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Rx - Thude ban theo don
LOSACAR-H

(Vien néa Losartan Kali 50 mg + Hydrochkirolhazise 12,5 mg)
Thanh phin: M3) vién nén baa phim cb chira

Losartan Kali 50 mg + Hydrochlorothiazide 12,5mg
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Rx
LOSACAR-H
(Vién nén bao phim Lesartan kali 50mg + Hydrochlorothiazide 12,5 mg)
CANH BAO:
Thudc ban theo don.

DPoc k¥ hudng din sit dung trude khi dung.

Né€u cin thém thdng tin, xin hdi ¥ ki€n bac si.

Xin thdng bdo cho bac si bi€t cdc tdc dung khong mong mudn trong qué trinh sl dung.
Pé thudc xa tim tay tré em.

Khodng diing thudc da qud han si¥ dung.

THANH PHAN:
M&i vién nén bao phim c6 chita:
Hegtichirs Losatamkall v wsienmnssansossis 50,0 mg

HydigehlGIothaZide: «onvnnnssssens 12,5 mg
Td dugce: Lactose, cellulose vi tinh thé (PH 101), natri lauryl sulphat, magnesi stearat,
croscarmellose natri, HPMC-6¢ps, titan dioxid, PEG-6000, talc tinh ch€&, quinolin yellow
lake.
DUQC LUC HQC:
Losartan kali:
Losartan 12 thudc ddi khdng thu thé angiotensin II (thu thé AT)).
Losartan va chit chuyén héa chinh c¢6 hoat tinh ngin cidn tic dung co mach va tiét
aldosteron ciia angiotensin II bing cdch ngin cdn c6 chon loc angiotensin II, khong cho gin
vao thu thé AT, c6 trong nhi€u md (cd trén mach mau, tuyén thugng than). Ca losartan va
chi't chuyén héa chinh ¢6 hoat tinh déu khong biéu 1 tdc dung chii van cuc bd & thu thé AT,
va déu ¢6 4i lyc véi thu thé AT; 16n hon nhiéu (khodng 1000 14an) so véi thu thé AT,.
Losartan 1a mdt chat e ch€ canh tranh thuin nghich thu thé AT;. Chat chuyén héa c6 hoat
tinh clia thuc manh hon tr 10 dé€n 40 1an so v6i losartan, tinh theo trong ludng va 1a mot
chit @c ch€ khong canh tranh thuin nghich véi thu thé AT,. C4c chit d6i khang thu thé
angiotensin II cling c6 cdc tdc dung huyét dong hoc nhu cdc chat tc ché ACE, nhung khong
c6 tdc dung khong mong mudn phd bién clia cic chat ic ché€ ACE 1a ho khan. ((

F O i, . o

Hydrochlorothiazide:

12 mot thudc 1¢i ti€u thiazid. Cd ch€ ha huyét dp cda né chua duge bi€t dé€n mot cach rd \\
rang. Thiazid 4nh hudng dén cd ch€ tdi hdp thu & &ng than, 1am ting bai ti€t natri, chlorid.
Thudc 1¢i ti€u hydrochlorithiad 1am gidm thé tich huyét trong, ting hoat dong ciia renin va
lam ting ti€t aldosteron, ting thai kali va bicarbonate. Renin va aldosteron dugc lién két qua
trung gian angiotensin, khi ph8i hgp mot chit d6i khang thu thé angiotensin véi mot thude
lgi ti€u thiazid s& lam gidm sy m4t kali.

Losartan kali + Hydrochlorothiazide:

T4c dung ha huyé€t 4p clia dang k&t hgp Losartan kali + Hydrochlorothiazide manh hon khi
chi dang riéng 1é tifng thanh phan. Do tdc dung hiép dong ciia hai thanh phin, Losacar-H c6
tdc dung trén tit ca cdc ddi twgng, tat ca cdc mifc do ting huyét 4p.
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Do tdc dung 1gi ti€u, Hydrochlorothiazide 1am ting hoat dong ciia renin trong huyé&t twong,
ting ti€t aldosteron, gidm kali mdu va lam ting lugng angiotensin II. Sy phdi hgp cia
losartan da ngidn chin cdc tdc dung cla angiotensin II, va thong qua su tc ché aldosteron c6
thé 1am gidm su mat kali khi k&t hgp véi thudc 1di tiéu.

