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Thudc nay chi ding theo dom thudc, -
Dé xa thm tay tré em. !
Doc ki huwéng din sir dyng trude khi ding.
ﬂmwmwmﬂwmwmm-
mawmﬂmwmm '
THANH PHAN i 5
mﬂmwwmmmmmmm
valsartan. ;
Thanh phdn ta dugc: *
Cellulose vi tinh thé, crospovidone, silic dang keo khan,
magnesi stearat, hypromeliose, titan dioxid (E171), ;
macrogol 8000, oxid st mau d6 (E172), oxid sit mau vang
(E1mmd=&|mmtmzdiob&mwom
DANG BAO CHE
Vién nén bao phim.
Diovan 80 mg: Mau 36 nhat, hinh tron, c6 canh xién, cﬁwch
mmﬂmmﬂﬁcmwmwwmﬂw

NVR” trén mét kia.
Diovan 160 mg: Méau da cam-xam, hinh bdu dyc, cb vach trén
wmwuﬁcm'bxmrmmamvam “NVR*
trén mét kia.
MuvamrénnﬂnﬂmuhmmmnmunMng.
160 mg chi gitip bé vién cho d& nubt va khdng nhdm muc dich
chia céc By bing nhau,
CHI DINH
Tang huyét ap
Didu tri tng huyét ap.
Suy tim
m&msuymwu-wmmwmmpho.rm
New York - NYHA) & bénh nhan nguén kom dang dibu tri chulin
virl thube loi tibu, digitalis kém voi hode thudc chen beta hojic
thudc (rc ché men chuyn angiotensin (ACE) nhumng khong -
phdi ding cd hai; khodng bat budc oo tt ca didu trj chuln ndy.
Diovan cai thién ty ¥ méc bénh & nhimg bénh nhan nay, chi
yéu qua viéc kam gidm thon gian nhip vidn do suy tim. Diovan
con [am cham sy tién trién suy tim, cdi thién a0 suy tim chic
nding theo phan loai clia NYHA, cai thidn phan subt tdng miu,
gidm déu hiéu va trigu chimg clia suy tim va cai thién chét
lrgng sding so véi khi diing gid duoc (xem phan DAC TINH
DUQC LYC HOC).

Sau nhéi mau co tim
Diovan dugc chi dinh dé i thign sy sdng con sau nhdi méu
co tim & nhirng bénh nhan ngudi kom bn dinh vé 1am sang cb
céc dhu hibu, triéu chimg hodc bidu hidn X-quang vé suy thét
nmﬁmmmmmmwwmm
DAC TINH DUQC LUC HOC).
uEuumchcAcHuhc
Lidu ding
Nguai lom
Tang huyét ap
mmmm&mﬂwwmmmmm
bao phim, 1 iningay, khdng phan biét ching thc, tudi hoge
wmnmmmmmm»ummm
vong 2 tudin va tac dyng ti da ghi nhan duoc sau 4 tuldn. O
nhirng bénh nhan ma huyét &p khing dugc kiém sodt théa
mwm&ﬁu&ummmmmmmm
phim hodc c6 thé thém thude ko1 tiéu
Ciing c6 thé ding Diovan véi cac thudc dibu tri ting huyit
ap khéc.
Suy tim
uhm&;mwmmhnmmnmmmmm
phmﬂlhwmyT&mﬂul!nd&nw r&
émm&nm‘ nap dugc ibu cao
I t md&gwmmm
mwmmmwmmammmm

Khi @énh gia bnh nhan bi suy tim phai ludn bao gbm danh gié
chirc nang than.
Sau nhdi méu co tim
Didu tri 06 thé bit diu sém 12 gity sau khi b nhdi méu cor tim.
Sau libu khéi ddu 20 mg, 2 Bningdy, didu trj bing valsartan
nén duge dibu chinh thanh 40 mg, 80 mg va 160 mg vién nén
bao phim, 2 lningdy trong céc sauuéuwaénawc
cho bing vién nén 40 mg ob thé bé duoc.
uéumwdameomgz bénh
céo dat dugc mirc mm
saukhl a&.a@ma&mﬂaummam
mem%mmmh i viri valsartan frong
sudt thés gian ting mm»aapmm
hﬁcr&hmdmmgman xem xét gidm Bbu.
mmmm&mmmmﬁhnm
muéckmcsauu\hﬂtuléuwhviduliaﬁcmm khéi,
acid acetylsalicylic, thubc chgn beta hodc cic statin.
Khi ddnh gid bénh nhan bi leinphﬁumbmghn
danh gia chirc nding than.
vadauﬁmummuhw&'ﬁhmmdﬂ
mmmummmmmmmmu
suy gan khong do dudmg m@va khong bi b mat.



Sir dyng & tré em va thidu nién

D¢ an 1oan va hiéu qua cla Diovan chira dugc xac dinh & tré
em va thibu nién (dudi 18 tudi)

Str dyng & bénh nhin suy thin

Khéng cén chinh iéu cho bénh nhan suy thin cb 8) thanh théi
creatinine > 10mUphit.

Sir dung & bénh nhén suy gan

Li¢u diing khdng dugc vugt qué 80mg cho bénh nhén suy
gan nhe dén trung binh khong kém theo tic mit.

Cach dung

Diovan nén ubng céch xa bita 4n va nén ding kém voi nudc.
Huéng din sir dyng, xur Iy va hiy bo

Khng ¢6 yéu cdu dic bigt.

CHONG CHI BINH

Dugc biét qua mén cdm véi valsartan hodc v bt ky t4 duge
Phy nir ¢b thai (xem phan PHU NOF CO THAI, CHO CON B0
VA KHA NANG SINH SAN). :
Su théri thudc ddi vin thy thé angiotensin (ARB) -
mﬁ%ﬂmmwdﬁm%{h@ ,
voi aliskiren nhén dai théo dudmg

TUONG TAC, TUONG KY CUA THUOC, mm&cm
t6a kép hé Renin Angiotensin RAS).

