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Rx-Thudc bén theo don.

Dock?huéngdansudungmréckhndung
Néu can thém thong tin xin hoi y kién Biéc sy.

Vién nén bao phim

LOSARLIFE 50

(Losartan Potassium Tablets 50 mg)

Thanh hgﬂn : Mdi vién nén bao phim chira:
Hoat chat: Losartan Kali USP 50 mg
T4 dugc: Celulos dang vi tinh thé, Calci Hydrogen Phosphat, Tinh bjt ng6, Povidon, Methyl Hydroxybenzoat, Propyl
| HydmxyMI&lc tinh khiét, Magnesi Stearat, Natnﬂmscannelos, Tinh bit Natn Glycolat, Keo silicon Dioxid,
Instacoat mau nau, Titani Dioxid. . |

Chi dinh diéu tri;

Diéu tri ting huyet ap: Co thé dung don ddc hodc phdi hop véi cac thude chong ting huyét ap khéc (thi du thudc 1oi tiéu
thlazxd) Nén dung losartan cho ngudi bénh khong dung nap dugce cac chit trc ché ACE. Losartan dang duqc thir nghiém
trong diéu trj suy tim. Déy la lqn diém I6m cia cac loai do1 khang thu thé angiotensin, nén ciing c6 thé dung diéu tri suy tim
giéng nhur cac chi dinh cia thude irc ché ACE.

Liéu lwgng va cach dung:

Liéu dung tiy thude timg nguoi bénh va phéx diéu chinh theo dip ¢ émg huyét ap. Liéu khdi dau cua losartan thudng dung
cho ngudi 16m 12 50 mg moi ngay; ¢0 thé diing liéu khoi dau thap hon (thi du 25 mg mdi ngay) cho ngudi bénh c6 kha ning
mﬁt dich trong long mach, ké ca ngudi dang dﬁng thudc l¢i tiéu, hodc suy gan.

Liéu duy tri thﬁng thuwong la 25 - 100 mg, uéng m{t lan hodc chia lam 2 1an mdi ngay. Khong cén phai thay d6i liéu cho
ngubxbenhcaottmlhoac ngudi suy than, ké céngubldangthﬁmphanméu.

Noéi chung, néu kiém sodt dugc huyét 4p voi lidu di dung, thi cach 1 - 2 thang mét 1an phai diéu chinh liéu luqng
‘thudc chong ting huyét ap.

Néu dung losartan don doc ma khong kiém soét dirgc huyet ap, c6 thé thém thudc loi tiéu liéu thap. Hydroclorothiazid
chimg t6 ¢4 tac dung ¢ong luc C6 thé dung losartan cung véi céc thudc chong tang huyét ap khéc. Khong duge phdi hep
losartan vén cac thude lgi tiéu gitr kali, do nguy co ting kali huyét.

C6 thé udng losartan khi d6i hay no.

Chhgcnm ;
Quéa min v6i losartan hodc bat ky thanh phin nao cia ché phim.
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Nhirng lwu ¥ dic biét va canh bsokhis&dungthuéc |
Cin phﬁx glém sat dac biét vé/hoac giam liéu & ngudi bénh mét nude, diéu tri bing thude loi tiéu va ngudi bénh cé nhimg
yéu t khac dé dan dén ha huyét ap. Ngudi bénh hep dong mach thin hai bén hogc mot bén, ngudi chi con mdt thin ciing 6
nguy co cao méc tc dung khong mong mubn (ting creatinin va uré huyét) va cin duoc gidm sit chit ché trong diéu tri.
Ngudi bénh suy gan phai dung liéu thap hon.

Twong téc véi céc thuk khic, cic dang twomg téc khic:

Losartan khéng anh hudng dén dugc dong hoc ciia digoxin udng hodic tiém tinh mach.

Ubng losartan cling vén*cunetldm lam tang dién tich dudi duong cong (AUC) cua losartan khoang 18%, nhung khong anh
hu(mg dén duoc dong hpc cua chét chuyen hoa co hoat tinh cua losartan.

Ubng losartan ciing voi phenobarbttal lam giam khoang 20% AUC ctia losartan va cuia chat chuyén hoa c6 hoat tinh.
Khong c6 tuwong tac du'ok: dong hoc gifta losartan va hydroclorothiazid.

