
To H(loNG nix stI nuNG

oR 160

'i DUNG THE? DoN THaoc.
TAY TRE EM.

HUONG oiN sll uUNG TRUq'C KHI D[/NG.

rnANu pttAN: M6i vicn nang cimg chira:

Thdnh phdn duoc chdt: Valsartan.............160,0 mg.
Thdnh phdn td duqc; microcrystalline cellulose 102, crospovidon, colloidal anhydrous silica,
magnesium stearate.

DANG BAO CHf,:
Vi6n nang cirng. (Vi6n nang cimg sti 0, n8p miu cam, thin mdu ngi vdng, b6n trong chira c6m

thu6c tring ngd).

cHi DINH DIEU rn1:
- Tdng huy1t dp: EiAu tri tdng huytit 6p o tr6 em vd thanh thiiSu ni6n tu 6 d6n 18 tu6i.
- NnAi mdu co tim gin ddy: Di}utri suy tim c6 triQu chung o nhtng bQnh nhin nguoi lon 6n dinh

ve lam sdng hoic r6i lo4n chirc n[ng t6m thu thdttriikh6ng c6 triQu chimg sau nh6i m6u co tim
gin ddy (12 gicr - 10 ngdy).

- Suy tim; Di€u tri suy tim c6 tri6u chimg o ngudi lon khi kh6ng thii dung n4p thu6c irc ch6 men
chuy6n ho{c thu6c chen beta nhu m6t liQu phip b6 sung thu6c ric ch6 men chuy6n khi kh6ng th6
sir dung thu6c eOl nrang thU the mineralocorticoid.

Lmu LtIgNG vA cAcH ouNc:
Cdch dilng
- Thu6c duoc dtng iluong u6ng. Sg h6p thu thu6c kh6ng bi anh huong boi thirc dn.
- LUa chon sdn phim chria valsartan khSc khi cAn ding li6u < 160 mg.
Liiu ding
Ngwii l6n

,/tang huyet ap
- Li€u khoi dAu ttugc khuy6n c6o li 80 mg valsartan/n gity. TLc dung h4 huytit 6p co bdn xu6t hiqn

trong vdng 2 tuAn, vd,tic dpng t6i da dpt duoc trong 4 tuAn. C6 the t[ng liOu l6n 160 mg vd t6i da
1A 320 rng o nhirng bQnh nhdn khdng dugc ki0m so6t diy tltr.

- C6 th6 ptrOi nqp valsartan v6i nhirng thu6c c6 titc dqng h4 huy6t 6p kh6c. 86 sung phOi hqp
thu6c lqi tiCu nhu hydroclorothiazid sE lim giim huy6t 6p hon nta d nhtng bQnh nhtn ndy.

Nhii mdu co tim gAn ddy
- O nhfrng bQnh nhdn 6n dfnh vC lam sing, c6 tne Uit dAu di6u tri 12 gid sau khi bi nh6i m5u co

tim. Sau khi dtng HAu khoi diu 20 mgx2lin/ngiy, di0u chinh li6u l6n 40 mg, 80 mg vd 160 mg
x 2 lin/ngiy trong vdi tuAn sau 116.

- Li6u t6i da ld 160 mgx2lAn/ngiy. Th6ng thuong, khuy6n c6o b6nh nhdn n6n dpt dugc liAu 80
mg x 2 lAn/ngiy trong 2 tuAn sau khi bit dAu di6u tri vd li6u t6i da I 60 mg x 2lAnlngdy sau 3

https://trungtamthuoc.com/



th6ng, tuy theo khi n[ng dung npp thu6c cira bQnh nhin. Cdn nhic gi6m li6u n6u xity raha huytit
6p hoflc r6i 1o4n chric ndng thin.

- Valsartan c6 th6 duoc su dung cho bQnh nhdn duqc diCu tri bing c6c liQu ph6p khdc sau nh6i
m6u co tim, nhu: thudc tan huy6t kh6i, acid acetylsalicylic, c6c thu6c chgn beta, statin vd thu0c
loi ti€u. Kh6ng khuy6n c6o dtng ptrOi trqp v6i thu6c ric ch6 rnen chuy6n angiotensin.

- D6nh gi6 bQnh nhdn sau nh6i m6u co phii lu6n kdm drlnh gi6 chirc ndng thdn.

Suy tim

- Li6u kh0i dAu dugc khuy6n c6o ld 40 mg x2l6,nlngity. ChuAn d6 hAu 16n 80 mg vd 160 mg x 2
lAn/ngiy n6n duoc thuc hiQn trong khoing thoi gian it nUdtZ tuAn vi d6n liOu cao nh6t, tiy theo

su dung nap cira b6nh nhdn. CAn nhdc girim 1i6u thu6c loi ti6u dung d6ng thoi. LiAu dring tdi da

hdng ngdy trong c6c thri nghiQm lAm sdng li 320 mg.
- Valsartan co th6 ttugc dtng cring v6i cdc liQu phip di6u tri suy tim kh6c. Tuy nhi0n, kh6ng

khuy6n c6o ph6i hqp b0 ba thu6c irc ch6 men chuy6n angiotensin, valsartan vd thu6c chen beta

hodc thu5c loi ti6u ti0t kiem kali.
Trd em

,/
I ang huyet ap o ffe em

- Trd em vd thanh thi6u ni6n tu 6 d6n 18 tu6i:

+ Li6u khoi d6u 40 mg x 1 l6n/ngdy cho trd c6 cAn ndng du6i 35 kg vi 80 mg x 1 lAn/ngdy cho

trd co cdn ndng tu 35 kg tro l6n. Di6u chinh li6u dUa vdo d6p img huy6t 6p cira bQnh nhin.
Li0u t6i da dugc sir dgng trong c5c nghidn ciru ldm sing duoc liet ke dudi bing sau.