Bénh nhan suy gan nang, xor gan ndng, xo gan r mat.

CANH BAO VA THAN TRONG

Téng kali méu '

Mt 56 bénh nhéan suy fim da tang kali. Nhimg hién twong
ndy thudng nhe va thodng qua, va cd nhidu khé ndng xdy ra
& bénh nhan suy thdn tir trudre. Gidm lidu vé / hodc ngung
Diovan co thé dugc yéu clu. v
K c40 sir thin voi cac thubc
g sy phshe v phage’ b hest o e
kali, hodc thudc khac gy tang ndng 0 kali (nhu heparin, ..).
Cdin thyc hign theo doi ndng 66 kali mitcach thichhgp,
Bénh nhin bi mét natri vafhodc méit dich
ommmummmm&wm
mumﬂutgvn&mm&m&u: s
chimg Diovan.
&%mﬁ?ﬂ:ckwmnmmmﬁ
mmn&QMﬁmﬁni&uMhﬁl A
xﬁvrahahuyhémhﬁdﬁmm ngura va
cAn, truyén tinh mach dung dich mudi Mmc&ﬂ
tiép tuc didu tri mt khi huy ap 83 dn dioh.

Bénh nhin hep déng mach thin

ung Diovan trong thén gian ngédn cho 12 bénh nhén bi ting
4p do mach mdu thin thy phit sau hep ddng mach thin

mdt bén khdng gy ra thay ddi dang ké nao vé ddng hoc

& than, creatinine huyét thanh hodc nito uré méu (BUN). Tuy -

nhién, vi cac thubc khac dnh hudng dén hé renin-angiolensin-
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bén hodc mdt bén, 40 theo ddi cé hai thing s trén
nhu 14 bién phap an todn. b
Bénh nhin suy chirc ning

Khaing cin chinh Béu a8 vii bénh nhan bi suy than. Tuy
nhién, chura c6 dr K vé cic insdng hop ndng (9 thanh thai
aﬁin-:iom;.m thiin trong.

Céin trénh sir dyng thudc ddi vin thy thé antagonists (ARB) -
bao gbm Diovan - hodc thubc irc ché men chuyn (ACET) véi
aliskiren ¢ bénh nhan suy than nang (1bc 66 loc chu than -

GFR < 30 mUiphid) (xem phin TAC, TUONG KY CUA
THUOC, myc thudc phong t6a kép hé Renin Angiotensin RAS),
Bénh nhan suy gan

m&:mh&mmwﬁwmm
héu nhwr duoc bai tiét trong mét dudi dang khong ddi, va bénh
nhan bj bénh nghén mdt cho thiy 8 thanh thai valsartan thip
hom (xem phdn BAC TINH DUQCDONG HOC). Cnthén |
trong déc biét khi diing valsartan cho binh nhan bj tic nghén
duimg mat.

Bénh nhin suy tim/sau nhdi mau co tim

S4r dyng Diovan & nhirng bénh nhin bj suy tim hojc sau
mehm&:mmmmdm@
nhumg Vidc ding Diovan do ha huyét ap trigu chimg
dang didn bidn thudmg khdng cln thidt milin 1 ding lidu theo
ding chi dan.

Céin thin trong khi bét du didu td & bénh nhdn bi suy tim
hodc sau nhdi méu co tim (xem phén LIEU LUONG VA
CACH DUNG).

La hdu qud ciia sy (rc ché hé renin-angiotensin-aldosterone
(RAAS), céc thay 64i wb chirc nding than c6 thé dodn truée
dugc & nhimg bénh nhan nhay cim. O bénh nhan bj suy tim
ngng ma chirc nding thin ciia ho cb thé phy thudc vao hogt
A0ng cia hé renin-angiotensin-aldosterone, viéc didu trj bing
céc thude (e chil men chuyln angiolensin (ACE) hodc céc
thudc d5i van thy thé angiolensin £6 ién quan v thidu nidy
mwmmwmmmmwm
tir vong. Khi danh gié binh nhan bj suy tim hodc sau nhdi méu
co tie phdi ludn ddoh gi4 chirc ndng than

& bénh nhan bj suy tim, cAn than trong khi phdi hop ba logd
gbm thudc (rc ché men chuyén angiotensin, thudc chen beta
va valsartan (xem phdn DAC TINH DUQC LUC HOC).
Phu mach
mmmmmmwﬂmmmm
nghén dudmg thi vmodc sung mal, mdi, cb hong, vamodc
b e T
vaisartan, mit sb nhimg

