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THONG TIN SAN PHAM

HYZAAR®

(losartan kali va hydrochlorothiazide)

Vién nén bao phim

Thudc bén theo don.
DE xa tam tay tré em.
Boc ky hu'dng dan si dung trude khi dung.

Théng bdo ngay cho bac sy hodc du'oc sy nhiing tac dung khéng mong mudn gap phai khi sty
aung thuéc.

THANH PHAN, HAM LUONG CUA THUGC
Hoat chét

Méi vién nén HYZAAR 50/12,5 mg chita hoat chat chinh la 50 mg losartan kali va 12,5 mg
hydrochlorothiazide.

Ta duoc
Mé&i vién nén HYZAAR 50/12,5 mg chita cac t4 dudc sau: cellulose vi tinh thé, lactose

monohydrat, tinh bot bi€én tinh, magié stearat, hydroxypropyl cellulose, hydroxypropyl
methylcellulose, titan dioxid, chdt hd nhdm vang quinoline va carnauba wax.

Méi vién HYZAAR 50/12,5 mg con chita 4,24'mg (0,108 mEq) kali.

DANG BAO CHE

Vién nén bao phim

QUY CACH BONG GOl

Hop 2 vi x 14 vién nén bao phim

CAC BPAC TINH DUQC LUC HOC

HYZAAR® (losartan kali va hydrochlorothiazide) 1a ché phadm dau tién phéi hop mét chat dsi

khang thu thé clia angiotensin Il (typ AT;) v&i mét thudc Igi niéu.

Losartan-Hydrochlorothiazide
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Céac thanh phan cia HYZAAR da chirng té ¢é tac dung cdng thém trong ha huyét ap, lam giam
huyét ap ot hon ting thanh phan riéng ré. Tac dung nay dugc cho 1a két qua ciia céc tac dung
hd trg 1an nhau cla ¢a hai thanh phan. Hon thé nira, do tac dung lgi niéu, hydrochlorothiazide
lam t&ng hoat tinh renin huyét tuong, lam tang su ti€t aldosterone, giam kali huyé&t thanh, va
tang mirc angiotensin Il. S dung losartan s& ngén chan t&t ca cac tac dung sinh Iy clha
angiotensin 1l va théng qua Uc ché& aldosterone co thé ¢6 xu hudng mat kali lién quan dén thudc
[0i niéu.

Losartan dugc chitng minh ¢d tac dung bai tiét axit uric niéu & mic nhe va thoang qua.
Hydrochlorothiazide dugc chirng minh cé gay tang chat it axit uric; sy két hgp gitta losartan va
hydrochlorothiazide ¢é xu huéng lam giam chirng téng axit uric huyét do tac dung cda thudc Igi
niéu nay.

St dung k&t hop losartan va hydrochlorothiazide 1am tang hiéu luc chéng tang huyét ap.

Tac dung chdng tang huyét dp clia HYZAAR duge duy tri trong thdéi gian 24 gid. Trong cac
nghién cltu l1am sang kéo dai it nhat mét nam, hiéu qua trong diéu tri tang huyét ap duge dam
bao duy tri vdi tri liéu lién tuc. Mac du Jam gidam dang k& huyét ap, viéc st dung HYZAAR khéng
co tac dong dang k& v& mat [Am sang ddi véi nhip tim. Trong cac nghién citu 1dm sang, sau 12
tuan diéu tri v&i losartan 50 mg/hydrochlorothiazide 12,5 mg, huyét ap tam truong day giam
xudng trung binh tdi 13,2 mmHg.

HYZAAR c6 hiéu quéa giam huyét ap & ca nam gidi va phu nit, ngudi da den va cac chlng toc
Khac va ca& & nhdm ngudi tré (< 65 tudi) va cao tudi (2 85 tudi), va cd hiéu qua & tat ca cac muc
dd cao huyét ap.

Losarian

Losartan la mét chat 'c ché thu thé angiotensin Il (typ AT4) diung dudng udng. Angiotensin Hl
lien két vai thu thé AT, th8y & nhiéu md (vi du nhu co tron mach, tuyén thuong than, than va
im) va thac day nhigéu hoat déng sinh hoc quan trong, bac gdm co mach va tiét aldosterone.
Angiotensin Il cling kich thich tang sinh t€ bao co tron. Trén cd sd su gan két va cac thlr nghiém
sinh hoc duge ly, angiotensin 1l lién k&t chon loc vdi thy thé ATy. Trong in vitro va in vivo, ¢a
losartan va chat chuyén héa axit carboxylic ¢é hoat tinh duge Iy clia né (E-3174) déu chan tat

ca cac hoat ddng sinh Iy ¢6 lién quan cla angiotensin if, b&t k& ngudn va gac téng hop.

Trong khi sit dung losartan, su loai b phan hdi Am tinh cla angiotensin Il ddi véi su tiét renin
s& dan dén tang hoat tinh renin trong huyét tuong. Tang hoat tinh renin trong huyét tong dan
dén tang angiotensin tl trong huyét tuong. Ngay ca vdi nhirng hién tugng nay, thi hoat tinh
chéng tang huyét ap va kidm ché& ndng d6 aldosterone huyét tuong van dudc duy tri, cho thay
kha nang chen ¢6 higu qua ddi vai thy thé angiotensin |1

Losartan gan k&t ¢é chon loc vdi thy thé ATy va khéng gan két hay chen céac thu thé hormone

khac hodc ké&nh trao ddi ion khac ¢d vai trd quan trong trong digu hoa tim mach. Hon thé nira,
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losartan khéng lam gc ché ACE (kininase 1) — enzyme lam thoai hda bradykinin. Vi vay, nhitng
tac ddng khong lién quan truc tiép dén viéc chen thu thé ATy vi du nhu tiém luc téc dong qua
trung gian bradykinin hodc sinh phi né (losartan 1,7%, placebo 1,9%) thi khéng lién quan dén

losartan.

Losartan d3 dugc chiing minh ¢é tac dung ngan chan céac dap Ung doi vdi angiotensin | va
angictensin Il m& khong anh hudng dén dap (ng bradykinin, day la mot phat hién théng nhat
vdi cd ché& hoat dong dac trung cla losartan. Trai lai, cac chat irc ché men chuyén ACE d3a
dudc chirng minh ¢é tac dung ngén chan cac dap (ing ddi véi angiotensin | va tang cudng dap
(rng d8i vdi bradykinin ma khéng 1am thay ddi dap (ing vdi angiotensin 11, 1a ddu hiéu phan biét
duge luc hoc gitra losartan va cac chat ic ché men chuyén ACE.

O nhiing bénh nhan tang huyét ap khdng bi dai thao dutng co protein-niéu, viéc st dung
losartan kali lam gidam dang k& protein-niéu, phan suat bai tiét albumin va IgG. Losartan duy tri
t6c dd loc cau than va gidm phan suit loc. Nhin chung, losartan gay giam axit uric huyé&t thanh
(thurdng < 0,4 ma/dL) duy tri 1au dai trong cac tri liéu man tinh,

Losartan khdng tac dung Ién phan xa tu ddng va khdng ¢é tac dung 1&én norepinephrine huyét
fuwong.

