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LOSAAZID 100/25

THUOC NAY CHI DUNG THEO PON THUOC
DE XA TAM TAY TRE: EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
1. THANH PHAN CONG THUC THUOC
Thanh phin hoat chit:
LoSattan POMASEIIM. .« cosmsiiavesnsuussene suovesssarsmnonn e sss 48 eanmnsssssnuesnesessssossonesss 100 mg
HydrochlorothiaZide. .........cvrvicessressenssessvansnonosasssnnssnsisasnasssossassnrmsssiarmaes 25 mg

Thanh phin t4 dwge:

Microerystalline cellulose, lactose monohydrate, low-substituted hydroxypropyl cellulose,
pregelatinized starch, magnesium stearate, hypromellose, talc, polyethylene glycol, titanium
dioxide, quinoline yellow lake.

2. DANG BAO CHE

Vién nén bao phim

Mb6 ta: Vién nén hinh oval, bao phim mau vang nhat dén vang, hai mat khum tron, thanh va
canh vién lanh lan.

3. CHI PINH

Thubc duge chi dinh trong didu trj tang huyét ap v6 ciin & bénh nhan khéng kiém sodt dwge
huyét 4p khi ding don trj liéu losartan hogic hydrochlorothiazide.

4. CACH DUNG, LIEU DUNG
Cich dang:
Thude ding dwong udng.
C6 thé dung cing véi cac thude tri tang huyét ap khéc.
Nén nudt nguyén vién véi mot cde nude.
C6 thé ding cing hosc khong cang vdi thire an.
Liéu dung:
Ting huyét dp
Losartan va hydrochlorothiazide (HCTZ) khéng duge sir dung nhu ligu phdp khoi dau

nhing duge dung cho nhiimg bgénh nhan khong kiém sodt dugc huyét 4p chi bing losartan
potassium hodc hydrochlorothiazide.

Khuyén céo hiéu chinh liéu véi timg thanh phén riéng 1é (losartan va hydrochlorothiazide).

Khi thich hop v& mat 14m sang, ¢6 thé cin nhic chuyén tryc tiép tir don trj ligu sang phdi
hop cb dinh & nhiing bénh nhén ¢6 huyét 4p khéng dugc kiém soat thoa dang.

Lidu duy tri théng thudng 1a losartan 50 mg/HCTZ 12,5 mg mdi ngdy (ham lugng vién
LOSAAZID 100/25 khéng phii hop véi lidu ding nay, nén sir dung san phim khéc c6 ham
long phit hgp hon).
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i bénh nhin suy thin va bénh nhan thim phin mdu

L
Khong can diéu chinh lidu khéi ddu & nhig bénh nhén suy than mirc d trung binh (tie la
do thanh thai creatinine 30 — 50 ml/phat), Thube vién két hop losartan va

“?__" mg\(d .,\vién LOSAAZID 100/25) mdt lan mdi ngay. Lidu t6i da la 100 mg/25 mg mdi
igay. T fﬁeg thudng, tac dung ha huyét p dat dugc trong vong 3 — 4 tudn sau khi bit diu

£y

hydrochlorothiazide khong dwgc khuyén cdo sir dung cho bénh nhin thim phén méu.
Khong duge sir dung phdi hgp losartan/HCTZ & bénh nhan suy than ning (tire 1a do thanh
thai creatinine < 30 ml/phut).

St dung ¢ b¢nh nhin bj giam thé tich ngi mach

Tinh trang giam thé tich va/hodc thiéu hut natri nén duoc didu chinh trude khi sir dung phdi
hop losartan/HCTZ.

S dung ¢ bénh nhan suy gan

Chdng chi dinh sit dung phbi hop losartan/HCTZ & bénh nhén suy gan ning.
St dung 6 nguwoi cao tudi

Théong thuong, khéng cén diéu chinh lidu & ngudi cao tudi.
Tré em

Sir dung o tré em va thanh thiéu nién (< 18 tuoi)

Chwa c6 kinh nghiém sir dung & tré em va thanh thiéu nién. Do d6, khong nén ding
losartan/hydrochlorothiazide cho tré em va thanh thiéu nién.

5. CHONG CHI PINH

¥ . - A £ 3 . . . = .
Qué mén vdi losartan, céc chat dan xuat tir sulphonamide (nhu hydrochlorothiazide) hodc véi
A 4 a8 \ P A
bat ky ta duge nao cua thuoc,

Ha kali mau hogc tang calci mau khéng trj.

Suy gan ndng; & mét va cac rdi loan tic nghén dudng mat.

Ha natri mau khang tri.

Tang acid uric mawbgnh gut ¢o tri¢u chimg.

Phu nit ¢6 thai ba théng giira va ba théng cudi cta thai ky.

Suy thén niing (A6 thanh thai creatinine < 30 ml/phat).

Vo niéu.

Chéng chi dinh sir dung ddng thoi phdi hop losartan/HCTZ véi céc thude chia aliskiren ¢

bénh nhéan dai thao duomg hoiic suy than (GFR < 60 ml/phat/1,73 m?).
6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Losartan

Pt mgch

A , - " Ay -~ * x -~
Bénh nhén ¢o tién s phtt mach (sung m@t, méi, hong va/hodc ludi) can dugce theo ddi chit

ché,
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angiotensihl , bao gom ca Inqmtan Nhimng b¢nh nhén nay Xudt hlr;n céc triéu clurng dau
) "!011, non va tiéu chdy. Cac tridu chimg thuyén giam sau khi ngimg sir dung
i°khang (hy thé angiotensin I1. Néu duge chin doan phit mach rudt, nén ngimg
A tién hanh theo dai thich hop cho dén khi céc triéu chimg bién mat hoan toan.

> thubc_dfl

Hg huyét dp va giim thé tich ni mach

Ha huyét ap co triéu chirng, ddc biét sau lidu dau tién, co thé xay ra & bénh nhén bi giam thé
tich va/hoiic thiéu hut natri do liéu phap lgi tiéu manh, ché do an han ché mudi, tiéu chay
hodc non 6i. Cée tinh trang ndy cdn dugc diéu chinh trude khi st dung phdi hop
losartan/HCTZ.

Mt cin bing dién gidi

Mt cén bang dién giai thuong giip & bénh nhén suy thin, c6 hojic khdng c6 déi thdo dudng,
va cin duge gidi quyét. Do dé, cén theo ddi chit che ndng d6 kali trong huyét twong va gia
tri d thanh thdi creatinine; déic bigt 1a & bénh nhén suy tim va ¢6 dd thanh thai creatinine tir
30 — 50 ml/phut.

Khong khuyén céo sir dung ddng thoi phéi hop losartan/hydrochlorothiazide véi thube loi
tiéu giir kali, ché phdm bd sung kali, mudi thay thé chira kali hosic cée thude khac c6 thé Jam
i . A - A - . ‘.

tang kali huyét thanh (vi du: céc thuoc chira trimethoprim).