phi mach khi ding cac thubc khae bao gdm cé thube e ché
MMMM*WWW




i@p tirc & nhirng bénh nhan b phi mach, v khbng nén tai sir
dung Diovan nira. el
Thuéc phong téa kép h§ Renin - Angiotensin (RAS)
Cn than trong khi sir dyng ddng théi thubc 66i van thy thé
Angiotensin (ARB), bao gdm Diovan, v céc thudc khac
mwummuﬁcwdﬁm ycenmac*
mxs:m Tmrumxrmmuoc
phong t6a kép hé Renin — Angiotensin). .
nmmc,umsmunmuoc :
Thubc phong toa kép hé Renin — Angiotensin (RAS) bao
mmwmmﬂﬁ-wmu
ché men chuyén, hodc Aliskiren:
Viéc sir dung abng thir thube dbi van vi thy thé Angiotensin,
bao gdm Diovan, véi cc tic nhan khac tic ddng lén hé
Renin — Angiotensin c6 ibn quan dén gia tang tf 1 tut huydt
ap, 1ang kali mau, vé thay 85i chirc ning thin so véi don trj
libu. Do 66 cAn khuyén cao theo doi huyét 4p, chirc nang than
va dién gidi & bénh nhan diing Diovan v céc thude khéc tac
dong kn hié RAS (xem phln CANH BAO VA THAN TRONG).
Viée sir dbng thés thudc ddi vin thy thé Angiotensin
(ARB) bao gbm Diovan - hodc thudc (rc ché men chuyén
(ACEI) véri aliskiren, can trinh & nhirng bénh nhén suy
mmiarncaowpwmuﬁncmmm
THAN TRONG).
Viéc sir dyng ddng thai ARB - bao gbm ca Diovan - hodc
ACE! véi aliskiren 13 chdng chi dinh voi nhimg bénh nhan bi
di théo duomg type 2 (xem phin CHONG CHI DINH).
Kali: Ding ddng thiri vii cdc thube loi tiéu gidr kall (vi dy
spironolactone, triamierene, amiloride), cac thude bd sung
kali hodc cac chit mudi thay thé chira kali hodc cac thube cb
thé [am tang ndng ) kall khac (nhur heparin) c6 thé din dén

mmmﬁmnbmm tim dAn dén tang
mmmmdmﬂ theri cée thude
nay 14 cin ¢An phdi theo d6i kali huydt thanh_

Thubc chéng viém khdng steroid (NSAID) bao gém nhom
wcﬂde{hMmmmw
dung 6bng théi i khing angiotensin Il vini cac thude

NSAID, si gidm hidu qua ha huydt ap cb thé xiy ra. |
Hon nira, & nhimg bénh nhan cao twdi, suy gidm thé tich

wlmmmnogamnawhmmwmmm
tdn theong chirc ndng than, suamdbngmmmubc
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khéng angiotensin Il va NSAID cd thé din dén ting nguy
suy giam trdm trong chirc néng thin. Vi viy, theo ddi chirc
mmmem &muumahmaum.

& bénh nhén sir dyng valsartan ding dbng thai voi NSAID. |
Lithium: Tang cd hdi phyc ndng d Lithium trong méu va doc |
mammmmm&qmmmwm;
irc ché men chuyén hodic irc ché thy thé Angiotensin Il bao
gdm ca Diovan. Do 6, khuyén mmm&-ﬁn&ﬁ“i
@0 Lithium trong mau khi ding két hop. Néu mit
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- hom v Diovan. N
i cucnitmmmmmﬁﬁmwmm
mwwmwm gan nguori cho thity
~ valsartan 2 m{t co chét m& d'ouyhllu&cvhbh
DATPiB!ﬂ
Woﬂm drédﬁtmdugl
u-u&mmwtrm
uandwyémalw ﬂngnbngdb
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Vi valsartan duoc hhbmblmﬁ'cdb
umwwma B e R
valsartan trén 1am sang v cﬁanwdﬁM

cytochrome P450. Mic du valsartan gan manh viio protein
huyét tuamg, cac nghién ciru in vitro khdng cho thiy tuong tac
néo & dang ndy voi mdt loat cac phan tr ciing gén manh vao
protein huyét tvong nhu diclofenac, furosemide va warfarin,
Tinh twong ky

Khdng ap dyng.

PHU NUF CO THAI, CHO CON BU VA CO KHA NANG

SINH SAN '

mnnrr.am

Tom tét nguy
rmufmﬁ:kybumﬁnnmwmmmﬂo
trén RAAS, Diovan khdng dugre sir dung thén ky mang
ﬂh(mmphlnCHOHGCHIMDGw ur.dmgeaa
cac thube ddi vin II, khdng thé loai trir
a&mmmg&mummmmﬁcm
mwmm;m::m..
renin-angiotensin-aldosterone) trong
MMwmﬁnmﬂdﬂd&mmmm
m&nmmmuwmmmwmmmm
sir dyng céc thubc (rc ché men chuyén angiotensin trong

3 thang ddu thas ky co hén quan 6én nguy co bém dncue
mmmwawwmmmmmdﬁm
ty phat, it nudre bi va rdi loan chirc nding thdn & tré mdi sinh
relp ooy shipepteloe Jommmegtopr ot
thai khi trj thi cang som

(xem phdn DY LIEU TREN DONG VAT).

Cén nhéc 1dm sang
mwmmmmmmmmwﬂn

Tmumyaapmumymwmmu&ﬂnm
thai ky. sinh non vé bién chimg khi sinh clia
m:’xi ﬁuchﬂﬁﬁyhalﬂnﬂhqﬂmmLTm
4p lam tang nguy co cla thai nhi b han ché ting trudmg
trong tir cung va tir vong trong 1 cung.
Nguy co cia thai nhiftré so sinh
mnm&ammmu:mmﬁmmdu
hé renin-angiotensin trong thai ky thir hai va thai ky thir ba
6 thé din dén: gidm chirc ndng than cla thai nhi dln dén vo



nigu v suy thin, suy phdi thai nhi, bidn dang xurong, bao gbm

suy sén hdp s0, ha huyét 4p va ik vong.

Trong tredmg hop me vo tinh ding thudc nhom ARB,

cin phai xem xét theo ddi thai nhi thich hop.

Tré so sinh c6 me 44 ding trj iéu ARB nén duoc theo doi

chjt ché tinh trang tut huyét ap.