Losartan ¢6 tdc dung ting bai ti€t nhe acid uric qua nudc ti€u. Hydrochlorothiazide lai giy
ting nhe acid uric mdu. Sy k&€t hgp nay da lam gidm su ting acid uric mau do thudc 16i tiéu

gay ra. /
DUGC PONG HOC: '
: B 0 g

Losartan kali:

Sau khi udng, losartan hap thu t6t va chuyén héa budc diu qua gan nhiéu nhd cdc enzym
CYP P450. Sinh khd dung cda thudc xap xi 33%. Khodng 14% liéu udng chuyén thanh chat
chuyén héa c6 hoat tinh, chdt nay ddm nhiém phan 16n tinh d&i khang thu thé angiotensin II.
Thdi gian bdn thdi cda losartan khodng 2 gidf va clia chdt chuyén héa khodng 6-9 gid. Nong
do dinh trong huyét twong cla losartan dat duge trong vong 1 gid, cla chat chuyén héa trong
vong 3-4 gid.

C4 losartan va chat chuyén héa c6 hoat tinh déu lién k&t nhiéu vdi protein huyét tuong, chi
y€u 1a albumin va chiing khong qua duge hang rao mau nio. Thé tich phan b clia losartan
khodng 34L va clia chatchuyén héa 1a 12L. P thanh thii toan phan trong huyét twong cia
losartan 12 600ml/phiit, cia chdt chuyén héa 1a 50ml/phit. P6 thanh thai cla ching & thin
lan lugt 1a 75ml/phiit va 25ml/phuit.

G bénh nhin xd gan tir nhe dén vita, dién tich dudi dudng cong ciia losartan va chat chuyén
héa c6 hoat tinh cao hon, tuong @ng gdp 5 1an va 2 Ian so v6i ngudi ¢6 bénh gan binh thudng.
Hydrochlorothiazide:

Sau khi udng Hydrochlorothiazide hdp thu nhanh chéng, sinh khd dung khoang 65-70%, tic
dung 1¢i ti€u xuat hién trong vong 2 gid, dat dinh sau khodng 4 gi%, kéo dai khoing 6-12
gig.

Hydrochlorothiazide qua dugc hang rao nhau thai nhung khéng qua hang rao mdu ndo va
dudc bai tiét qua sita.

Hydrochlorothiazide dugc dao thdi nhanh chéng qua than & dang khong chuyén héa. Thdi
gian ban thdi ndm trong khodng tir 5,6 dén 14,8 gid. It nha't c6 khoang 61% liéu diing qua
dudng udng dudc dao thai trong vong 24 gid.

CHI PINH:

Diéu trj ting huyét 4p & bénh nhan khong ddp ng vdi liéu phap don doc (3 nhitng bénh _
nhan ¢6 huyét 4p khong ki€m sodt dugc khi chi st dung riéng ré Losartan kali hay /
Hygrochlorothiazide).

LIEU LUGNG VA CACH DUNG:

Thudc dung dudng udng. Ding theo chi din ctia bac si diéu tr.

Liéu thong thudng: 1 vién (Losartan kali 50 mg va Hydrochlorothiazide 12,5 mg)/ ngay. Tac
dung ha huyét dp dat duge sau khi udng trong khodng 3-4 tuan. Néu khong c¢6 ddp dng c6
thé ting liéu 1&én 2 vién/ ngay.

CHONG CHI PINH:

Min cdm vd6i Losartan kali, Hydrochlorothiazide, din xuit sulphonamid hoic bit ky thanh
phan nao cda thudc.

Bi tiéu.

Phu nit ¢6 thai va cho con bu.

