
R* -Thu6c niy chi dtng theo don thu6c

SARTANIM

Cic dAu hiQu luu f vn khuy6n cio khi dtng thu6c

Doc k! hudng ddn s* dqng trudc khi dilng

Dd xa im tay tri em

Th6ng bdo cho bdc s! nhftng tdc dvng kh6ng mong mu6n gqp phdi khi dimg thu6c.

Thirnh phAn c6ng thttc thu5c

M6i viCn n6n bao phim chfa:

Hoqt chiit: Losartan potassium USP.......................50 mg

Td duqc: Microcrystalline cellulose l0l, lactose monohydrate, sodium starch glycolate,

colloidal anhydrous silica, purified talc, magnesium stearate, Instacoat Universal lC-U-6649

(Fenic oxide red USP-NF) (thanh phAn: HPMC 2gl0lhypromellose 6 cPs, polyethylene

glycol400, polyethylene glycol 6000, talc, titanium dioxide, ferric oxide red).

D?ng bio ch5: Vi6n n6n bao Phim.

M6 ta hinh thfc: ViQn n6n bao phim mdu ndu, hinh trdn, hai mpt l6i, c6 v4ch k6 tr6n mQt

m{t, m{t cdn l4i nhAn.

Chi ilinh
- Dieu tri tang huyrit 6p nguy6n ph6t o nguoi lon, tr6 em vd thanh thitiu ni6n tir 6 itr5n 18

tu6i.

- Di6u tri benh than d benh nhan tang huyi5t 6p vi benh d6i th6o duong tuyp 2 voi protein

niQu > 0,5 g/ngdy nhu li mQt phdn cria liQu ph6p ha huyiSt ap.

- Di6u t4 suy tim man tinh O nguoi lon khi di6u tri bdng thu6c ric ch6 enzyme chuy6n

angiotensin (ACE) kh6ng dugc xem li phu hqrp do kh6ng tuong thich, <lac bi-6t li ho khan,

hoflc ch6ng chi rlinh. Benh nhan suy tim dd 6n dinh voi thu6c ric chi5 ACE kh6ng n6n chuy6n

sang losarran. C5c bQnh nhdn c6n phii c6 mQt ph6n sult tOng mriu thAt tr6i < 40% vd c6n

dugc 6n dinh lam sdng vlr theo mQt cn6 ag diAu tri ild dugc x6c l4p cho suy tim m4n tinh.

- Giam nguy co tIQt quy d benh nh6n nguoi lon tang huytit 6p vorphi dai tdm trrii duo. c ghi

lai bang diQn t6m aO @CC).

Cich dtng, tidu dtng
Liiu ding
Tdns htryA dn

Li6u khoi dAu vd duy tri th6ng thudrng ld 50 mg x I l6n/ngiy aOi voi hiu h6t bQnh nhdn. Trlc

dung ha huyi5t ap tOi da d4t dusc 3 diln 6 tuAn sau khi bit dAu di6u tri. C6 th6 tang higu qud

<ti6u tri d mQt sO Uq"n nhen b5ng c6ch ting li6u l6n 100 mg x 1 ldn/ngdy (vdo bu6i sring).
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Losartan c6 th6 dung tl6ng thoi voi c6c thuiSc <ti6u tri tnng huytit 6pk,hic, <Iac bigt voi thu6c

lqi ti6u (vi dp hydrochlorothiazide).

T16 em

Ti 6 thdng tu6i diin dudi 6 tu6i

Tinh an toiur vd hiQu qui d trd tu 6 th6ng tuOi eiSn duoi 6 tu6i v6n chua dugc x6c ttinh.

Tii 6 tu6i dan 18 tu6i

OOi voi benh nhan c6 th6 nu6t vi6n thu6c, li6u ktuy6n c6o li 25 mg x 1 l6n/ngdy 0 bQnh

nhdn c6 cdn nflng tr€n 20 kg tltin duoi 50 kg. (Trong truong hgp ngo4i lQ, li6u dung c6 th6

t6ng l6n t6i da li 50 mg x 1 l6n/ngdy). Li6u dtrng n6n dugc tli6u chinh theo tl6p img huy6t 6p

cua bQnh nhan.

O benh nh6n c6 cdn nqng tr6n 50 kg, li6u th6ng thuong ld 50 mg x 1 l6n/ngdy. Trong truong

hgrp ngo4i tQ, 1i6u dung c6 th6 ttugc di6u chinh tOi da 100 mg x I lfu/ngdy. Li6u cao hon 1,4

mglkg (ho[c tr6n 100 mg) hang ngdy chua dugc nghiOn criu d tr6 em.

Losartan kh6ng duo. c khuy6n c6o sir dung o tr6 em duoi 6 tu6i, vi dt liQu c6 gioi han o nh6m

bQnh nhdn nny.

Losartan kh6ng dugc khuy6n c6o cho trd em c6 li l0 lqc cAu thfn duoi 30 mllphtt/\J3m2 vi

kh6ng c6 dt liQu.

Losartan ctng kh6ng ttugc khuytin c6o o tr6 em bi suy gan.

Tdns huvdt 0 bAn nhdn ddi thdo s turio 2 vdi orotein niAu > 0.5 s/nsdv

Li6u khoi dAu th6ng thuong li 50 mg x 1 16n/ngiy. LiAu c6 th6 tdng l6n 100 mg x I l6:r/ngdy

dya tren d6p tmg huytit 6p tt mQt thang trd di sau khi Uit aAu <IiAu tri. Losartan c6 th6 dung

d6ng thoi voi c6c thu6c <ti0u tri tnng huyi5t 6p khric (vi dg thu6c lgi titiu, thu6c chgn k6nh

calci, thu6c chgn alpha ho{c beta, vd c6c thu6c ric chi5 giao cirn trung t6m) ctng nhu voi c6c

insulin vd c6c thu6c h4 duong m6u th6ng thuong khrlc (nhu ciic sulfonylurea, glitazone vi
c6c thui5c ric ch6 glucosidase).