Dir ligu trén dong vit

Trong céc nghién ciru phat trién phdi thai & chudt nhét,

chult cng va tho, &8 quan sat thy twmﬂhaiﬂn

quan dén ddc tinh trén me & chudt cdng voi libu valsartan

600 mg/kg/ngdy, khodng 6 in iy 15 da khuyén céo trén

ngudi theo cach tinh iy theo mgim’ (tinh todn gid dinh

mdt idu ubng 320 mg/ngdy trén bénh nhén 60kg) va & thd

iy 10mg/kg/ngay, khodng 0,6 tn Bbu 16i da khuyén co trén

Eﬁmmwﬂumwmmﬁmm

e e s S
me trong qus

nhdt vori mirc lidu kén déo , xdp xi 9 Bn lidu

1i da khuyén céo trén theo céch tinh lidu theo mg/nv?

(tinh todn gié dinh mdt i ubng 320 mg/ngdy trén bnh
nhdin 60kg).

Cho con ba

Tom it nguy cor

Chura b o6 phai valsartan dugc bl 58 vao sira me
kihiing. Do valsartan dugc bai B8t vio sira cda chudt cong nudi
con bd, khing khuyén ding Diovan & ba me dang cho con bd.
Kha niing sinh san & nam va nir gidi

Tuomng ty nhu bt cir loai thudc nao tac ddng tryc tidp trén hé
RAAS, Diovan khong nén dugrc sir dyng & phy nir ¢ dy dinh
c6 thai. Nhdn vién y 1 khi ké dom bt ky hoat chit nao tac
dong lén hit RAAS nén tu vn cho phy nir ¢ khé nang sinh
san vb nguy co tibm 4n cia céc hoat chit nay trong thai ky.
Kha ndng sinh sin

Khong ¢ thong tin vé tic ddng cla valsartan trén khd ,
sinh sdn ciia con nguin. Cac nghién ciru & chudt khdng
i béit ky dnh hurdmg ndo clia vaisartan wd khd nding sinh sdn
(xem phdn DU LIEU AN TOAN TIEN LAM SANG).

TAC DONG CUA THUOC KHI LAI XE VA SU’ DUNG MAY MOC
Ciing nhir céc thudc diu irj tang huyét 4p khac, cin than
trong khi ki xe hodc viin hanh méy méc.

PHAN UNG BAT LON -

Trong cAc nghién ciru lAm séng ¢6 kidm chimg trén bénh
nhan bi tang huyét 4p, tin sudt chung bi cac phdn img phy
(ADRs) dugre so sénh wiri gid dugc va phis hop wi tinh chét
dugr ly cia valsartan, Tn sullt cia cac phan img phy khong
lién quan dén lidu ding hodc thai gian Giu trj va cling cho
thély khdng b lién quan vii gidi tinh, tudi tac hode ching ic.
Céc phan img phy dugc bao ¢ tir cic nghién ciru im sang,
kinh nghidm hdu mai vé cac kit qua cin lAm sang duoc it ke
mm#muw'qwm.

l

phén (mg phy dugc xép loai theo thn sudt, ddu tién 1 N)f
94p nhat, s dyng quy ot sau Ady: it hay gdp (2 110 e =
gép (2 1100, <110); it gdp (21/1.000, < 1/100); hiém gép
(21110000, < 1/1.000) rét hiém gap (<1/10.000) bao gdm ca
cér bdo céo b 1é. Vo mdi nhom tin subt, céc phan (mg phy
duoc xép logi theo thir ty 60 nghiém trpng gidm din.
ﬂlvﬁc&mmwmmmmmw hu
§i va céc kit qua cin lm sang khong thé sdp xép vao bt
¢l 13n sudt phén img phy ndo va do db ching dugc 68 cip
vii thn sult “chua biét™ ’
Téng huyét 4p
Bing 1: Phin (rng bit loi trén ting huyét ap

Rbi logn vé mau va hé bach huyét
mﬁwmﬁmﬂumm
6i loan vé hé mién dich :
biét  Quéa min cdm bao gdm bénh huyét thanh
i logn vé chuyén héa va dinh duwéng
biét  Tang kali huyét, ha natri huyét
Rbi logn vé tal va mé dgo :
ltgdp Chong mat
Rbi loan vé mach méau
Chua bift  Viém mach mau
R&i loan vé hd hip, nguc va trung that ‘
It gép Ho ¢
Roi logn vé tiéu héa
hgap Bau byng
Rbi logn vé gan mjt :
Chura biét mnghwmmmwbétwm
i

gbm tang bilirubin h
Rbi logn vé da va md dutd da
Chea biét  Phi mach, viém da boag nurdrc, ban, ngra
Roi logn vé co xwong va mé fién kit
Chrabiét Dauco !
Roilogn vé thin va tiétnidu
Chabiét  Gidm chirc nang thin 18 suy than. tang

creatinine hiyét
Rbi logn toadn than va tinh trang tal chd ding thude
It gap Mét méi 1

acmdnumwmmm@mmmw
nghiém 1am sang trén bénh nhan 1ing huybt ap bt ké mbi bén
quan cla ching wii thudc nghién cink Dau khop, suy huge,
néng, budn ndn, phi, viém hong, viem mdi, viém xoang,

nhibm triing Guémg hd hap trén, nhibmrvi it

|
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Suy tim va/hodc sau nhdi mau cor tim

mmmmwdmhmmwmm ‘
wueaki&mmumwﬁnmmimﬁmmm
mﬂ:wﬁnﬂﬁcﬂﬁﬂémﬁndwcqumsﬁtﬂﬂy&m
bénh nhan bj ting huyd1 4p. meﬁﬂnwﬁn
bénh cb s&n cia binh nihan, CAc phan tmg phu xdy ra & cic
mmmmmmwwwmmmu

dudiody,

Biing 2: Phin img bt 1g4 trén suy tim vi/hopc sau nhdl

méu co tim

e,

R&i loan vé mau va hé bach huyét -' 'y
Chuabit  Gidmtdughu .. :
R&Ilanvilﬂmlhdicl;