Thoiky ma
Dung cac th tac dung tryre tlep lén hé thong renin - angiotensin trong ba thing gitra va ba théng cudi cua thai ky cé thé
gay it nudc oi, ha huyét ap, vO niéu, thiéu niéu, bién dang so mét va tir vong & tré so sinh. Méc du, viéc chi dung thuéc O ba
mangdaucummkychuaméycéhenquanaénnguycochothmnm nhungdﬁsaokhlphﬂthxéncéﬂm phai ngimg
losartan cang sém cang tot.

Thoiky cho con bu

Khong biét losartan c6 tiét vao st’ra mg¢ hay khong, nhung c6 nhu'ng lwong dang ké losartan va chat chuyén hoa cé hoat tinh
cia thudc trong stra cua chudt cong. Do tiém nﬁng ¢6 hai cho tré nho dang bi me, phai quyét dinh ngimg cho con bd hodc
ngimg thudc, ¢ tinh dén tim quan trong cua thudc ddi véi ngudi me.

Tic dung khéng mong mudn ciia thuéc
Phéan 16m cic tac dung khéng mong mudn déu nhe va mat dan véi thoi gian.
Thuong gép, ADR > 1/100
Tim mach: Ha huyét ap.
Thén kinh trung wong: Matngu, choéng véng.
N@i tiét - chuyén hoa: Tangkali huyét.
Tncu héa: Ia chay, kho tiéu.
Tl'zn ét hoc: Ha nhe hemoglobin va hematocrit.
kinh co - xuong: Dau lung, dau chan dau co.
Than Ha acid uric huyét (khi dﬁng liéu cao)
Ho hép: Ho (it hon khi ding cic chit irc ché ACE), sung huyét miii, viém xoang.
it gap, 1/1000<ADR < 1/100
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Tim mach: Ha huyét 4p thé dimg, dau nguc, bléc A - V 4 11, trong nguc, nhip chim xoang, nhip tim nhanh, phi mét, d6

Thén kinh trung vong: Lo 4u, mét diéu hoa, lii 1n, trim cdm, dau nira dau, dau dau, rbi loan gidc ngu, sot, chéng mijt.
Da: Rung toc, viém da, da kho, ban do, nhay cam dnh sang, ngira, may day, vét bam, ngoai ban.

N@i tiét - chuyen hoa: Bénh giit. :

Tiéu hda: Chan an, tdo bon, day hoi, non, mit vi giac, viém da day.

Sinh duc - tiét niéu: Bét lyc, giam tinh duc, déi nhiéu, dai dém.

Gan: Tang nhe cac thir nghiém vé chirc ning gan va ting nhe bilirubin,

Than kinh co xuong: Di cam, run, dau xuong, yéu co, phukhop, dau xo co.

Miit: Nhin mo, viém két mac, giam thj lyc, ndng rat va nhirc mat.

Tai: U tai.

Than: Nhiém khuan duong nigu, ting nhe creatinin hoc uré.

Ho hép: Khé thé, viém phé quan, chay mau cam, viém mili, sung huyét dudmg thd, khé chiu ¢ hong.

Céc tac dung khic: Toat mé héi.

“Hiy thong bdo cho thiy thube céc tic dung khéng mong mudn khi sir dung thudc nay.”

Sirdyng qui liéu: — —— w gy

Dit liéu v€ qua liéu ¢ nguoi con han che. Biéu‘hién veé q‘ué liéu co thé hay gap nhat c(;) 1€ 1a hg huyét ap va nhip tim nhanh;
cling ¢6 thé gdpnhip tim chim do kich thich than kinh d61 giao cam (day than kinh phe vi). Néu ha huyét ap triéu chimg xay
ra, phai diéu tri hd trg. Ca losartan va chat chuyén hoa c6 hoat tinh déu khong thé loai bo dugc bing thim phin méu.