Céc trudng hgp ha kali mdu hay ting calci mau.
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Ha natri huyét kéo dai.
Suy gan, f mat hodac viém tdi mat.
Suy than niang (d0 thanh thai creatinin < 30ml/ phiit)

Téng acid uric hodc bénh giit. /
KHUYEN CAO VA THAN TRONG: P
Losartan:

Phix Quincke: Bénh nhan c6 tién st phu Qincke (sung mit, moi, ¢d hong, 1udi) nén dudc
gidm sat chat ché.

Ha huyét dp va gidm thé tich tudn hoan: C6 thé xay ra hién tugng ha huyét 4p, dic biét sau
liéu diéu tri dau tién & nhitng bénh nhan gidm thé tich tudn hoan va/hodc gidm Natri do
diing thudc 1gi ti€u manh, ch€ d6 in it mudi, tiéu chiy hoic nén mita. Can diéu chinh thé
trang trutde khi sit dung thudc Losacar-H.

M@t cén béng dign gidi: phd bi€n & bénh nhan suy thin, c6 hoac khong c6 bénh ti€u dudng,
hién trgng d6 can duge khic phuc. Do d6, ndng do trong huyét twong cda kali, va do thanh
thdi creatinin can phdi dugc gidm sédt, dic biét & bénh nhin suy tim va dod thanh thai
creatinin 30 -50 mL/ phiit. Viéc sit dung dong thdi thude Igi ti€u giit kali, mudi bd sung kali,
chat thay th€ mudi c6 chifa kali vdi losartan/hydrochlothiad 1a khéng duge khuyén céo.

Suy gan: Nong d6 losartan ting lén ddng ké & bénh nhén xd gan, Losacar-H nén dugc sit
dung than trong & nhitng bénh nhin c6 tién si suy gan nhe dén trung binh. Losacar-H 12
chéng chi dinh & bénh nhén suy gan ning.

Suy thdn: hiu qua cia viéc ttc ch€ hé thdng rennin-angiotensin-aldosteron 13 1am thay ddi
chifc ndng than, trong d6 cé suy than (dic biét § nhitng bénh nhan c¢6 chic ning than phy
thuéc vao hé thdng rennin-angiotensin-aldosteron, nhu bénh nhin suy tim nang, réi loan
chifc nang than truée d6). Losartan nén dugce sit dung thin trong ¢ bénh nhan bi hep dong
mach than mdt bén hoidc hai bén.

Cuong thuong thdn: bénh nhadn ting aldosteron nguyén phdt thudng sé khong dap ng vai
thudc ha huy€t 4p c¢6 cd ch€ tdc dong théng qua sy ifc ché hé thdng rennin-angiotensin-
aldosteron. Do d6 viéc st dung Losacar-H 1a khong dugc khuyén céo.

Bénh mach vanh va bénh mdu ndo: viéc ha huy€t 4p qua mitc & nhitng bénh nhin tim mach
va mach mdu ndo do thi€u mdu cuc bd c6 thé din dén nhdi mau cd tim hay dot quy

Suy tim: & bénh nhin suy tim (c6 hoidc khong kém theo suy thin), sé ¢4 nguy cd ha huyét 4p
dong mach nang va suy than (thudng 1a cap tinh).

Hep djong mach chii va hep van hai ld, phi dai tdc nghén co tim: Than trong trén cidc do6i
trgng nay.

Sy khdc biét vé chiing toc: Céc thudc tc ché men chuyén angiotensin, losartan dudng nhur it
¢6 hiéu qud trong viéc gidm huyé€t 4p & ngudi da den hon so v6i cdc mau da khéc, do ty 1&
méc bénh gidm rennin cao hon trén déi tugng ngudi da den cao huyét 4p.
Hydrochlorothiazide

Ha huyét dp, mdt can bdang nudc va dién gidi: triéu chitng ha huyét 4p c6 thé xay ra & mot s6
bénh nhan. Bénh nhén cin phai dudc theo ddi su mat cin bing nudc va dién gidi nhu: gidm
thé tich, ha natri mdu, nhi€m kiém, ha chloride, magnesi hodc kali midu do nén mi¥a. Cin
dinh ky ki€m tra ndng d6 cdc chdt dién gidi trong huyét thanh. Hién tugng ha natri méu cé
thé x4y ra & nhitng bénh nhan bi phil né hay trong thdi ti€t néng.