R loan vé chuyén héa va dinh dwdmg

R6i logn vé mach méu

Chuabit  Viém mach mau

Réi logn v hd hilp, ngyc va trung thit
It gap Ho :
Roiloan vé tibu héa

It gap Budn ndn, tidu chiy

Roi logn vé gan mét

Hﬂlﬂnﬂﬂiﬂm&d

It gép Phi mach

Chuabiét  Viém da bong nudrc, ban, ﬂmra
R&lluq;uviwmgvinomm

Chua Dau
|nu|n.mmunnmﬁ

Hay gép Gidm chirc néng than va suy thin
It gép ' Suy thin ehp. ting creatinine huyét
[Chuabiét  Tang Uré huyét

It gap Suy nhuot, mét mdi

R&i logn todn thiin va tinh trang tai chd ding thube

b on

- |
Wil 8

Chua bift Mﬂﬂnﬁnhmﬁmbénhmﬂtm

.{-;

Itgép Tang kak ru.;,&'

R&i logn vé h@ thn kinh m foafh e
Hay gép Chong mét khi thay 88i tu

It gap Ngat damnrdﬁu

Réi logn vé tai va mé dao e

it gdp Chéng mét / 4

R&i loan vé tim : M
It gép Suy tim .

. N
[Haygsp  Hahuyétdp hahuybtéptuthéomg |

Chuabidt  Xeét nghéqic!m néing gan bit lhumlg

b

-Tmuhm&mrauﬁm-m“ommui

dura thubc ra thi trudmng.

mmmuumm&mwwﬂzﬁymmw;
nghidm Em sang trén bénh nhan suy tim va/Modc sau nhbi
méu co tim bit ké mbi én quan cia ching véi thubc nghién
ciru: Dau khop, dau bung. deu lung, mét ngll, bit hre, gidm:
bach chu trung tinh, phis, viém hong; viém mi, viém xoang. -
nhiém tring dutmg ho hdp trén, nﬁmm -
QUA LIEU VA XUr TRI
amwmmwﬁmmmﬁmmamm
gidm tri gidc, triy tudn holdin vamosc sdc. Néu moi ubng
thube. can gay ndn. Mt khac. ﬁhwmmmawyan
ﬁnhmmmmm;;:‘m wei
Valsartan khéng bé biing thdm tach mau,
DAC TINH DUQC LUC HOC
Nhom dugre ly: m&wnmmumm&t
M3 ATC: COSC AD3. ~ &
Co ché tic 8dng
Hormone ¢b hoat tinh cUa hé renin-anglotesin-aldosterone
I& angiotensin Il, dugc hinh thanh tir angiotensin | qua men
chuyén angiotensin. Angiotensin 1l g&n voi cac thy thé dac
hiéu trén mang 16 bao cla cac md khac nhau. N cd tac
dyng rdng rai vé sinh Iy dac bidt bao gdm ca sur tham gia”
tryrc tidp va gidn Biép trong viéc diéu hda huydt 4p. La mit
chét co mach manh, angiotensin i gay dap ung tang buyét
gmﬂgmm,mmmmgﬁnamwmwm
aldosterone
Diovan (valsartan) la mdt thubc 88i van thy thé angiotensin Il
(Ang If) c6 hogt tinh, manh va dac higu ding duong udng. No. -
tic dong Mt cach chon loc Kén tidu thy thé AT: chiu trisch nhidm
@i vii cac tac dung da bidt ciia angiotensin Ii, Ndng 89 clia
angiotensin || trong huyét twong tang in sau khi thy thé AT bi
{rc ché bling valsartan ¢ thé kich thich thy thé AT; khdng bj
(¢ ché, co thc dyng lam can bing vor tac dyng cUa thy thé AT,
Valsartan khdng cho thély biit kj hoat tinh 88ng van mdt phan
mwmnﬁmwmmmo&mmw&m cao hon nhiéu
m&pmmommmﬁimum
Mkmwdﬂmmmﬁwmdm :
Ia kininase |1, c0 tac dung chuybn angiotensin | thanh
Wnlh&ﬂiﬂilhﬁn - Vikhéng cb tac dung
mmanmménamwkqumthm
bradykinin hogc chit P, céc thubc d8i khang angiotensin It
khéng chéc lién quan véi ho, Trong céc thir 14m sang
trong 36 valsartan dugc so sénh wi mt {rc ché men
wmmwammmﬁpmmk&ﬁwu&]
& bénh nhén &bu tr 6%) 50 v&ri bénh nhan
dibu trj béng thubc irc (7.9%). Trong mdt
mur-ulﬂmmmguhdc ‘nhéin ob tién sir ho khan
trong khidang diéu rj béng (rc eivé men chuydn, 19,5%
mmmmwmmmm“mm
nhén dang thude loi tidu thiazide bi ho so viri 68.5%
bénh nhan didu tri bing thudc (e ché men chuybn (P<0,05).
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Vatsaratan khdng gn vao hodckhdng chencac thu thékhdc  Nguri cao tudi (tir 65 tudi trér lén) - N
wahmmmmacmmmmMamnﬂh DA ghi nhan mirc bidp xuc todn than ddi voi valsartan hoi cao
quan trong trong viée didu hoa immach.,. .~ " hon & mdt 8 ngudn cao twdi so v ngdi trd tudi; tuy nhign
mﬂmwwml-locn- i - o © 1 dibundy chwra thy b ¥ nghia ndo trén [Am sang. .
Hipthu Suy gidm chirc ndng thin

e Nhis c6 thé wvmmmua&muﬂwm'
?mmmm mmz “"2;",..,"‘.;,;"‘;‘?,“"’"""’23. chiém 30% tng hé b thanh thai clia huyét twong, chua ghi
w:gmng:wmnmmummgﬁ nhdn sy bén quan gidra chare ndng than va mirc tiép xic toan
tich dwr dudmg cong nbng 60 (AUC) trong huyét tuong cila  thén 66i véi valsartan_ Vi vy khéng can chinh Béu & bénh nhan
valsartan gidm 48% mac di khoding 8 gid sau khi ding, ndng ﬂuncmwm&-mm haén trén bénh nhan