Cdn n[ng Li6u t6i da tlugc su dung trong cdc nghidn cfru l6m

sdng

>18 kg di5n <35 kg 80 mg
>35 kg tlrin <80 kg 160 mg
>80 kg d6n <160 kg 320 mg

+ Nhtng lidu cao hon chua tlugc nghiCn ciru vd vi vAy kh6ng khuy6n c6o sri dUng.

- T16 em du6i 6 tu6i: C6c dt lieu sin c6 tr6n nh6m benh nhnn ndy dugc trinh bdy trong muc tic
dgng kh6ng mong mu6n, dugc dQng hgc. Tuy nhi6n d0 an toin vd hiQu qufl cira valsartan chua

tlugc thitit ldp tr6n nh6m bQnh nhin tu I tltin 6 tu6i.
- Benh nhin tu 6 t16n 18 tu6i suy thfn: Chua c6 nghiOn cuu v6 vi6c sir dung thu6c tr6n nh6m bQnh

nhdn c6 d0 thanh thii creatinin < 30 ml/phirt vd bQnh nhdn dang thAm phdn m6u, vi vfy kh6ng

sri dqng valsartan cho nhirng bQnh nh6n ndy. Khdng cAn diAu chinh li6u o bQnh nhdn c6 tlQ thanh

thii creatinin > 30 ml/phirt. Theo d6i cAn th4n chirc ning th4n vi n6ng dQ kali huy6t thanh.

- BOnh nhin tu 6 tt6n 18 tu6i suy gan: Gi6ng nhu nh6m bpnh nhAn ngudi l6n, ch5ng chi dlnh str

dung valsartan cho bQnh nhi bi suy gan n6ng, xo gan vi bQnh nhdn bi ir mft. Kinh nghiOm su

dung valsartan cho bQnh nhi suy gan nhe di5n vria trdn lim sing cdn hpn ctr6. Ueu dring valsartan
kh6ng nOn vuqt qu6 80 mg/ngdy o nhirng b6nh nhdn ndy.

BQnh nhi suy tim vd bi nhii mdu co tim gdn ddy
- Do cdn thi6u dt liQu v6 an toin vi hiQu qui vC viQc sri dung valsartan trong di6u tri suy tim vi

nh6i m6u co tim gAn d6y o tre em vi thitlu ni6n du6i 18 tu6i, kh6ng n6n sir dung thu6c cho

nh6m b6nh nhin niy.

CH6NG CHi DINH:
,x- Qu6 m6n cdm v6i valsartan hodc v6i bdt kj,thdnh phAn nio cira thu6c.

- Suy gan n[ng, xo gan vd ir mnt.

- Ba th6ng gita vd ba th5ng cu5i cta thai kj,.
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- Ch6ng chi dinh phiii frqp valsartan voi cdc thu6c chira aliskiren tr6n bQnh nhdn d6i th6i ducrng
ho[c suy than (GRF < 60 ml/phitll,73m2)

cANn BAo vA rHAN rReNG KHr sUDUNG:
- Tdng kali mdu: Kh6ng khuy6n c6o ph6i hgp v6i c6c ch6 phAm b6 sung kali, thu6c lqi tiCu ti6t

ki€m kali, c6c mu6i thay thti c6 chria kali ho{c cdc thu5c c6 th6 ldm tlng n6ng dQ kali m6u (nhu
heparin, v.v). Ki6m so6t chit chE n6ng d6 kali m6u.

- Suy thQn:

+ Chua c6 kinh nghiQm an toin tr0n bQnh nhdn c6 d0 thanh thii creatinin < 10 ml/phirt vi nhirng
b6nh nhin thAm phin m6u, vi vfy sir dung valsartan thpn trong cho nhirng bQnh nhdn ndy.
Kh6ng cAn di6u chinh 1i6u cho b0nh nh6n ngudi lon c6 dQ thanh thii creatinin > 10 ml/phrit.

+ Ch6ng chi tlfnh phOi h-o. p ARBs - g6m valsartan - hoflc ACEIs vdi aliskiren cr bgnh nh6n suy
thfn (GRF < 60 ml/phritll,73m2).

- Suy gan: Thin trong khi su dpng valsartan cho bQnh nhdn suy gan nhe d6n trung binh kh6ng bi
il mat.

- B€nh nhdn mdt mutii rd/hoqc thA ilch tuAn hodn;
+ Nhirng bQnh nhAn m6t mu6i vd/ho{c th0 tich tuin hodn n{ng, nhu bgnh nhdn sir dpng liAu cao

thutic loi ti6u, hp huy6t 6p c6 triQu chimg c6 th6 xdy rav6i tAn suAt hiem sau khi bit dnu di6u
tri v6i valsartan. Chi n6n bit diu di6u tri valsartan sau khi diOu chinh U6t t<y tinh trang m6t tfr6
tich tudn hodn vi/troqc m6t mu6i neo c6 sin, nhu gi6m li6u thu6c loi titiu.

- Hep d6ng mach thQn:

+ D0 an todn cita valsartan chua duqc thi6t lap d bQnh nhin hgp tlQng m4ch thpn mQt b6n hodc
hai b6n.

+ Dtng valsartan trong thdi gian ngin tr€n 12 bQnh nhin bf tlng huy6t 5p dQng mach thin do
hep dQng m4ch thpn mQt bOn kh6ng ldm thay aOi aang kC huy6t dQng hgc cira thdn, creatinin
huytit thanh, hoic nito urd m6u (BIIN). Tuy nhi€n, cdc tic nhdn khric inh huong d6n hq th6ng
renin-angiotensin c6 th6 ldm tdng n6ng dQ ur6 miu vi creatinin huy6t tucrng o bQnh nh6n hep
d6ng mach th4n mQt b6n, vi vpy cAn theo d6i chirc ning th4n cAn thfln khi tli6u tri v6i
valsartan..