Anh hudng trén chuyén héa va néi tiét:
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Thiazid c6 thé lam gidm dung nap glucose, c6 thé phai diéu chinh lai liéu céc thudc diéu tri
ddi thdo dudng, bao gom ca insulin. Bénh ti€u dudng tiém an c6 thé biéu hién khi diéu tri
thiazid.

Thiazid c6 th€ 1am gidm bai ti€t calci trong nudc ti€u va c6 thé ting nhe ndng dd calci trong
huyét thanh, diu hiéu cia chifng cudng cin gidp. Nén ngung ding thudc thiazid trude khi
ki€m tra chifc ning tuyén can gidp.

Khi st dung thudc 1gi tiéu thiazid c¢6 thé 1am ting ndng dd cholesterol va chit béo trung
tinh.

Piéu tri véi thiazid c¢6 thé 1am ting acid uric mdu va/hodc bénh giit & mot s§ bénh nhin. Vi
losartan 1am gidm acid uric, losartan k€t hdp vdi Hydrochlorothiazide 1am suy gidm su ting
acid médu do thudc 1gi tiéu.

Suy gan: than trong st dung & nhitng bénh nhin chifc ning gan suy gidm hodc bénh gan tién
trién, vi né c6 thé gay hién tugng gan ¢ mat, sy thay d8i nudc, dién gidi c6 thé giy hon mé
gan. Locasar-H dudc chdng chi dinh cho bénh nhin suy gan ning.

Khi st dung thiazid, phdn \tng qud man c6 thé x4y ra trén déi tugng c6 hodc khong cé tién
stt di ng, hen phé quan, 1am ning thém hay kich hoat bénh lupus ban dé hé théng.

Ta dugc:

Trong thanh phan cé chita lactose, bénh nhian khong dung nap glucose, thi€u hut lactose,
kém hap thu glucose-galactose khdong nén diing cic thudc nay.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Can thén trong vi khi bat ddu sit dung hodc khi ting liéu d€ diéu tri ting huyét 4p c6 thé gip

hién tugng budn ngd hay chéng mit.
SU DUNG CHO PHU NU CO THAI VA CHO CON BU: /
Phu nit c6 thai:

Khong diing thudc khdng thu thé angiotensin II (AIIRAs) cho phu nif ¢6 thai. Khi viéc diéu
tri bing AIIRAs, bénh nhan can thay d6i ké hoach mang thai. N&u d4 c6 thai can ngitng viéc
diéu tri bing AIIRAs, st dung liéu phap diéu tri thich hop.

S dung AIIRASs trong ba thdng giita va cudi clia thai ky c¢6 thé gay hién tugng ngd ddc thai
nhi (gidm chifc ning thin, can &i, xuong so kém phat trién), doc tinh sd sinh (suy than, ha
huyét 4p, ting huyét 4p, ting kali m4u).

N&u sit dung AIIRAs trong 3 thdng giffa ciia thai ky nén kiém tra chifc ning thin va xuong
s cla thai.

Tré sd sinh c6 me sif dung AIIRAs nén dudc theo ddi huyét 4p chit ché.
Hydrochlorothiazide qua dugc nhau thai, khi sit dung trong 3 thdng giita va cudi ciia thai ky
¢6 thé gay ddc tinh cho thai nhi va tré sd sinh: vang da, réi loan dién gidi, gidm ti€u cau.
Khong nén sit dung Hydrochlorothiazide dé chita phit cho thai phu, ting huyét 4p thai ky
hoic tién sdn git vi né chi 1am ting thé tich tudn hoan va gidm lugng mau dén nhau thai ma
khong lam gidm cdc triéu chitng cda bénh.

