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R,: Thubc bin theo &
Boc ki hurémg din sir dung triede khi diang.
Néu cdn thém thing tin, xin hoi y kién bdc st hodc duwgc si.

Lorista 50

Thanh phiin: Mi vién chira 50,0 me kali losartan

Ti dupe: Cellactose, tinh bt bién tinh, tinh bat ngd, cellulose vi tinh thé, silica colloidal
anhydrous, magnesi stearat, hypromellose, tale, propylen glycol, titan dioxid E 171. ’/[/

Dang bio ché: Vién nén bao phim

uv cich dang pdi: 14 vién x 2 vilhdp
Chi dinh:
Diéu tri tang huyét 4p: C6 thé ding don dic hodic phdi hop vai cdc thude chdng tang huyét dp
khiae (thi du thude loi tiéu thiazid). Nén ding losartan cho ngudi bénh khéng dung nap dirge
cée chét {rc ché ACE. Losartan dang duge thir nghiém trong diéu tr suy tim. Pay la lei diém
Iém cua cae loai dbi khang thy thé angiotensin, nén ciing c6 thé ding diéu tri suy tim gidng nhu
cdc chi dinh cia thude ire ché ACE.
Liéu diing va cch sir dung:
Liéu ding tiy thude timg ngudi bénh va phai di¢u chinh theo dap img huyét ap. Liéu khoi dau
cua losartan thudmg diing cho ngudi 1én 1a 50 mg mai ngay: 6 thé dung ligu khoi dau thap hon
(thi du 25 mg mBi ngay) cho ngudi bénh ¢6 kha ndng mit dich trong long mach, ké ca ngudi
dang ding thudic lgi tiéu, hodic suy gan.
Liéu duy tri thong thudmg 1a 25 - 100 mg, ubng mét lan hodc chia lam 2 lin mdi ngay. Khong
cdn phéi thay ddi liéu cho ngudi bénh cao tudi hodic ngudi suy thin, ké ca ngudi dang thim
phan mau,
N6i chung, néu khong kiém soat duge huyét ap véi liéu di ding, thi cach | - 2 thang mjt lén
phai diéu chinh liéu lugng thude chdng tang huyeét ap.
Néu ding losartan don dge méa khang kiém sodt duge huyét ap, c6 thé thém thude h;r) tiéu liéu
thdp, nhur hydroclorothiazid. Cé thé diing losartan ciing voi cae thude chong ting huyét ap
khac. Khong duge phoi hgp losartan véi cac thude loi tiéu giir kali, do nguy co ting kali huyét.
C6 thé udng losartan khi d6i hay no.

Thude niy chi duwpe diing theo don ciia bic sj.

Ching chi dinh:
Chéng chi dinh dung thude cho ngudi mén cam vdi kali losartan va cdc thanh phéan khéc coa
thude.
Thin trong:
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Cén phai gidm sat dic biét viholic giam lieu & ngudi bénh mit nudée. diéu trj bing thude Tof

tiéu va ngudi bénh c6 nhimg yéu 16 khic d€ din dén ha huyét dp. Ngudi bénh hep déng mach”

thdn hai bén hodc mdt bén, ngudi chi con mot thin cling ¢6 nguy co cao mic tic dung khong
mong mudn (tang creatinin va uré huyét) va cin dwoc giam sat chéit ché trong diéu tri.

Ngudi bénh suy gan phai ding liéu thap hon.

Tac dung phu:

Phin Ién cac tac dung khéng mong mudn déu nhe va mat dan véi thoi gian.

Thieomg gdp, ADR = 1/100

Tim mach: Ha huyét ép.

Thin kinh trung wong: Mat ngu, chodng ving. // L/@
/f -

Noi tiét - chuyén héa: Tang kali huyét.

Tiéu hoa: la chay, khé tiéu.

Huyél hoc: Ha nhe hemoglobin va hematocerit.

Thén kinh co - xwong: Pau lung, dau chin, dau co.

Than: Ha acid uric huyét (khi diing liéu cao).

H6 hdp: Ho (it hon khi diing céc chét (ic ché ACE), sung huyét mii, viém xoang.

ft gp. 1/1000 < ADR < 1/100

Tim mach: Ha huyét ap thé dimg, dau nguc, bloc A - V dé 11, tréng ngue, nhip chim xoang,
nhip tim nhanh, pht mét, dé mit.

Thén kinh trung vong: Lo du, mat diéu hoa, 1a 1n, trdm cam, dau nira ddu, dau dau, réi loan
giﬁc ngu, sit, chdong mat.

Da: Rung tde, viém da, da kho, ban do, nhay cam dnh sang, ngira, may day, vét bam, ngoai
ban.

NG tiét - chuyén hoa: Bénh git.

Tiéu hoa: Chan 4n, téo bon, ddy hoi, nén, mat vi gidc, viém da day.

Sinh duc - tiét niéu: Bat luc, giam tinh dyc, d4i nhiéu, dai dém,

Gan: Tang nhe céc thir nghiém vé chire néng gan va ting nhe bilirubin.

Than kinh co xwong: Dj cam, run, dau xuong, yéu co, phit khép, dau xo co.

Miit: Nhin mé, viém két mac, giam thi lirc, néng rét va nhirc mét,

Tai: U tai.

Thén: Nhigém khudn dudng niéu, ting nhe creatinin hodc uré.

Ho hép: Kho tha, viém phé quan, chay mdu cam, viém mili, sung huyét dudmg tha, kho chiu &
hong.

Cac tdc dyng khdc: Todt mo hoi.