Suy tim

LiAu khoi <tAu th6ng thudng cira losartan O benh nhdn suy tim ld 12,5 mgx 1 Dn/ngiy. Th6ng

thudrng, 1i6u dung phii <tugc di6u chinh theo khodng thoi gian hang tu6n (ric ldl2,5 mg hang

ngey, 25 mghing ngdy, 50 mg hdng ngdy, 100 mg hdng ngdy, tOi da 150 mg x I l6n/ngny)

nhu dugc dung n4p b&i benh nhen.

Giam nqu:r co il6t ouv d bAnh nhdn ngttdi l6n tdno hu.v& dn voi phi dai tdm trdi iluoc ghi lai

bdng dian tdm da @cc.t
Li6u khoi dAu th6ng thuong le 50 mg x 1 l6n/ngdy. Can th6m mQt li6u th6p cira

hydrochlorothiazide valho[c liAu losartan n6n t6ng l6n 100 mg x I lfu/ngdy dpa tr€n <I6p img

huytit 6p cira benh nhan.

Ouan *re aac UiCt

S* dung d b€nh nhdn sqv gidm thd tich n6i mach

OOi voi nhirng bQnh nhdn bi suy giem th.5 tich nQi mqch (vi du nhftng benh nhan diAu tri bang

thudc lqi ti.3u lidu cao), n6n bit <IAu fi6u 25 mgx I lin/ngdy.
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Ch6ng chi tllnh

Que m6n voi losartatin ho{c voi b6t k} thanh ph6n nio cua thu6c.

Ba th6ng gifia vi ba thang cu6i ctra thai k!.
Suy gan n4ng.

Dung d6ng thoi losartan voi ch5 phAm chfa aliskiren 0 nhfing benh nhan drii th6o duong

ho{c suy than (dO lgc cAu than < 60 ml/phrit/l,73mz).

Cinh brio vir thfn trgng khi dtng thudc

Qud mdn

Pht mach: Benh nhan c6 tidn sir pht m4ch (sung 0 m{t, m6i, c6 hQng, vdy'ho{c lu0i) phni

duo. c theo ddi ch4t ch6.

Hg huyb dp vd mdt cAn bdng chfu iliQn gidi/thA aicn

H4 huytit 6p c6 triQu chimg, d[c biet sau khi dirng liAu dAu ti6n c6 th6 ,u6t hiqn o nhimg bQnh

nhan bi m6t nu6c valhoflc m6t natri do diAu trl b[ng thu6c loi ti6u mqnh, cn0 AO 6n ki6ng

mu6i, tiOu chiy hay n6n mtra. Nhirng trudng hqp ndy phii duo. c di6u chinh tru6c khi dtng

losartan, n6n dtng [Au knoi dAu th6p hon. DiAu ndy cfing 6p dung cho trd em ttr 6 d6n 18

tu6i.

Mdt cdn bing iliQn girti

trrt6t can bang t1iQn gi6i thudng gAp o benh nhan suy thAn, c6 hopc kh6ng c6 bQnh d6i th6o

duong vd cin ttugc <IiAu tri. Trong mQt nghiOn cr?u l6m sang O benh nhan d6i th6o duong

tu!,p 2 c6 bQnh than, ty le mic chimg tang kali m6u cao hon lJri diAu tri voi losartan. Vi vfy,

cAn theo d6i chat ch6 nting d0 kali trong huy6t tuong vd dQ thanh th6i creatinine; dic bigt d

nhirng benh nhan bi suy tim vd d0 thanh thii creatinine tt 30-50 ml/phrit.

Kh6ng khuyiin c6o str dpng <16ng thoi thu6c lqi ti6u giir kali, ch6t b6 sung kali, ch6t thay th6

mut5i c6 chria kali ho{c c6c thu6c khiic c6 th(5 hm t[ng kali huy6t thanh (vi dp c6c sdn phAm

c6 chfa trimethoprim) voi losartan.
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S* duns d bAnh nhdn suy thdn vd bAnh nhdn thdm tdch mdu

Kh6ng can aiAu chinh li6u khoi dAu d benh nhan suy th4n vd bgnh nhen th6m tiich miiu.

S* duns o bAnh nhdn suy gan

N$n xem x6t [Au th6p hon aOi voi benh nhan c6 tiAn str suy gan. Kh6ng c6 kinh nghiQm tli6u

tri o nhtng benh nhen suy gan nAng. Do d6, chiing chi dinh dtng losartan o nhimg benh nhan

bi suy gan nilrg.

S* dung & bAnh nhdn cao ru6i

M[c dir cAn *em x6t dC bit dAu diAu tri voi li0u 25 mg o nhimg benh nhan tr6n 75 tu6i,

nhung thudng kh6ng can AiCu chinh [Au o benh nhan cao tui5i.

Cdch ding
Thu6c dung duong u6ng. NCn nu6t nguy0n vi6n vd thu6c phii duo.c u6ng voi nu6c, c6 th6

u6ng thudc fiic no ho4c hic d6i. M4c dt vi6n c6 v4ch k6, kh6ng dugc b6 vi6n khi udng.
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Suy giim chtc ndng gan

Dga vio nhirng dt lieu dugc tlQng hgc chimg minh n6ng dQ losartan trong huyi5t tuong ting

c6 j nghia d benh nhdn xo gan, n6n xem x6t li6u th6p hon o benh nhan c6 ti0n sri suy giirn

chrtc n[ng gan. Kh6ng c6 kinh nghiQm str dpng losartan e benh nhdn suy gan n{ng. Vi vdy,

chdng chi dlnh dung thu6c tr6n bQnh nhdn suy gan nAng.

Losartan kh6ng dugc khuy6n c6o cho tr6 em bi suy giim chric ndng gan.