Cac déc tinh dwge luc hoc : : ’
Losartan 12 chét d4u tién ciia nhom thude chdng ting huyét ap méi, d6 1a mot chat d6i khang thy thé (typ AT1) angiotensin
I1

Angiotensin II, tao thanh tir angiotensin I trong phan mg do enzym chuyén angiotensin (ACE) xic tac, 1a mdt chét co
mach manh; d6 1a hormon kich hoat mach chu yéu cua hé thong renin - angiotensin, va 1a mot thanh phan quan trong trong
sinh ly bénh hoc ciia ting huyét ap. Angiotensin I1 ciing kich thich vo tuyén thuong thén tiét aldosteron.

Losartan va cht chuyén hoa chinh c6 hoat tinh chen téc dung comach va tiét aldosteron ciia angiotensin II bing cach ngin
can cO chon loc angiotensin II, khéng cho gén vao thu thé AT1 ¢6 trong nhiéu mé (thi du co tron mach méu, tuyén thuong
thén). Trong nhiéu mé, cling thﬁ?' c6 thy thé AT2 nhung khong rd thy thé ndy ¢ lién quan gi dén diéu hoa tim mach hay
khong. Ca losartan va chat chuyén hoa chinh cé hoat tinh déu khong biéu 19 tac dung chi van cuc bd & thu thé AT1 va déu
¢ 4i lyc véi thy thé AT1 16m hon nhidu (khoang 1000 14n) so v6i thu thé AT2. Losartan 1a mét chat trc ché canh tranh, thuin
nghich ciia thu thé AT 1. Chat chuyén hoa cé hoat tinh ciia thudc manh hon tir 10 dén 40 lén so vO1 losartan, tinh theo trong
lwong va 1a mét chit irc ché khong canh tranh, thuin nghich ctia thy thé AT1. Céc chat doi khéng angiotensin Il ciing c6 cdc
thc dung huyét dong hoc nhur cac chit ire ché ACE, nhung khéng ¢6 tac dung khong mong mudn phé bién ciia cac chit irc
ché ACE 1a ho khan.

Cacdictinhdwgecdfnghoc: : : :

Sau khi udng, losartan hap thu tot va chuyén hoa bude dau nhiéu qua gan nhé cac enzym cytochrom P450. Khé dung sinh
hoc ciia losartan xap xi 33%. Khoang 14% liéu losartan uéng chuyén thanh chét chuyén hoa c6 hoat tinh, chit nay dam
nhiém phan 16n tinh d6i khang thy thé angiotensin II. Nira di thai trir clia losartan khoang 2 gid, va cua chét chuyén héa
khoang 6 - 9 gir. Nong 49 dinh trung binh cia losartan dat trong vong 1 gid, va ciia chat chuyén héa c6 hoat tinh trong vong
3-4gi0.

Ca losartan va chit chuyén héa c6 hoat tinh déu lién két nhiéu véi protein huyét twong, chii yéu 12 albumin va chiing khéng
qua hang rao mau - ndo. Thé tich phin b6 ciia losartan khodng 34 lit va ciia chat chuyén héa c6 hoat tinh khoang 12 lit. D§
thanh thai todn phan trong huyét twong cua losartan 1a khoang 600 ml/phiit va ctia chét chuyén hoa c¢é hoat tinh 1a 50
ml/phiit; 45 thanh thai ctia ching & thin twong (mg véi khoang 75 mU/phiit va 25 ml/phit. Sau khi uéng losartan ghi déu
“C, thu lai khoang 35% d6 phong xa trong nudc tiéu va khoang 60% trong phén & ngudi bénh xo gan tirnhe dén vira, dién
tich dudi duomng cong (AUC) ciia losartan va cia chat chuyén héa ¢6 hoat tinh cao hon, twong tmg, gip 5 14n va 2 14n so v6i
¢ ngudi bénh ¢ gan binh thudmg. |

Trinh bay: Hop 3 vi x 10 vién nén bao phim.

Bdo quan: ¢ noi kho rao, nhiét d§ dudi 30°C, tranh anh sang.

Han dﬁnz: 36 thang ké tir ngay san xuit. Khong ding thudc qué han sir dung ghi trén bao b
Tiéu chuin: Nha san xuat

Canh bao:

-Khéng dung qua liéu.

- Gifr thude ngoai tAm tay tré em.
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