O nhiing b&nh nhan bi suy chiic nang tdm that trai, li2u 25 mg va 50 mg losartan cé tac déng
tich cuc trén huyé&t déng va than kinh thé dich d3c trung bdi sy tang chi s& tim va gidm 4p suét
maoc mach phdi bit, sifc can mach hé théng, ap sudt ddng mach hé thdng trung binh va nhip
tim, giam mrc aldosterone va norepinephrine tuan hoan. Tai bi€n ha huyét ap la phu thudc ligu

st dung & nhitng bénh nhan bi suy tim nay.

St dung losartan 50 - 100 mg ngay mét [an cé tac dung ha huyé&t 4p cao hon dang ké so vii
captopril 50 - 100 mg diing ngay mét [an. Tac dung ha huyét ap cla losartan 50 mg tuong tu
nhu cla enalapril 20 mg dung ngay mot fan. Tac dung ha huyét ap cla losartan 50 - 100 mg

“ding ngay mét [an tucng duong vdi atenolol 50 - 100 mg dung ngay mét [an. Tac dung clia
losartan 50 - 100 mg dung ngay mét IEn ciing tuong duang véi felodipine 5 - 10 mg phdng thich
kéo dai khi sir dung trén bénh nhan tang huyét ap cao tubi (> 65 tudi) sau 12 tuan diéu trj.
Losartan c6 hiéu qua nhu nhau trén bénh nhan téng huyét ap nam, nir va & ngudi tré (< 65 tudi)
ciing nhu ngudi gia (= 65 tudi). Mac dil losartan c6 tac dung ha huyét ap vdi tat ca bénh nhan
cac chlng tdc, nhung giéng nhu cac thuic khac co tac dung Ién hé théng rennin-angiotensin,
nhi*ng bénh nhan tang huyét ap la ngudi da den cé dap (ng trung binh dGi vdi tri lidu don
losartan th&p hon so v&i bénh nhan ching t6¢ khac.

Nghién clru LIFE

Nghién ctiu danh gia giam cac tiéu chi trén tang huyét ap khi can thiép bang losartan (Losartan
Intervention For Endpoint reduction in hypertension - LIFE) 14 mét nghién clru ngau nhién, mu

ba, cé so sanh vdi nhém chi*ng dudc tién hanh trén 9.193 ngudi bénh tang huyét ap, tudi t? 55

a
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dén 80 co bang ching phi dai that trai trén dién tam dd. Bénh nhan dugc ding ngau nhién
josartan 50 mg hodc atenolol 50 mg mdi ngay mét [An. Néu khéng dat dugc huyét ap muc tiéu
(< 140/90 mmHg), thi trwdc hét thém hydrochlorethiazide (12,5 mg} va khi can thi tang ligu
losartan hoac atenolol [&n 100 mg, udng mai ngay mét [an. Khi can, cé thé dung thém cac thudc
ha huyé&t ap khac dé dat miic huyét 4p mong mudn, ngoai trir thudc ic ché ACE, thubc dai
khang angiotensin Il hodc chen beta

Thdi gian theo dbi frung binh 1a 4,8 ndm.

Tiéu chi chinh ph&i hop ty 1& mac va & vong do tim mach dudc danh gia bang su gidm ty 1&
phdi hgp cac bién ¢ t&r vong do tim mach, dét quy va nhdi mau co tim. Huyét ap giam dang ké
dén muc tuang duong & ca hai nhom diéu tri. Digu tri véi losartan lam giam 13,0% nguy cd
(p=0,021, 95% khoang tin cay 0,77-0,98) so véi ngudi bénh dung atenoiol trén nhitng ngudi
bénh dat dudc tiéu chi chinh. Biéu nay chl yé&u 1a do giam ty 1& dot quy. Diéu tri véi losartan 13m
giam dén 25% nguy co dét quy so vdi atenclol (p=0,001, 95% khoang tin cay 0,63-0,89). Ty 1&
tlr vong do tim mach va nhéi mau co tim khong khac biét ¢é y nghia gitta hai nhém digu tri.

Hydrochlorothiazide

Co ché tac dung ha huyét ap cliia nhém thiazide con chua duge bigt. Thiazide thudng khéng cé
tac dung dén huyét ap binh thudng.

Hydrochlorothiazide 1a mét thudc Igi niéu va ha huyét ap. Cé tac dung trén cd ché tai hap thu
dién gidi d 6ng lvon xa. Hydrochlorothiazide lam tang bai tiét natri va chloride & miic xap xi
tuong ducng nhau. Tiéu ra natri ¢ thé kém theo hién tuwgng mét kali va bicarbonate.

Sau khi ding dudng udng, cac thudc lgi niéu bat dau ¢é tac dung sau 2 gid, dat dinh sau
khoang 4 gid va kéo dai trong khoang 6 - 12 gid.

CAC BAC TINH DUOC BONG HOC

Hép thu

Losartan

Sau khi dung dudng udng, losartan duge hap thu tét va trai qua giai doan chuyén hda lan dau
tao thanh chat chuyén hda axit carboxylic cé hoat tinh va cac chat chuyén héa khdng cé hoat
tinh khac. Sinh kha dung toan than cia losartan x8p xi 33%. Nong dé dinh trung binh dat duoc
sau 1 gié (losartan) va 3 - 4 gid (chit chuyén héa hoat tinh). Khong ¢6 tac dung dang ké nao vé
mat lam sang doi véi cac dir liéu vé ndng dd trong huyét tuong cita losartan khi thude nay dugc
st dung cling mot bira an chuén.

Hydrochlorothiazide

Sau khi uéng, hydrochlorothiazide hap thu tuong déi nhanh. Mirc dé hap thu 1a khoang 65 -
75% liu st dung, tuy nhién ty 1& nay c6 thé giam & bénh nhan suy tim.

Phan b8

A%\
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Losartan

Ca losartan va chét chuyén héa hoat tinh déu gan két = 99% vdi protein huyét twong, chi yéu 1a
albumin. Thé tich phan b3 losartan 1& 34 lit. Cac nghién clru trén chudt cBng chi ra rang

losartan qua mang mau n3o rat it, thAm chi khang co.

Hydrochlorothiazide

Mydrochlorothiazide di qua nhau thai nhung khéng qua mang mau ndo, va dugc tiét vao sita

me.
Chuyén hoéa
Losarian

Khoang 14% liéu losartan diing dudéng truyén finh mach hodc uéng dugc chuyén ddi thanh chat
chuyé&n héa hoat tinh. Sau khi ding dudng ung hoéc tiém finh mach losartan Kkali ¢6 chat danh
ddu “C, hoat tinh phdng xa trong huyét tuong tuadn hoan dudc quy |1a do losartan va chat
chuyén héa hoat tinh clia né. Su chuyén dai t&i thi€u losartan thanh chét chuyén hoéa hoat tinh

dudc thdy & khoang 1% ca thé nghién clru.