Suy gi,fim chftc ndng thQn

Nhu mQt hQ qui cria viQc ric ch6 hQ th6ng renin-angiotensin-aldosteron, thay d6i chric nEng

th{n bao gdm suy then da duo. c b6o c6o (tl4c biet le o nhimg benh nhan c6 chr?c ndng thfn

phg thuQc vio hQ th6ng renin-angiotensin-aldosterone, chAng h4n nhu nhfing nguoi bi suy

tim n{ng ho4c r6i lo4n chr?c ndng th4n ttr tru6c). Nhu c6c thudc khric 6nh huong iltin h0

th6ng renin-angiotensin-aldosterone, tdng ur6 miiu vi creatinine huytlt thanh cfrng dd duo. c

b6o c6o o nhtng benh nhen bi hep d6ng m4ch than hai b6n ho{c hgp dQng m4ch 0 nguoi chi

c6 mQt than; nhtng thay d6i tr6n chric ndng thfn c6 thC h6i phgc khi ngtmg <ti6u trf.

Losartan phii rlugc su dgng th{n trqng o nhirng benh nhan bi hep dQng m4ch than hai b6n

ho{c hgp dQng m4ch d nguoi chi c6 mQt than.

Sft dqtng & tri em suy gi,fim chirc ndng thQn

Losartan khdng dugc khuy6n c6o o tr6 em c6 t! lQ lqc cAu thAn < 30 ml/phriVl,73m2 vi

kh6ng c6 dt liQu.

NOn theo d6i thudrng xuy6n chric ning thfn trong khi <liAu tri bAng losartan vi chric ndng th{n

c6 th€ x6u di. DiAu ndy 6p dUng dac biet khi dung losartan khi benh nhAn c6 c6c tinh tr4ng

kh6c (s6t, m6t nu6c) c6 th6 tim suy giim chric nlng thqn.

Sri dUng d6ng thoi losartan vd ch6t ric chi5 enzyme chuy6n cho th6y hm giAm chric ning

than. Vi v{y, sir dgng tl6ng thoi kh6ng duo. c khuy6n c6o.

Ghip thQn

Kh6ng c6 kinh nghiQm tti6u tri O bQnh nh6n moi gh6p than.

Cudng aldosterone nguyAn phdt

BCnh nhan c6 culng aldosterone nguy6n phrit n6i chung s€ kh6ng d6p img voi thu6c hp

huySt iry tilc dQng th6ng qua ric ctr6 ne th6ng renin-anglotensin. Vi vfly, viQc sri dpng losartan

kh6ng dugc khuy6n c6o.

BQnh mgch vdnh vd bQnh mgch mdu ndo

Nhu voi U6t t<y tac nhdn ha huyt5t 6p ndo, gi6m huyi5t 6p qulmfc o nhirng benh nhan c6 bQnh

thii5u m5u co tim cuc b6 vd b0nh mach mriu n6o c6 th6 ain d6n nhtii mau co tim hoac itOt

quy.

Suy tim

O bQnh nh6n suy tim c6 ho[c kh6ng c6 suy thfn, cfing nhu voi c6c thu6c kh6c tac dQng l6n

hQ th6ng renin-angiotensin, c6 nguy co gAy ha huy6t 6p <lQng m4ch n{ng vd suy th4n (thuong

h c6p tinh).

Kh6ng c6 kinh nghiQm di6u tri voi losartan O benh nhdn suy tim vd suy th$n nqng ctng hic, d

nhfiTrg bQnh nhen suy tim nqng (NYHA lo4i IV) cfing nhu o benh nhan suy tim vir c6c r6i
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loan nhfp tim c6 triQu chimg de dqa mAng siSng. Do d6, losartan n6n dugc sri dgng thfn trqng

O cdc nh6m benh nhan ndy. NOn th{n trgng khi ph6i hqp losartan voi thu6c chgn beta.

Hgn van ilQng mqch chrt vd van hai ld, tdc nghin phi ttgi co tim

Cfing nhu c6c thu6c gi6n m4ch kh6c, cAn dac biQt thfn trgng khi dung losartan d benh nhan

bihpp van dQng m4ch chir hay van hai l6,hay tic nghEn phi dai co tim.

S,h dqtng 0 phU ntr cd thai

I(h6ng n€n bit <lAu diAu tri voi losartan o phU nir c6 thai. Tru khi viQc tii5p tgc di6u tri voi

losartan dugc coi ld c6n thii5t, bQnh nh6n c6 kti ho4ch mang thai n6n thay d6i sang phuong

ph6p di6u tri t5ng huy6t 6p kh6c <tE c6 h6 so an todn dugc thitit lap. Khi bQnh nhan x6c dfnh

dE c6 thai, n6n ngtmg di6u tri bdng losartan ngay lap tuc vd bit <IAu fieu ph6p thay th6 n6u

thich hqp.

Cdnh bdo vd thQn trgng khdc

Theo nhu dE quan s6t d6i voi c6c ch6t tic ch6 enzyme chuyAn, losartan vd c6c thudc tl6i

kh6ng angiotensin kh6c dudrng nhu it co tfuc dgng trong viQc h4 huy6t 6p o nguoi da den hon

o nh6m nguoi khric, c6 lC boi vi tinh tr4ng mric renin th6p thudng ph6 bi6n trong d6n s6 da

den b! tang huy6t 6p.

Sy phong tda kip hQ thdng renin-angiotensin-aldosterone (RAAS)

C6 b6ng chimg cho th6y viQc su d*ng d6ng thoi c6c thu6c tc chiS ACE, thu6c chpn thu

angiotensin II ho{c aliskiren ldm tang nguy co ha huytit 6p, ting kali m6u vi giim chric

thfln (bao g6m suy thfn c6p). Vi v4y, sU phong t6a k6p hQ cria RAAS thdng qua viQc k6t
z

c6c thu6c ric chi5 ACE, thu6c chEn thU th6 angiotensin II ho{c aliskiren kh6ng duo. c

c6o.

