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Ry: Thuéc bin theo dom
Doc kf hiedng din sir dung triede khi ding.
Néu cin thém théng tin, xin héi J kién bic st hode duegr si.

Lorista _SI]

Thanh phin: M&i vién chira 50,0 me kali losartan
Ta dwpre: Cellactose, tinh bt bién tinh, tinh bot ngd, cellulose vi tinh thé, silica colloidal
anhydrous, magnesi stearat, hypromellose, tale, propylen glycol, titan dioxid E 171. /[({f

cdc chi dinh cua thude ire ché ACE.
Li¢u diing va cich sir dung:
Liéu diing tiy thude timg nguéi bénh va phai diéu chinh theo dap img huyét 4p. Liéu khai diu
cia losartan thudng ding cho ngudi 16m 14 50 mg m3i ngdy; c6 thé ding lidu khéi ddu thip hon
(thi dy 25 mg mdi ngay) cho ngudi bénh ¢ kha nang mit dich trong long mach, ké ca ngudi
dang diing thude lgi tiéu, hojc suy gan.
Liéu duy tri théng thuémg |a 25 - 100 mg, uéng mdt lan hojc chia lam 2 1in mdi ngay. Khong
can phai thay déi liéu cho ngudi bénh cao twdi hofic ngudi suy than, ké ca ngudi dang thim
phin mau.
Noéi chung, néu khong kiém soat dugc huyét p véi lieu da ding, thi cach 1 - 2 thang mt lan
phéi diéu chinh li¢u lugng thude chéng tang huyét dp.
Néu ding losartan don dgc ma khéng kiém sodt duge huyét dp, c6 thé thém thude Iq} tiéu licu
thip, nhu hydroclorothiazid. Cé thé diing losartan cling véi cac thube chong ting huyét ap
khic. Khang duge phéi hop losartan véi cic thude lgi tidu giir kali, do nguy co tang kali huyét.
Cé thé ubng losartan khi déi hay no.

Thubc nay chi dupe ding theo don ciia bdc sj.

Dang bao ché: Vién nén bao phim /

Quy eich dong gbi: 14 vidn x 2 vilhdp 5
Chi dinh: P
Piéu trj tang huyét ap: Cé thé ding don doe holic phéi hop voi cde thube chéng ting huyét dp 4
khac (thi dy thude loi tiéu thiazid). Nén ding losartan cho ngudi bénh khoéng dung nap duge l,.
cac chit fre ché ACE. Losartan dang duge thir nghiém trong diéu tri suy tim. Pay 1a loi diém 2
Iém ciia cdc loai doi khéng thy thé angiotensin, nén cling ¢6 thé diing diéu trj suy tim giong nhu ‘::

Ching chi dinh:

Chéng chi dinh ding thudc cho ngudi man cam vai kali losartan va cic thanh phan khac cia
thude.

Thén trong:
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Cin phai giam sat dic biét visholic giam liéu & ngudi bénh mét nude, didu tr bing thuéc lgi
tiéu va ngudi bénh cé nhirng yéu 16 khic d& din dén ha huyét ap. Ngudi bénh hep déng mach
thin hai bén hodic mot bén, ngudi chi con mt than ciing ¢6 nguy co cao mic tic dung khing
mong mudn (Ling creatinin va uré huyét) va can duge gidm sat chit ché trong diéu tri.

Ngudi bénh suy gan phai ding liéu thip hon.

Téic dung phu:

Phin lém cde tac dung khéng mong mudn déu nhe va mét din véi théi gian.

Thiwedmg gap, ADR = 17100

Tim mach: Ha huyét ap.

Thin kinh trung wong: Mét ngd, chodng ving. /L/ (@
/

N&i tiét - chuyén héa: Tang kali huyét.

Tiéu héa: ia chay, khé tiéu.

Huyét hge: Ha nhe hemoglobin va hematocrit.

Thén kinh ¢o - xuong: Pau lung, dau chén, dau co.

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

Ho hép: Ho (it hon khi ding céc chét trc ché ACE), sung huyét mii, viém xoang,

it géip, 171000 < ADR < 1/100

Tim mach: Ha huyét 4p thé dimg, dau ngye, blée A - V dé 11, tréng ngure, nhip chim xoang,
nhip tim nhanh, phit mat, do mat.

Thén kinh trung wong: Lo du, mat diéu hoa, Ia 1in, trdm cam, dau nia diu, dau ddu, roi loan
gidc ngy, sot, chong mit,

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

N#i tiét - chuyén héa: Bénh git.

Tiéu héa: Chan dn, tdo bon, diy hoi, nén, mét vj gide, viém da day.

Sinh dyc - tiét niéu: Bat luc, giam tinh dye, ddi nhidu, d&i dém,

Gan: Tang nhe edc thir nghiém vé chirc ndng gan va ting nhe bilirubin,

Thin kinh co xwong: Dj cam, run, dau xuong, yéu cor, phit khdp, dau xo co.

Mit: Nhin mé, viém két mac, gidm thi lee, nong rat va nhire mét,

Tai: U tai.

Thin: Nhigm khuin duéng niéu, ting nhe creatinin hodc uré.

Ho hdp: Khé the, viém phé quan, chay mau cam, viém mii, sung huyét dudmg thé, kho chju &
hong.

Cic tde dung khde: Todt md hoi.