Suy giam chire nang gan

Dya trén dit liéu duge dong hoc cho thay nong dé losartan trong huyét twong tang dang ké &
bénh nhédn xo gan, phéi hop losartan/HCTZ cin duoc sir dung thin trong & nhing bénh
nhan ¢6 tién sir suy gan nhg dén trung binh, Chwa ¢6 kinh nghiém diéu tri véi losartan &
bénh nhén suy gan nang. Do dé, chéng chi dinh sir dung phdi hop losartan/HCTZ & bénh
nhan suy gan ning.

Suy gidam chiic ning thin

Do tac dong e ché hé renin-angiotensin-aldosterone, da ¢6 béo céo vé s thay dbi chire
nang thén, bao gf)nl ca suy than (ddc biét & nhitng bénh nhan c6 chic nang thén phu thuge
vao hé renin-angiotensin-aldosterone nhu bénh nhén suy tim ndng hogc rdi loan chirc ning
thén tr trude).

Tuong tu nhu céc thudc anh hudng 1én hé renin-angiotensin-aldosterone khéc, sy gia tang
ndng do uré méau va creatinine huyét thanh ciing da dugc ghi nhan & bénh nhén hep dong
mach than hai bén hodc hep ddng mach mdt bén; nhing thay ddi chire néang than ndy c6 thé
héi phye sau khi ngimg diéu tri. Losartan can duge str dung thin trong ¢ bénh nhén bi hep
doéng mach than hai bén hogc hep dong mach than mét bén.

Ghép thin
Chua ¢6 kinh nghiém st dung thude & nhiing bénh nhén méi ghép thén.
Tang aldosterone nguyén phit

Bénh nhén bi ting aldosterone nguyén phét thudmg khéng dip (mg véi cac thude trj ting
huyét dp c6 co ché tac dong thong qua irc ché hé renin-angiotensin. Do do, khong khuyén
céo sir dyung phdi hop losartan/HCTZ cho nhém bénh nhén ndy.
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O bénh nhan suy tim (kém hodc khong kém suy thin), ciing nhu céc thude khéc tac dong 1én
hé renin-angiotensin, losartan c6 nguy co gdy ra ha huyét ap dong mach nghiém trong va

suy than (thudng 1a cAp tinh).
Hep van dgng mach chii va van hai ld, bénh co tim phi dgi tiic nghén

Ciing nhir cic thude gidn mach khéc, cin dic biét than trong khi sir dung thudc & bénh nhan
bi hep dong mach chu, hep van hai la hodac bénh co tim phi dai tic nghén.

Khdc bi¢t chiing tpc

~ r 4 ‘ ) - b1 L] ‘ ‘ - L] l‘\
Ciing nhu cée thude tre ché men chuyén angiotensin, losartan va cac thude doi khang thy thé
angiotensin khéc dudmg nhu kém hiéu qua hon trong viéc ha huyét ap & ngudi da den so vdi
ngudi khéng phai da den, cé thé do ngudi da den thudng cé mire renin trong méu thap hon.

Thai ky

Khong nén bit dau didu tri bing thude dbi khang thy thé angiotensin 11 (AIIRA) trong thyi
ky mang thai. Trir khi viée tiép tuc didu tri bang AIIRA dugc coi la thye sy cén thiét, bénh
nhén c¢6 ké hoach mang thai nén duge chuyén sang ding céc thude ha huyét 4p thay thé c6
dir liéu an toan da dugc xédc dinh dé sir dung trong thai ky. Khi duge chdn doan mang thai,
cAn ngung didu tri bing ATIRA ngay 1ap tirc va néu thich hop, nén bit dau sir dung liéu
phép thay thé.

Phong bé kép hé renin-angiotensin-aldosterone (RAAS)

C6 biing ching cho thdy viée sir dung ddng thoi thubc e ché men chuyén, thude chen thy
thé angiotensin Il hodc aliskiren lam ting nguy co ha huyét ap, tang kali mau va suy giam
chirc niing than (bao gdm ca suy thén cép). Do do, khong khuyén cdo phong bé kép RAAS
théng qua viéc sir dyng ddng thoi thue e ché men chuyén, thude chen thy thé angiotensin
II hodgc aliskiren.

Néu lidu phép phong bé kép duge coi la thye sy céin thiét, chi nén thue hién dudi sy giam
sat clia béc si chuyén khoa va cén theo dai thuong xuyén chire ning than, dién gidi va huyét
ap. Khéng nén sir dyng ddng thoi thude e ché men chuyén va thubc chen thy thé
angiotensin IT & bénh nhan bi bénh thén do déi thdo duwdng.

Hydrochlorothiazide
Hg huyét dp va mit cin bing di¢n gidi/djch

Ciing nhu (4t ca céc liéu phap didu tri ting huyét ap khac, ha huyét dp co trigu chimg c6 thé
xdy ra & mot s6 bénh nhan. Bénh nhan cin duoc theo ddi cde diu hi¢u lam sang cia mAt can
b§ng dich hoac dién giai, vi du nhur giam thé tich, ha natri mau, nhiém kiém do ha clo méu,
ha magie mau hodc ha kali mau, nhiing tinh trang nay c6 thé xay ra trong céc dot tiéu chay
hodic nén mira xen k& Cén kiém tra dinh ky ndng d6 dién giai trong huyét thanh & nhitng
bénh nhén nay trong cac khoang thoi gian phit hop. Ha natri mau hoa lodng c6 thé xay ra &
bénh nhén b phi trong thoi tiét nding nong.
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P ¢ P hlaZIde ¢6 thé lam giam kha nz“mg dung nap glucose. Cé thé can phz’u diéu chinh

1 clia 100 n| dél theio dlrérm,, bao ;:om ¢4 insulin, Pdi thao duong tiém 4n c6 thé bidu

ﬂff . > 4
CHWS}BJ ﬁlanh mol L€ILh gian doan. Tang calci mau 16 rét ¢6 thé 1a dau Ine;u cua urmu, can

giap tiém 4n. Can ngimg sir dung thiazide tru6e khi tién hanh cée xét nghiém chirc ning

i-_Thi;
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tuyén cén giap.
Tang ndng dg cholesterol va triglyceride c6 thé lién quan dén liéu phap loi tiéu thiazide.

Liéu phap thiazide c6 thé gay ting acid uric méu va/hodc bénh git & mot sé bénh nhin. Do
losartan lam gidam acid uric, nén vi¢c ket hop losartan véi hydrochlorothiazide gitp lam
gidm tinh trang tang acid uric méu do thude lgi tiéu géy ra.