Ni5u [Qu ph6p di6u tri k6p duo. c coi ld c6n thitit thi phAi duq c gi6m s6t boi chuyOn gia vd

theo d6i ch{t ch6 chrlc ndng th{n, ch6t diQn gi6i vd huyrit 6p. Khdng n6n dirng tt6ng thoi crlc

thu6c irc chi5 ACE vi thu6c chgn ths thr5 angiotensin II d benh nhan bi benh than do d6i th6o

<tudng.

T6 duoc

Lactose

San phAm niy c6 chfa lactose. BQnh nh6n c6 v6n aC di truy6n hii5m gap vC kh6ng dung n4p

galactose, thiiSu hgt lactase toan ph6n hoflc k6m hAp thu glucose-galactose kh6ng n6n dtng

thu6c niy.
Natri
San phAm thu6c ndy chria it hon 1 mmol nati (23 mg) m6i vi0n, ngtria li vA co ban h
"kh6ng c6 natri".

Srfr dgng thudc cho phg nfr c6 thai vir cho con bf
Phu nt c6 thai

ViQc sri dgng losartan kh6ng dugc khuyi5n c6o trong ba th6ng diu cria thai k). Chdng chi

dinh st dyng losartan trong ba thrlng gita vi ba thang cu6i c0a thai kj.
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BAng chtmg dich t6 hgc vd nguy co gdy qu6i thai sau khi ti6p xric voi thudc ric ch6 ACp
trong ba thang tIAu ctia thai lc! chua duoc ttit tuan rO rang; tuy nhi€n kh6ng th6 lo4i tru sE gia

ting nguy co nh6. M4c dt kh6ng c6 d[ liQu dich t6 hqc duo. c kir-lm so6t v6 nguy co kAi dung

thu6c r?c chti thU th6 angiotensin II (AIIRA), nhtmg nhimg nguy co tuong tp c6 thr-i tdn tai
OOi voi nh6m thu6c niy. Tru khi ti6p tqc dieu tri voi thu6c ric chti thg th6 angiotensin duoc

coi li can thii5t, benh nhan c6 ki5 hoach mang thai n6n duo. c thay d6i sang phuong ph6p di6u

trl teng huy6t 6p kh6c da c6 h6 so an toin duqc thi6t l{p iI6 sri dgng trong thoi k} mang thai.

Khi benh nh6n xrlc dinh da c6 thai, nOn ngtmg di6u tri bnng losartan ngay lfp tfc vd bat dAu

liQu ph6p thay thti ni5u thich hgp.

Phoi nhi6m voi thu6c chEn thu th6 angiotensin trong ba thang gifia vd ba thrlng cu6i cira thai

lc! <tugc bitit gdy ra dQc tinh d nguoi (giam chric n[ng than, it nu6c 6i, chfm ph6t triiSn xuong

s9) vi tlQc tinh so sinh (suy th{n, ha huytit 6p,tdngkali mriu).

T16 so sinh c6 m9 dd dtrng losartan n6n duo. c theo d6i chat chi5 uA ha huyi5t 6p.

Phu nt cho con bri

Do kh6ng c6 th6ng tin vA viQc su dpng losartan trong thoi lc! cho con bf, losartan kh6ng

dugc khuy6n crlo vi n6n 6p dung c6c liQu ph6p di6u tri thay th6 v<ri cilc quy trinh thitit lap an

todn hon o phU nfi cho con bf, dac biQt trong khi chdm s6c tr6 so sinh ho{c trd sinh non.

Anh hudmg cria thudc lOn khi ning l6i xe, v$n hdrnh miy m6c

Khdng c6 nghi0n ct?u vC c6c phan img tr6n khi ndng liii xe vir sri dgng m6y m6c d6 duoc

thgc hiQn. Tuy nhi6n, khi Hi xe hay v{n hanh m6y m6c can luu y .A"g ch6ng m4t ho4c bu6n

ngri d6i khi c6 thO xdy ra khi sir dsng liQu ph6p ch6ng ting huyiSt iip, d{c biQt khi bit diu di6u

tri hoac thi tang tiAu.

Tuong tic, tuong lry cta thuSc

Cric thu6c <1i6u trf tnng huyiSt 6p kh6c c6 th6 lim tdng t6c dgng ha huy6t rlp cta losartan. Sir

dgng d6ng thoi voi cilc thu5c kh6c c6 tric dgng kh6ng mong mu6n h ha huy6t 6p (nhu thu6c

ch6ng trAm cim ba vdng, thu6c ch6ng loan thAn, baclofen vd amifostine) c6 the lam tang

nguy co ha huytit 6p.

Losartan duo. c chuy6n h6a cht y6u boi cytochrome P450 CYP}C} thanh ch6t chuyiSn h6a

acid carboxylic c6 hopt tfnh. Trong mQt tht nghiQm l6m sdng, fluconazole (ch6t ric chri

CYP2C9) hm giam n6ng ttQ cria ch6t chuyAn h6a c6 ho4t tinh k:hoang 50%. Dung d6ng thoi
losartan voi rifampicin (ch6t cim img enzyme chuy6n h6a) hm gitlrn40% n6ng dQ trong
huy6t tuong cua ch6t chuyiSn h6a c6 ho4t tinh. Sg liOn quan lAm sdng cria hiQu ung ndy kh6ng
dugc 16. Kh6ng c6 sg khric biOt vO n6ng dq khi di6u tri d6ng thoi voi fluvastatin (ch6t ric chti
yi5u CYP2C9).