Ngoai chét chuyén hda cd hoat tinh, con hinh thanh cac chét chuyén hda khéng cé hoat tinh,
bao gdm hai chét chuy&n héa chd y8u dudc hinh thanh bdi su hydroxyl héa cla chudi canh
butyl va mdt chat chuyén héa nhd 1a mét glucuronide N-2 tetrazole.

Losartan

P thanh thai huyét tigng cla losartan vae khodng 600 mL/phit va chat chuyén hoéa hoat tinh
clia né la 50 mL/phit. B thanh thai @ than cla losartan khodng 74 mL/phit va chat chuyén héa
hoat tinh cla nd 1a 26 mL/phit. Khi sit dung losartan duding udng, khoang 4% lidu dudc tiét qua
nuée ti€u & dang khéng dbi, va khoang 6% lidu dugc tiét qua nudce tiéu & dang chit chuyén héa
hoat tinh. Dude déng hoc cla losartan va chat chuyén héa hoeat tinh clia nd tuyén tinh véi
losartan kali udng 4 ligu tir it hon cho dén 200 mg.

Sau khi diing dudng udng, nbng dé huyét fiong cla losartan va chét chuyén hda cla néd giam
nhiéu [an vdi thdi gian ban hdy cudi & mirc [an luct la khoang 2 gid (losartan) va 6 - 9 gid (chat
chuy&n hda clia né). Trong khi ding lidu losartan 100 mg ngay mét [an, ca losartan 1an chét

chuyén hda hoat tinh clia nd déu khéng tich IOy dang k& trong huyét tuang.

Ca bai tiet & mat va & than déu déng gdp vao qua trinh dao thai losartan va cac chat chuyén
héa ctia né. Sau khi ding liéu udng losartan ¢é chat danh dau *C & ngudi, khoang 35% hoat

tinh phdng xa duge thu nhan nguyén ven & nude tiéu va 58% & phan.

Hydrochlorothiazide

Hydrochlorothiazide khong dugc chuyén héa méa thai trlt nhanh chéng & than. Khi mire huyét
tuang kéo dai trong t6i thi€u 24 gid, thoi gian ban hoy trong huyét tuong da dude quan sat nam
5
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trong khodng tir 5,6 - 14,8 gidi. It nhat 61% lidu udng dugc thai trir & dang khéng thay d6i trong
vong 24 gid.

Bac tinh trén bénh nhan

Losartan-Hydrochlorothiazide

N&ng dé trong huyét tuong cla losartan va chat chuyén héa cé hoat tinh, cling nhu d& hap thu
hydrochlorothiazide & b&nh nhan tang huyét 4p 13n tudi khong ¢ khac biét dang k& so vdi bénh
nhan tré tudi.

Losartan

Sau khi diing duding uéng & nhitng bénh nhan bi xo gan do nghién rugu & mic nhe va trung
binh, néng d6 trong huyét tuong cla losartan va chat chuyén hoéa hoat tinh cla né gap 5 lan
(losartan) va 1,7 [an (chat chuy&n hda hoat tinh) so véi ngurdi tinh nguyén khde manh tré tusi.
Ca losartan va ch&t chuyén héa hoat tinh clia né déu khdng thé loai bd duge bang thdm phan
mau.

CHi BINH

Tang huyét ap

HYZAAR ding d€ digu tri tang huyét ap & ngudi bénh thich hgp vdi cach digu tri phéi hop nay.
Gidm nguy cd mac bénh v& tim mach va t& vong do tim mach & ngudi bénh tang huyét 4p bi phi
dai t&m that trai

HYZAAR |2 phdi hop gilta losartan (COZAAR) va hydrochlorothiazide. O nhitng ngudi bénh
tang huyét ap va phi dai tam that trai, losartan thudng duge phdi hop vai hydrochlorothiazide,
lam gidm nguy ¢o mac cac bénh vé tim mach va t& vong do cac bénh nay nhu ty 1& chung vé t&
vong do tim mach, dot quy va nhéi mau co tim & nhitng ngudi bénh tang huyét ap bi phi dai tam
that trai (Xin doc thém phan CHUNG TOC).

LIEU LUONG VA CACH DUNG
Co thé ubng HYZAAR clng cac thulc digu tri tAng huyét ap khac.
Co thé udng HYZAAR cling hodc khéng cling thiic &n.

Bénh ting huyét ap

Lidu khdi dau va duy tri théng thudng 1a udng méi ngay mét [Bn, mdi Bn mot vién HYZAAR
50/12,5 mg (losartan 50 mg/hydrochlorothiazide 12,5 mg). Bdi vdi nhitng ngudi bénh khong dap
(¥ng da véi HYZAAR 50/12,5 mg, c6 thé tang liéu 1&én losartan 100 mg va hydrochlorothiazide 25
mg mdi ngay uéng mét [An, hodc mbi ngay udng mot fan, mdi [an 2 vien HYZAAR 50/12,5 mg.
Ligu t8i da |a losartan 100 mg va hydrochlorothiazide 25 mg mdi ngay udng mdt ian, hodc mdi
ngay udng mot Bn, mdi fan 2 vién HYZAAR 50/12,5 mg. Nhin chung, téc dung digu tri tang
huyé&t ap dat dudc trong vong ba tuan dau digu tri.

\J’“L ,i’:\lf/
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HYZAAR khéng nén sl dung cho nhiing ngudi bénh mat thé tich dich tuan hoan (vi du nhitng
ngudi didu trj bang thudc loi niéu lidu cao).

HYZAAR khéng dude khuyé&n nghi st dung cho nhitng ngudi bénh b suy thén nang (dd thanh
thai creatinine < 30 mL/phuat) heac nhirng ngudi bénh bi suy gan.

Khong can diéu chinh liéu khéi dau HYZAAR 50/12,5 mg cho ngudi bénh cao tudi. Khdng nén
st dung losartan 100 mg and hydrochlorothiazide 25 mg la ligu khéi dau cho nhém ngudi bénh

nay.

Gidm nguy co méc bénh tim mach va t vong do tim mach & ngudi bénh tang huyét ap bi phi
dai tam that trai

Lidu khdi dau théng thudng la 50 mg losartan, mdi ngay udng mdt lan. Néu khong dat dudc
mi¥c huy§t 4p muc tiéu véi liéu losartan 50 mg, thi ¢6 thé digu chinh liéu bang cach sit dung
phdi hdp losartan vdi hydrochlorothiazide ligu thdp (12,5 mg) va néu can thiét ¢é thé tang ligu
l8n mdéc losartan 100 mg/hydrochlorothiazide 12,5 mg, mdi ngay udng mot An. HYZAAR
50/12,5 mg va losartan 100 mg/hydrochlorothiazide 25 mg la cac cdng thic phl hdp & nhitng
nguoi bénh can sir dung losartan phéi hop véi hydrochlorothiazide.