Roi logn miit
Tréan dich mang mach, cdn thi cdp va ting nhéan dp gée déng thir phat:

Thude sulfonamide hogc dfn xudt sulfonamide c6 thé gy ra phan g diic img din dén tran
dich mang mach kém theo khiém khuyél thi truéng, cén thi thodng qua va ting nhan ap goc
déng cip. Cac triéu chimg bao gdm khai phat cép tinh tinh trang giam thj lye dot ngdt hoiic
dau mét va thuéng xdy ra trong vong vai giér dén vai tudn sau khi bt ddu ding thude. Néu
khong duoge diéu tri, taing nhan ap géc déng cip c6 thé din dén mét thi lye vinh vién. Bién
phép diéu tri chinh 1a ngimg diing thude cang sém cang tét. Can cn nhic didu trj y té hoiic
phau thudt kip thai néu 4p lye ndi nhan van khong duge kiém soat. Céce yéu td nguy co dén
dén tang nhan 4p goc dong clp c6 thé bao gdm tién sir di {mg véi sulfonamide hodc
penicillin,

Dic tinh hé hip cap tinh

Da ¢6 bao cdo rit hiém vé cée trudmg hop nghiém trong doc ho hip cép, bao gdm hdi chimg
suy hd hap cap (ARDS) sau khi ding hydrochlorothiazide. Phi phéi thuwég tién trién trong
vong vai phut dén vai gio sau khi ding hydrochlorothiazide. O giai doan khéi phat, cdc triéu
chimg bao gdm khé the, sbt, suy giam chire nang phdi va ha huyét 4p. Néu nghi ngd chin
doan ARDS, nén ngimg sir dung phéi hop losartan/HCTZ va tién hanh didu tri thich hop.
Khéng duge dung hydrochlorothiazide cho nhimg bénh nhéan da timg bi ARDS sau khi ding
hydrochlorothiazide.

Suy gan

Cén than trong khi str dung thiazide & nhitng bénh nhén suy gidm chitc nang gan hodic bénh
gan tién trién vi thude cé thé gy & mét trong gan, ngodi ra nhitng thay ddi nho vé can bang
dich va dién giai c6 thé gay hon mé gan.

Chdng chi dinh sir dung phdi hop losartan/HCTZ & nhimg bénh nhan suy gan niing.

Ung thw da khing hic td

Nguy co gia tang ung thw da khéng hic t6 (NMSC) [ung thrr biéu mé té bao day (BCC) va
ung thu bidu mé t& bao vay (SCC)] lién quan dén lidu tich liy tang dan cua
hydrochlorothiazide da dugce ghi nhan trong hai nghién ctru dich & hoce tir Co quan dang ky
ung thu quéc gia Dan Mach. Tac déng nhay cdm véi anh sang ctia hydrochlorothiazide c6
thé 1a mot co ché gay ra NMSC.
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< ngo nén duoe kiém tra kip thoi, ¢6 thé bao gdm xét nghiém md hoc sinh thiét. Viée sir dung
hydrochlorothiazide ciing co thé cAn duoc xem xét lai & nhitng bénh nhin di ting mic

NMSC.

Khdc

= A 2 P ) ’ ’ X . A _ 4 5 ’ ~ T
O bénh nhan dang dung thiazide, phan tng qua man cé thé xay ra di ¢6 hodc khdng co tién

& . o £ 3 . 3 - L e *
str di tng hodc hen phé quan. Céc trudong hgp lam ning thém hofic khdi phét lupus ban do
h¢ thong da duge ghi nhéin khi sir dung thiazide.

Cinh bao ta duge

A ’ Y A A . ) A 3 A A - -
Do thudc ¢6 lactose vi véy thin trong khi ding thuoc ¢ bénh nhén co ting galactose mau
A . ’ A 3 w At - « A
bém sinh hofic kém hép thu glucose va galactose, hodc c¢6 hdi chimg thicu hut enzyme
& A A
lactase (bénh chuyén héa hiém gip).

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢6 thai
Thudbc ddi khdng thy thé angiotensin 1l (AIIRA):

Khong khuyén céo sir dung AIIRA trong ba théng ddu ctia thai ky. Chdng chi dinh str dyng
AIIRA trong ba thang gifta va ba thang cubi ciia thai ky.

Bfmg chimg dich (& hgc vé nguy co gy qudi thai khi phoi nhiém véi thube Gic ché men
chuyen trong ba thang dau thai ky van chua c6 két luan 15 1ang, tuy nhién, khong thé loai trir
kha niing ting nhe nguy co. Mic di chua co dir |I¢ll dich té hq)c kiém sodt nguy co clia thude
dbi khang thy thé angiotensin 11 (AIIRA), nhung vin ¢ thé (6n tai nhitng nguy co tuong ty
ddi véi nhom thude nay. Trir khi viée tiép tyc diu tri bang AIIRA la thue sy cAn thiét, bq;nh
nhan dang ¢ ké hoach mang thai nén chuyén sang ding céc thude ha huyét &p thdy thé da
¢ dir li¢u an toan duge xéce dinh dé sir dung trong thai ky. Khi phat hign cé thai, can ngiing
ngay AIIRA va néu thich hgp, nén bt dAu str dung lidu phéap thay thé.

Viéc phoi nhiém véi AIIRA trong ba théng gilra va ba lhang cudi thai ky duge biét 1a ¢6 thé
gdy djc ddi vai thai nhi (suy gidm chirc ndng than, thiéu 6i, cham cbt hoa hop so) va doc
tinh trén tré so sinh (suy thin, ha huyét ap va ting kali méau).

Néu bénh nhan da phoi nhidm véi AIIRA tir ba théng gitra thai ky trg di, nén thue hién si¢u
am dé kiém tra chirc nang than va hop so thai nhi.

Tré so sinh c6 me d sir dung AIIRA can duge theo ddi chit ch vé tinh trang ha huyét ap.

Hydrochlorothiazide:

Kinh nghiém lam sang vé viée sir dung hydrochlorothiazide trong thai ky con han ché, dic
biét 1a trong 3 thang dAu. Cac nghién ctru (rén dong vat vin chua diy du.

Hydrochlorothiazide di qua nhau thai. Dya trén co che tac dung dugc ly, viéc sir dung
hydrochlorothiazide tmng 3 thang gitra va 3 thang cubi thai ky cé thé lam giam tudi méu
nhau thai va thai nhi ddng thoi gay ra céc tac dong c6 hai cho thai nhi va tré so sinh nhwr

LOSAAZID 100/25 (Losartan potassium 100 mg; Hydrochiorothiazide 25 mg) | VNBP | BSL3 | 2026 6/17
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y ng da 11:51 loan can hang dién giai va giam tiéu cau.

OPHAKEABAEN str dung hydrochlorothiazide dé didu trj phu thai ky, tang huyét ap thai ky hoic
4 0;61:631 ‘iim 4iat do nguy co giam thé tich huyet trong va giam twrdi mau nhau thai, ma khong
-mang lai lgi ich cho didu trj.

Khéng nén sir dung hydrochlorothiazide dé didu tri tang huyét 4p v6 cin & phy nit mang
thai, trir nhimg trudmg hop hiém khong thé 4p dung phwong phép diéu tri khac.

Phy nir cho con ba
Thubc dbi khdng thu thé angiotensin II (AIIRA)

Do chua cé dit lidu vé viéc sir dyng phf)i hop losartan/HCTZ trong thoi ky cho con b,
khong khuyén cdo sir dung phdi hgp nay va nén uu tién céc li¢u phép thay thé tot hon c¢6 div
liéu an toan da duge xdc dinh, dic biét la d6i voi tré so sinh hodie ré sinh non,

Hydrochlorothiazide

Hydrochlorothiazide duge bai tiét vao stra me véi mdt lugng nhé. Thiazide lidu cao ¢ thé
gy lgi tiéu manh, lam giam tiét siva. Khong khuyén cdo sir dung phdi hop losartan/11CTZ
trong thai ky cho con b Néu can thiét phai ding phdi hop losartan/HCTZ trong giai doan
nay, nén sir dung voi liéu thép nhét ¢o thé.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chura tién hanh nghién ciru vé& anh hudng lén kha nang ldi xe va van hanh may méc. Tuy
nhién, khi lai xe hodc van hanh may méc cén luu y r?ing 6 thé bi chéng mit hogc budn ngn
khi sir dung lidu phap trj ting huyét ap, déc biét khi khei du didu trj hoac khi tang liéu.