ﬁmmwwm tu nhau 841 voi phom thdm phan. Tuy nhién valsartan gdn manh vao protein
08 i o 8 Ty dmvénuc:km tuong va khong chéc duocioa: S bing tham phan.
hemﬂmqﬁmﬁcdungd' tnm Wén lam sang, vivay  Suy gan

wm&dungniumcunghotcﬂﬁngmvmman m\omuummamwwmmwﬁu
Phén b  dudi dang thudc khiing dbi. Valsartan khong tréi qua sy

MmmﬁommM@mMMnmm bién abi sinh hoc manh, va mire tiép xoc toan than 6di voi
tiém tinh mach & khodng 17 Iit, cho théy valsartan d6 khdng mwwmm*gmmmm
Guore phan bd vao cac mod ring r3i. Vaisartan gin manh vao  "ang 9an. Vi vay khbng bénh nhan bj suy gan

do 4 mat phéi do s6i m@t. AUC
protein huyét tuong (84-97%), chil yéu la albumin huyét thanh, mmﬁmgmmnggﬁpdﬁbmm

Chuyén héa sinh hoc nghén CANH BAO VA
Valsartan khdng dugc chuyén dang sinh hoc & mirc d{bm ?foﬂw o mmxam M

chi khoding 20% lidu diing duore tim thiy dudi dang cdc chlt — \auah aims Au SANG

chuyén hoa. Mot chét chuyén hoa hydroxy d3 duge xac dinh

trong huyét twong & ndng  thp (it han 10% AUC valsartan). “_"'Bh",’iup _ :
Ding Diovan cho bénh nhan bi tang huydt ap din dén gidm
C Idménmm;ﬂdl&!mmucdumduww o 50 dh by 68 il "

Valsartan c6 duoc 60ng hoc phin r3 theo ham s6 ma da boi Trén héu hét bénh nhén, sau khi ding mdt lidu don dudng

(1% @ < 1 gk v 1 % B vio khodng 9 gio). Vaisartan dugcchy U9, khdi phét tac dyng die tr tang huydt &p xdy ra trong
ﬁuhMquﬁM(lMﬂ%l‘u&m}ﬁnlmﬂu @mxﬁmm‘;*:ﬁm?ﬂ‘;w
(khodng 13% béu dung), chi ybu 1 &rdang khong 661 Sau MBI e o p G ke

khi tiém tinh mach, 49 thanh loc trong huyét tuong lugng

valsartan 3 khodng 2 L/h va 60 thanh oc trén than 1 0,62 L ;‘gﬁﬁﬁﬁ?ﬁfﬂ;gm‘;mﬂ“ s

(khodng 30% 65 thanh loc toan phdin). Thi gian banhly cIa  4ia,, i dai han. Khi phdk hop véi hydrochiorothiazide 83 dat

m:qumnan tinh theo mirc idu durge Mo phachoirGi '

wore m Ngimg diing Diovan @bt Bén quan dén

mm&mmwwmmMMcﬁam mmm&’mmmﬁmw MM

Kkhi dung 13p Tal, va si tich Ky thiit khi ding Bbu 1 1An/ngdy. Trong cac nghién ciru ding da i & banh nhan tang huyét

wm@mwwmmﬁrmmw* 4p, valsartan khdng co tac dung dang ké trén cholesterol

nam todn phin, triglyceride loc 851, glucose mmmm

anﬂmnbngdomhwﬂnhﬁwghnbh holic acid uric. M)‘R

thdi cua valsartan & bénh nhan timmc;gm:ﬁdﬁﬂum Suy tim

sat & nhirg ngudi tinh nguyén khoe manh. Cac tri Trén Huyét vé thdn kinh thé djch. Huy$t

Coee Gl valsartan tang mot cach fuyén tinh va hiu hét ty 1é .&n%ﬁ*mmmmmmmwﬁ“

véri sir téing liéu khi dling mirc ku trén 13m sang (40160 M. o4 5 cac banh nhan suy tim 8 111V theo phan logi cla

2 Aningdy). Hé sb tich iy trung binh khodng 1,7. D4 thanh Hidp hoi Tien New York (NYHA) véi 4p lyrc mao mach phbi
thai biéu kién cia vaisartan sau khi uéng [ knoang 4.5 /G0, it 315 mmHg trong 2 nghién ciru ngan han, dibu trj kéo dai.

mmmmmmamwmwbm mmwmm bénh nhan didu tri kéo dai voi

nhan suy tim_ 5 e ché men angiotensin, ding valsartan

Nhom bénh nhin djc biét dunﬂuﬁdai&uph&impvmnﬂmbcacm&m



" il
Ainsyén angiotensin d2 1am cai thidn huyét dong hoe bao gbm
&p lye mao mach phoi bit (PCYWP), 8p tam truong 6ong
mach phbi (PAD) va huyét ap thm thu (SBP). D& quan sat

gidm ndng 49 aldosterone (PA) vé noradrenalin huyét tluong
(PNE) sau 28 ngdy diéu tri. Tr i&n cinu thir hai