CHONG CHI BINH

« Qua man vdi losartan, cac dan chét sulphonamide (nhu hydrochlorothiazide) hodc véi bat ky
thanh phan nao cta san phdm nay

* Ha kali mau hodc tang calci mau khang tri

» Suy gan nang; i* mat va cac rdi loan tac nghén dudng méat

» Ha natri mau khé kiém soat

» Tang uric mau c6 triéu chirng/bénh gout

* Ba thang giira va ba thang cudi cla thai ky (xem THAN TRONG)

= Suy than nang (murc loc ciu than <30 mi/phut)

* VO niéu

« Chéng chi dinh dung HYZAAR ddng thdi véi cac thudc ¢é chira aliskiren @ bénh nhén dai thao

duting hoac suy than (GFR < 60 ml/phat/1,73 m2) (xem TUONG TAC THUGSC va CAC DAC
TINH DUQC LUC HOC).

THAN TRONG
Losartan

Phi mach

Bénh nhan cé iién st phl mach (sung mat, méi, hong, va/hodc Iudi) nén dugc theo déi chat ché
(xem TAC DUNG NGOAL Y).

Ha huyét 8p va gidgm thé tich ndi mach

A
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Ha huyét ap c¢6 triéu chiing, dac biét sau liéu dau tién, co thé xay ra & nhitng bénh nhan bi giam
thé tich va/hodc giam natri do liéu phap Ioi niéu manh, ché dé an kiéng han ché mudi, tiéu chay
hodc nén. Céc tinh trang nay can phai dudc diéu chinh trudc khi bat dau ding HYZAAR (xem
LIEU LUONG VA CACH DUNG va CHONG CHi BINH).

M4t can bang dién gidi

Mé&t can bang dién gidi thudng xay ra & bénh nhan suy than, c6 hodc khéng cé bénh tiéu
dudng, va can dugc xt ly. Vi vay, can phai kifm soat chat ché nong do kali trong huyét tuong
va do thanh thai creatinine, dac biét la cac bénh nhan bi suy tim va cé dd thanh thai creatinine
tlr 30-50 ml/phut.

Khéng ding déng thai cac thudc loi niéu gitt kali, thudc bd sung kali va cac chat thay thé mudi
c6 chira kali véi losartan/hydrochlorothiazide (xem TUONG TAC THUOC).

Suy gidam chire ndng gan

Dua trén dit liéu dugc dong hoc cho thdy ndng do losartan trong huyét tuong tang 1én dang ké &
bénh nhan xo gan, nén st dung than trong HYZAAR & bénh nhan cé tién st suy gan nhe dén
trung binh. Chua co kinh nghiém diéu tri vdi losartan & bénh nhan suy gan nang. Do vay, chéng
chi dinh dung HYZAAR & bénh nhan suy gan nang. (xem LIEU LUONG VA CACH DUNG,
CHONG CHI BINH va CAC PAC TINH DUOC DONG HOC).

Suy gigm chire nang than

Do hau qua Uc ché hé théng renin-angiotensin-aldosterone, da c6 bao cao vé nhiing thay d8i
chirc nang than, bao gém suy than (dac biét [d & nhitng bénh nhan cé chitc ndng than phu
thudc hé théng renin-angiotensin-aldosterone, nhu bénh nhan bi suy tim nang, hoac bi réi loan
chirc nang than tir trudce).

Cing nhu cac thudc khac tac dong 1én hé renin-angiotensin-aldosteron, da cé bao céo vé tang
uré mau va creatinin huyét thanh & ngudi bénh hep dong mach than hai bén hodc hep dong
mach than & ngudi chi c6 mét than, nhitng thay d6i chitc nang than nay c6 thé hdi phuc dudc
khi ngirng thuGc. Nén than trong khi st dung losartan & ngudi bénh hep déng mach than hai
bén hoac hep ddng mach than & ngudi chi cé mét than.

Ghép than (Renal transplantation)

Chua c6 kinh nghiém diéu tri & b&énh nhan mdi dugc ghép than.

Cuong aldosteron nguyén phét

Bénh nhan bj cudng aldosterone nguyén phat thudng khong dap Uing vdi thudc tri tang huyét ap
tac dong thdong qua (c ché hé renin-angiotensin. Do véy, khéng diing HYZAAR cho céac bénh
nhan nay.

Bénh mach vanh va bénh mach mau nao

Nhu v&i bét ky tac nhan [am ha huyét ap, ha huyét ap qua mic & bénh nhan bi thiu mau tim
mach cuc bd va bénh mach mau ndo cé thé dan d&n nhdi mau co tim hay dot quy.

Suy tim
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Cling nhu cac thudc tac dong ién hé renin-angiotensin, c6 nguy co ha huyét ap déng mach
nang, va suy than (thudng cép tinh) & nhitng bénh nhan bi suy tim, cé hodc khdng cé suy théan,
Hep van dong mach chd va van hai la hep, bénh co tim phi dai tdc nghén

Nhu céc thude gidn mach khac, dac biét than trong ddi véi nhirng bénh nhan bi hep van déng
mach chll hodc van hai 14, hodc bénh co iim phi dai tac nghén.

Khdc bidt sac toe

Theo quan sat d6i vdi cac thudc (fc ché men chuyén angiotensin, losartan va cac chat dai
khéng angiotensin khac duding nhw it hiéu qua trong viéc gidam huyét dp & ngudi da den han &
ngudi khdng phai da den, cé thé vi mic renin th&p thudng phd bién hon trong dan s& da den bi
tang huyét ap.

Phu nif ¢o thai

Khéng nén dung cac thudc dbi khang thu thé angiotensin Ll (AlIRA) trong khi mang thai. Tri khi
viéc tiép tuc tri liéu vdi AIIRA dugce coi la can thiét, cac bénh nhan dy dinh cd thai nén dugc
chuyén sang ligéu phap digu tri chéng tang huyét ap khac da thiét lap dugc hd so an toan dé st
dung trong thdi ky mang thai. Khi phat hién cé thai, diéu tri bang AlIRAs nén dirng lai ngay 1ap
tirc, va, néu thich hop, nén bat dau mét liéu phap thay thé (xem CHONG CHi BINH va THAN
TRONG, Phuy ni¥ co thai).

Uc ché kép hé renin-angiotensin-aldosterone (RAAS)

D3 cd bang ching cho thdy viéc st dung dong thdi cac chat (fc ché ACE, cac chét chen thy thé
angiotensin Il hodc aliskiren lam tdng nguy cd ha huyét ap, tang kali huyét, va giam chirc néng
than (bac gdm ca suy than c¢dp). Do vay, viéc Uc ché kép hé RAAS théng qua viéc st dung két
hop céc chat (fc ché ACE, cac chit chen thy thé angiotensin Il hodc aliskiren khéng duoc
khuy&n cao (xem TUONG TAC THUSC va CAC DAC TiNH DUCC LUC HOC).