- B€nh nhdn ghdp thqn: Chua c6 kinh nghiQm an todn khi ding valsartan cho bQnh nh6n vira iluoc
gh6p thfn.

- Crdng aldosteron nguy€n phdt: Khdng n€n ding valsartan cho bpnh nhdn bi cudng aldosteron
nguy6n ph6t do hQ th6ng renin-angiotensin cira nhirng bQnh nhAn niy kh6ng duoc kich hoat.

- Hep van it6ng mach chi vd van hai ld, b€nh co tim phi dqi tiic nghdn: Nhu nhirng thu6c gidn
mach khic, thdn trong khi dring valsartan cho bQnh nhin bi hep van dQng mach chir vi van hai
16, benh co tim phi dai tic ngh6n.

- Thai fy: I(h6ng n€n dtng thu6c aOi Hrang thU th6 angioteinsin II (AIIRAs) trong thai lcj,. Tru
khi viQc titlp tpc tti6u trf bing AIIRAs li cAn thi6t, bQnh nhdn dang c6 kti hoach mang thai n6n

,l
chuyCn sang c6c phuong ph6p di6u trf ch6ng tlng huyOt 6p thay the de <lugc thi6t lfp an toin
trong thai k,. Khi tluoc chAn ilo6n c6 thai, n6n ngimg AIIRAs ngay lap tuc, chuy6n sang liOu

phrip thay th6 khAc n6u co th6.

- tthii mau co'tim gdn ddy: YiQc pttOi trqrp captopril vd valsartan kh6ng cho thAy loi ich ldm sing
b6 sung, thay vdo d6 tdng nguy co xity ra cbc thc dqng kh6ng mong mu6n so v6i di6u tri beng

c6c liQu ph6p tucrng tmg. Vi viy, kh6ng khuytin phOi hqp valsartan v6i thu6c rlc chi5 men chuy6n
angiotensin. Thfn trong khi Uit eiu di6u tri o bQnh nhdn sau nhdi mrlu co tim. E6nh gi6 bQnh

nhdn sau nh6i miu co tim phrii lu6n bao gdm d6nh gi6 chilc nSng th4n. Dung valsartan cho b6nh
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nhdn sau nh6i m6u co tim thuong lim giim huy6t 6p nhrmg thuong kh6ng cin thi5t phii ngrmg

thu6c n6u tuAn theo hudng d5n su dung.
- Suy tim:
+ Ting nguy co xby ra cdc tdc dqng kh6ng mong mu6n, dflc biQt ld ha huy6t 6p, tdngkali m6u vd

suy girim chric ndng thfln Ge cii suy than cAp) khi dtng ptrOi trqp valsartan ctng v6i thu6c ric

ch6 men chuy,Sn angiotensin. O benh nhAn suy tim, sg phOi hq,p b0 ba thu6c ric ch6 men
.l

chuy6n angiotensin, thu6c chgn beta vi valsartan kh6ng mang lai lqi ich ldm sing. Su k6t hgp

ndy lim t[ng nguy co xiy ra c6c t6c dung kh6ng mong mu5n vd vi vfy khdng duqc khuy6n

c6o. Su pnOi hqtp b0 ba thu6c irc ch6 men chuy6n angiotensin, thu6c dOi taang thq thC

mineralcorticoid vi valsartan cflng kh6ng dugc khuytin c6o. N6u dung ph6i ho. p, phai c6 sg
I . -.gi6m s6t y t6 chat ch6 vi thuctng xuy6n theo ddi chirc ndng th4n, diQn giii vi huydt 6p.

+ Th0n trgng khi bit dAu <li6u tri cho b6nh nhAn suy tim. D6nh gi5 bQnh nhAn suy tim phii lu6n
bao g6m d6nh girl chric ndng thfn.

+ Ding valsartan cho bQnh nhin suy tim thuong d6n d6n giim huy6t 6p nhung thuong kh6ng

cAn thi6t phii ngimg di6u trl n6u tudn thir theo hudng ddn v6 liOu dring.

+ B0nh nhin c6 chirc ndng thfn phq thu6c vio hoat d6ng cira h€ th6ng renin-angiotensin-

aldosteron (nhu bQnh nhdn suy tim sung huytit ning), di6u tri bing thu6c irc chti men chuy6n

angiotensin c6 li6n quan d6n thii5u niQu vd/hoflc tdng ur6 m6u vd trong mQt sti truong hqp

hitim g[p c6 th6 xity ra suy thdn c6p vi/hoflc tri vong. Valsartan li mQt cfrAt OOi khing
angiotensin II n6n kh6ng th6 loai tru nguy co gdy suy giim chirc ndng thgn cria thudc.

+ Kh6ng n€n ph6i hgp thu6c irc chil men chuyOn angiotensin vd thu5c chgn thg th6 angiotensin

II o bQnh nhdn nhdn bi benh th4n do d6i th6o clucrng.

- Tiin st)r phit mach: Pht mach, bao g6m phi thanh quin vi thanh m6n, g6y tlc ngh6n dudng tho

vd/ho5c sung m[t, m6i, hiu hong vi/hoflc luOi tl6 clugc b6o c6o d bQnh nhin dii:u tri valsartan,

mQt s6 bQnh nhnn ndy trudc dny di trmg bl pht m4ch khi dung c6c thu5c kh6c bao g6m ci thu6c
, .t , I
ilc ch6 men chuy6n angiotensin. Ngung valsartan ngay l4p tirc n6u xudt hiQn phi m4ch vd khong

n6n dung thu6c l4i sau d6.