Hydrochlorothiazide khong nén sit dung cho trudng hdp ting huyét 4p & phu nit ¢6 thai trir
khi khong con bién phdp nio c6 thé thay thé dugc.

Chéng chi dinh diing Losacar-H cho phu nif mang thai.

Thoi ky cho con bii

Hydrochlorothiazide dugc bai ti€t qua sita me vi vy viéc st dung Losacar-H trong thdi ky
cho con bu 12 khong dude khuyén cdo. Nén sit dung cdc liéu phdp an toan hon khi nudi con
bing sita me, dic biét ddi vdi cdc tré sd sinh hay dé non.

TUONG TAC THUOC:



nttps://vnras.com/drug/

Losartan:

Khdng x4y ra tudng tac khi ding ddng thdi losartan véi Hydrochlorothiazide, digoxin,
warfarin, cimetidin v Phenocobarbital.

St dung ciing c4c thudc 1di tiéu gift kali (spironolacton, triamteren, amirolid), cdc thude b
sung kali hay cdc mu6i kali s& din dén ting kali mau.

Khi sit dung thuSc khang thu thé angiotensin II ciing thudc gidm dau, chdng viém khong
steroid (NSAIDs) (fc ch& chon loc hay khéng chon loc trén COX-2) ¢6 thé lam gidm hiéu
qua ha huy€t 4p. Khi stt dung ddng thai thude doi khang thu thé angiotensin II hay thudc 16i
tiéu vdi thudc NSAIDs c6 thé 1am ting nguy cd suy gidm chifc ning thin nhu suy thin cip,
ting kali mau, dic biét & nhitng ngudi chifc ning thin suy gidm, ngudi cao tudi. Trén cic doi
twgng nay can theo doi chife nang khi bt dau diéu tri va dinh k¥ ki€m tra chifc ning than.
Losartan c6 thé 1am gidm tdc dung cita cic thude thai natri, lithi .Vi vdy, phai theo ddi ndng

dd lithi huy€t twong khi sit dung mudi lithi cling véi thudc khang thu thé angiotensin 1.

Khi ph&i hgp ciing cdc thuSc ha huyét dp khdc nhu: thudc chéng trim cdm ba vong, thude
chéng loan than, baclofene, amifostine, ¢6 thé gy hién twgng ha huyé&t 4p qud mife. pd
Hydrochlorothiazide //(//, ~
Khi sif dung dong thdi, mot s6 loai thudc sau cé thé gay tuong tic véi thude 10i ti€u thiazid:
Rugu, barbiturate, thude gy mé hoic thudc chéng trim cdm ba vong giy nguy c¢o ha huyét

4p ur thé.

Thudc diéu tri ddi thdo dudng: cAn diéu chinh lidu d&i vdi thude didu tri dai thio dudng do
thiazid 4nh huGng dén khd ning dung nap glucose. Thin trong khi st dung metformin vi
nguy ¢d nhiém acid lactic do suy gidm chifc ning than giy ra bdi Hydrochlorothiazide.

Nhua trao d6i anion nhif cholestyramin hay colestipol sé& lién k&t véi Hydrochlorothiazide va
lam gidm sy hap thu cia thudc qua dudng tiéu héa wrong Ung 1a 85% va 43%. o’
Céc thudc ha huy€t 4p khic, corticoid ACTH, thudc b sung cic chat dién giai, kali...

Lithi: thudc 1gi tiéu 1am gidm dd thanh thai lithi cda thin, gay ting ddc tinh cia lithi, vi vay
khong nén phdi hop.

Thudc diéu tri gout (probenecid, sulfipyrazon, allopurinol: can diéu chinh Liéu cia thude vi
Hydrochlorothiazide c6 thé 1am ting nong dd acid uric trong huy€t thanh, Can ting liéu clia
probenecid, sulfipyrazon, tuy nhién khi sif dung ddng thdi v6i allopurinol s& 1am ting phin
ttng qui man véi thude nay.

Thudc khdng acetylcholine (atropine, biperiden: lam ting sinh kha dung cia thudc 16i tiéu
thiazid do 1am gidm nhu dong tiéu héa va t6c do rong da day.