9, TUONG TAC, TUONG KY CUA THUOC
Twong tic ctia thube

Losartan

. A% + . . R B . A ~ A A . .
Rifampicin va fluconazole da dugce bao cdo la lam giam nong d§ chat chuyén héa co hoat
tinh. Anh huéng 1dm sdng ctia cée trong tac nay hién chwa duge danh gia.

Ciing nhu céc thude ¢6 tac dung chen hodc (e ché téc dong ciia angiotensin 11, viée str dung
ddng thoi vai cée thude loi tiéu git kali (vi dy: spironolactone, triamterene, amiloride) céc
chit bd sung kali, chét thay thé mudi c6 chira kali hogc céc thube ¢6 kha nang lam tang kali
huyét thanh (vi dy: céc thude chira trimethoprim) ¢é thé din dén ting kali huyét thanh. Do
d6, khong khuyén cdo sir dung déng thai.

Ciing nhu céc thude anh huong dén bai tiét natri khac, viée sir dung ddng thoi véi lithium co
thé lam giam thai trir lithium. Do d6, néu ding dong thoi mubi lithium véi thude @i khang
thu thé angiotensin 11, can theo dai cén than ndng d¢ lithium huyét thanh.

Khi thube dbi khéng angiotensin IT duge ding ddng thoi vai NSAID (bao gdém thudc e ché
COX-2 chon loc, acid acetylsalicylic & liéu khang viém va NSAID khéng chon loc), ¢6 thé
lam giam tac dung ha huyét dp. Viéce sir dung dong thoi thude ddi khang angiotensin I hofic
thudc loi tiéu v6i NSAID ¢6 thé 1am tang nguy co suy giam chirc niing thén, bao gbm ca suy
thdn cdp va ting kali huyét thanh, ddc bi¢t & bénh nhén ¢6 suy giam chirc ning thin tir
trwde. Do dé, cén thén trong khi sir dung két hop, dac biét & nguoi cao tudi. Bénh nhén cin
duge bd sung di nuée va xem xét theo ddi chire nang than khi bit dau diéu tri dong thoi,
cling nhu dinh ky sau dé.
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~Dir lidu tir cac thir nghiém lam séng cho lha)r viéc phong bé kép hq: xcmn-anglolc:mn-
aldosterone (RAAS) théng qua sy két hop thude tic ché men chuyén, thudc déi khang thy thé
angiotensin 11 hoiic aliskiren c6 lién quan dén tan sudt cao hon xay ra céc tac dung khong
mong mudn nhw ha huyét ap, ting kali mdu va suy giam chirc niing than (bao gbm ca suy
thén cip) so vai khi sit dung timg thube tac dong 18n hé RAAS don 1€,

Céc thude khac co thé gay ha huyét ap nhu thude chdng trAm cam ba vong, thubc hudng
than, baclofen, amifostine: Ding ddng thdi véi cde thude nay, dii la tdc dung chinh hojc tac
dung phy, ¢6 thé lam ting nguy co ha huyét ap.

Nudce ép budi chira cac thanh pha’in tc ché enzyme CYP450 va ¢o thé lam giam ndng dé cht
chuyén héa c6 hoat tinh cta losartan, dn dén giam hiéu qua diu trj. Do do, nén tranh udng
nurée ép budi trong khi ding phdi hgp losartan/HCTZ.

Hydrochlorothiazide
Khi ding ddng thoi, céc thude sau ddy c6 thé tuong tac véi thudce loi tiéu thiazide:
Recgu, barbiturate, thude gay nghién hodc thuée chong tram cam
C6 thé xay ra tinh trang ha huyét ap thé ding.
Thude diéu tri ddi thdo dwong (thube uong va insulin)

Diéu (rj bing thiazide ¢ thd anh huomg dén kha niing dung nap glucose. C6 thé cin diéu
chinh liéu thude diéu trj dai thao duong. Metformin cin duoe sir dung than trong vi nguy co
nhiém toan lactic do suy than chirc nang c6 thé lién quan dén hydrochlorothiazide.

Cdc thuée tri ting huyét ap khdc
Téc dyng cdng hop.
Cholestyramine va colestipol resins

. " . .y . " I . . + X
Sy hép thu hydrochlorothiazide bi suy giam khi ¢o mit cdc nhya trao ddi anion. Liéu don
3 . . . A o . . Y .y
ctia cholestyramine hoic colestipol resins két hop voi hydrochlorothiazide lam gidm hép thu
thiazide qua dudmg tiéu hoa véi mic tuong (g la 85% va 43%.

Corticosteroid, ACTH
Lam tang tinh trang mét dién gidi, ddc biét la ha kali mau.
Pressor amines (vi du, adrenaline)

. v » - s . L} A 5
Co thé lam giam dap Gng vai pressor amines nhung chua du anh hudng dé ngung sir dung
ﬁ Y
céc thuoc nay.

Thudc gidn co xwong, khéng kinr cwee (vi du: tubocurarine)
r A " . P A .

Co the lam tang dap tmg vai thudce gidn co.

Lithium

Thude lgi tiéu lam giam dd thanh thai than cua lithium va lam tang nguy co ngd ddc lithium;
khéng khuyén cao sir dung ddng thoi.
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- ";‘ T =
A "‘--WT f fS z;z,‘fiumc diéu n; bénh giit (probenecid, sulfinpyrazone va allopurinol)

Cé thé can tang liéu pmbenecul ho#c sulfinpyrazone. Ding
i vai thiazide c6 thé 1am tang ty 1§ phan ‘g qua man véi allopurinol.

'\ng(o th§ ;q\iu chinh liéu ciia céc thude uricosuric vi hydrochlorothiazide c6 kha ning lam ting
Yndng 4 heid uric huyét thanh,

i lﬂH&% 3

o dBhioE khang cholinergic (vi du: atropine, biperiden)

[.Am ting sinh kha dung cua thudc loi tiéu nhém thiazide do giam nhu dong dudng tiéu héa
va the do lam rdng da day.

Thube gdy dpe 1é bao (vi du: eyclophosphamide, methotrexate)

Thiazide c6 thé 1am gidm bai tiét qua thin cac thude iy doc té bio va tang téc dyung (rc ché
thy xuwong cua ching.

Salicylate

{5 lidu cao, hydrochlorothiazide ¢6 thé 1am ting ddc tinh cua salicylate trén h@ than kinh
trung wong.

Methyldopa

Da c6 nhitng béo céo don 1é vé thiéu méu tan huyét khi dung déng thai hydrochlorothiazide
va methyldopa.

Cyclosporine

Didu tri dbng thdi véi cyclosporine c6 thé 1am tang nguy co ting acid uric méu va cée bién
chimg kiéu gut.