- Phong tda kep hQ renin-angiotensin-aldosteron:

+ C6 bing chimg cho th6y dung ddng thdi thu6c irc ch6 men chuy6n angiotensin, thu5c chgn thq
.. t
thd angiotensin II hoic aliskiren ldm tlng nguy co ha huy6t rip, t6ng kali huy6t vd giim chirc

ndng thpn (bao g6m ci suy than c1p). Vi vay kh6ng khuytin c6o phong toa k6p bing viQc ph6i

hqp thu6c ilc ch6 men chuy6n angiotensin, thu6c chgn thp th6 angiotensin II ho[c aliskiren.

+ N6u diAu tri phong toa k6p li cAn thi6t, su dpng du6i sg gi6m s6t cria b6c si chuy0n khoa vd

theo d6i chflt ch6 thuong xuy6n chirc ndng thfn, diQn giii vi huy6t 6p. I(h6ng ndn sir dung

d6ng thoi thu6c irc ch6 men chuy6n angiotensin vd thu6c chen thu th6 angiotensin II cho bQnh

nhdn bf bQnh than do d6i th6o dudng.

- Chi5ng chi dinh dtng d6ng thoi thu6c aOi nrang thU thii angiotensin (ARB) - bao g6m valsartan

- holc thu6c ric ch6 men chuy6n angiotensin (ACE! v6i aliskiren <r bQnh nh6n d6i th6o dulng
holc suy thAn (GRF < 60 ml/phutll,73 m2).

- BQnh nhi:

+ Suy thdn:

o Chua c6 nghiCn cuu vii vi6c sri dung valsartan cho bOnh nhi c6 d0 thanh thii creatinin < 30

ml/phirt vd bQnh nhi dang thAm phdn m6u, vi vpy kh6ng sri dgng thu6c cho nhtng bqnh nhAn

ndy. Kh6ng cAn di6u chinh li6u o bQnh nhi co ilQ thanh thii creatinin > 30 ml/phirt. Theo d6i
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TRUoNG HgP c6 rn,q.r vA cso coN nt:
S* dqtng thuiic cho phqt nfi cd thai
Kh6ng n6n ding thu6c aOi mrang thU th6 angioteinsin II (AIIRAs) trong thai kj,. Tru khi vigc ti6p
tuc di6u tri bing AIIRAs ld cin thi€t, b6nh nhdn dang c6 k6 ho4ch mang thai ndn chuy6n sang c6c
phucrng ph6p diAu trf ch6ng tdng huy€t 6p thay the de dugc thi6t lflp an toin trong thai kj,. Khi
dugc chAn do6n c6 thai, n6n ngring AIIRAs ngay lnp hic, chuy6n sang liQu ph6p thay thti kh6c ntiu
c6 th6.

Bing chimg dich t6 hqc vA nguy co gdy qu6i thai khi titip xric vdi thu6c ric ch6 men chuy6n trong
ba th6ng d6u thai kj, v6n chua dugc ktit luin, tuy nhi6n kh6ng th6 lai tru nguy co gia t[ng. M.c dr)

kh6ng co dt 1i9u dfch t5 hoc dugc ki6m so6t ve nguy co v6i AIIRA, nhtng rui ro tucrng t.u c6 th6 I
tdn tpi AOi vOi nh6m thu6c niy. l\ !':
Ti6p xric AIIRAs trong tam ci nguyQt thir hai vi thir ba dE bi6t gAy tlQc cho thai nhi (suy gihnll i';l
chirc ndng th4n, thi6u 6i, chim ph6t trii5n xucrng s9) vd dQc tinh 0 tr6 scr sinh (suy thdn, ha hulbl ! 

-]

iry,tdngkali m5u). / 
tt

N6u tu ba th6ng thri hai cira thai kj,c6 phoi nhi6m AIIRAs, n6n ki6m tra chirc ndng thin vi hQp s9

thai nhi.

Theo ddi chflt ch6 tr6 so sinh c6 m9 t16 dring AIIRAs d6 ph6t hiQn hp huytlt 6p.

Sft dltng thuilc cho phlt nft cho con brt
Chua c6 th6ng tin vd vi6c su dung valsartan trong khi cho con bu. Kh6ng L,huy6n c6o sir dung
valsartan vi uu ti6n lua chgn cic liOu phdp thay th6 co dt li6u an todn trong thdi kj,cho con bt da

duqc thii5t l4p, tl[c biQt khi dang nudi tr6 so sinh hodc tr6 sinh non.

chirc nlng th4n vi n6ng dQ kali huytit thanh chflt ch6 kni di0u tri v6i valsartan, dac biQt o
nhirng b€nh nhin s5t, m6t nu6c do c6 th6 ldm suy giim chirc n[ng thfln.

. Ch6ng chi dlnh phOi hqp ARBs - bao g6m valsartan - hoic ACEI v6i aliskiren o b0nh nhAn

suy th?n (GRF < 60 ml/phitll,13 m2).

+ Suy gan:

o Nhu cr ngudi 16n, ch6ng chi dinh valsartan d benh nhdn suy gan ndng, xo gan, ri m4t. Kinh
nghiQm l6m sdng vd sir dung valsartan cho bqnh nhi suy gan nhp dtin trung binh con han ch6.

Li6u dung valsartan kh6ng duoc r,rrot qu6 80 mg d nhtng bQnh nhdn niy.