Ciing nhu c6c san phArn thu6c kh6c c6 tac dgng r?c ch6 angiotensin II ho4c cic tfuc dung cria

angiotensin II, sri dung d6ng thdi c6c san phAm thu6c khric gifr kali (vf dp thu6c lqi ti6u gifr
kali: amiloride, triamterene, spironolactone) hodc ldm tdng n6ng dQ kali (vi dp heparin), ch6t
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b6 sung kali ho4c ch6t thay thi5 mu6i chria kali c6 th6 aan a6n tlng kali huytit thanh. Dung

d6ng thoi losartan voi ctlc thudc ndy kh6ng dugc khuyiSn c6o.

EE c6 biio c6o vC sg tdng c6 dio ngu-o. c n6ng dQ lithi huy6t thanh vd <lQc tinh trong thoi gian

dung d6ng thoi lithi voi ch6t ric chi5 ACE. R6t hi6m truong hqrp ctng dd duo. c b6o crio voi

c6c thu6c aOi Urang thq thC angiotensin II. N6n thf,n trgng khi st dgng <l6ng thoi lithi vd

losartan. N6u ki5t hqp ndy h cdn thi6t, theo ddi mfc lithi huyiSt thanh dugc khuy6n c6o trong

qu6 trinh sri dgng <tdng thoi.

C6 th6 giim t6c dUng ha huy6t 6p khi st dgng d6ng thoi crlc thu6c AOi nrang angiotensin II

voi thutic kh6ng vi6m kh6ng steroid NSAID (vi dU thu6c fc chti COX-2 c6 chgn loc, acid

acetylsalieylic o liiiu ktang vi6m vd NSAID kh6ng chgn lgc). ViQc srl dUng ddng thoi c6c

thu6c eOi ruuing angiotensin II ho{c thu6c lqi tiCu vd NSAID c6 th6 d6n <ttin tlng nguy co

chfc n6ng than bi x6u di, nhu suy thfn c6p vi tdng kali huy6t thanh, dac biQt o nhirng bQnh

nh6n c6 chirc n[ng th4n suy yi5u tt tru6c. Sg ph6i hqp n6n dugc thgc hiQn c6n than, dic biet

d nguoi cao tu6i. Benh nhen n6n duoc cung c6p nu6c <IAy dir vd c6n nhic theo d6i chric ndng

thfln sau khi bat dAu diAu tri ph6i hqrp vd dinh ky sau d6.

Dfi liQu thri nghiQm l6m sang cho th6y viQc phong toa k6p hQ th6ng renin-angiotensin-

aldosterone (RAAS) th6ng qua viQc kiSt hqp sri dpng c6c thu6c ric ch6 ACE, thu6c chgn thp

th6 angiotensin II ho{c aliskiren ldm t5ng ten su6t c6c t6c dung kh6ng mong mu6n nhu h4

huy6t 6p, tiing kali m6u vi suy giim chric n[ng thfn (bao g6m suy thfn) so voi viQc st dgng

don tri liQu t6c ilQng l6n RAAS.

Nu6c buoi chtm c6 chfa c6c thirnh phdn ric ch6 enzyme CYP450 vd c6 th6 hm gi6m n6ng

d0 ch6t chuy6n h6a c6 ho4t tinh cira losartan, tt d6 c6 thO ldm giem hiQu qui di6u tri. NCn

trdnh u6ng nu6c buoi chtm khi dung thu6c losartan.

Tuong ky. thuilc: Do kh6ng c6 c6c nghiOn cr?u vC tinh tuong ky cira thu5c, kh6ng trQn lAn

thu6c ndy voi c6c thui5c khric.

Tic dgng kh6ng mong mu6n cfra thu6c

Losartan dE dugc <trffi gi6 trong ciic thir nghiQm ldm sang duoi ddy:

- Trong mQt thri nghiQm l6m sang c6 kiiSm soiit d > 3.000 nguoi lon mic tnng huyi5t 6p

nguy6n ph6t tir 18 tu6i tro l6n;

- Trong mQt thu nghiQm l6m sang O 177 benh nhan t[ng huyi5t 6p tt 6 diSn 16 tu6i;

- Trong mQt thri nghiQm 16m sang d > 9000 benh nhen ting huy6t 6p voi phi <lai th6t tr6i

tu 55 di5n 80 tu6i;

- Trong mQt thfr nghiQm ldm sang b> 7700 benh nhan voi suy tim man tinh;

- Trong mQt thft nghiQm l6m sang O > 1500 benh nhan d6i th6o tludng tuyp 2 c6 protein

niQu tir f t tuOi tro l€n.

Trong c6c thtr nghiQm l6m sang nity, tfuc dgng kh6ng mong mu6n thuong g[p nh6t h choang

vang.

Tan suit cta cfc tic dpng kh6ng mong mtr6n itugc liQt k0 theo quy udc sau: r6t thuong g4p

(> l/10), thuong g{p (> l/100, < l/10); it gap (> l/1.000, < l/100); hitim gap (> 1/10.000, <
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l/1.000); rit trii5m gap (S l/10.000), kh6ng 16 tAn su6t lkh6ng thiS udc tinh tt dft liQu hiQn

c6).

Bing 1. TAn su6t cic trflc dgng khOng mong mu6n tlugc xic illnh ttr cic thfr nghiQm lim
sirng ki6m soit c6 a6i cnmg gii dugc vi kinh nghiQm sau luu hinh.