Glycoside digitalis

Thiazide 1am ha kali mau hoic magnesi mau, ¢6 (hé gop phan khoi phat loan nhip tim do
digitalis.

Cde thude bi anh hieomg boi sie réi loan kali huyéf thanh

Ha kali mau 1a yéu td nguy co dén dén xodn dinh. Khuyén céo theo dai dinh ky kali huyét
thanh va dién tdm dd (ECG) khi ding losartan/hydrochlorothiazide ddng thoi véi cde thude
bi anh hudng bai 16i loan kali huyét (vi dy: glycoside digitalis va thude chéng loan nhip) va
voi cde thude gy xodn dinh (nhip nhanh thit) (bao gdom méot sb thude chdng loan nhip) sau
day:

« Thude chdng loan nhip nhém la (vi du: quinidine, hydroquinidine, disopyramide).

« Thude chéng loan nhip nhém 111 (vi du: amiodarone, sotalol, dofetilide, ibutilide).

~ A A A ’ ~———s " . .
« Mot sb thudce chdng loan than (vi dy: thioridazine, chlorpromazine, levomepromazine,
trifluoperazine, cyamemazine, sulpiride, sultopride, amisulpride, tiapride, pimozide,
haloperidol, droperidol).
« Cac thude khéce (vi dy nhur bepridil, cisapride, diphemanil, erythromycin IV, halofantrin,
mizolastin, pentamidine, terfenadine, vincamine 1V).
Mudi calci

o o o e X . . . A A ~ . A vy Ve oA A b

Thude lgi tiéu thiazide co thé lam tang nong dd calci huyet do giam bai tiét. Néu can bd sung
. a s A A ' A . 1 <3 . |

calci, nén theo doi ndng dd calci huyét thanh va diéu chinh liéu lugng calci cho phi hop.

Anh lueong dén cde xét nghiém can lam sang
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g: Do ‘ll-;{ hudmg dén qué trinh chuyén héa calci, thiazide c6 thé gy nhidu két qua xét nghidm

chire i
{AVINA
i

~&0n o u_q}}*q"

£ » §
Thuac can quang iod

=&

/ 1azepine

y co ha natri mau cé tri¢u chimg. Cén theo di lam sang va sinh hoa.

Trong trudng hop mét nude do thude lgi tidu, nguy co suy thin chp s& tang, dic biét khi sur
dyng lidu cao thube can quang iod. Can b nude trude khi sir dung thude.

Amphotericin B (tiém), corticosteroid, ACTH, thuéc nhudn trang kich thich hodc
glyeyrrhizin (co trong cam thao)

Hydrochlorothiazide ¢6 thé lam trdm trong thém tinh trang mét can bang dién giai, dic biét
la ha kali mau.

\ o A
Twong ky, ciia thuoe

Fay 4 - A L l rs * A -~ A A ye r
Do khéng cé céc nghién ctru vé tinh tuong ky cua thude, khéng tron 1an thude nay vdi cae
thudc khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC
Cac tac dung khong mong mubn dudi day duge phan loai (néu thich hgp) theo hé co quan
va (An sudt dya trén quy ude sau:

R4t thuomg gip (> 1/10); thuamg gip (= 1/100, < 1/10); it gap (> 1/1.000, < 1/100); hiém
gip (> 1/10.000, < 1/1.000); rét hiém gap (< 1/10.000); chwa 13 (khéng thé udc tinh tir di
liéu cé san).

Trong cdc thir nghiém ldm sang voi losartan potassium va hydrochlorothiazide, khong quan
sat thiy tac dung khong mong mudn nao dic trung cho sy két hgp ctia hai thubc nay. Céc
tdc dung khong mong mudn ghi nhin duge déu la nhiing tac dung da timg duge ghi nhan
vdi losartan potassium va/hodic hydrochlorothiazide.

Trong cdc thir nghiém 1am sang c6 dbi chimg déi voi tang huyét ap vo cin, choang vang la
téc dung khong mong muédn duy nhét duge béo cdo c6 lign quan dén hoat chit, voi ty 1¢ xay
ra cao hon gia duge &> 1% bénh nhin duge diéu trj bing losartan va hydrochlorothiazide.

~ ~ . a \ \ . ~ . A ’ -
Bén canh nhitng tiac dong nay, con c¢6 nhimg tac dung khong mong muon khéc duge bao
cao sau khi luu hanh nhur sau:

H¢ co quan Téc dyng khong mong mubn | Tén suit
Réi loan gan mét Viém gan Hicém gap
Cén lam sang Tang kali méu, tang ALT Hiém giip

Cic téac dung khong mong muén da dugc ghi nhan véi mbi thanh phén va c6 thé la nhiing
taic dung khéng mong mubn tiém tang khi st dung két hgp losartan
potassium/hydrochlorothiazide, bao gbm:

Losartan;

Cic tac dung khong mong mudn sau diy da duge béo céo doi véi losartan trong cic nghién
ctru 14m sang va kinh nghi¢ém héu mai:
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o ¥ % quan

Tde dyng khong mong muon

Tén suat

- Hi
ﬁyf i o }ﬁ"-mdu va hé | Thiéu méu, ban xudt huyét Henoch- it gap
wch g Schonlein, bam méau, tan mau
AVINA Gidm tiéu ciu Chua 1o
g;;g 14im Ha huyét ap, ha huyél ap thé, dau xuwong It gap
tre, dau that nguc, block nhi that dg 11, bién
¢0 mach méu néo, nhéi mau co tim, hdi hdp,
loan nhip tim (rung nhi, nhip cham xoang,
nhip tim nhanh, nhip nhanh that, rung thét)
Réi loan tai va mé | Chéng mat, U tai it gap
dao
Réi loan mat Nhin mo, néng rat/chdm chich & mat, viém | [t gap
két mac, giam thj lyc
Réi logn tiéu héa Dau bung, budn non, tiéu chay, kho tidu Thudng gip
T4o bén, dau rang, khd miéng, day hoi, viém | it gap
da day, non, tdo bon
Phu mach rudt Hiém gip
| Viém tuy Chura 16
Roi logn chung va | Suy nhuoe, mét moi, dau ngc Thuomg gap
tail chd diing thudc Pha mit, phu né, st it gap
Triéu chimg gidng cam, khé chiu Chura 16
Réi loan gan mdt Chirc nang gan bat thudng Chua r6

Réi logn hé mién
dich

Phéan (g phan v§, phu mach bao gfjm sung
thanh quan va thanh mén gay tic nghén
dudng thd va‘hodc sung mét, mdi, hau hong
va/hodc ludi; & mot s6 bénh nhén, phti mach
dad dugce ghi nhan trudée do cd lién quan dén
wq:c str dung céc thudc khée, bao g,om ca
thudc e ché men chuyén

Hiém gap

R6i  logn chuyén | Chan #n, bénh git it géap
héa va dinh diréng
R6i loan co xwong | Chudt rit co, dau lung, dau chan, dau nhire | Thudng gap
va mé lién ket co

