthé dich

Ha huy&t 4p triéu chung, dac biét sau liéu d4u tién hoac sau khi
tang liéu c6 thé xut hién & bénh nhan suy gidm dién gidi va/holc
thé djch do dung thu8c Igi tiéu, ché d an han ché musi, tidu chay
ho#c ndn. Nhdng bénh nhan nay nén dugc héi phyc dién gidi/thé
dich trudc khi ding losartan va nén bit ddu dung véi lidu thip.
M4t can bding dién glal

M4t cAn bing dién gidl thudng xdy ra & bé&nh nhan suy than, cé
hoc khdng kém theo dai thdo dudng. C4n giam séat chit ché néng
d kali huyét tuang va Cl_,, dac bigt & nhiing b&nh nhan suy tim va
Cl, 30 - 50 mU/phat.

Khdng khuyén céo st dyng déng thdi losartan vdl thubc Igi tidu tiét
kidm kall, ch& phdm bé sung kali, mudi chira kali.

Suy gan

C#4n giam lidu & nguai b&nh suy gan. Chdng chl dinh SaVi Losartan
50 & nhidng ngudi suy gan ndng. Khdng khuyén cao sl dung
losartan & tré em bj suy gan.

Suy thin

Ngudi b&nh hep ddng mach than hal b&n hodc mét ban, ngudi chl
con mdt than cing ¢é nguy cd cao gap tac dyng khéng mong mudn

1ang creatinin va ur8 huyé&t) va cén than trong khi diéu tri.

1ré em c6 chic nang than suy gldm: Khdng khuyén cdo sif dyng

losartan & trd em cé dd loc c4u than dudi 30 mi/phut/1,73 m?.

N&n thudng xuyan theo dal chic nang than trong qua trinh didu trj
vél losartan, dac bldt khi cé cac y&u 18 c6 thé gdy gidm chifc nang
than (s6t, m&t nudc).

Khong khuyén cdo ding chung losartan va thubc Uc ché ACE vi
lam gldm chuc nang than.

Chua c6 da li8u trén bdnh nhan cdy ghép than.

Cuéng aldosteron

Bénh nhan cudng aldosteron nguyén phat khdng dap Ung vdi cac
thudc ha huyét 4p 1ac dong dya trén Uc ch& hé renin-angiotensin.
V1 vay, khdng khuyé&n cdo ding losartan cho cac b&dnh nhan nay.
Bénh mach vanh va bénh mach méu ndoc

Tuang ty vél cac thubc ha huyét 4p khac, d cac bénh nhan bj thidu
mau cyc bd cd lim va bdnh mach mau nao, vidc gidm huyét 4p c6
thd dAn d&n nhdi mau cd tim hoZc ddt quy.

Suy tim
Tuong ty véi cac thudc tac ddng Irén hé renin-angiotensin khac,
nguy co glam manh huy&t 4p dong mach va suy than (thudng cdp
tinh) cé thé xay ra & nhing banh nhan suy tim.
Chua c6 du kinh nghiém diéu trj losartan & ngudi suy tim kém suy
th&n nang, bdnh nhan suy tim nang (phan loai IV theo NYHA) ciing
nhu bénh nhan suy tim keém loan nhip tim de doa tinh mang cé tridu
chung. C4n than trong khi dung losartan & cac banh nhan nay.
Than trong khi dung k&t hgp losartan va thuc chen béta.
Hep van hal 14 vad déng mach chi, bénh cd tim phi dal tic
nghén
Thén trong dac biét khi dung losartan & b&nh nhan hep van hai &
hcjac ddng mach chili, hodc bénh nhan cé cd tim phl dai tic nghan.
?:::’:nﬂﬂ aéng thdl céc thudc tc ché hé renin-anglotensin-aldo-
SU dun, usc U
anololar?-&élr:gh::: :'l‘lsklrunclac:-.‘qﬁ,cger;g‘:::: g:' jshangithu nlh‘
kall M&u, gidm che NANG than. Knang khuy&n c46 domg drg thor
NBU 16U U1} 1a chn thiSY, N8N GI&m &L chAt chd chuc nang tham,
?‘::r&cclgé.' ::ycn ap. thno nlln ding ehung thubc tc chd fc:-: v':
4o gal thag :‘?ﬂnn:?u thé angiotensin Il & bénh nhan cé bénh than
iaadn‘:lv:hﬂn 14 hua lact: i