o
NG\
N

PH6'tl-2

T6c dgng kh6ng
A

mong muon

tAn sudt cic tic dgng kh6ng mong mu6r, theo chi ilinh Kh6c

Tlng huy6t

hp

TIng huy6t

6p vfi phi

d4i th6t tr6i

Suy tim
m4n tinh

TIng
6p vir it6i

th6o dudng
tufp 2 voi
bQnh thQn

Kinh
nghiQm

sau luu
hirnh

logn mdu vd hQ bgch

Thi6u m6u Thuong g[p Kh6ng 16

tAn su6t

Ciam tiiSu cflu Kh6ng 16

tAn su6t

loqn hQ dlch

Phin ung qu6 min,
phin ung phin ve,

phtr m4ch* vi vi€m

mpch**

g?p

fri tog" fim thdn

Trdm cim Khdng 16

tAn su6t

ndi bsn hQ thdn kinh

Cho6ng v6ng Thuong g{p Thuong g[p Thuong g4p Thuong g[p

Budn ngt It gap

Dau diu It gap It gap

R5i loan giAc ngt It gap

Di cim Hi6m gflp

Dau nria ddu Kh6ng rd
tAn suAt

Lopn vi gi6c Khdng 16

t6n su6t

Rdi togn tai vd trong lai
Ch6ng m[t Thuong g[p Thuong gflp

U tai Kh6ng rd
ten su6t

-nAn* ttm
Tim <lap nhanh It g6p

Dau th6t ngyc It g6p

Ng6t Hi{im gflp

Rung t6m nhI Hi6m gap
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^ . t.K
I al Dlen macn mau

nao

Hii5m gIp

iiltloqn mgch

H4 huy6t 6p tu thd

dung (bao g6m cir

truong hqp li6n quan

tttin li6u)rl

It gap Thuong g4p Thuong gpp

W*vdtrungthdt
I(h6 tho It gap

Ho It gap Kh6ng rd
tAn su6t

ndi bgn fiAu hda

Dau bpng It gip

T6o b6n It eap

Ti€u chiy It gap Kh6ng 16

tAn su6t

Bu6n n6n It gap

N6n It gap

nfi bgn gan mQt

Vi6m tgy Kh6ng 16

tan

Vi€m gan uicm $fl\
Chric n[ng gan bdt

thudng
$u"ti"if,
tan su6$//

ndi bgn da vd mO drot da
//

Mdy day It gap Kh6ng 16

ten suSt

Ngfa It gap Kh6ng 16

tan su6t

Ph6t ban It gap It g6p Kh6ng rd
tAn su6t

Nhpy cim vdi 6nh

siing

Kh6ng 16

tin su6t

rtl t"gn cd -*o"g ia *a fian kdt

Dau co Kh6ng 16

tAn su6t

Kh6ng 16

tan su6t

Globin co niQu kich

ph6t

Kh6ng rd
tAn su6t

ndi bgn thQn vd fi& niQu

Suy giim chric nlng
th4n

Thuong g4p

o
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u--)
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Thuong g4pSuy thfn

ffii togn sinh sdn vd vrt
Khdng 16

tAn su6t

R6i lopn cuong

crmg/bQnh ligt duong

nfi bgn chung vd tgi chd dilng thudc

Thuong g4pIt gap Thucrng g[p It gapSuy nhugc

Thuong g[pThuong g[p It gapMQt moi It eap

Phtr n6 It gap

Khdng rd
tAn su6t

Kh6 o

Xit nghiQm
Thuong

eapt

it giptThuong gflpTlng kali mriu

TIng analine

aminotransferase

(ALD$

Hi6m g[p

Thuong g[pTdng ur6 m6u,
.!

creatrnlne huyet

thanh, vd kali huyiSt

thanh
Kh6ng 16

tAn su6t

Ha natri miiu

Thuong gflpH4 dudng mrlu
*Bao stmg O thanh quan, thanh m6n, m{t, mdi, hgng valho{c ludi (gdy t[c nghEn duong

tho); o mQt s6 benh nhen c6 tiAn su phtr m4ch do sri dgng c6c lo4i thu6c kh6c, bao gtim c6

thu6c ric chi5 ACE.
** Bao g6m ban *ult huyiSt Henoch-Sch0nlein.
,, D4. biQt 0 nhtng bQnh nhen bf suy giAm nQi mpch, vi dU benh nh6n suy tim n{ng ho{c

dang diAu tri bang thu6c lqi tiCu li6u cao.

tThuong g{p o benh nhin dtng losartan 150 mg thay vi 50 mg.

fTrong mQt nghiOn cr?u l6m sdng dugc thgc hiQn d benh nhdn ti6u duong tulp 2 c6 benh

th!n,g,gyobgnh nhan di6u tri bing losartan bitEng kali m6u >5,5 mmoUlvd3,4o/o benh nhan

diAu tri b5ng gia duo. c.

$Thuong duo. c gi6i q,ry6t khi ngimg dung thu6c.

Cic tac dgng kt6ng mong mu6n b6 sung sau ddy xtty ra thudmg xuy6n hon o nhirng bQnh

nhdn dung losartan so voi gi6 duo. c (khdng rO tdn su6t): dau ltmg, nhiSm khuAn dudmg titit

nigu vd cric triQu chimg gi6ng crim.

Rdi loan thdn vdtii5t niOu

Do r?c ctr6 trg th6ng renin-angiotensin-aldosterone, c6c thay d6i vA chric n5ng thfn bao g6m

ci suy than da dugc brio ciio o ntrfi'ng benh nhan c6 nguy co; c6c thay ddi vd chfc nnng thfn
ndy c6 tne nOi phpc sau khi ngtmg diAu tri.
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T16 em

Hti so tric dgng kh6ng mong mu6n 0 tr6 em duong nhu tuong t.u nhu d benh nhin nguoi lon.

Dt liQu d tr6 em cdn h4n chti.

Bdo crio cdc ttic dltng khhng mong mudn nghi ngd

86o c6o cdctic{rng kt6ng mong mu6n nghi ngd sau khi luu hanh thu6c h rAt quan trgng dr-A

tii5p qrc gi6m s6t c6n bdng lgi ich/nguy co cta thu6c. Can bg y ti5 cdn biio ciio tdt cttphan ung

c6 h4i vC t.ung tdm qutic gia ho{c Trung t6m khu wc ,A Th6ng tin thu6c vd Theo ddi phan

img c6 hai ctia thu6c.