Théng bdo cho bdc st nhiing tic dung khéng mong mudn gip phdi khi siv dung thuéc.
Twong tac véi thube khéc:

Téc dung chéng tang huyét 4p cua losartan duge ting cudmg khi ding dong théi véi cdc thude
lim ha huyét 4p khéc.
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Sir dung losartan déng théi vai cic thude [am wing kali huyét nhur thude loi tiéu giir kali, cic
ché phiim bé sung kali hojic mubdi chia kali ¢6 thé gy tiing kali huyét.

Losanian duqe chuyén héa bai h§ enzym cytochrom P450 va c6 thé anh huréng dén chuyén hoa
cia m{t vii thude bi chuyén héa béi cac enzym ndy,

Cimetidin lam ting dign tich dudi duimg cong (AUC) cia losartan khodng 18%.
Phenobarbital lam giam ndng d§ losartan va chiit chuyén héa cé hoat tinh.

Ketoconazol tre ché qué winh chuyén losartan thanh cée chat chuyén hoa ¢é hogt tinh.

Sir dung losartan dong thoi véi hydroelorothiazid va digoxin khong cho thdy tong téc ndo c6
¥ nghia lam sang.

Fluconazol 14 chit &rc ché PA50 2C9, do do ¢ thé lam ting nong do v tic dyung cia losartan.
Ngurge Iai, rifampin 14 chdt cdm img men gan, do d6 Jam gidgm ndng dé cia losartan khi diing
dbng thii.

Losartan duimg uéng c6 thé lam tng ndng d5 cua lithi bai co ché chura xée dinh. Két qua Ta
lam ting the dung duge Iy va tic dung phy, déc Linh ciia lithi. Can phai gidm sit chat che nong
dé lithi trong qué trinh bt buje phai sir dung dong thasi.

Khi sir dyng dong thai NSAIDs véi losartan ¢ thé din dén sir suy giam chae ning thin, bao
gom suy thin eép co thé xay ra dic bidt & ddi wong ngudi cao tudi. Can theo dai chirc nang
thin dinh k¥ & bénh nhin ding dong thii NSAIDs va losartan,

Sir dung cho phu nir ed thai va cho con bi:

St dung trén phy nit ¢6 thai: cde nghign ciru trén ddng vat véi losartan da cho thiy ¢6 ton
thuong va tir vong trén thai vi tré so sinh, co ché tdc dong duoe cho la do tic dung trén hg
théng renin-angiotensin, Losartan chéng chi dinh trong thai ky, nén ngimg ding losartan néu
phat hign ca thai,

Sir dung trén phy nir cho con bit: chua duge biét rd losartan cé bai tiét trong sira me hay
khéng. Do nhifu thude dwge bai tiét trong sita vi do kha ning xdy ra tic dung ngogi ¥ cia
losartan teén tré b me, nén quyét dinh ngimg cho tré bi hodic ngimg thube 1dy vac tam quan
trong cha thudc ddi véi ngudi me.

Anh huing dén khi ning i xe va vin hanh mév moe:

Thin trong khi str dung cho ngudi 18i xe va viin hanh may méc do thufic ¢é cic tic dyung trén
than kinh trung wrong.

Pic tinh dwee lre hoc:

Kali losartan chit diu tién cita mgt logi thudc méi ding cho didu trj tang huyét dp, Ja chit déi
khang tai thy thé (typ AT1) angiotensin 11. Kali losartan ciing lAm gidm cdc nguy co phéi hgp
cda tir vong do bénh 1y tim mach, dbt quy, va nhoi mau co tim trén cic ngudi bénh ting huyét
ap cd phi dai thét 1rdi va bdo vé thin cho ngudi bénh dii thio dudmg t¥p 2 ¢d protein nigu.

Pic tinh dwoe ding hoe:

Kali losartan

- Hilp thu: Sau khi ubng, losartan hp thu tt. Sinh kha dyng ciia losartan xdp xi 33%.
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- Phin bb: Ca losartan va chit chuyén hod co hoat tinh déu lién két nhidu véi protein huyét

wong, chu yéu Ia albumin va ching khéng qua hing rio mau ndo. Thé tich phin bd cua

losartan khoang 34 L va chat chuyén hoa c6 hoat tinh khoang 12 L.
- Chuyén héa: Losartan chuyén hoa bude ddu nhitu qua gan nhér cde enzym eytocrom P450.

Khodng 14% liéu losartan udng chuyén hod thanh chit chuyén hod c6 hoat tinh, chat nay

dam nhiém phén 16n tinh d6i khang thy thé angiotesin I1.
- Thai trir: qua nuée tiéu. Do thanh thai cia thuée qua than wong (mg véi khoang 75

ml/phiit v véi chét chuyén hod khoang 25 mi/phit. _
Qui lidu: /ﬁ" é )
Tridu chimg: Ha huyét 4p va nhip tim nhanh hay cham bét thuéng. g
Xirtri:
- Ngimg diéu trj va theo ddi ngudi bénh chat che.
- Néu ¢é qua liéu xay ra, chi yéu diéu trf tridu chimg va hd trg.
- Tham phan mau khong thé loai bo losartan va chat chuyén héa cé hoat tinh ra khoi vong tuan
hoan.
BAO QUAN: Béo quan trong bao bi kin, tranh dm, nhiét 46 dudi 30°C.
HAN DUNG: 60 thang ké tir ngay san xuat.

Pé xa tim tay tré em
Nha san xudt:
Krka, d. d., Novo mesto
Smarjeka cesta 6, 8501 Novo mesto, Slovenia.
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