ANU HTIoNG cuA rHUOc l0N xHA NANG lAr xB, vAN nANn uAy vr6c:
Chua c6 nghiOn ctiu vA inh hu&ng cria thu6c d€n khn ndng l6i xe, vin hdnh m6y m6c. C6c triQu

chimg ch6ng m{t ho{c mgt moi c6 th6 xiy ra khi dung valsartan, vi v4y thin trong dtng thudc khi
l6i xe, v4n hdnh m6y m6c.

rUoNG rAc, rrIoNG Ky vfi cAc rnu6c xnAc vA cAc DANG rrIoNG rAc
KgAC:
Twong ttic thudc
Dt liEu nghiOn cr?u l6m sdng cho thAy t6c dgng phong toa k6p hQ th6ng renin-angiotensin-
aldosteron (RAAS) th6ng qua viQc sir dqng ptrOi trqp thu6c ric ch6 ACE, AOi Wrang thU th6
angiotensin II ho4c aliskiren c6 li6n quan d6n ting tAn suAt c6c tic dgng phu nhu ha huytit iry,hq
kali m6u vd suy gi6m chric ndng thdn (kC ce suy thfn c6p) so v6i vi6c dring tlcrn 16 t6c nhin RAAS.
Phong tda kdp h9 thiing renin-angiotensin (RAS) vbi ARBs, ACEIs, hodc aliskiren:
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Ch6ng chi dinh phOi trqi'p c6c thu6c AOi khang thU th6 angiotensin (ARBs) - bao gdm valsartan -
ho[c c6c thu6c irc ch6 men chuy6n d6i angiotensin (ACEIs) v6i aliskiren o bQnh nhAn d6i th6o

duong hodc suy thfln (GFR < 60 m1/phirtl7,73 m2).

- ChcphOl hqp kh6ng dugc khuy6n c5o.

+Lithi: Dd c6 b6o c6o sg gia ting co h6i phuc n6ng dQ trong huy6t thanh vd dQc tinh lithi khi

ding ph6i hqrp v6i thu6c irc ch6 men chuy6n d6i angiotensin ho{c thu6c dOi t<nang thu thti

angiotensin II bao g6m valsartan. N6u su ph6i hqp ld cdn thilit, theo d6i chdt chd n6ng dQ lithi
trong huy6t thanh. N6u thu6c lqi ti6u ctng duoc sir dung, nguy co ngQ dQc lithi co th6 tlng 16n.

+ Thudc loi ti,5u gifr kali, cdc chAt b6 sung kali, c6c mu6i thay th6 c6 chira kali vi c6c chAt cO th6

lim ting n6ng ttQ kali m6u: N6u sg phOi hq p c6c thu6c gdy 6nh hucrng diin n6ng d0 kali huytit

thanh v6i valsartan thuc su cdn thi6t, cdn kii5m so6t ch{t ch6 n6ng dQ kali m6u.

- Cdc phtii hqp cin thdn trong:

+ Cic thu6c kh6ng vi€n non-steroid (NSAIDs), bao g6m thu6c irc chti chgn lgc COX-2, acid

acetylsalicylic > 3glngdy vd c6c NSAIDs khdng chgn lgc: T6c dung ha huy0t 6p c6 th6 tlng
l6n khi dung tt6ng thdi cic thu6c AOI tnang angiotensin II v6i NSAID. BCn c4nh d6, dtng
d6ng thoi thu6c AOI mrang angiotensin II vi NSAID c6 thtl t[ng nguy co ldm xdu hon chirc

n[ng thfn vi tlng kali huyi5t thanh. Vi vay cAn theo d6i chric ndng th0n khi bit dAu diOu tri
.l

ctng nhu b6 sung ddy <lit nu6c cho bQnh nhdn.

+ ChAt vin chuy6n: Dt liQu in vitro cho thAy valsartan li ch6t ndn cira chAt vfn chuy6n hAp thu o

gan OATPlBI/OATPlB3 vd ch6t vpn chuy6n ra ganMRP2. fh6i h-o. p ch6t ric ch6 v4n chuy6n

hAp thu (nhu rifampin, ciclosprorin) hoflc ch6t v4n chuy6n ra (nhu ritonavir) c6 th6 ldm t[ng
phoi nhi6m valsartan toin thin. Tiiin hdnh chlm s6c phu hqp ban diu hoic k6t thirc viQc di6u

trf d6ng thdi c6c thu6c niy.
+ C6c thudc kh6c: Trong c6c nghiOn cuu tuong t6c thui5c cua valsartan, khdng c6 tuong t6c c6 y

nghia ldm sdng gifta valsartan v6i c6c thu6c sau: cimetidin, warfarin, furosemid, digoxin,

atenolol, indomethacin, hydroclorothiazid, amlodipin, glibenclamid.

+ Benh nhi: DiAu tri tdng huytit 6p o tr6 em vd thanh thi6u ni€n, li nhirng bQnh nhdn thuong g[p

cdcbdtthulng chirc n[ng thpn, thpn trgng khi dung d6ng thdi valsartan vdi c6c ch6t ric ch6 h0

th6ng renin angiotensin aldosteron kh6c do c6 th6 ldm t[ng kali huy6t thanh. Theo d6i chric
.).

ndng thdn vi n6ng dQ kali huy6t thanh ch4t chE.

Trong ky.thuiic
Do kh6ng c6 c6c nghiCn criu vd tinh tuong ky cria thu6c, kh6ng trQn 6n thu6c ndy vdi c6c thu6c

kh6c.

rAc ngNG KHONG MoNG tvtu6N:
Trong c6c nghiEn cr?u lim sing c6 ki6m so6t o bQnh nhin ngudi lcrn bi tdng huy6t 6p, t! 16 chung

cira cic t6c dung kh6ng mong *u6n ttrcrng duong v6i nh6m gia duqc. Ty le ADR duong nhu

khdng li6n quan d6n li6u dtng ho[c thdi gian diOu tri vd cfrng kh6ng cho th6y m6l ti6n quan v6i
gidi tinh, tu6i t6c hoflc chung tQc.

C6c phin ung phu sau dugc phdn theo nh6m co quan vd tin su6t: r6t thulng gap (> 1/10), thuong

g{p (Z 1/100 d6n < 1/10), it gap (1/1.000 dr5n < 1/100), hi6m g[p (: 1/10.000 dtin <1/1.000), r6t

hitim (< 1/10.000), kh6ng 16 tin suAt fth6ng thti u6c tinh tri dt liqu c6 sin)

4,,).