Th6ng b6o ngay cho biic s! ho{c duo. c si khi gip citc titc dgng kh6ng mong mu6n nhu tr6n

khi sri dgng thu6c ho{c b6o c6o circ phan rmg c6 h4i ctra thu6c vA Trung tdm Th6ng tin thui5c

vd Theo d6i phan img c6 h4i cria thu6c (ADR) Qu6c Gia. Dia chi: 13 - 15 Le Thdnh T6ng -

Hoan Ki6m - He NOi. DiOn tho4i: 024.3.9335.618; Fax: 024.3.9335642; Email:

di.pvcenter@qmail.com.

Qui tidu vir cich xfr tri
Tri6u chimg

Dt liQu li6n quan dtin qui liAu o nguoi cdn h4n chti. Cec bi€u hiQn thuong gap nh6t do qu6

li6u c6 thC h h4 huyi5t 6p vi nhip tim nhanh. C6 thC xdy ra nhip tim chAm do kich thich hQ

ph6 giao cam (than kinh ph6 vf).

C6ch xri tri
NiSu xiy ra h4 huytit 6p c6 triQu chimg, dieu tri h6 trq n6n dugc thgc hiQn.

Cdc biQn phrlp di6u tri phU thuQc vio thoi gian dung thu6c, loai vd mric dQ nghiOm trgng cira

c6c triQu chimg.

6n dinh hQ th6ng tim m4ch n6n duo. c uu ti6n. Sau khi udng thu6c, chi dinh u6ng mQt li6u
than ho4t tinh thich hgrp. Sau d6, thgc hiQn girim s6t ch{t ch€ c6c th6ng s6 sinh t6n. C6c th6ng

s6 sinh t6n cdn duo. c khic phuc, n6u can thitit.

Ci losartan ho{c ch6t chuy6n h6a it6u kh6ng th6 lo4i b6 b6ng thAm tach m6u.

D[c tinh duqc lgc hgc

Nh6m dugc ly: Thu6c aOi nrang thp th6 angiotensin II, don tri liQu.

Md ATC: C09CA01.

Losartan li mQt lo4i thu6c aOi kuing thp th6 angiotensin II (loai ATr) t6ng hqp duong ui5ng.

Angiotensin II, m6t ch6t gdy co m4ch mqnh, ld hormone ho4t dQng chfnh cta hQ th6ng
renin/angiotensin vi mQt y6u t6 quy6t dinh quan trong trong sinh lf bQnh cria tdng huytit 6p.

Angiotensin II li6n ktit voi ciic thg th€ ATr duoc tim th6y d nhi6u m6 (vi dg nhu co tron
m4ch m6u, tuy6n thugrg than, than vd tim) vi kich thich mQt vdi ho4t dQng sinh hoc quan

trQng, bao g6m cd sg co mach vd gi6i ph6ng cira aldosterone. Angiotensin II cflng kich thich
sU ting sinh t6 bio co tron.
Losartan chen thu th6 ATr mQt ciich chgn lgc. In vitro vd in vivo losartan vd ch6t chuy6n h6a
c6 ho4t tfnh acid carboxylic E-3174 kh6a t6t ch ctrc t6c dQng sinh lf c6 li6n quan cta
angiotensin II, kh6ng phg thuQc viro ngu6n ho{c con duong tdng hgrp.

Losartan kh6ng co tdc dgng d6ng vfn ctng nhu d6i kh,ing ciic thg thi-A crla hormone ho{c c6c
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k6nh ion quan trong kh6c trong viQc tli6u hda tim m4ch. Hon n[a, losartan kh6ng ric ch6

enzyme chuy6n (kininase ID), enzyme phdn hty bradykinin. Do d6, khdng ldm tnng t6c dgng
A'

kh6ng mong mu6n ctia chit chuy6n h6a bradykinin qua trung gian.

Trong qu6 trinh di6u tri bdng losartan, vipc lo4i b6 c6c thdng tin phan trOi am tinh angiotensin

II tr€n sU ti6t renin d6n d6n ting ho4t tfnh renin huy6t tuong (plasma-renin activity - PRA).

Sg ting PRA dAn d6n tdng angiotensin II trong huyiSt tuong. M4c dt vQy,titc dgng h4 huy6t

rip vi ric chti n6ng dQ aldosterone huy6t tuong v6n dugc duy tri, cho th6y hiQu qud phong t6a

thU th€ angiotensin II. Sau khi ngmg dtng losartan, gi|tri PRA vd angiotensin tI giim trong
.l

vong 3 ngdy v6 cilc giittri ban ddu.

Ci losartan vi ch6t chuy6n h6a chinh c6 ho4t tinh d6u c6 rli lyc voi thg th6 ATr cao hon so

voi thp th6 ATz. Ch6t chuy6n h6a c6 ho4t tinh cira losartan c6 hopt tinh cao hon ttr 10 d6n 40

lAn so voi losartan tinh theo ktr6i luqng.

D{c tinh dugc dQng hgc

Hdp thu

Sau khi u6ng, losartan duo. c h6p thu t6t vi chuy6n h6a l6n diu qua gan, tpo thanh mQt ch6t

acid carboxylic c6 ho4t tinh vi c6c chAt chuy6n h6a kh6ng c6 ho4t tinh khric. Sinh kh6 dgng

toan thAn cira vi6n n6n losartan khoang 33%. N6ng dO dinh trung binh cta losartan d4t duo. c

trong vdng 1 gid, vd cira ch6t chuyiSn h6a c6 ho4t tinh trong vong 3 - 4 gio.

PhAn bd

Ci losartan vd ch6t chuy6n h6a c6 ho4t tfnh gan t6t > ggyo voi protein huy6t tu*g, chir yi5u

li albumin. thii tfch phdn b6 ctra losartan la 34 Ht.