Né&u liéu phap phong téa kép dugc xem la thuc si can thiét, liéu phap nay chi duge ti€n hanh
dudi su gidm sat chuy&n mdn va phai kiém tra chit ché thuding xuyén chirc nang than, dién giai
va huyét 4p. Khong .nén ding-ddng thdi cac chét (¢ .ché ACE véi cdc chét chen thu thé
angiotensin Il @ nhitng bénh nhan bi bénh than dai thao dudng.

Hydrochlorothiazide

Ha huyét dp va mét can bang dich/dién gidi

Nhu véi moi thudc tri tang huyét ap, co6 thé& gap ha huyét ap triéu chiing & mot s6 ngudi bénh.
Can quan sat & ngudi b&nh nhitng ddu hiéu 1am sang v& méat can bang dich hoac dién giai nhu
gidm thé tich, gidm natri mau, gidm clo mau nhiém kiém, gidm magnesi mau hoic gidm kali
mau co thé xay ra trong khi bi tiéu chay hodc nén xay di xay lai. Can xét nghiém dién gidi trong
huyé&t thanh thudng ky véi nhirtng khoang cach thdi gian thich hgp véi nhitng ngudi bénh nay.
Ha natri mau do pha lo&ng cé thé xay ra & nhiing bénh nhan bi phil trong thdi tiét ndng.

¥
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Tdc dung trén chuyén hda va ndi tiét

Dung thiazide ¢ thé€ lam gidm sy dung nap glucose. Néu can co thé tién hanh diéu chinh lidu
lwong thudc didu tri dai thao dudng, ké ca insulin (xem TUONG TAC THUGC). Bai thao duding
ti€m &n co thé bde 16 trong qua trinh didu tri vdi thiazide.

Thiazide c6 thé lam giam bai tiét calci qua nudc tiu va gy tang calci huyét thanh nhe va gian
doan. Tang calci-mau rd rét c6 thé |a hdu qua cla tang nang tuyén cén giap trang thé &n. Can
ngling dlung thiazide trude khi ti€n hanh cac thir nghiém vé chirc nang tuyén can giap.

Dung thudc Igi niéu thiazide ¢d thé 1am tang cholesterol va triglyceride.

Thiazide ¢é thé lam tang acid uric mau va/ hodc gay bénh gut & mot sd ngudi. Vi losartan lam
giam acid uric mau nén phdi hop losartan vdi hydrochlorothiazide sé& lam gidm su tang acid uric
gay nén do thudc lgi niéu nay.

Suy gan

Nén than trong khi dung thiazides & nhitng bénh nhan bi suy chirc ndng gan hodc bénh gan tién
trién, vi cé thé gay U mat trong gan, va vi thay ddi nhd clia su ¢an bang dich va dién gidi co thé
thic a8y hén mé gan.

Chéng chi dinh diing HYZAAR & nhitng b&nh nhan bi suy gan niang (xem CHONG CHI BINH va
CAC BAC TINH DUQC BONG HOC).

Nhimng than trong khac

J ngusi dung thiazide, cé gap nhitng phan &ng qua mén di c6 hodc khéng cé tién s v di (ing
hodc hen phé& quan. Cé gap con kich phat hodc hoat héa lupus ban dé hé thdng sau khi dling
thiazide.

7Ta duv'oe

Thudc ¢é chira lactose. Cac bénh nhén véi cac bénh 1y di truyén hiém gap vé khéng dung nap
galactose, thi&u enzyme Lapp lactase hodc kém hép thu glucose-galactose khdng nén diing
thuéc nay.

Phu nir cé thai

Cac thuBc tac dong truc ti€p trén hé renin-angiotensin cé thé gy ra tén thuong va chét thai
dang phat trién. Khi phat hién ¢é thai, phai ngitng HYZAAR cang sdm cang tét.

Méc diu chua cé kinh nghiém vé sir dung HYZAAR & ngudi mang thai, nhung cac nghién clru
trén dong vat vdi losartan kali da chirng minh thuc gay tén hai cho thai va dong vat sd sinh, ¢o
khi ti vong, cd ché& dudc coi nhu théng qua tac dong trén hé renin-angiotensin. O ngudi, sy’ bai
tiét qua than clia thai phu thudc vao su phat trién clia hé renin-angiotensin dude bat dau ti quy
hai cta thai ky; nhu vay, nguy ¢o vdi thai sé tang, néu me ding HYZAAR trong gquy hai va quy
ba cla thai ky.
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Viéc sit dung cac thudc tAc déng trén hé renin-angiotensin trong ba thang gilta va ba thang cudi
cla thai ky l1am giam chirc nang than cla thai, lam tang bénh tat va 10 vong & thai va tré so
sinh. K&t qua thiéu &i ¢6 thé lién quan vdi giam san phdi va bién dang bd xuong & thai. Cac tac
dung phu cé th& xay ra & tré so sinh bao gém gidm san xuong so, vb niéu, ha huyét &p, suy
than va tir vong. Khi phat hién c6 thai, phai ngirng HYZAAR cang s&m cang tét.

Nhitng két qua cd hai trén thudng lién quan vdi viéc sir dung nhitng thudc nay trong ba thang
giita va ba thang cui cla thai ky. Hau hét cac nghién citu dich t& hoc khdo sat cac bat thudng
& thai sau khi phoi nhiém thusc chéng tng huyét 4p st dung trong ba thang dau cla thai ky da
khéng phan biét cac thudc anh hudng dén hé renin-angiotensin véi cac thudc chdng tang huyét
ap khac. Viéc x{ tri thich hgp tdng huyét ap & ngudi me trong khi mang thai la diéu quan trong
d€ 18i uu héa k&t qua cho ca me va thai.

Trong trdng hgp déc bigt khi khéng ¢6 phuang phap digu tri thay thé nao thich hop cho viég tri
lieu bang thuéic anh hudng d&n hé renin-angiotensin ddi véi mdt b&nh nhan riéng biét, phai bao
cho ngudi me biét vé& nguy co ¢6 thE xay ra ddi vdi thai. Can thuc hién kiém tra siéu am hang
loat d€ danh gia moi trudng trong mang 6i. Ngirng diing HYZAAR néu quan sat thay thiu & trir
khi thubc nay dugc xem la thuc cliru mang sdng cho ngudi me. Xét nghiém thai ¢ thé thich
hop, dua trén tuan tudi thai. Tuy nhién bac si va bénh nhan nén biét rang thi€u &i ¢6 thé khéng
bi€u 1& cho dén sau khi thai da bj ton thuang kéo dai khéng thé hdi phuc. Can theo ddi chat ché
nhitng tré so sinh ¢6 tign si¥ phoi nhiém HYZAAR trong & cung vé cac biéu hién ha huyét ap,

thi€u niéu va tang kali huyét.