Tdng huyAt dp

R6i loan h€ mdu vd bqch hu.

Giam haemoglobin, gi6m haematocrit, giiim bach c6u trung tinh,

ul
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giim ti6u ciu
R6i loan h€ mi6n dich

Kh6ng 16 tAn suAt Tdng nhay cdm bao g6m bQnh huyOt thanh

R6i loqn dinh dudng vd chuy€n hoa

Khdng 16 t6n suAt Tdng kali m6u, gidm natri m6u

R6i loqn tai vd m€ dqo

It gap Chong m{t
R6i loan mach

Khdng 16 tAn su6t Vi6m mach

R6i loan h6 hdp, l6ng ngqrc vd trung thdt
It glp Ho

R6i loan h€ tiAu h6a

It gap Dau bung

Roi loan hQ gan mQt

Kh6ng 16 tAn su6t T[ng c6c gi6 tri d6nh gi6 chirc nlng gan bao gdm tang bilirubin
huytit thanh

R6i loan da vd bi€u m6

Kh6ng 16 tAn su6t Phi mach, vi0m da b6ng nudc, ngua, ph6t ban

R6i loan hQ co xuong vd m6 li€n k€t

Khdng rd tin sudt Dau co

R6i loan thdn vd fiAt nieu

Kh6ng 16 t0n suit Suy giim chirc ndng thfn, tdng creatinin huydt thanh

R6i loan chung vd tqi vi tri ditng thu6c

It gap MCt moi

Bgnh nhi
- TdnghuyAt dp

+ T6c dung h4 huyi5t 6p cua valsartan dd dugc d6nh gi6 trong hai nghiOn criu lim sing ngiu
nhi6n, mt d6i tr0n 561 bQnh nhi tu 6 tl6n 18 tu6i. Ngodi c6c r6i loan ti6u h6a ri6ng 16 (nhu dau

).^
bung, bu6n n6n, n6n mria) vd ch6ng m[t, kh6ng c6 sg kh6c biQt vE lopi, tdn sudt vi mirc t10

nghidm trong cira c6c phin irng c6 hpi dugc x6c dinh gita h6 so an toin cho bQnh nhi tu 6 dOn

l8 tu6i vi ngudi l6n.

+ D6nh gi6 nhQn thirc vi phrit tririn thAn kinh o bQnh nhi tir 6 dOn 16 tu6i cho th6y khdng c6 tic
dQng bAt lqi li6n quan d6n lAm sing t6ng th6 sau khi di6u tri valsartan trong mQt n[m.

+ Trong mQt nghiOn ciru mi d6i ngSu nhi6n tr6n 90 bQnh nhi tu 1 d6n 6 tu6i, sau d6 ld mo rQng

nh6n md trong thdi gian mQt ndm, d6 c6 b6o c6o hai trudng hqp tu vong vi mQt s6 trudng hqp

tdng men gan 16 rQt. Nhirng truong h-o. p ndy xity ra trong nh6m bQnh nhdn c6 bQnh ljr n€n d6ng

t<C. l,tOi quan hQ nhfln qui v6i valsartan chua dugc thi6t lfp. Trong m6t nghi€n ciru thir hai,

trong d6 75 bQnh nhi tir I d6n 6 tu6i duqc chon nglu nhidn, kh6ng c6 trudng hop ndo tu vong

ho[c tlng men gan tl6ng kt5 khi diAu tri bing valsartan.

+Tdng kali m6u thuong quan s6t th6y 6 bQnh nhi vd thanh thi6u ni6n tu 6 dtin 18 tu6i mEc bQnh
.l i -thin ti€m 6n mdn tinh.

Dt liQu an toin trong c6c nghi6n cuu ldm sing c6 kii5m so6t d bQnh nhdn ngudi 16n sau nh6i m6u

co tim vdy'ho{c suy tim kh6c v6i dt liQu an toin o bQnh nhin t[ng huytit 6p. Cbc ADR xiy ra o
bQnh nhAn ngudi l6n sau nhdi m6u ccy tim vilhodc bqnh nhdn suy tim dugc liQt kd du6i bang sau:

BOnh nhin sau nhdi m6u co tim vi/hodc suy tim (nghi0n criu chi dugc thgc hiQn trdn nguoi lcrn)
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R6i loan hQ mdu vd bach huy)t

Kh6ng 16 tAn sudt Gi6m ti6u cdu

R6i loan h€ mi€n dich

Kh6ng 16 tdn suit T[ng nh4y cim bao g6m bQnh huy0t thanh

R6i loan dinh drdng vd chuyAn h6a

It gap Ting kali m6u

Kh6ng 16 t6n suAt T[ng kali m6u, gi6m natri m6u

R6i loqn h€ thdn kinh

Thuong gflp Ch6ng mdt, ch6ng m4t tu th6

It gap Nhin md, dau dAu

R6i loan tai vd mA dqo

It gap Ch6ng m{t
R6i loan tim

It gap Suy tirn

R6i loan m(tch

Thuong g4p Ha huy6t 6p, ha huy6t 6p th€ dtng
I(h0ng 16 tdn suit Vi6m mach

R6i loan h6 hdp, l6ng ngqc vd trung thdt

It gap Ho

R6i loan h€ ti6u hda

It gap BuOn n6n, ti0u chiy
R6i loqn hQ gan mqt

Kh6ng 16 tAn su6t Tdng c6c gi6 tri d6nh gi6 chirc ndng gan

R6i loan da vd bi6u m6

t eap Pht m4ch

KhOng 16 tdn sudt Vi6m da bong nudc, ngira, ph6t ban

R6i loan h€ co xuong vd m6 hAn k1t

Kh0ng 16 tin suit Dau co

R6i loan thqn vd fiet nieu

Thucrng gflp Suy th4n

t gap Suy th4n cAp, tdng creatinin huy6t thanh

Khdng rd tin su6t Ting BUN

R6i loan chung vd tqi vi tr{ dilng thu6c

It gap Suy nhuoc, m6t moi

x
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Htdng ddn cdch xft tri ADR
Trong qu6 trinh nghiOn ciru lim sdng co ki6m so6t o ngudi tdng huyi5t 6p, cilc ADR tuong duong

gita nhom di6u tri bing valsartan vi nh6m dtng placebo. TAn su6t AOR kh6ng phg thuQc vio
liAu, thdi gian tti6u tri, tu6i, gi6i tinh hoic din tQc.