A

huyét tiromg va natruretic peotide nao (BNP) gidm dang k8

£6 wiri nbing 86 ban 84y & nhom dibu tri bing valsartan so véi
nhém gid duge. R Sk
Ty I§ mdc bénh va ty I§ tir vong. Val-HeFT lAmdtthir
nghiém 1am sang ngiu nhién c6 86i chimg, da quéc gia. so
sénh valsartan voi gid duoc vé 1 1é méc bénh va ty 4 tlr
vong & nhimg bénh nhan suy tim 85 Il (62%). 9 1 {(36%)
va 6 IV (2%) theo phn loai cika NYHA dang diéu tri thong

thuromg voi LVEF <40% vé durdmg kinh bén trong cla tam thét
| trdi & thi tm treong (LVIDD) > 2,9 cmim?, Nghién ciru néy bao
- gbm 5010 bénh nhan & 16 nudc dugc cho ding ngdu ahién
valsartan hodc gid dugc cing voi tit ca didu tr thich hop khic
mﬂﬁnnﬁcwdﬁmcmﬁnmmtﬁm.m
Iorl théu (86%), digoxin (67%) va thubc chen beta (36%). Thd
gian theo ddi trung binh gan 2 ndm. Lidu diing Diovan trung

binh hang ngdy frong thir nghidm Val-HeF T i 254 mg. Nghién
clru ndy ¢ 2 tiéu chi chinh: 13t ca nguyén nhan i vong (théi
'w&mwmwwumhwwﬁ didy
tri sy tim 13n 88u) Suroc xéc dinh gbm tir vong, 601t co hbi
sirc, nh@p vién do suy tim, hode truydn tinh mach thube tang .~
co bop oo tim hodic thubc gién mach trong 4 gitr hodic lau hon.
ma khdng nédm vién. Mol nguyén nhan gay tir vong déu tuang
ty & nhom ding valsartan va nhom gid dugc. T§ b méc béah
gidm dang ké 1a 13,2% khi dung valsartan so vén ding gid

m.wﬂ!dﬁlﬁﬂnlﬁﬁ.ﬁﬁmwd&ldﬁmﬁl
vién didu trj suy tim 13n dau tidn. Lo ich Km nhit gap & bénh
nhin kong ding thudc irc chismen chuyén angiolensin hogc
thudc chen beta. Tuy nhidn, nhdn su gidm nguy co thidn
vé nhom gid dugc ddi vdi nhdm bénh nhan dugc dibu tri it |
hop ba thubc gbm thudc chen beta, thube irc ché men che

angiotensin va valsartan. Cac nghién ciru thém nhu VALIANT
(xem phéin Sau nhéi méu co d), trong 46 1y 1 tir vong khing.
tang & nhimg bénh nhén nay 'Hrnnﬁmwwquannmi

v vide dibu tr kit hop ba loal thudc nay.

Khd ndng luy§n tip vi sire chju dyng. Higuquicla
valsartan thém vao Giéu tri suy thudmg vé sire chiy
dyng khi luyén tap 83 dugc danh gid bang phuong phép

Modified & nhirng bénh nhan bi suy tim 86 -1V
theo phan loai cla NYHA cb rbiloan chire ndng tht trai
(LVEF $ 40%). Théri gian luyén t3p ting lén tir mirc ban ddu
4i vér tht cé cac nhom dibu trj 83 dugc quan sat. DA ghi nhin

il

mirc tang trung binh vé thoi gianluyén 13p tir mire ban Gy
& nhom ding vaisartan ca0 hon$o voi nhom dung gid dugc,
méc dis chura ¢6 ¥ nghia thdng ké. Sy cdi thién I nhét quan
st dugc & phin nhom mhmmﬁhgimm .
irc.ché men chuyén angiotensin lrong 66 thay d0i trung binh ve
theri gian luyén t3p cao hon gép 2 tn & nhom dung vaisartan
50 v nhém ding gia duoc. Higu qua cla valsartan tvong. .,
duong voi enalapril vé kha yén thp voi thiz nghiém di
bd 6 phit 8 duge xéc dinh & ahm bénh nhan suy fim 69 1!
va Il theo phan 1oai clia NYHA v phan sust tdng méu thét
tréi < 45% 1a nhirg ngudi 08 dwoc dibu trj bing thubc e " -
ché men chuyén angiotensin it nhat trong 3 thang trude khi
tham gia vao nghién ciru. Ding Walsartan 80 mg dén 160 mg,
1I&vmilrﬂmmhiéuwimmmunhumw-
5 mg dén 10 mg, 2 IAningay 851 v&i kha ndng huyént8p khi
due dénh gid bAng thir r di b 6 phist & nhimg bénh
nhén trudre ddy 84 duoc didu trj 6n dinh bang thude (rc ché
men chuydn angiotensin va chuyén truc tiép sang valsartan -
hodc enalapril o 2
Phan lopi theo NYHA, Déu higu va trigu chimg, Chit
liwgmg sbng, Phin sult tdng méu. Trong nghién ciry

i ing ké v 60 suy tim theo phan loai cia NYHA, cac
déu hibu va tridu chimg suy tim bao gdm kho tha, mét mai,
phis vé tidng ran so véi gid dugc. Bénh nhan didu trj bing
valsartan co chit lugng sbng 1t hon so voi didu tri bdng gid
maammmmb&mwm‘a&mma
lwong trong suy tim véi phap Minesota Living
vao théri dibm két thic 5o véh ban ddu. Khd ndng bom mau &
bénh nhan dibu tri bing valsartan tAng kén dang ké va LVIDD
gidm dang ki tir ban @hu @dn cudi nghitn ciru so voi gid duge.
Sau nhoi miu co tim