Dau cdnh tay, sung khdp, dau dau gbi, dau | It gap

co xuong, dau vai, cimg khép, dau khép,

viém khdp, dau khép hong, dau xo co hoa,

yéu co

Tiéu co van Chua 18
Réi loan hé than | Dau dau, choang véng Thudng gap
kiish Cang thang, di cam, bénh Iy than kinh ngoai it gap

bién, run, dau nira dau, ngit

Chirng loan vi giac

Chua 1o

Réi loan tdnm than

Mat ngu

Thudng gap
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Téac dung khong mong muon

Tan suat

Lo &u, roi loan lo 4u, 1'("5ifloau hoang sg, It it gap
13n, trdm cam, giéc mo bat thudng, 1di loan
gidc ngu, budn ngu, suy giam tri nhé
Roi loan thdn va tiét Suy gidm chirc nding théin, suy thin Thudmg gip
i Tidu dém, tiéu nhiéu ldn, nhiém khudn | it gép X
dudmg tiét ni¢u
Roi logn hé sinh san | Giam ham mudn tinh duc, 16i loan cuong | It giip
va vii duong/bét lye
Réi loan hé hr‘i}J, Ho, nhiém khuén dudmg hd he"'lp trén, nghet | Thudng gap
ngiee va trung that miii, viém xoang, ri loan xoang
TK_hé chiu & hong, viém hong, viém thanh | It gap
quan, kho the, viém phé quan, chf'lky mau
cam, viém mdii, tac nghén duong hd hap
Roi logn da va mé Rung toc, viém da, da khd, ban do, do bl‘ms, it gap
dirdi da nhay cam vai anh sang, ngira, phat ban, noi
may day, dd md hoi
RGO logn mach mdu Viém mach il_gf-,ip
Céc anh huéng thé dimg lién quan dén lidu Chua rd
Cdn ldm sang Téang kali mau, giam nhe¢ hematocrit va | Thudong gap
hemoglobin, ha dudng huyél
Tang nhe nong dd uré va creatinine huyél It gdp
thanh
Téang men gan va bilirubin Rét hiém gip
Ha natri méu Chua 16

Hydrochlorothiazide:

H¢ co quan

Tac dung khing mong mudn

Tan suiit

Réi logn man va hé | Mat bach cau ]1;_11_, thiéu méau bat san, thiéu | ft gadp
bach huyét méu tan huyét, giam bach céu, ban xudt
huyét, giam tiéu céu
Roi logn h¢ mién | Phan img phan vé Hiém giip
dich
R loan chuyé’n Chéan an, tang duong huyét,_ (é‘mg acid uric | It gip
héa va dinh dudng mau, ha kali mau, ha natri mau
Raoi loan tém than Mat ngu I egap
Réi logn hé than | Dau dau Thudng gap
kinh
Roi logn miit Nhin mdér thodng qua, chirng nhin vang It gap
Tran djch mang mach, cén thi cz’ip, ting nhén | Chua 1d
ap goc déng cip
Roi loan mach mdu Viém mach hoai tr (viém mach, viém mach | {t g{;p —
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Tac dung khing mong mudn Tén suit
da) -
HAVINA/S T = = T il
" oi /fpﬁ ho hap Roi loan hé Ilép bao gdm viém phoi va phu | It gip
4 t-:'. "g’!ﬁ@;{i fgAdrung that phéi
= i chirng suy hd hép cap tinh (ARDS) Rét hiém gap
Réi loan tiéu héa Viém tuyén nude bot, co that, kich mg da it gap
ddy, buon non, nén, tiéu chiy, tio bén
Réi loan gan mgf Vang da (i mét trong gan), viém tuy It gap
Roi loan da va mé Nhay cam v6i dnh sang, ndi may day, hoai v | it gap _
diei da biéu bi nhiém doc
Bénh lupus ban dé da Chuard
Roi logn co xwong | Chudt rit ftgip
va mo lién két
Khoi u lanh tinh, dc _ng_ tru__(la khong phal u hic 6 (ung thu | Chua G
tinh va khéng xdc | biéu md té bao day va ung thu bicu md té
dinh (bao gom ca u | bao vay)
nang va polyp)
R6i loan thén v tiér | Glucose niéu, viém thén kg, rbi loan chire | It gap
ni¢u néng théan, suy than
Roi logn chung va Sét, chodng vang it gap )
(i ché dimg .rfmoc

Mb ti ciic tie dung khéng mong muon chon lge

Ung thu da khong hiic 6 (NMSC): Dua trén dir liéu hién c6 tr cdc nghién ciu dich 1€ hoc,
mdi lién quan phy thujc giita lidu tich lily hydrochlorothiazide va NMSC da dugc ghi nhén.

Théng bdo ngay cho bic st hodie dwpe st khi gdp cdc tic dung khong mong mudn nhuw trén
khi siv dyng th ude hofic bdo cdo cde phin ting cd hgi ciia th ude vé Trung tam Thong tin
thude va Theo dai phan ikng cd hgi cita thude (ADR) Quée Gia. Dia chi: 13 — 15 Lé Thinh
Téong — Phwong Civa Nam — Ha Npi. Dign thogi: 024.9335.618; Fax: 024, 3.9335642;
Email: di.pvcenter@gmail.com.

11. QUA LIEU VA CACH XU TRi

Hién khoug ¢6 théng tin cu thé vé diéu rj qua lieu cho phdi hop losartan/HCTZ. Phwong
phap didu trj 1a diéu i triéu chimg va hd trg. Nén ngimg sir dyng phm hop ]osaltaanICTA
va theo ddi bénh nhéan chit ch&, Cac bién phép duge khuyén céo bao gdm gay ndn néu moi
ubng thude, diéu chinh tinh trang mit nude, i loan dién giai, hon mé gan va ha huyét ap
bang céc phuong phap diéu tri dd duoge thiét 1ap.

Losartan

C6 rat it dit liéu vé qua liéu & ngudi. Biéu hién c6 kha niing xdy ra nhét cia qua liéu la ha
huyét ap va nhip tim nhanh; nhip tim chdm 6 thé xdy ra do kich thich phé giao cam (phé
vi). Néu ha huyét dp cé triéu chimg xay ra, can tién hanh didu trj hd trg.

C4 losartan va chit chuyén hoa c6 hoat tinh déu khong thé loai bo bang thim phan mau.

Hydrochlorothiazide
Céc ddu hiéu va triéu chimg thuémg gdp nhat 1a do mit dién giai (ha kali mdu, ha clo méu,
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ﬁg a nat fl 1au) va mét nude do lgi tidu qua mire. Néu dong thoi sir dung digitalis, ha kali méu
6 thé él ) trAm trong thém tinh trang loan nhip tim.

M dg’loal bo hydrochlorothiazide qua thdm phan mau chua duge xdc dinh.

