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Vira dl 1 vién

160 mg
Vira a0 1 vién
chira trong nang mau uang @én tring nga.
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== i . a0 thant |m_' < 10 ml/ phut

\ & b&nh nhan suy gan ndng, xo' gan mat va bénh nhan b & mat & nhirmg bénh nha
'wm_ .-.0.mll!:nlwun nén virgt qua B0mg <t i

8 tudi: Lidu khéi dAu 14 40 mg mdi ngay mot 1An cho tré em can nang duéi 35 kg va
trong lgng 35 kg trdy Ién. Lidu nén duge didu chinh dya trlnmdtp irng cﬁz
n cru trong céc thir nghiém 18m sang vui 15ng tham khio bang dudi day.
a duoc nghién ciru va do a6 khong duoe khuyén khich ,

mi/ phit va bénh nhi bj loc than chwa dugc nghién ciru, do d6
\rng bénh nhan nay. Khdng can thiét phai diéu chinh lidu cho bénh nhan nhi c6 d&
Chure nang than va kali huyét nén duoc theo doi chit ché.
i suy gan
nhirng bénh nhan nhi bj suy gan néng, xo' gan mat va bénh nhan bj r
Isartan cho bénh nhan nhi co suy gan tir nhe dén trung binh. Liéu valsartan

ic sau nhdi méu co tim & tré em va thanh thiéu nién du6i 18 tudi do
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 sau nhdi mau co tim thudng din dén gidm phan ndo vé huyét Ap, nhing vide dirng didu tr
) dang didn tién thurdong khdng cAn thié mlgn 14 diing lidu theo ding hudng dén,

ap bd ba mdt chit trc ché men chuyén, thubc chen beta va valsartan cho thy khong co
op Ny con |am téng nguy co tdc dung phu va do a6 khéng nén khuyén khich.
bénh nhan bi suy tim. Banh gid bénh nhan bi suy lim phai lubn bao gbm danh gia

din dén nao v huybt ap, nhirng viée disng didu tr] valsartan do ha
cén mmﬁ’}'." ding lidu theo dang hudng din.

thudc vao cac hoat ddng cla hé théng renin-angiotensin-aldosterona (vi dy nhu

véi chAt e ché ACE c6 li8n quan véi thidu niéu va/ hodie tng ure huybt va (hidm

g. Valsartan & mot thubc (rc ché angiotensine angiotensin II, nén khéng thé duoe o

lién quan dén sy suy gidm chire ndng than.

anh mon, gdy tdc nghén dudmg thér va/ hodc sung mat, mdi, cb hong va/ hodc lud
. : mot 86 cac bénh nhan trede day ting bi phi mach khi ding
dn ngung ngay Iap tirc & nhirg bénh nhan bi phu mach, va

thét céc thubc dbi khang thy thé angiotensin (ARBs) bao gm valsartan véi cac thube phong
hod#c Aliskiren (xem phan twong tac thubc).

‘coi 12 cAn thidt, thi cAn phai gim sét chuyén mon va chirc ndng than, dién giai, huyét 4
khong nén diing ddng thdi & nhirng bénh nhan déi théo dutmg.

 thai creatinin <30 ml/ phit va bénh nhi bj loc than chwa duoc nghién ciru ddy di, do
bénh nhan nay. Khong cin thiét phai diéu chinh liéu cho nhan nhi cé 4§
in va kali huyét nén duoc theo dai chat ché trong khi diéu trj véi valsartan.
dung trong c4c diéu kién khac (sét, mat nuéc) do cé khd nang lam gidm chirc

3 mf"‘ll Ain

nhan nhi bi suy gan nang, xo' gan mét va bénh nhan bj or mat.
dén vira. V&i nhirng bénh nhan nay liéu valsartan khéng nén