Thiazid c¢6 thé lam gidm su bai tiftqua thin clda cdc chit giy doc t€ bao nhu
cyclophosphamide, methotrexate va 1am tang kha ning e ché tly cla ching.

Saticylat: Khi diing ¢ling v6i li€u cao salicylat c¢6 thé 1am ting ddc tinh cida salicylat trén hé
than kinh trung udng.

Methyldopa: c¢6 thé gay ra hién trgng thi€n mau, tan mau khi ding dong thdi.

Cyclosporin: ting nguy cd ting acid uric mau va cdc bién ching do gout.

TAC DUNG KHONG MONG MUON (ADR):

Hay gap:

Tiéu héa: dau bung, budn ndn, ddy bung, tiéu chdy

Thén kinh va tdm than: mat ngd, nhitc ddu, hoa mit, chéng mat

Ho6 hidp: ho, nghet miii, viém xoang, nhiém tring dudng hé hép trén, viém xoang

Cd xudng khdp: chudt rit, dau lung, dan chin dau cd.

Suy nhitge, mét moi, ting kali mdu, gidm nhe hematocrit va hemoglobin

O

\.

nr\
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It gap:

M4u va bach huyé&t: mat bach ciu hat, thi€u mdu, tan mdu, gidm tiéu cau

Tiéu héa: tdo bén, khé miéng, day hdi, kich thich da day, rdi loan tiéu héa, chdn an, gout
Thén kinh va tdm thin: budn ngd, r6i loan tri nhd, r8i loan gidc ngl, cing thing, dau nita
dau, ngat, md mit, gidm thi luc, U tai

Tim mach: ha huyét dp, ha huy€t 4p tr thé ditng, ddnh tréng nguc

Co xuong khdp: nhudce cd, té cing, dau khdp, sung khdp, dau yéu co

Than tiét niéu: ti€u dém, ti€u nhiéu, viém dudng ti€t niéu, ti€u dudng, viém thin ké

Vang da, viém tuy, mé day, da ting nhay cdm v6i dnh sdng

Hiém gdp: soc phin v¢, me day, phit mach, ting nhe men gan va bilirubin.

QUA LIEU VA XU TRI KHI QUA LIEU:

Khong ¢6 bién phdp xit tri dic hiéu khi bi qué liéu Losacar-H. Khi qud liéu Losacar-H, nén
theo ddi bénh nhan chit ché, chii y&u 1a diéu tri triéu chitng va cdc bién phap hd trg. Giy
ndn khi udng thudc trong thdi gian ngin, bu nude, dién gidi, ngan chin hién tugng hén mé
gan, ha huyét 4p.

Ci4c diu hiéu thudng gip:

Losartan: ha huy€t 4p, nhip tim nhanh, nhip tim chdm khi bi kich thich giao cdm. Khi c6 hién
trgng ha huy€t 4p cin 4p dung cdc bién phap hd trg.

Hydrochlorothiazide: ha kali, chlorid, natri m4u, mat nudc do 1di ti€u qud mic. N&u ¢6 sit
dung cling thudc trg tim digitalis, sy ha kali mau c6 thé 1am manh thém sy rdi loan nhip tim.

BAO QUAN:

Gilf thudc dudi 30°C. Trdnh dnh sdng. \
TIEU CHUAN CHAT LUGNG: Nha sin xuit /

HAN DUNG: 3

24 thang k€ tif ngay san xuit.

S6'16 sdn xudt (B. No.), ngay sdn xudt (MFD.), han ding (EXP.): xin xem trén nhdn hop va vi.
DANG BAO CHE VA QUY CACH PONG GOTI:

Hop 10 vi x 10 vién nén bao phim.

San xuit bdi:
CADILA HEALTHCARE LTD. ;
Sarkhej-Bavla N.H.No.8A, Moraiya, Tal. Sanand, Ahmedabad 382 210, An Po.

Ngay xem xét lai t& hudng din sit dung: 01/08/2012
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