VA
1“3‘3)&(: TINH DUQC LUC HQC

Nhom dwge Iy: Thube dbi khang thy thé angiotensin 11 va thue loi tidu.
Ma ATC: CO9DAOI
Co ché tac dung:

Losartan-Hydrochlorothiazide

Phdi hop losartan/HCTZ da duge chimg minh ¢é tac dung cong hop trong viée lam giam
huyét ap, lam giam huyét ap nhiéu hon so véi timg thanh phin don 1&. Téc dung nay duge
cho 1a két qua ctia su phéi hop bd sung giira hai thanh phan. Thém vao d6, do tac dung lgi
tiéu, hydrochlorothiazide lam tang hoat déng ctia renin huyét tuong, tang tiét aldosterone,
giam kali huyét thanh va tang ndng dé angiotensin II. Losartan ngan chan tit ca céc tac
dung sinh Iy quan trong ctia angiotensin 11 va théng qua viéc irc ché aldosterone cé thé lam
giam tinh trang mét kali do thudc lgi tidu gay ra.

Losartan da duge chimg minh ¢6 (ac dyng tdng thai acid uric nig¢u nhe va thoang qua.
Llydrochlorothiazide duge biét 1a gy ting ndng do acid uric & mic do vira phai; sy két hop
losartan va hydrochlorothiazide ¢6 xu huéng lam giam tinh trang tang acid uric do thudc lgi
tiéu gy ra.

Téc dung ha huyét &p cta phdi hop losartan/HCTZ duge duy tri trong subt 24 gitr. Trong
céic nghién ctru lam sang kéo dai it nhit mdt nam, tac dung ha huyét ap vin dugc duy tri khi
tiép tuc didu tri. Miic du huydt 4p giam dang ké, vige sir dung phdi hop losartan/HCTZ
khong gy anh huong c6 ¥ nghia vé mit 1am sang dén nhip tim. Trong céc thir nghiém lam
sang, sau 12 tudn didu trj voi losartan 50 mg/hydrochlorothiazide 12,5 mg, huyél dp tam
truong luc ngdi (ddy lidu) giam trung binh dén 13,2 mmHg.

Phéi hop losartan/HCTZ c6 hiéu qua trong viée ha huyét a4p & ca nam va nit, ngudi da den
va khong phéi da den, ciing nhu & bénh nhén (ré tudi (< 65 tudi) va lém tudi (> 65 tudi), va
¢6 hi€u qua & moi mic dj tang huyét ap.

Losartan

Losartan 1a mét thude déi khang thu thé angiotensin 1T (logi AT)) téng hop dang udng.
Angiotensin 11, mdt chit co mach manh, 14 hormone hoat dong chinh ctia hé renin-
angiotensin va 12 yéu td quan trong trong sinh 1y bénh ciia ting huyét 4p. Angiotensin I1 gin
vao thu thd AT}, c6 mit & nhiéu md (vi du nhu co tron mach mau, tuyén thuong thén, thin
va tim), kich hoat nhiéu phan {mg sinh hoc quan trong, bao gbm co mach va kich thich giai
phéng aldosterone. Ngoai ra, angiotensin 1l con thic déy su tang sinh cua t& bao co tron
mach mau.

Losartan trc ché chon loc thy thé AT;. Trong cde nghién citu in vitro va in vivo, losartan va
chét chuyén héa cé hoat tinh E-3174 (mdt acid carboxylic ¢6 hoat tinh duge 1y) (e ché toan
bd cac the dong sinh Iy quan trong clia angiotensin 11, bét ké ngudn gbe hay con dudng téng
hop.

A [ 4 3 -~ ~ A L ‘ Ld ),\
Losartan khong cé tac dung chi vin cling nhu khdéng (re ché cac thy the hormone khac hoéic
i - . ‘l - g 3¢ ~ L
cdc kénh ion quan trong trong di¢u hoa tim mach. Ngoai ra, losartan khong tre ché men
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Wén, angiotensin ACE (kininase 11) — enzyme phan huy bradykinin. Do dé, losartan
Iﬁ n ting cac tac dung khong mong mudn qua trung gian bradykinin.

I; 4 trinh diéu trj bing losartan, viéc loai bd co ché phan hoi 4m tinh cta angiotensin
3, i sy bai tiét renin dén dén tang hoat tinh renin huyét twong (PRA), két qua 1a lam
b 07 \ﬁinngmn;, dé myolunm II trong huyet twong. Tuy nhién, hoat tinh ha huyét ap va (rc ché
1 "nong do aldosterone huyét twong van duge duy tri, cho thiy viéc rc ché thy thé angiotensin
IT ¢6 hiéu qua. Sau khi ngimg sir dung losartan, ndng dd PRA va angiotensin II quay tr lai

mirc ban dau trong vong 3 ngdy.

C# losartan va chét chuyén héa 6 hoat tinh chinh déu co 4i luc cao hon nhiéu trén thu thé
AT so v6i AT2. Chit chuyén héa co hoat tinh manh hon losartan tir 10 dén 40 14n theo
trong lugng phan tu.

Trong mdt nghién ctru duge thiét ké diic biét nham danh gia ty 1& ho & bénh nhan duoc diéu
(ri bing losartan so v&i bénh nhan duge diéu tri bang thube e ché men chuyén, ty 18 ho
duoc ghi nhdn & bénh nhéan dung losartan hofic hydrochlorothiazide 1a twong tyr va thép hon
dang ké so v&i nhém bénh nhan ding thude re ché men chuyén. Ngoai ra, trong mdt phan
tich tong hop 16 thir nghiém lam sang ma déi véi 4131 bénh nhén, ty 1€ ho dugc bdo cdo ty
nguyén & bénh nhén diéu trj bang losartan la tuong tyr (3,1%) so vai bénh nhan dwoc diéu tri
bing gia duge (2,6%) hodc hydrochlorothiazide (4,1%), trong khi ty 1& nay & bénh nhén
dung thube rc ché men chuyén la 8,8%.

(5 bénh nhan tang huyét ap khéng dai thao duong cé protein niéu, vige sir dung losartan
potassium gilp giam dang k& lwong protein niéu, ty 1& bai tiét albumin va IgG. Losartan duy
tri tde dd loc cau than va lam giam phan s6 loc. Nhin chung, losartan gy giam acid uric
huyét thanh (thuong < 0,4 mg/dL) va tac dung nay duge duy tri trong qud trinh diéu trj man
tinh.

Losartan khéng c6 tac dung d6i v6i phan xa ty chi va khong gay ra anh hudng kéo dai dén
ndng dd norepinephrine trong huyét tuong,

O bénh nhén suy thét trdi, lidu losartan 25 mg va 50 mg tao ra céc tac dyng huyét dong hoc
va than kinh néi tiét tich cye, dic trung boi sy gia tang chi s6 tim, giam ap luc mao mach
phdi, gidm sirc can mach mau toan thén, gidm huyét 4p dong mach trung binh va nhip tim,
dong thoi giam ndng do aldosterone va norepinephrine trong tudn hoan. Tinh trang ha huyét
ap co lién quan dén lidu ding & cde bénh nhén suy tim nay.

Hydrochlorothiazide

Hydrochlorothiazide 1a thuSc lgi tiéu thiazide. Co ché téc dyung ha huyét ap cua thiazide
hién van chua rd. Thiazide anh hwdong dén co ché tai hip thu chat dién giai & 6ng than, tryc
tiép lam tang bai tiét natri va chloride voi lugng gan twong duong. Téc dung lgi tiéu cia
hydrochlorothiazide lam giam thé tich huyét twong, ting hoat dong cia renin trong huyét
tirong va ting tiét aldosterone, do d6 lam ting mét kali, bicarbonate qua nuéc tiéu va giam
kali huyét thanh, Angiotensin II la trung gian trong lién két renin-aldosterone, do d6 viée sir
dung ddng thoi véi thude dbi khang thy thé angiotensin 11 ¢6 xu huéng lam déo nguge tinh
trang mét kali lién quan dén céc thudce loi tiéu thiazide.