'a lac| .

dl truyén higm ::gcn‘:\?l':mOng d::g‘ n';gu:ﬂ::t:::.ol:?:uv::lt;g
I::E.":T'!::‘c kém hdp thu glucose-galactose khéng nén dung san

SU DYNG THUGC CHO PHY NI’ CO THAI VA CHO J
Phy n@ cé thal conad
Khang khuyén céo sif dyng thuéc tron v y
a g 3 thang d4u cla thal ky.
C‘hdng chl_dln[l sU dyng thugc trong ba thang gi0a va ba thang cu%i
cuallhal ky. Dung cdc thubc tac dyng tryc 1i6p I6n hé thdng renin -
ﬂgg ?r:i?s? Irong ba thang gia va ba thang cudl ctia thai ky cd th§
lgﬂ y : Iéha huy6t dp, v8 nigu, 1hidu nigu, bign dang so mat va
it \;o'lg tr 8&; sinh. Mac du viec ding thubc & ba thdng d4u cla
“1 :x't;hhtz :':}Ox cg H:n quan dé&n nguy cd cho thal nhi, nhung du
€0 thal, phdl ngut
i L bﬁp gung losartan cang sém cang tét.
Khong blét losartan c6 1i6t vao soa me hay khéng nhung d& xu#t

:?“ ":'g"ﬂ dang ké losartan va chél chuyén héa cé hoat tinh trong
a cua chudt e6ng. Do 1M naing c6 hal cho trd nhd dang b Mo
quyé!t dinh ngiing cho con bu hofie ngiing thusc cln xam xét d8n
1dm quan lrong cla thubc d6) vdl ngudl me.

ANH médno CUA THUGC LEN KHA NANG LAI XE, VAN HANH

MAY MOC 3

Chua cé nghlén cdu nao vé &nh hudng cia thudc 18n kha nang van
hanh may moc, &l 1au xe, ngudl lam vigc trén cao va céac rusng
hgp khéc. Thubc cb thé cé céc tac dyng khdng mong mudn nhu
chéng mat hogic bubn ngl, dic bidt 14 khi bt ddu dléu trf hodc khi
li6u tang lan. Do d6 cén phal than trong khi l4l xe va van hanh may

[ I




moc.,

TUONG TAC, TUONG KY CUA THUBC
Tuong ¢ cha thulc
Céc thube ha huy8t 4p khéac c6 thé 1am 1ang tac dong ha huyél &p
cla losartan. S dyng d8ng thal vél cac thubc c6 tac dung khong
mong mubn ha huy8l 4p (nhu thubc chéng trdm cAm ba vong,
thubc chBng loan thén, baclofen va amifostin) cé th4 |am tang nguy
cd ha huyét ap.
Losartan chid y6u dugc chuydn héa bdl cytochrom P, CYP2C9
180 thAnh chit chuyén héa c6 hoat tinh. Trong mdt thir nghldm 1&m
sang, fluconazol (ch4t dc ch8 CYP2CY) 1am gldm néng dd cac chAt
chuyén héa khodng 50%. Losartan dung déng thai véi rifamplcin
(chdt cdm ng enzym chuy8n héa) 1am gldm 40% néng 49 lrong
huyélt tuang cua chét chuyén héa cé hoat tinh,
Sir dung déng thal vél cac thubc gil kall (v dy nhu thubc 11 iy
lié1 kiom kali: Amilorid, triamteren, spironclacton) hoac céc thuGe
lam 1ang néng d6 kall (vi dy nhu heparin), ch§ phdm b8 sung kall
hoac mubi chda kall cé thé din d&n tang kall huyé1 thanh. Khéng
nén dung déng thal.
Tang cé hél phyc néng do lithi huy&t thanh va doc tinh da dudc bao
céo trong qué trinh dung ddng thal lithi vdi cac chél Uc ché ACE.
RA&L hi&m truding hop xay ra val thubc asi khéng thy thé anglotensin
Il. C&n than trong khi ding chung losartan vdi lithl va phal theo dal
néng d lithi huyét thanh,
S dung déng thal va| thubc ch8ng viom khong ateroid, cg hé 1am
@ldm 14c dung he huy6! ap; lam 1ang nguy ©@ xfu dl cla chue nang
than, bao g&m suy thdn cdp, tang kall huy8! thanh, dag pigt 16 &
nhang bonh nhan cé chudc niing than kém trudc d6. CAn thgn trong
khi dung adng thal, dac bldt 18 & ngual gla. BONh nhain cdn dudc
Cung clp nudc ddy dl vA ndn can nhic dé theo dbl chue nAng than
Sau khi bdt ddu didu tr] d6ng 1hd| va djnh ky SauU d6.
S dung déng thal cdc thubc tac ddng trén hd fenin-angiotensin-al-
dosteron (thuGc Jc ch6 ACE, thusc asl khang thy thd angiotensin
!l, aliskiren) lam tang tdn sudt Q0p taec dung khong mong musn nhu

