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Méi vién nén baa phim cé chira: Each film coaled tablet contains:
Kali 50,0 mg Losarian pe i 50.0 mg
Chi dinh, chéng chi dinh, than trong, lidu Indicati contra-ndicati
lwgng, cich ding, va cic umng tin khac: dosage, admmislralion and other informa-

xin xem Irong & hudng din sir dung. tions: please see in the instruction laaflet.

Baa quan: Bio quan trong bao bl kin, trénh Storage: in the tight container, protect from
Am, nhigt 49 dedi 30°C. maisture, below 30°C.

Boc ki hwéng din s dyng triec khi Read the leaflet carefully before use

dung Keep out of the reach of children

D& thube tranh xa tAm véi tré em

Manufactured by/San xuét tai Slovenia béi:

film-coated tablets

14 vién x 2 vifhop

Rx Thuéc ban theo don

Lorista
film-coated tablets

Losartan potassium
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28 film-coated tablets
Oral use

S - PMS-1935C-KRKA
| - PMS-1935C-KRKA (10% - 50%)
- PMS-1935C-KRKA (10% - 30%)
B - PMS-295C-KRKA
B - PMS-355C-KRKA
B - PMS-2592C-KRKA

1 - NELAKIRANO POLJE

(8 KRKN

VN

Emb. mat.:ZL. Lorista fot 28x50 mg

14/blister

Datum:08.11.2012

Izdelal: D. Primc
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Lorista’ 50 mg

film-coated tablets
Losartan potassium 50mg
1 KRR

Lorista" 50 mg
film-coated tablets
Losartan potassium 50!‘09

1V KRIG

Lorista’ 50 mg
film-coated tablets

Losartan potassiurn SOrng
(fRI

Lorista" 50 mg

film-coated tablets

Losartan potassium 50mg
1A KRIG,

Lorista’ 50 mg
film-coated tablets
Losartan potassium 50
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R,: Thudc bén theo don
Doc kjj hudng din sie dung trude khi ditng.
Néu cdn thém théng tin, xin héi y kién bdc st hodc dwoc si.

Lorista 50

Thanh phin: M3i vién chira 50,0 mg kali losartan
Té dwoe: Cellactose, tinh bdt bién tinh, tinh bot ngo, cellulose vi tinh thé, silica colloidal

p
anhydrous, magnesi stearat, hypromellose, tale, propylen glycol, titan dioxid E 171. / ( (/
Dang bao ché: Vién nén bao phim /
Quy cach dong goi: 14 vién x 2 vi‘hop 3

Chi dinh: o
Didu tri tang huyét ap: C6 thé ding don déc hodc phdi hop véi cic thube chéng ting huyét ap :
khac (thi du thudc loi tiéu thiazid). Nén ding losartan cho ngudi bénh khéng dung nap duoc

cac chét tc ché ACE. Losartan dang duge thir nghiém trong didu tri suy tim. Déy la loi diém 2-
16 ciia cac loai d&i khang thu thé angiotensin, nén ciing c6 thé dung diéu trj suy tim giéng nhu Q

¢de chi dinh cia thube ire ché ACE.
Liéu dung v cich sir dung:
Liéu ding tiy thudc tirng ngudi bénh va phai didu chinh theo ddp tng huyét ap. Lidu khoi dau

caa losartan thuirdng diing cho ngudi 1én 1a 50 mg mdi ngay; cé thé dung lidu khoi dau thdp hon

(thi du 25 mg mdi ngay) cho ngudi bénh ¢6 kha ning mét dich trong long mach, ké ca ngudi r ;
dang diing thudc loi tiéu, hoic suy gan. ’»«,
Lidu duy tri thong thudng 1a 25 - 100 mg, udng mét ln hodc chia lam 2 1an mdi ngay. Khong

cin phai thay di liéu cho ngudi bénh cao tudi hodc ngudi suy than, ké ca ngudi dang thim
phdn mau.
N6i chung, néu khéng kidm sodt dugc huyét p véi liéu da ding, thi cach 1 - 2 thang mét lan
phai diéu chinh lidu lugng thude chéng tang huyét ap.
Néu ding losartan don dgc ma khong kiem soat duge huyét ap, c6 thé thém thude lg) tiéu lidu
thdp, nhu hydroclorothiazid. Cé thé ding losartan cling véi cac thudc chéng tang huyét &p
khac. Khéng duge phdi hop losartan véi cac thude 1oi tiéu giir kali, do nguy co tang kali huyét.
C6 thé udng losartan khi d6i hay no.