Théng bdo cho bie st nhitng tdc dung khéng mong mudn gip phdi khi sit dung thubc.
Tuong tic véi thude khic:

Tac dung chéng ting huyét ap cia losartan dugc ting cudng khi ding déng thoi véi cac thude
lam ha huyét dp khic.



Sir dung losartan ddng thai vai cac thude lam tang kali huyét nhu thude lgi tiéu giir kali, G¢
ché pham bo sung kali hofic mudi chira kali cd thé gay ting kali huyét.

Losartan duge chuyén hoa bai hé enzym cytochrom PA50 va c6 thé anh huémg dén chuyeén hoa
ciia mot vai thude bi chuyén héa bai cic enzym ndy.

Cimetidin 1am tAng dién tich dudi duimg cong (AUC) cia losartan khoang 18%.
Phenobarbital lam giam néng d3 losartan va chit chuyén héa cé hoat tinh.

Ketoconazol (e ché qud trinh chuyén losartan thanh céc chdt chuyén hoa co hoat tinh.

Str dung losartan dong théri véi hydroclorothiazid va digoxin khong cho thay tuong tic ndo cd
¥ nghia lam sang.

Fluconazol 1a chit &e ché P450 2C9, do d6 ¢6 thé 1am ting nong 49 va tic dung cita losartan.
Neuge lai, rifampin li chdt cam dmg men gan, do d6 lam gidgm nong dé cia losartan khi ding
dong thi.

Losartan dudmg udng ¢d thé lam tng ndng dd cia lithi bai co ché chua xac dinh. Két qua 1a
Jam tang tac dung duge Iy va tac dung phu, déc tinh cia lithi. Can phai gidm sdt chat ché ndng
d§ lithi trong qua trinh bt bugc phai sir dung dong théi,

Khi sir dung dong théi NSAIDs véi losartan ¢6 thé din dén sur suy giam chirc nang thin, bao
gbm suy than cdp co thé xay ra dac biét & doi twgng ngudi cao tudi, Cén theo ddi chire ning
thin dinh k3 & bénh nhan ding déng thoi NSAIDs vi losartan.

Sir dung cho phu ni ¢d thai va cho con bi:

Str dung trén phu nif ¢6 thai: cdc nghién ciru trén déng vit véi losartan dd cho thiy co tn

thuomg va tir vong trén thai va tré so sinh, co ché tic dong dugre cho la do tdc dung trén he

théng renin-angiotensin, Losartan chong chi dinh trong thai k¥, nén ngimg diing losartan néu

phat hign ¢o thai.

Str dung trén phy nir cho con bi: chwa duoc hiét rd losartan c6 bai tiét trong sita me hay

khong. Do nhidu thude duge béi tiét trong sita vit do kha niing xay ra tdc dung ngoai ¥ cia

losartan trén tré bt me, nén quyét dinh ngimg cho tré bi hodc ngimng thude ty vao tim quan

trong cia thube dbi véi ngudi me.

Anh hirdng dén khi ning ldi xe vi viin hinh miy moe:

Thin trong khi sir dung cho ngudi [4i xe va vin hanh miy mée do thude ¢6 cde tae dung trén

than kinh trung uong.

Dic tinh dwoe lwe hoc:

Kali losartan chdt ddu tién ciia mot loai thube méi ding cho diéu trj tang huyét ap, Ia chat doi
khang tai thu thé (typ AT1) angiotensin 1. Kali losartan ciing l&m giam cdc nguy co phdi hgp
ciia 1 vong do bénh 1y tim mach, ddt quy, v nhéi mau co tim trén cic ngwdi bénh ting huyét
ap co phi dai thit 1rii va bio v@ thin cho nguéi bénh ddi thio dudmg typ 2 ¢6 protein nigu.

Dic tinh durge ding hoe:

Kali losartan

- Hap thu: Sau khi udng, losartan hép thu tét. Sinh kha dung cia losartan xap xi 33%.
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- Phan bd: Ca losartan va chét chuyén hoa c6 hoat tinh déu lign két nhidu véi protein huy&ts

tuong, chi yéu la albumin va chiing khéng qua hang rdo mdu ndo. Thé tich phén bé cia

losartan khoang 34 L va chit chuyén hod ¢ hoat tinh khoang 12 L.
- Chuyén hoa: Losartan chuyén hoa budc dau nhiéu qua gan nhér cdc enzym cytocrom P450.

Khodng 14% liéu losartan uéng chuyén hoa thanh chédt chuyén hod c6 hoat tinh, chét nay

dam nhiém phén 16n tinh déi khang thy thé angiotesin 11.
- Thai trir: qua nude tidu. Do thanh thai cia thude qua thin twong (mg véi khodng 75

ml/phiit va véi chét chuyén hoa khodng 25 ml/phat,
Qua liéu: /([ éf.
Triéu chimg: Ha huyét 4p v nhip tim nhanh hay cham bat thuimg. —
Xur tri:
- Ngimg didu tri va theo dii ngudi bénh chat ché.
- Néu ¢6 qua lidu xay ra, chii véu diéu tri tri¢u chimg va hd trg.
- Thiam phan mdu khong thé loai bo losartan va chit chuyén héa co hoat tinh ra khéi vong tuan
hoan.
BAO QUAN: Bao quan trong bao bi kin, tranh dm, nhiét d6 dudi 30°C.
HAN DUNG: 60 thang keé tir ngay san xust.

Pé xa tim tay tré em
Nha sin xuit:
Krka, d. d., Novo mesto
Smarjedka cesta 6, 8501 Novo mesto, Slovenia.
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