Chuydn hda

Khoang 14% li6u dung duong u6ng, hoflc ti6m tinh m4ch cria losartan du-o. c chuy6n thanh

ch6t chuy6n h6a c6 ho4t tinh. Sau khi u6ng hodc ti6m tinh m4ch losartan kali danh d6ru ph6ng

xa r4C, sg tu6n hoan tinh ph6ng x4 trong huyiSt tuong dugc cho chri yiiu li do losartan vd chdt

chuy6n h6a c6 hoat tinh. Chuy6n AOi tOi thitiu ctia losartan thanh ch6t chuydn h6a c6 ho4t tinh
dugc tim th6y khoang I% 6 cic c|nhdn duo. c nghiOn cuu.

Ngodi circ chdt chuy6n h6a c6 hoat tinh, cic chdt chuy,5n h6a kh6ng c6 ho4t tinh cfing duo. c

hinh thanh.

Thdi trir
DO thanh thii trong huyi5t tuong cia losartan khoang 600 ml/phrit vd cta chdt chuyiSn h6a

khoang 50 ml/phrit. D0 thanh thai d thfln ctra losartan khoang 74 mllphtt vd cia ch6t chuyi5n

khoang 26 ml/phit.
Khi losartan dugc dung duong u5ng, khoang 47% li€;u dung dugc thei tru ducri dqng kh6ng
thay d6i qua nudc ti6u, vd khoang 6% hAu dtng duoc thai tru qua nudc ti6u duoi dqng ch6t
chuyiSn h6a c6 ho4t tinh. Duo. c dQng hgc cria losartan vd ch6t chuy6n h6a c6 ho4t tinh tuy6n
tfnh voi liAu u6ng losartan kali l6n tl6n 200 mg.

Sau khi u5ng, n6ng dQ trong huy6t tuong cria losartan vd ch6t chuy6n h6a c6 ho4t tinh giim
theo hdm s6 mf, voi thoi gian b6n thii tuong img khoang2 gitr vd 6-9 gid. Trong thoi gian
dung thu6c m6i ngiy mOt l6n voi mfc li6u 100 mg, losartan vd ch6t chuyt5n h6a c6 ho4t tinh
kh6ng tich lfiy ttring kC trong huytit tuong.
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Losartan vd c6c ch6t chuyi5n h6a dugc thdi tru qua cd duong m4t vd duong niQu. Sau mQt li6u

duo. c diinh d6u rac losartan d nam gioi, khoang 35%43% li6u ph6ng xp duo. c tim th6y qua

iludrng niQu vd 58%150% trong phdn.

Dgc ili6m 0 bQnh nhfrn

O nhtng bCnh nhan cao tu6i ting huyiit 6p, n6ng <10 losartan vd ch6t chuy6n h6a c6 ho4t tfnh

trong huyi5t tuong vd co ban kh6ng khric biQt so voi ntrimg benh nhan tr6 tudi tdng huyi5t rip.

O nhimg benh nhan nir tdng huy6t 6p, n6ng d6 losartan huyiSt tuong cao g6p d6i so voi 0
benh nhan nam tdng huy6t 6p, trong lJri n6ng d0 ch6t chuy6n h6a trong huy6t tuong c6 ho4t

tinh kh6ng kh6c biQt gifra nam vd nfr.

O benh nhdn xo gan ttr nhe <li5n trung binh do rugu, sau khi udng thu6c, ndng dQ trong huy6t

tuong cria losartan vi ch6t chuy6n h6a c6 ho4t tinh tan tuqt g6p 5 Dn vd 1,7 mn so voi ndng

tIQ o nguoi tinh nguyQn nam tr6 tu6i.

N6ng d6 losartan trong huy6t tucrng kh6ng thay d6i o nhirng benh nhan c6 ttQ thanh thai
creatinine tr6n l0 ml/phft. So voi benh nhan c6 chric nlng th4n binh thudrng, AUC cria

losartan cao g6p 2 mn d voi bQnh nhdn thAm tiich m6u.

N6ng dQ trong huytit tuong cria ch6t chuy6n h6a c6 hoat tinh kh6ng thay ddi 6 benh nhdn suy

than hoac benh nhan thAm tach m6u.

CA losartan ctng nhu ch6t chuy6n h6a c6 ho4t tinh kh6ng th6 lo4i tru blng thAm t6ch m6u.

Duoc d6ns hoc d tr6 em

Duo. c dQng hgc cira losartan d5 duoc nghiOn cr?u o 50 tr6 em tdng huyi5t 6p tt tren I
tuOi OiSn duoi 16 tuOi AiCu tri voi losartan o mfc li6u ttr 0,54 - 0,77 mgkgx 1 lAn/ngiy
trung binh).

K6t qui cho th6y ch6t chuy,Sn h6a c6 hoat tinh dugc hinh thanh tt losartan d mgi I
Losartan cho th6y ciic th6ng s6 duo. c <lQng hqc tuong tu sau khi u6ng 6 trd so sinh vi
bi6t iti, tr6 m6u gi6o, trd vf thanh ni6n vd thanh thi6u ni6n. Cdc th6ng s6 duo. c <lQng

ua

voi ch6t chuy6n h6a kh6c nhau 6 mric dQ lon hon giira c6c nh6m tuOi. rcri so silnh tr6 em d
hia tuOi m5u gi6o voi thanh thi6u ni6n, nhirng khric biQt ndy dd c6 1f nghia th6ng k6. Mric rIQ

phoi nhiSm O trd so sinh/tr6 moi bi6t di tuong d6i cao.

Quy cich il6ng gt6i: HOp I vi x l0 vi6n; HQp 3 vi x 10 vi6n; HOp 5 vi x l0 vi6n.

Didu kiQn bio quin: Bio quan noi kh6 milt, tr6nh 6nh siing,0 nhiet d0 duoi 30"c
H4n dtngz 24 thangkr5 tu ngdy s6n xu6t.

Ti0u chuin ch6t hgmg: USP 2024.

TGn, dia chi co s& sin xuit:
ACME FORMULATION PVT. LTD.
Ropar Road, Nalagarh, Distt. Solan (H.P.), An DQ
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