ha huyét ap, tang kall mau, su ia nang than.
Tuong ky cua thudec Tt i

Do khong c6 cac nghlén cuu vé tinh luong ky cia thubc, khéng 1ron
1&n thuGc nay val cac thubc khac.

TAC DYNG KHONG MONG MUGSN CUA THUSC (ADR)

Ngung uBng thu&c va gp béc si hodc A&n céc cd sd y t& ngay
néu gip bAt ky trigu chiing nao sau day:

Phan ng dj Ung néng (phét ban, ngifa, sung mat, mél, miéng hoac
6 hong c6 thé gay khé nust hoac khé thd).

Tém tét cac ADR

Phén Ian cac tdc dyng khdng mong mudn d8u nhe va m&t dén.
Thuong gap, ADR > 1/100

Tim mach: Ha huyé&t &p.

Thén kinh trung udng: M4t ngli, choang véang.

NOi 16t - chuy&n héa: Tang kall huyét, ha glucose huyét.

Tidu héa: Tidu chay, kho tidu.

Huyét hoc: Ha nhe hemoglobin va hematocrit.

Thén kinh ca - xudng: Pau lung, dau chén, dau cg.

Than: Ha acid uric huy&t (khl ding lléu cao).

H& h&p: Ho (it han khl dung cac chit Uc ch& ACE), sung huyét mil,
viém xoang.

It gap, 1/1000 < ADR < 1/100

Tim mach: Ha huy&t ap th& ding, dau ngyc, bldc A - V df II, tréng
ngyc, nh|p ch4m xoang, nhip tim nhanh, phi mat, dd mat.

Thén kinh trung uong: Lo Au, m&t diéu hoa, 10 1&n, tr&m cam, dau
nda diu, dau diu, r8l loan gidc ngl, s&t, chéng mat.

Da: Ryng t6¢c, vidm da, da khd, ban dd, nhay cAm anh sédng, ngua,
may day, vt bAm, ngoal ban.

N&I 1i&1 - chuyén héa: Bénh gut.

Tiéu hba: Chan an, tao bon, ddy hal, ndn, mét vj gidc, viem da day.
Sinh dyc - 1§t nigu: BAt lyc, gldm tinh dyc, 1i8u nhiéu, tidu dém.
Gan: Tang nhe cac k&t qua thi nghiém vé chuc nang gan va tang
nhe blilirubin.

Thén kinh ca xuong: Dj cAm, run, dau xudng, y&u cd, phu khdp,
dau x0 cd.

M4t Nhin mé, viem k&t mac, gidm th] lyc, néng rat va nhic mat.
Tai: U tal.

Than: Nhiém khudn dudng ni¢u, lang nhe creatinin hoic uré.

Ho6 hip: Khé thd, viem ph& quan, chdy mau cam, viam mal, sung
huyét dudng thd, khé chju d hong.

Céc tac dyng khéac: Toat mé hol.

Huéng din céch xir trl ADR

Cac tac dyng khdng mong muén hi§m xay ra, thuding nhe, khéng
cén xif trl gl d3c bigt. Gidm lléu hoac ding thubc khi xust hidn cac
t4c dyng khdng mong muén.