nHONG B,4o NGAY CHo nAc si HoAC DUOC si NnONe PHAN TJNg Co HAI GAP

PH4I KHI SU DUNG THUOC

euA Lm,u vA cAcn xrJ rni:
TriQu chfi'ng:
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TriQu chimg qu6 tdu valsartan bao gdm ha huy6t 6p ndng, nhip tim nhanh, gi6m j'thirc, suy tuAn

hodn co thd kdm theo s5c. Cham nhip tim c6 th6 xtty rado kich thich thAn kinh pho giao cdm.

Cdch xtr tr{:
Ntiu xay ra h4 huy6t 6p triQu chring, cAn d+t nguoi bQnh trong tu th6 nim ngita, diu thAp, truydn

tinh m4ch dung dich natri clorid 0,904.

Xir tri qu6 li6u phu thuQc vdo thdi gian dtng thu6c qu6 liAu thu5c, bi6u hiQn vi mirc dQ n[ng cua

c6c triQu chimg, nhrmg biQn ph6p quan trong nhAt ld 6n dinh huytit dQng cho ngudi bqnh.

ThAm t6ch m6u kh6ng loai bo dugc valsartan.

Dac riNH Drrqc ruc HQC:
Nhom duqc ly: Thu6c dOi t<hang angiotensin IL
M6 ATC: C09C A03

Valsartan ld thu6c Atii nrang thU th6 typ 1 ctra angiotensin II (ATr). Valsartan c6 thc dqng dugc ly

tucrng [r losartan; tuy nhi6n, kh6c v6i losartan, valsartan kh6ng phni ti6n thu6c n6n tdc dqng dugc

lj'cira thu6c kh6ng phu thuQc vdo phdn rmg thtry phAn o gan.

Trong h0 renin-angiotensin-aldosteron, angiotensin I kh6ng c6 hopt tinh dugc chuy6n thinh

angiotensin II c6 ho4t tinh co m4ch mAnh, gdy tdng huytit 6p, d6ng thdi, kich thich tuy6n thugng

th6n bdi ti6t aldosteron. Ai h;c gin ctra angiotensin II tr6n thq th6 ATr vd ATz tucrng tu nhau,

trong khi d6, ei h5c cua valsartan tOi vOi thU thO ATr m4nh g6p khoing 20000 lAn so v6i 6i lgc cira

thU th6 ATz. ThU thQ ATr tham gia vio hAu h6t hoac tdt cir c6c ho4t dQng trdn tim m4ch, th0n vd

TKTW. Valsartan ric chti chgn loc angiotensin II gin vio thp thti ATr o nhidu md kh6c nhau, trong

do c6 co trcrn mach miu vi my6n thugng thAn, lim ha huytit 6p bing c6ch ddi kh6ng c6c t6c dung

gi'ty raboi angiotensin II (co mach, tlng bii ti6t aldosteron, t[ng bni titit catecholamin 0 tuytin

thuqng thfn vd tru6c synap, gi6i ph6ng arginin vasopressin , t6i hdp thu nu6c vi gAy phi dpi c<r

tim).

So s6nh v6i ciic thu6c Ai5i nrang thU th6 ATr, c6c thu6c tic ch6 enzym chuy6n angiotensin ric chti

chuy6n angiotensin I thinh angiotensin II kh6ng hodn toin vi angiotensin II c6 th6 dugc t4o thdnh

th6ng qua cic enrqkhic kh6ng bi c6c thu6c irc ch6 ACE chgn l4i. Valsartan kh6ng irc chti gi6ng

h6a bradykinin, do d6, kh6ng g|ty ctrc ph6n ung UAt toi nhu ho dai ding 1i6n quan d6n qu6 trinh

niy thu&ng xiy ra v6i c6c thu6c ric chti men chuy6n angiotensin'

T6c dqng ha huy$t 6p xuAt hiQn khoin92 gid sau khi u5ng valsartan, dpt cgc dai sau 4 - 6 gio vd

duy tri tic dgng trong24 gio. Khi dtng IAu lflp 14i, tic firng ch6ng tlng huytit 6p th6 hien rd rQt

sau 2 tuin, t14t t6i da sau 4 tuin vi dugc duy tri khi di0u tri dii ngey. T! lQ d6y/dinh cria hiQu qui

gram nuyer ap tam thu vi huytit 6p tim truong tuong ung ld 78o/ovir74Yo cho thdy thu6c co th6 sir

dung 1 lir/ngiy trong ki6m sodt huytit 6p'

E4.C TiNH DIJqC EQNG HQC:
Hdp thu Valsartan hdp thu nhanh sau khi u6ng. Sinh kha dgng duong u6ng dpt khoing 25%.Thiri

gian d4t n6ng d0 cgc dai trong huy6t tuong trong khoing2 d6n4 gid sau khi dtng thu69' Thric [n

.O anfr nuoo! b6t lqi diln hAp thu cira valsartan, ldm giim AUC khoing 40%o vir gitm n6ng dQ clrc

dli trong huyiit tuirng khoing 50%, nhung n6ng dQ trong huy6t tucrng sau khi u6ng 8 gio tuong t.u

nhau di nguoi bQnh doi hay kh6ng. Tuy vfy, AUC gidm kh6ng kdm theo giitm thc dung l6m sdng

c6 y nghia, do d6 co th6 u5ng valsartan trong ho{c ngoii bta dn. AUC vd n6ng d0 cuc dai trong

huy6t ,rr*g cira valsartan ting tj, lQ tuy6n tinh v6i liAu trong khoing 1i6u dugc khuy6n c6o tr6n

l6m sdng.
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Phdn b6; Valsartan li6n k6t m4nh v6i protein huytit tuong (khoing 94 - g7%), chir ytiu li6n ki5t v6i
albumin. th6 tich phnn b6 d trpng th6i 6n tlinh sau khi ti6m tinh mach valsartan khoing 17 lit, nhu

v4y chimg to kh6ng c6 su phin b6 quan trong valsartan vdo c6c m6.