Thuoc ndy chi duge ding theo don cita bdc sj.
Chéng chi dinh:
Chéng chi dinh dung thudc cho nguoi mén cam véi kali losartan va cac thanh phéan khéc cia
thubc.
Than trong:



Cén phai giam sat dic biét vi/hoic giam liéu & ngudi bénh mat nudc, diéu tri bang thude loi

tiéu va ngudi bénh ¢ nhiing yéu t khac d& dn dén ha huyét 4p. Ngudi bénh hep dong mach

than hai bén hodic mot bén, ngudi chi con mot than ciing cé nguy co cao mic tic dung khong

mong mudn (tang creatinin va uré huyét) va cin duoc giam sat chit ché trong diéu tri.

Ngudi bénh suy gan phai ding liéu thdp hon.

Téac dung phu:

Phan I6n cac tac dung khéng mong mudn déu nhe va mét din vaéi thoi gian.

Thuong gap, ADR > 1/100

Tim mach: Ha huyét ap. —
Thén kinh trung uong: Mt ngu, choéng vang. /{(&
Noi tiét - chuyén hoa: Tang kali huyét. '
Tiéu héa: ia chay, kho tiéu.

Huyét hoc: Ha nhe hemoglobin va hematocrit.
Than kinh co - xuong: Pau lung, dau chéan, dau co.
Thén: Ha acid uric huyét (khi dung liéu cao).

Ho6 hip: Ho (it hon khi ding cac chét irc ché ACE), sung huyét miii, viém xoang. ®
It gdp, 1/1000 < ADR < 1/100

Tim mach: Ha huyét ap thé dimg, dau nguc, bléc A - V dd 11, trong nguc, nhip chim xoang, "
nhip tim nhanh, pht mit, do mit. <
Thén kinh trung uong: Lo au, mat diéu hoa, 10 13n, trAm cam, dau nira dﬁu, dau dau, rbi loan __';.'I
giéc ngu, sot, chdéng mat. =345,
Da: Rung téc, viém da, da kho, ban do, nhay cam anh sang, ngira, may day, vét bim, ngoai o
ban. ,r“Jm
NQi tiét - chuyén hoa: Bénh gl:'lt. ' JONG

Tiéu héa: Chan an, tao bon, day hoi, non, mat vi giac, viém da day. ™ e
Sinh dyc - tiét ni¢u: Bat lyc, giam tinh duc, i nhi¢u, di dém. o
Gan: Tang nhe cac thir nghiém veé chirc ndng gan va tang nhe bilirubin. —

Thén kinh co xuwong: Dj cam, run, dau xuong, yéu co, phit khép, dau xo co.

Mit: Nhin mo, viém két mac, giam thi luc, néng rat va nhirc mit.

Tai: U tai.

Than: Nhiém khuén dudng niéu, tdng nhe creatinin hodc uré.

Hé hap: Kho th, viém phé quan, chay mau cam, viém miii, sung huyét duong tho, khé chiu &
hong.

Céc tac dung khac: Toat md hoi.

Théng béo cho bdc s nhitng tic dung khong mong mudn gap phai khi sir dung thuéc.
Tuwong tic véi thude khac:

Téc dung chdng ting huyét ap ciia losartan dugc ting cuong khi dung dong thdi véi céc thude
lam ha huyét 4p khac.



Sir dung losartan ddng thai v6i cac thube lam ting kali huyét nhu thude loi tiéu giit kali, cac
ché phim b sung kali hoic mudi chira kali c6 thé gay ting kali huyét.

Losartan dugc chuyén héa béi hé enzym cytochrom P450 va c6 thé anh huéng dén chuyén hoa
cta mdt vai thude bi chuyén héa bai cic enzym nay.

Cimetidin lam tang dién tich dudi duong cong (AUC) cia losartan khoang 18%.
Phenobarbital lam giam ndng d6 losartan va chét chuyén héa cé hoat tinh.

Ketoconazol tre ché qua trinh chuyén losartan thanh cdc chét chuyén héa cé hoat tinh.

Str dung losartan déng thai véi hydroclorothiazid va digoxin khéng cho thay tuong tic ndo c6
v nghia lam sang.