QUA LIEu VA CACH XU TRI

Tridu chdng

DO li6u v8 qué liéu & ngudl con han ché. Bidu hign v8 qué lIdu co
thé hay gap nh4t 14 ha huy&t ap va nhip tim nhanh; cGng c6 thé gap
nhip tim ch4m do kich thich th&n kinh d6i glao cAm (day thén kinh
phé vi).

Céch xdf trl

N6u ha huyét ép trigu ching xéy ra, phal diéu i hd trg.

Viéc dénh gié tinh trang qué liéu dya trén thd| glan dung thudc va
muc d§ nghiém trong cla céc trigu chdng. én dinh hé théng tim

l&n. Sau khl uéng qué liéu, c&n uéng than hoat
r\r:r?!?'lglél{‘.\d‘upq:bu#qlp. sau dé theo dbl chjl gh‘. eéc thong s& pléu
nign afu NGU sinh 16N va aldu ehlnh cdo |hon% s8 nay ndy cdn.

Chb losanan va cnfit chuy8n héa co hoat 1nn ddu khong thg toal bd
dugc bhng thdm phan mau.

DUGC LYC HOC
Nhém duge Iy: Thubc adl knang thy iné AT, ciia Bnglotengin |

M3 ATC: C09CAD1

Losartan 14 mgt ch4y g4) khang thy thé (type AT,) angiotensin II.
Anglotensin i tao thanh i anglotensin | trong phan Ung do enzym
chuyén angiotensin (ACE) xuc tac, 1a mét chat co mach manh; dé
1a hormon kich hoat mach chi y&u ciia hé thdng renin - angioten-
sin, va 1a mot thanh phan quan trong trong sinh Iy bénh hoc cia
tang huyét dp. Angiotensin Il ciing kich thich vé tuy&n thugng than
1i&1 aldosteron.

Losartan va ch4t chuyén héa chinh cé hoat tinh chen tdc dung co
mach va ti81 aldosteron cia anglotensin Il bAng cdch ngan can cé
chon lgc anglotensin Il, khédng cho gén vao thy th§ AT, cé trong
nhi6u m& (thl dy cd tran mach mdu, tuyén thugng than). Trong
nhléu md cGng th&y cé thy thé AT, nhung khéng rd thy thé nay co
Ii8n quan gl d&n diéu hoa tim mach hay khéng. Cé losartan va chét
chuyén héa chinh cé hoat tinh déu khong biéu 1§ tac dung chl van
cyc bd 8 thy thé AT, va déu cb 4l lyc vai thy thé AT, 16n nun_nmeg
(khodng 1000 I&n) so vdi thy thé AT,. Losartan la mot chét dc ch
canh tranh, thu@in nghich ciia thy th§ AT,. Ch&t chuyén hoa c6 hoat
tinh cla thuSc manh hon 1 10 d&n 40 I4n so vdi losartan, tinh theo
trong IUgng va 1A md1 ch&l Uc chd khong canh tranh, thudn nghich
clia thy 1h8 AT . Céc chAt a6l khang anglotensin |l cing cé céc tac
dyng huyét dong hoc nhu cac ch&t uc chd ACE, nhung khéng cé
14c dyng khéng mong muén phé bign ciia cac chét uc ché ACE la
ho khan.

DUJC DONG HoC

Hep thu

Sau khi ugng. lo8anan hdp thu 161 va chuydn hoa budc ddu nhidy
qua gaon nhd céc onzym cylochrom P SInh kha dyng cla
losartan xdp xl 33%. Khodng 14% li8u losaran uSng chuy&n thanh
chd| chuy6n héa €6 hoat tinh, chil nay dam nhi@m phan 16n tinn
A6 khang thu thé anglotensin Il. Néng 46 dinh trung binh cua
losartan dat trong véng 1 gid, va cia chil chuyén héa c6 hoat tinh
rong véng 3 - 4 019.