(& nghibm dlng valsartan trong nhdi mdu co tim cAp
(VALIANT) 14 mt nghidn clru mi 81, nglu nhién, c6 dbi
dd:faﬂa_mécgil trén 14.703 bénh nhn bj nhdi mau co,
tim c3p véi cac dau hidu, tridu chimg hodc blng chimg suy

g

chudn 60 lidu tir 6,25 mg, 3 iAnk |
ﬂﬁlmﬁhﬁ%mv!
dugc chulin 0 tir 20 mg, 2 lAningay dén héu

mmmmﬁquzmm’ﬁm



twong ty nhu khi ding don trj §éu. Thé glan Gy trf trung: -
binh i 2 nam. Lidu Diovan trung binh hang ngdy trong nhom
mmwmuzwm mmwmm acid, .
acetytsalicylic (91%), thubc (rc ché men
chuyén angiotensin (40%), 1 MMM*IMM
B O Wimdnos MRS e
da tir v

ﬁd&mammwdﬂnd\&nmmd&mﬁmﬂw
Valsartan it nhat co higu qua bing v captopril trong
viéc lam gidm ty 1 tlr vong do moi nguyén nhan sau nhdi
méu co tim, Tylémmdumnwmhnmngw
nhau & nhom ding valsartan (19,9%), caploprit (19.5%) va
valsartan + captopril (19,3%). cing co hiéu qud
trong viéc lam kéo dai thor gian dindén tir vong va 1am gidm
ty & tr vong do tim mach, thédi gian adm vién do suy tim, nhoi
méu co tim tai phat, mmmwmﬁwmm
géty i vong (Uéu chi danh gia phy). . .
Vi 83y 13 mdt thir nghidm o6 kidm sodt chil dong (captopril)
phén tich thém vé ty k& tir vong do moi nguyén nhén da duge
thuc hién 86 woc tinh tée dung cia valsartan so véi gid dugr,
Khi sir dung két qué cla cac thir nghiém vé nhbi mau co tim
trudrc Gy dé tham khdo nhu céc thir nghiém SAVE, AIRE va
TRACE - tac dyng uoe v tinh cla vaisartan d3 bdo 1bn
99,6% tac dyng cia caplopril (97,5% CI = 60-139%). Sy két
hop valsartan vori caplopril khdng 9o ra lgi ich thém so vai
dung captopnil don thudn. Khing cb sir khac biét vé ty 16 1
vong do moi nguyén nhan dya trén tudi, gidi tinh, ching the,
diéu trj co ban hodc bénh cd san,
Khéng ¢b sy khac bidt v ty 18 tir vong do moi nguyén nhdn
hoaclmluvmghoacﬂiqb!nhdoﬁnmachmd{mgm
thubc chen beta ciing véi phdi hop valsartan +
mmmm&-mwmmﬂnaﬂ

trj thudc ndo trong nghién clru, Hh.rmdiucanrm&
nham bénh nhan khdng duoc dibu tr) bing thudc chen beta,
mmhummmmkmmﬂuﬁmmm
bénh nhan nay da dugc duy tri trong thir nghiém. Ngodi ra,
lpi ich didu tri cia viéc két hop valsartan + captopril, don tri
libu valsartan va dom trj béu a3 duorc duy tri & nhimg
bénh nhan dugc didu tri bing thubc chen beta.
wueummmmsm '
D Wgu tién 1am sang tir céc nghién
dwclrunlnm;i: dbcﬁlﬂiﬂlhé mumﬂ:rﬂﬂim
hudng trén kha ning sinh san cho ¢6 moi nguy
hiém d3c biét ndo trén ngudr.
Dugc Iy an todn va doc tinh dai ha

Tmnﬁtbﬂwmwl&m ubnmm
mot sb loai dong vaL. & ddy dA khdng phat hién sé loal tri
mwmmmmmmmw Trung
mwummﬂnm
wmﬁﬁbhm&uﬁ r

hematocrit) va bang chimg vé thay 6ditrong, hx
tai thn (hoi tng nito uré huyét. va tang san

chirmg tang bach cdu wa kiém & nam gidi). Wnnwngb!u&
chudt (200 va 600 mg/kgingay) dugc khodng 6va tmﬂl
161 68 duoc khuyén cdo trén ngudi theo mgim2 (tinh to4n gid
d’nhmuuuéngazuwngammuwmmmm)vm

khi dubdi séc & libu trong (mg, cb nhithg thay 84i W
nhung ndng hon, aﬁcwnwmmmmm phat
ménmmmm nito unéva creatinine huyét Sy
cgumn dumm&wcm&mciuu
dugc coida do téc ddng dugc
chmnlsartmdéna ap kéo d&i. dic bigt voi khi dudi,

$6¢ wmmmmmmzﬂ

cia €ac té bao ghn chu thin dudng I‘mwb&kiﬂn
Quan nao.

Déc tinh sinh san b &) niely s
Trong m:menwu\%mmgmm:mm

valsartan khdng cé t
:z?mbauadWm:ém mi?&'n?.“ﬁn

200 mgfkg/ngay. xapmasanﬂutbiamuyénmnan
theo céch tinh uhnmg’kn’ﬂmhloéng&d*nhrwt
ubng 320 mgingdy trén bénh nhan 60kg).
Tinh giy dét bién

Valsartan b khé dﬁlh&nadpﬁ# hudc
nhiém a.&cm‘gong nmbummm vmam&ngv;nnghﬂn
¢lru 3¢ tinh gen in vivo. :
Tinh gay ung thu ;
Khaing ¢ béing ching v tinh gay ung thy khi ding valsartan
chomnhémmuuosmMznam&mhbum

déntﬁﬂvamomrhgmgaytwngmg
HAN DUNG

36 thang k& tir ngdy sdn xudt

DIEU KIEN BAO QUAN

Khdng bdo quan trén 30°C, gmrtm&cuongbanu

QUY CACH DONG GOI '

Hdp 2 vi x 14 vién nén bao phim.
nammwuknm Fs i
TCCS o At v '
NHA SAN XUAT ndvdig (if

Novartis Farmaceutica, S.A.
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