Fluconazol 1a chit Gc ché P450 2C9, do do6 c6 thé 1am ting ndng do va tic dung clia losartan.
Nguoe lai, rifampin 13 chdt cam t(ing men gan, do d6 lam giam ndng dé cia losartan khi diing
dong thai.

Losartan dudmg ubng ¢6 thé lam ting ndng do6 cua lithi boi co ché chua xac dinh. Két qua la
lam ting tac dung dugc ly va tac dung phuy, ddc tinh ctia lithi. Can phai gidm sit chit ché ndng
dé lithi trong qua trinh bit bude phai sir dung déng thai.

Khi sir dung déng thdi NSAIDs véi losartan ¢6 thé dan dén sy suy giam chic ning than, bao
gdm suy than cdp 6 thé xay ra didc bigt & ddi tugng nguoi cao tudi. Cén theo ddi chire ning
than dinh k¥ & bénh nhan ding dong thoi NSAIDs va losartan.

Sit dung cho phu nir ¢6 thai va cho con bu:

Str dung trén phu nit ¢6 thai: cac nghién ciru trén déng vat vai losartan dd cho thdy co tén
thuong va tir vong trén thai va tré so sinh, co ché tac déng duoc cho 1a do téc dung trén hé
théng renin-angiotensin, Losartan chéng chi dinh trong thai ky, nén ngirng dung losartan néu
phat hién ¢o thai.

Str dung trén phu nt cho con bii: chua duge biét ro losartan co bai tiét trong sita me hay
khong. Do nhidu thude duge bai tiét trong sita va do kha ning xay ra tic dung ngoai ¥ cua
losartan trén tré b me, nén quyét dinh ngimg cho tré ba hodc ngimg thudce tiy vao tam quan
trong cia thubc d6i vai nguoi me.

Anh hwéng dén kha ning Idi xe va vin hianh may mée:

Thén trong khi st dung cho ngudi [4i xe va van hanh may méc do thube ¢6 cac tic dung trén
than kinh trung uong.
DPic tinh dwor lwe hoe:

Kali losartan chit dau tién ciia mot loai thudc méi dimg cho diéu trj tang huyét ap, la chat déi
khang tai thu thé (typ AT1) angiotensin II. Kali losartan ciing ldm giam céc nguy co phdi hop
chia t&r vong do bénh 1y tim mach, d6t quy, va nhdi mau co tim trén cac ngudi bénh ting huyét
ap ¢6 phi dai thit tréi va bao vé than cho ngudi bénh dai théo dudng typ 2 cé protein niéu.

Pic tinh duoc dong hoc:

Kali losartan
- Hép thu: Sau khi ubng, losartan hép thu tét. Sinh kha dung ctia losartan xap xi 33%.
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- Phan bd: Ca losartan va chét chuyén hoa c6 hoat tinh déu lién két nhiéu véi protein huyét
twong, chii yéu Ia albumin va ching khéng qua hang rao méu ndo. Thé tich phéan bd cua
losartan khoang 34 L va chit chuyén hoa c6 hoat tinh khoang 12 L.

- Chuyén hoéa: Losartan chuyén hoa budc dau nhiéu qua gan nho cac enzym cytocrom P450.
Khoang 14% liéu losartan ubng chuyén hoa thanh chit chuyén hoa c6 hoat tinh, chét nay
dam nhiém phan I6n tinh déi khang thu thé angiotesin I1.

- Thai trir: qua nudc tiéu. DO thanh thai cia thudc qua thén tuong (mg véi khoang 75
ml/phit va véi chit chuyén hoa khoang 25 ml/phiit.

P "
Qui liéu: /(((
Triéu chimg: Ha huyét ap va nhip tim nhanh hay chim bt thuong. o
Xur tri:

- Ngirng diéu tri va theo ddi ngudi bénh chat ché.
- Néu ¢6 qua lidu xay ra, chu yéu diéu tri triéu chimg va hd trg.
- Tham phan mau khéng thé loai bé losartan va chat chuyén héa cé hoat tinh ra khoi vong tudn
hoan.
BAO QUAN: Bao quan trong bao bi kin, tranh 4m, nhiét do dudi 30°C.
HAN DUNG: 60 thang ké tir ngay san xuét.
Pé xa tim tay tré em
Nha san xuit:
Krka, d. d., Novo mesto
gmarjeéka cesta 6, 8501 Novo mesto, Slovenia.
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