Phan b8

Ca losartan va chiit chuyén héa cé hoat tinh d8u I18n k&t nhidy vai
protein huy6t 1Uong (= 89%), chi y&u 12 albumin va chung khéng
qua hang rao Méau - Ndo. Thé tich phan b6 cua losaran khodng 34
I va cua chdt chuyén hda c6é hoat tinh khodng 12 it
Chuyén héa

Khodng 14% liéu losartan tiém tinh mach hoac udng dugc chuyén
héa thanh cac chat chuyén héa c6 hoat tinh. Ngoai cac chat
chuyén hod cé hoat tinh, c4c chA&t chuyén héa khdng cé hoat tinh
clng dugc hinh thanh.

Thal trir

Théi glan bén thal clia losartan khoing 2 gid, va cla chAt chuyén
héa khodng 6 - 9 gid. BY thanh thal toan phin trong huyét tuong
cua losartan |a khodng 600 ml/phut va cia ch&t chuyén héa co
hoat tinh 1a 50 mU/phit; dd thanh thai cia chdng & than tuang dng
v6l khodng 75 ml/phat va 25 mlphat. Sau khi uéng losartan d4nh
ddu 'C, khodng 35% dd phéng xa dugc tim thdy trong nudc tidu va
khodng 60% trong phan.

Céc d6i tugng dgc blét

Tré em: Dugc ddng hoc clia losartan da dugc nghidn cuu & 50
b@nh nhi tang huyét 4p trén 1 thang tudi d&n dudi 16 tui, ubng
losartan liéu 0,54 - 0,77 mg/kg m&i ngay mot I&n. K&t qua cho th&y
cac théng s6 duge ddng hoc ciia losartan g4n tuong ty nhau gioa
cdc nhém wél. Cac théng s6 duge adng hoc cha chit chuyén héa
thl khdc nhau giQa cac nhém tudl. Khi so sanh cac tré em mAu gldo
v@i thanh thi§u nién, nhdng khac bigt nay tr& nén cé ¢ nghta théng
k&. Néng do thubc & 1ré sd sinh/tré nha 1A tuong a8l cao.

Ngudl I6n tuél: Néng dd trong huy&t tuang cla losartan va ch&t
::r;u|y%? héa cé hoat tinh tuang t nhau gia nguai I6n twéi va ngusi
rd tuél.

Glél tinh: Néng d trong huyét tuang cla losartan cao gdp 2 14n &
bénh nh&n nl so vél bgnh nhan nam nhung néng dd cla chAt
chuyén héa c6é hoat tinh 1a tuong ty nhau & ca 2 gidl.

Suy th@n: N6ng db losartan trong huyét tudng khong thay agi &
ngudl b&nh cé d¢ thanh thai creatinin (Cl.) trén 10 mi/phit. Didn
\ich dudi dudng cong ndng dd theo thdi gian ciia losartan & ngudi
th&m phan mau cao hon khoang 2 14n so v6i ngudi cé chic nang
than binh thudng. Néng 49 trong huyét tudng ctia cht chuyén héa
c6 hoat tinh khéng thay d8i & ngudi b&nh suy than hoac thdm phan
méu. Losartan va chit chuyén héa cé hoat tinh khang thé loai bd
b&ng th&m phan mau.

Suy gan: O ngudi bénh xd gan t¥ nhe d&n via, néng dd trong
huy&t tuong clia losartan va clia ch&t chuyén héa c6 hoat tinh cac
hon, tuong ng, g&p 5 14n va 1,7 1&n so vdi ngudi bénh cé chic
néng gan binh thudng.

QuY CACH BONG GOI
Hop 03 vix 10 vién.

pIfu KIEN BAO QUAN
Nol kh&, nhiét 4 khdng qua 30°C. Tranh 4nh sédng.

HAN DUNG
36 thang k& tU ngay san xut.

TIEU CHUAN CHAT LUQNG
Tidu chuédn USP

SAN XUAT TAI

TRACH MINAM TRON VEN ‘
DUQgC PHAM SAVI
cONG TY.(:G PHAN gs.c)
02-03a Khu £6ng nghlép Irong Khu ché xust Tan Thudn,
© ran Thu@n Bong. Quan 7, Thanh Ph& H& Chi Minh
(84.28) 37700 142 - 37700 143 - 37700 144
Fax: (84,28) 37700 145
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