Sau khi ubng, tac dung lgi tidu biit dau trong vong 2 gid, dat dinh sau khodng 4 gitr va kéo
dai khoang 6 — 12 gio, tac dung ha huyét &p duy tri dén 24 gio.

13. DAC TINH DUQC DPONG HQC

LOSAAZID 100725 (Losartan potassium 100 mg; Hydrochlorothiazide 25 mg) | VNBP | BSL3 | 2026 15/17




https //trung,t@mthuoc com/

Hﬁ:{ih\

L\ COPHDOSI
e Mn uéng, losartan duge hiip thu tot va trai qua qua trinh chuycn hoa lan dau, tao thanh

St

o "'Giclnl chuyén héa acid carboxylic c6 hoat tinh va céc cht chuyén héa khdng hoat tinh khac,
Sinh kha dung toan thin cta losartan 1 khoang 33%. Nong dé dinh trung binh ctia losartan
dat duoc sau | gidy va ndng do dinh cta chiit chuyén héa cé hoat tinh dat duge sau 3 — 4 gid.
Viée ding thubc ciing véi bira &n tiéu chudn khdng gy anh huang cé y nghia 1am sang dén

ndng dd huyét twong cua losartan.

Phén bé
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Losartan
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Ca losartan va chét chuyén héa ¢ hoat tinh déu gin két > 99% véi protein huyét trong, chu
‘: . 2 - A 3 " ‘- 7 ] [d . ) ’ [l ~ A
ycu la albumin. Thé tich phén bd cua losartan la 34 lit. Cac nghién ctru trén chudt cho thay

losartan qua hang rao mau néio kém.

Hydrochlorethiazide

Hydrochlorothiazide di qua nhau thai nhung khéng qua hang rao mau néio va duge bai tict
vao sira me.

Chuyén ho4
Losartan

Khoang 14% lidu losartan (tiém tinh mach hodic udng) duge chuyén hoa thanh chét chuyén
héa ¢6 hoat tinh. Sau khi udng va tiém tinh mach losartan potassium cé gin phong xa "“C,
phén 16m hoat tinh phéng xa trong huyét tuong chii yéu 14 do losartan va chéit chuyén hoa co
hoat tinh cua né. Losartan chuyén hoéa thanh chit chuyén hoéa c6 hoat tinh t6i thiéu la
khoang 1% trong cée nghién ciru don lé.

Ngoai chét chuyén héa cé hoat tinh, cac chit chuyén hoa khong cé hoat tinh cting duge hinh
thanh, bao gém hai chidt chuyén hoéa chinh tao ra do qua trinh hydroxyl héa mach nhénh
butyl va mdt chét chuyén hoa phu la N-2 tetrazole glucuronide.

Thai trw
Losartan

PO thanh thai huyét twong cia losartan va chét chuyén héa ¢6 hoat tinh 14n lugt 1 khoang
600 ml/phit va 50 ml/phat. B thanh thai qua thdn cta losartan va chit chuyén héa c6 hoat
tinh 1an lugt 1a 74 ml/phat va 26 ml/phut. Khi ding losartan duémng ubng, khoang 4% liéu
dung duge bai tiét dudi dang khong dbi qua nude tidu va khoang 6% lidu ding duge bai tiét
duéi dang chét chuyén héa c6 hoat tinh. Duge djng hoc ctia losartan va chit chuyén héa c6
hoat tinh thé hién tinh tuyén tinh khi ding losartan potassium duong udng véi lidu 1én dén
200 mg.

Sau khi udng, ndng do losartan va chét chuyén hoa cé hoat tinh trong huyét tuong giam theo
chp s6 nhan véi thoi gian ban thai 1an lugt 1a khoang 2 gitr va 6 — 9 gidr. Khi dung liéu 100
mg x | lan/ngdy, ca losartan va chét chuyén héa c6 hoat tinh déu khéng tich lily déng ké
trong huyét twong,

L) ‘ ‘ i A 3 ¢ A A A1 I ¥ A % T .
[Losartan va chat chuyén hoa déu théi trir qua mat va nude ticu. O nguoi, sau khi ubng mot
. ., ’ 3 v M & A
lidu losartan gén phong xa C, khoang 35% phong xa duoc tim thay trong nuéde tiéu va 58%
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hiazide khong dwoc chuyén héa nhung thai trir nhanh chéng & than. Khi theo
o doi lléj}'.,”“-' huyét tuong trong it 'Il|lf“ll '24 gid, 1.|‘]f!'i gjan ban thai trong huyét twrong thay d?x

5= tPonp kiioang tir 5,6 — 14,8 gio. It nhat 61% lieu uong duge thai trir dui dang khong doi
trong vong 24 gid.

Piic diém & cac nhém bénh nhin
Losartan-Hydrochlorothiazide

Nong dd huyét twong cia losartan va chét chuyén héa cé hoat tinh ciing nhur sy hap thu
hydrochlorothiazide & bénh nhén ting huyét ap cao tudi khong 6 khac biét dang ké so véi
bénh nhén ting huyét ap tré tudi.

Losartan

O bénh nhén xo gan do rugu mirc d§ tir nhe dén trung binh, nong d§ losartan va chat chuyén

. z A . A X K Y X .
héa ¢é hoat tinh trong huy€t (wong sau khi uong cao hon lan lugt gap 5 va 1,7 lan so vai cic
tinh nguy€n vién nam tré khée manbh.

Céc nghién ctru duge dong hoc cho thdy AUC cia losartan & céc doi twong nam khée manh
ngudi Nhat va khong phai ngudi Nhat khong cé sir khae biét. Tuy nhién, AUC cna chat
chuyén hoa acid carboxylic (E-3174) c¢6 su khéc biét gitra hai nhém, véi mie phoi nhiém
cao hon khoang 1,5 1an & cac déi tuong ngudi Nhat so voi céc ddi twong khong phéi ngudi
Nhat. Y nghia lam sang cta k&t qua nay hién van chua rd.

Ca losartan va chit chuyén héa cé hoat tinh déu khong thé loai bo bang phuong phép tham
phén mau.

14. QUY CACH PONG GO1
Hop 3 vi (Alw/Alu) x 10 vién nén bao phim, kém t& hudng dan sir dung.
Hop 5 vi (Alw/Alu) x 10 vién nén bao phim, kém t& huéng dan sir dung.
Hop 10 vi (Alu/Alu) x 10 vién nén bao phim, kém t& huéng dan sir dung
15. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

Diéu kign bio quin: Dé noi khé thoang, tranh am, nhiét do khong qua 30°C, trdnh 4nh sang
true tiép

Han ding: 24 thang ké tir ngay san xudt
Tiéu chuin chit igng thube: TCCS
16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
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