Thiazide qua dudc hang rao rau thai va xuat hién ¢ mau day rén. Khdng khuyén céo ding thudc
Igi niéu cho ngudi khoé manh mang thai va viéc nay cé thé dua ¢ me va thai tdi nhing rdi ro
khéng can thiét, nhw bénh vang da ciia thai va sd sinh, chiing giam tiéu cau va c6 th& ca nhitng
phan ng co hai khac da gdp & ngudi I8n. Thudc Igi niéu khéng dy phéng duge su phat trién
cha nhiém ddc thai nghén va khéng cé bang chitng dang tin ¢y cho thay thudc loi nidu cé ich
dé didu tri nhiém déc thai nghén.

Cho con b

Cdc chat doi khdng thu thé angiotensin I (AlIRAs ).

Vi chua cd théng tin lién quan dén viéc si¥ dung HYZAAR trong thdi ky cho con b, khéng nén
dung HYZAAR, va néu thich hgp, nén ding liéu phap thay thé ma da thiét lap dugc hd so an
toan hon frong théi ky cho con bu, dac biét khi nudi tré so sinh hodc tré sinh non.
Hydrochlorothiazide:

Mét lugng nhd hydrochlorothiazide duwdc tiét vao siva nguti me. Thiazide ligu cao gay loi ti€u
manh co thé rc ché viéc san xuét siva. Kndng khuyé&n cao diing HYZAAR trong thdi ky cho con
bi. Néu sir dung HYZAAR trong thai ky cho con b, can ding ligu thdp nhat ¢6 thé.

11
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S’ dung d iré em

Chua xac dinh duoc dd an toan va hiéu luc cua thudc vdi tré em.
Tré sao sinh cé tién sir phoi nhiém HYZAAR trong tir cung:

Néu thi€u niéu hodc ha huyét ap xdy ra, chi y truc ti€p vao viéc hd tro huyét ap va tuwsi mau
than. Cé thé can phai truyén thay mau hodc thdm phan nhu mét bién phap dé€ 1am ddo nguoc
tinh trang ha huyét ap va/hoac thay cho chirc nang than bi réi loan.

S dung & ngudi cao tudi

Trong cac nghién clru lam sang, chua thdy khac biét cé y nghia vé hiéu qua va dé an toan cla
HYZAAR giita ngudi cao tugi (> 65 tusi) voi ngudi tré tudi han (< 65 tudi).

Chling téc

Theo nghién clru can thiép bang losartan d&€ gidm hau qua trén ngudi bénh tang huyét ap
(Losartan Intervention For Endpoint reduction in hypertension - LIFE), khong &p dung két luan
vé Igi ich trén ty 1& m3c bé&nh tim mach va ty 1& tir vong do bénh tim mach ctia nhém ding
losartan so vdi nhom dung atenolol trén ngudi bénh da den bi tang huyét ap va phi dai that trai,
mac du déu dat dugc hiéu qua ha ap cho cd hai nhém ngudi bénh da den dugc digu tri. Nhin
chung, trong ca quan thé nghién cttu LIFE (n = 9.193), 8 nhom diéu tri bang losartan, t6ng hop
cac bién cd tién phat, bao gém cac ty Ié t&r vong do tim mach, dét quy va nhdi mau cd tim, giam
duoc 13,0% (p = 0,021) so v&i nhém dung atenolol. Trong nghién clu nay, so véi atenolol,
losartan gidm dudc nguy co mac bénh tim mach va ti vong do tim mach trén ngudi bénh khong
phai da den bi tang huyé&t ap co phi dai that trai (n = 8.660) duoc do ludng bang bién ¢ tién
phat gom ty Ié t& vong do tim mach, dét quy, va nhdi mau co tim (p = 0,003). Tuy nhién, trong
nghién cfru nay, ngudi bénh da den dugc digu tri bang atenolol lai it ¢ nguy co bi cac bién c8
tién phat hon so véi ngudi bénh da den dudc digu tri bang losartan (p = 0,03). Trong phan
nhoém ngudi bénh da den (n = 533; chiém 6% trong nghién cltu LIFE), gdp 29 bién c6 tién phat
trong s6 263 ngudi bénh dugc diéu tri bang atenolol (11%, 25,9 cho 1000 ngudi bénh-nam) va
46 bién cé tién phat trong s& 270 ngudi bénh (17%, 41,8 cho 1000 ngudi bénh-nam) dudc didu
tri bang losartan.

Téc dong |én kha nang lai xe va van hanh may méc

Chua ti€n hanh nghién cru vé anh hudng Ién kha nang lai xe va van hanh may moc. Tuy nhién,
khi lai xe hodc van hanh may méc can luu y rang cé thé bi chong méat hodc budn ngl khi st
dung liéu phap chdéng tang huyét ap, dac biét khi khéi dau diéu tri ho&c khi tang ligu.

TUONG TAC THUGC

Losartan

Trong cac thir nghiém vé dugce déng hoc lam sang, chua xac dinh dudce tuang tac nao cé y
nghia 1&m sang vdi hydrochlorothiazide, digoxin, warfarin, cimetidine, phenobarbital (xin doc
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phan Hydrochlorothiazide: Afcohol, barbiturat hodc cac thudc gdy nghién & phan dudi),

ketoconazol va erythromycin, DA ¢d nhiing bao cdo vé viéc Idm giam mirc d6 cla cdc chat
chuyén hoé con hoat tinh cla rifampin va fluconazole. Gia tri 1am sang cila cac tuong tac nay
van chua duoc danh gia day do.

Ciing nhu vdi cac thuéc khac thudc nhém e ché thu thé angiotensin 1l hoéc ¢ tac dung tudng
tw, khi dung kém vdi thudc Igi niéu gilt kali (nhu spirenolacton, triamteren, amiloride), thudc bd
sung kali, cac chat thay th& muéi cé chiia kali, d8u c6 thé dan tdi tang kali-huyét thanh.

Ciing nhu cac thufic khac anh hudng 18n su bai ti€t natri, cling cd thé 1am gidm su bai tiét
lithium. Do d6, néu dung mudi lithium cting vdi thudc ¢c ché thu thé angiotensin il thi phai theo

déi chat Iugng lithium trong huyét thanh.

Cac thudc khang viém khdng steroid (NSAID) k€ ca céc chét e ché& chon loc cyclooxygenase-2
(chat (rc ché COX-2) ca thé lam giam tac dung cla thudc Igi niéu va cac thudc tri ting huyét ap
khac. Vi thé, tac dung ha ap clia cac chét trc ché thu thé angiotensin |l ¢é thé bi suy gidm bdi
cac NSAID, k& ca cac chat (e ché chon loc COX-2.