Chuydn hoa: Yalsartan kh6ng tlugc chuy6n hoa d6ng k6, chi c6 20% li€u tim th6y du6i dqng ch6t

chuy,Sn hoa. ChAt chuy6n h6a cua valsartan ld valeryl 4-hydroxy valsartan kh6ng co ho4t tinh x6c

dlnh duqc trong nu6c ti6u vi phin. Hi6n chua x6c dinh dugc chinh xilc circ errzym tham gia

chuyi5n h6a valsartan nhung c6 th€ valsartan kh6ng dugc chuy6n h6a qua hQ eflzym cytochrom

P+so.

Thdi trir: Valsartan dugc thii tru theo nhi6u pha (lo alpha < 1 gid, hnbeta khodng 9 gio).

Valsartan thai tru chtr ytiu qua clulng m4t vdo phdn (khoing83%) nhung cfrng qua thfln vdo nu6c

titlu (khoin g 13% li6u), chri ytiu du6i dang kh6ng d6i. Sau khi ti6m tinh m4ch, dQ thanh thii
valsartan huy6t tuong khoing 2litlgiit vd d0 thanh thii thfn 0,62 litlglit (khoing 30% d0 thanh

th6i todn b0). Nria ddi cira valsartan khoiing 6 gio.

O b€nh nhdn suy tim: Thitigian trung binh d0 dat dugc n6ng dQ tlinh trong huy6t tuong vd nua ddi

thai tm cta valsartan tuong tu nhu ngudi khoe mpnh. Tri sO AUC vd C','u, ctla valsaftan tdng tuy6n

tinh vi hAu nhu tj'lQ v6i lidu trong pham vi li6u lAm sdng (40 - 160 mg, ngdy 2 lAn). Tj'lQ tich lfry

trung binh khoing 1,7. Dg thanh th6i bi6u kii5n cua valsartan sau khi u5ng khoin g 4,5 litlgid. fu6i
khdng 6nh hucrng dCn d0 thanh thii bi6u ki6n o nguoi suy tim.

Duoc d6ng hoc tr€n nh6m b€nh nhdn ddc bi€t

Ngfii cao tu6i:O mQt s6 nguoi, ndng d0 valsartan m6u hoi cao hcrn ngudi tr6, nhtmg kh6ng cqj'
nghia vA mflt 16m sdng. \
Suy thQn: I(h6ng c6 m6i tuong quan nio giira chilc ndng thpn vd niing d6 valsartan huy6t *""gll
Do tlo kh6ng cin di6u chinh li6u dOi v6i ngudi bi t6n thuong th6n (Cl* > 10 ml/phut). HiQn n*//

chua c6 kinh nghiQm v6i ngudi bQnh c6 Cl.. < 10 ml/phirt. /
Do gin m4nh vdo protein huy6t tu*g, it co khi ning lopi b6 valsartan bing thAm phdn.

Suy gan: Khoing 70% li€u h6p thu dugc thii tru qua mit, chir ytiu du6i dpng kh6ng d6i. Valsartan

it chuy6n h6a. AUC g6p d6i de thAy o nguoi bi suy gan nhg tdi vua so vdi ngudi khoe manh. Tuy
, t.vfy, kh6ng c6 mdi tuong quan ndo gita n6ng d0 huydt tucrng cua valsartan vi mri'c d0 n{ng cira

bQnh gan. Valsartan chua tlugc nghiCn cftu o suy gan n{ng.

BQnh nhi; Nghi6n ciru tr6n 26 benh nhi ting huy6t 6p (tu' 1 d6n 16 tu6D dtng 1i6u dcrn h6n dich

valsartan (trung binh 0,9 - 2 mglkg, v6i li€u tdl da 80 rng), dQ thanh thni (litlgio/kg) cira valsartan

tr€n nh6m bQnh nhi niy tucrng duong v6i ngudi l6n sir dpng cirng ch6 phAm.

B€nh nhi suy thQn: Chua c6 nghi6n cuu vd viQc sir dgng thu6c cho bQnh nhi c6 d0 thanh thii
creatinin < 30 ml/phirt vd bQnh nhi thAm t6ch m6u, vi v4y kh6ng ding valsartan cho nhirng bQnh

nhAn niy. Theo d6i ch[t chE ndng dQ kali miu vd chirc ndng thfn.

eUI CACH DONG GoI: H6p 3 vi x 10 vi6n. HQp 5 vi x 10 vi6n. HQp 10 vi x 10 vi6n.

rAo euAN: Nhiet dQ kr6ng qud'3ooc.

HAN DUXC: 36 th6ng k,3 tu ngdy san xuAt.

TIT,U CHUAN: TCCS

NHA SAN XUAT: C6NG TY TNHH DIIqC PHAM BV PHARMA
Dla chi: SO tS dulng LC Thi Sqc, Ap 2A,XdTAn Thpnh TAy, HuyQn Cir Chi, Thdnh phO UO Ctri

Minh, Vi0t Nam.
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