& mébt s6 ngudi bénh bi rdi loan chirc ndng than (nhw bénh nhan cao tudi hoéc bi giam thé tich,
bao gdm ca bénh nhan dang didu tri bang thudc Igi tiéu) da duge didu tri bang céc thudc khang
viém khoéng steroid trong dé c6 céc chat (e ché chon loc cyclooxygenase-2, viéc sl dung dong
thdi cac chat (o ché thu thé angiotensin |l ¢6 thé dan dén suy giam hon nita chiic ning than.
Nhiing tac dung nay théng thudng c6 thé héi phuc. Do vay, can than trong khi ding phdi hgp
nay d nhirng bénh nhan bi rdi loan chic nang than.

Viéc e ché kép hé renin-angiotensin-aldosterone (RAAS) bang cach két hop cac thudc e ché
thy thé angiotensin, thudc (fc ché men chuyén ACE hodc aliskiren thi di kém vdi tdng nguy co
gay ha huyét ap, ngat, tang kali mau, va thay d&i chifc nang than (k& c¢a suy than cap) so vdi khi
st dung don tri liéu. Theo ddi chat ché huyét ap, chirc nang than va dién gidi trén bénh nhan st
dung HYZAAR va cac thudc khac géy anh hudng t6i RAAS."Khéng dugce ding dong thoi
aliskiren véi HYZAAR trén bénh nhan dai thao dudng. Tranh st dung aliskiren véi HYZAAR trén
bénh nhan suy than (GFR < 60 ml/phut).

Hydrochlorothiazide

Khi phéi hop, thi nhitng thuéc sau day ¢o thé tuong tac véi thudc lgi niéu thiazide:

Alcohol, barbiturat hodc thudc gy nghién: lam tram frong thém tac dung phu 1& ha huyét ap tu
thé dling.

Thubc ha dudng huyét (insulin va cac thube udng): co thé can diéu chinh ligu Iugng thude lam
ha dudng huyét.

Cac thubce trf téng huyét dp khac: tac dung hiép dong.
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Cholestyramine va nhita colestipol: lam gidm h&p thu hydrochlorothiazide khi cé mat nhua trao
d6i anion. Liéu don clha cholestyramine hodc nhua colestipol k&t hop v6i hydrochlorothiazide
lam giam hap thu thiazide qua éng tiéu hoa theo thir tu 1a 85% va 43%.

Corticoid, ACTH, hodc glycyrrhizin (tim thdy trong cam thdo): 1am tang sy mat dién giai, d3c biét
la giam kali mau.

Cédc amin lam co mach (nhy adrenaline): ¢6 thé 1am gidam dap Ung vdi amin 1am co mach,
nhung khong da can cir dé ngling sif dung.

Thubc gidn co loal khdng khit cure (nhur tubocurarin): 6 thé 1am tang dap (ng vdi thudc gidn co.
Lithiumr. thuBe lgi niéu 1am gidm do thanh thai cla than vdi lithium va tao nguy co cao v& dbc
tinh cdia lithium, vi vAy khéng nén phdi hop. Boc ky t& hudng dan sit dung lithium trude khi dung
cac ché ph&m nay.

Thudc chéng viém khdng steroid (NSAID) ké cd cac chét (c ché cyclooxygenase-2: & mot sd
ngudi, diing thuc chéng viém khéng steroid k& ca cac chét (fc ché chon loc cyclooxygenase-2
s& lam gidm tac dung cla thiazide vé Igi niéu, thai natri va tri tang huyét ap.

Twong tac vor cac tha' nghiém trong phong thi nghiém:

Do tac dung 1&n chuy&n héa calci, nén thiazide ¢é thé cé tuong tac vai cac thir nghiém vé chirc
nang tuyén can giap trang (xin doc phan THAN TRONG).

PHAN UNG CO HAI CUA THUGC

Céc tac dung ngoai y dudi day dugc phan loai theo hé co quan va tn suét thurdng gép theo quy
wdc sau day:

Rat thudng gap: 2 1/10

Thudng gap: 2 1/100, < 1/10

it g3p: > 1/1.000, < 1/100

Hiém gép: 2 1/10.000, < 1/1.000 .
Rat hiém gap: < 1/10.000

Chua biét: khéng thé danh gia tir dit liéu sén cé

Trong nhiing thir nghiém lam sang vdi losartan kali va hydrochlorothiazide khéng nhan thay cé
nhifng phan (ng cé hai dac hiéu cho ki€u phdi hgp nay. Phan (ing ¢é hai chi han ché @ nhiing
phan (ng da tieng gap cho riéng losartan, va/hodc cho riéng hydrochlorothiazide.

Trong thir nghiém 1am sang vé tang huyét ap vé can c6 déi chirng, chéng mat la téac dung ngoai
y duy nhat xay ra véi ty 1€ cao han & nhém gia duge vao khoang 1% hay hon mét chit & nhiing

bénh nhan digu tri vdi losartan va hydrochlorothiazide.

Bé&n canh céac tac dung ngoai y nay, sau khi dua thudc ra thi trudng con thay thém nhirng tac

dung ngoai y sau day:

Hé co quan Tac dung ngoai ¥ Tan suét
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R&i loan hé gan méat

Viém gan

Hiém gap

Khao sat

Tang kali mau, tang ALT

Hiém gap

Cac tac dung bét lgi nay da biét vdi tirng thanh phén riéng Ié cta phdi hgp nay va cé kha nang

xay ra vai phdi hop losartan kali/hydrochlorothiazide nhuw sau:

Losartan:

Cac tac dung ngoai y da dugc bao cao cho losartan trong céc tht nghiém 1am sang va kinh

nghiém sau khi dua thudc ra thj trudng:

Hé cd quan Téac dung ngoai y Tan suét
R&i loan huyét hoc va hé | Thi€u mdau, ban xudt huyét Henoch- | it gap
bach huyét Schdnlein, mang xuat huyét, tan huyét
Gidm tiéu cau Chua biét
R&i loan tim Ha huyét 4p, ha huyét ap tu thé dirng, | it gdp
dau ving xuong ¢, dau that nguc,
block nhi that do Il, tai bi€én mach mau
ndo, nhdi mau cd tim, tim dap nhanh,
loan nhip tim (rung nhi, nhip cham
xoang, mach nhanh, nhip nhanh thét,
rung thét)
R&i loan tai va mé dao Chong mat, U tai it gap
R6i loan mét Nhin m&, béng rat/dau nhirc méat, viém | it gap
k&t mac, giam thij luc
R&i loan hé tiéu hda Pau bung, budn nén, tiéu chay, khd tiéu | Thudng gap
Tao bdn, dau réng, khd miéng, day hoi, | it gép
viém da day, nén mira, tdo bén
Viém tuy Chura biét
R&i loan t6ng quat va tai chd | Suy nhudc, mét méi, dau ngue Thudng gap
Pht mét, ph, s6t | ftgap
Triéu chirng giéng cim, mét moi Chura biét
R&i loan hé gan méat B4t thudng chirc ndng gan Chua biét
R&i loan hé mién dich Man cdm: phan (rng phan v&, phi mach | Hiém gap
bao gém phu thanh quan va thanh médn
lam kho thé va/hoac phi mat, mai, hong
va/hodc Iudi, mdt s& nhitng bénh nhan
nay trudc day da ting bi ching pho
mach vdi nhitng thuéc khac cé chat (e
ché ACE
Roi loan chuyén héa va dinh | Biéng an, gut it gap
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thanh

dudng
R&i loan co xwdng va md lién | Chuét rit, dau lung, dau chan, dau co Thudng gap
két Pau tay, sung khdp, dau dau gdi, dau | It gép
co xuong, dau vai, clifng khdp, dau
khdp, viem khdp, lao xuong khdp, dau
cO Xd, yéu cd
Tiéu co van Chua biét
R&i loan hé than kinh Pau dau, chéng mat Thudng gap
B&n chdn, di cam, bénh than kinh ngoai | it gap
bién, run, dau nira dau, ngat
Rdi loan vi giac Chua biét
R&i loan tAm than Mat ngl Thuting gap
Lo &u, r8i loan lo &u, rdi loan hodng so, | it gédp
Iti 1an, trAm cam, gidc méng bat thudng,
réi loan gidc ngld, ngl ga, suy giam frf
nhd
R&i loan than va tiét niéu Suy gidam chi'c nang than, suy than Thudng gap
Tiéu dém, tiéu 14t nhat, nhidm trung | it gap
dudng tiét niéu
R&i loan hé sinh san va nguc | Gidm ham mudn tinh duc, ¢8i loan | it gap
cudng duong/liét duong
Réi loan hé hdp, nguc va | Ho, nhiém triing dudng hdé hép trén, | Thudng gap
trung that sung huy&t miii, viém xoang
Khé chiu & hong, viém hong, viém | itgap
thanh guan, khé thd, viém phé quan,
chdy mau cam, viém mii, tdc nghén
dudng hd hap
Rdi loan da va md dudi da Rung téc, viém da, khd da, ban dd, da | it gép
biing, man cdm vai anh sang, pruritus,
ngla, may day, toat mo hoi
R&i loan mach Viém mach it gap
Ha huyét ap tu thé lién quan dén liéu | Chua biét
lugng
Khao sat Tang kali mau, giam nhe khdi htng cau | Thudng gap
va huyét séc t8, ha dudng huyét
Tang nhe urea va creatinine trong huyét | it gap
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Tang men gan va bilirubin Rat hiém gap
Ha natri mau Chua biét
Hydrochlorothiazide
Hé cd quan Tac dung ngoai y Tan suét
RGi loan huy&t hoc va hé | Mat bach ciu hat, thiu mau bat san, | it gap
bach huyét thiu mau tan huyét, giam bach cau,
purpura, giam tiéu cau
R&i loan hé mién dich Phan (fng phan vé Miém gap
R&i loan chuyén héa va dinh | Bi€ng an, tang dudng huyét, ting axit | it gdp
dudng uric mau, giam kali mau, giam natri mau
Ré&i loan tam than Mat ngl it gap
R&i loan hé than kinh Pau dau Thudng gap
R&i loan mét Nhin bi m& thoang qua, chiing thdy sdc | it gap
vang
R&i loan mach Viém mach hoai tv (viém mach, viém | it gap
mach da)
RGi loan hdé hdp, nguc va | Suy hd hap bao gbm viém phdi k& va | it gap
trung that phi phdi
Rdi loan hé tiéu hda Viém tuy&n nudc bot, co that, kich ng | it gap
da day, budn nén, nén, tiéu chay, tac
bén
Rai loan hé gan-méat Vang da (I mat trong gan), viém tuy it gap
Roi loan da va mé dudi da Man cam vdi anh sang, may day, hoai | it gép
tr doc tinh 16p biéu bi
Lupus ban dd Chua biét
R&i loan co xuong va mé lién | Chubt rat it gap
két
R&i loan than va tiét niéu Glucose niéu, viém than k&, réi loan | it gap
chiic nang than, suy than
R&i loan t6ng quéat va tai ché | S6t, chéng mat it gap

THONG BAO NGAY CHO BAC SY HOAC DUGC SY NHUNG TAC DUNG KHONG MONG
MUON GAP PHAI KHI SU DUNG THUGC.

Cdc xét nghiém can Iam sang

Trong cac thir nghiém [am sang cd dai chitng, nhitng thay ddi cé y nghia I&m sang vé cac théng
s@ chuén trong phong thi nghiém it ¢6 lién quan dén viéc sir dung HYZAAR. Cé 0,7% ngudi
bénh gap tang kali/mau (kali huyét thanh > §,5 mEg/it), nhung trong céc thr nghiém nay, khéng
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can ngirng HYZAAR do tang kali mau. Hi€ém gap tang ALT va thudng phuc héi sau khi ngirng
thudc.
QUA LIEU

Chua c6 thong tin dac hiéu vé diéu tri khi dung qua lieu HYZAAR. Phuong phap diéu tri 1a chira
triéu chitng va hé trg. Can ngliing ngay HYZAAR va theo ddi kj ngudi bénh. Cac bién phap
dugc dé nghi 1a gay nén néu vira mdi ubng HYZAAR, bu nudc, can bang dién gidi, x¥ tri hén
mé gan, x tri tinh trang giam huyét ap theo cac quy trinh théng thudng.

Losartan

D@ liéu trén ngudi vé qua lidu con han ché. Bi€u hién cd thé hay gdp nhat vé qua lidu 1a ha
huyét ap va nhip tim nhanh; ciing co khi gap tim dap cham do kich thich day pho giao cam (day
than kinh phé vi). Khi ha huyét ap triéu chiing xay ra, can cé bién phap diéu tri h tro.

Khong thé loai bo losartan va cac chat chuyén hoa co hoat tinh clia thusc nay bang loc mau.

Hydrochlorothiazide

Nhirng d&u hiéu va triéu chitng chung nhét vé qua ligu thudc Igi niéu nay 1a gidam céc dién giai
(ha kali mau, ha clo mau, ha natri mau) va mét nudc do Igi niéu manh. Néu phdi hgp vdi
digitalis, thi tinh trang gidm kali mau c6 thé lam cho loan nhip tim trém trong thém.

Chua xac dinh dugc mirc db loai bo clia hydrochlorothiazide bang thAm phan loc mau.
BAO QUAN

Khéng bao quan trén 30°C. Bao quan trong bao bi g&c dé tranh anh sang va am.

HAN DUNG

24 thang ké tir ngay san xuéat.
San xudt bai:

Merck Sharp & Dohme Limited _ o\

Shotton Lane, Cramlington, Northumberland, NE23 3JU, United Kingdom (Anh) gl

TUQ.CUC TRUONG
P.TRUONG PHONG
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