2
3
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5i khang angiolensin voi cac thubc NS d&n dén tang nguy co
0 doi chirc néing than duoc nmkhl bi! alu hodic thay abi dibu tri &

s tinh a4 mmmma&mmmcﬁmdﬂmmw
tan. Do d6 khuyén khi ddi chn than néng a4 lithium t U khi
_.'nnwwnuoc?:wmmm&n&m'fmm i

moumnnwblmﬂmyummummhhnlnmmhmch

. hdp
B3 chét van chi n MRP2. Biu tr| ddng théi céc cht te ché
fifampin, ¢ nmt?mmy!nmmﬂwmﬂu Rfma:clr)co

‘dang ké, khong cb kha nang twong tac thube - mu&::w:wmﬂtm

P450. Mac du valsartan gén manh vao protein céc nghién
véi mot loat cac phan tﬁﬂcﬂng gan manh vae mmumt trong nhu

"m--mmenﬂn.mu&-m.mmmm

bénh nhan nguéi lén h , tAn suét chung ctia phén Gng c6 hai cia
tinh uﬁmmw:“fmuﬂthunmnrrm
ng toc.
_mwmmum&mmmmwwmwuwﬂ
(2 ').phbai&nmnoovumm,mngphaulu(zmmmc

Scanned with CamScanner




htt‘ra/trungtamthuoc.com/

[ Giam tiéu cAu
| Qua m#n bao gbm ca bénh huyét thanh

Tang kali huyét
Téng kali huyét, ha natri mau

Hoa mat

Ngat, dau dau
| Chong mat
| Suy tim

Ha huyet &p, ha huyét dp tu thé ding

| Budn nén, tidu chay

| T&ng céc chi s vé chirc nang gan

! ho bién Phi mach
roc biéf Phat ban, ngtra

Giam chire ndng than va suy than
Suy than cap, tang creatinine huyét
Tang nito ure hﬁl

> [ Sty nhuoe, mét méi
',baomobaesrcaoﬂcdmgkbangmngmudngappbeikmdmgmudc

mmmwm&nmawwm huyét 4p, cac ADR tuong dwong gira nhém diéu tri bing
0. Tén suét ADR khéng phy thude véo lidu, thoi gian didu trj, tudi, gioi tinh hodc ching téc.

, 1am gidm tri giac, truy tudn hoan va/hodc sbc. Néu moi ubng thude, cin gay
ﬁﬁd'ldimﬂdichrm déngmng

a cac md khac nhau, N8 ¢

p. La mdt chét c6 kha ndng gay co
n c6 tac dung gilr natri va kich thic tiét a
higu voi thy thé angiotensin 11. Thubc hoat ddng
iotensin 11. Néng 49 angiotensin 11 trong huyét th
¢ hoamuméammumémemcmm
y%lmuth&mnh c6 4i Iy trén thy thé AT1 K

k&mcm: mmumm

Scanned with CamScanner



ﬁ@s://trungtamthuoc.com/

microalbumin Wn 58 mg/ phut, amiodipine: 55,4 mg/ ghulj. 6 cao huyl ap hodc huydt 4p binh thuémg va chire

nang than binh creatinine mau <120 mmol / 1), Sau 24 tudn, UAE da gidm 42% (-24,2 mg / phat, 95% CI. -40,4 dén -
19,1) véi valsartan (p <0,001) va khodng 3% (-1,7 mg / phut; 85% ClI: - 56-14,9) v&i amlodipine mac di ty 1& gidm huyét 4p
trong duong & ¢d hai nhém,

Nghién ciru gidm Protein niéu cla valsartan OP) tiép tuc danh gia trén hidu qua gidm UAE cla valsarian trén 391 bénh
nhan 150/88 mmHa) cd tidu dudng loai 2, albumin nigu (trung binh 14 = 102 mg/ phit; 20-700 mg/ phit) va
chirc niing than hign thdi (a9 thanh creatinin trung binh = 80 mmol/ ). B&nh nhan dugc chon ngdu nhién didu tr & mét
trong 3 lidu valsartan (160, 320 va 640mg) va didu tri trong 30 tudn. Myc dich cia nghién ciru nay |4 dé xac dinh lidu tdi vy coa
valsartan d& gidm UAE & bénh nhan tang huyét dp c6 bénh tidu dudng tugp 2. O tudin thir 30, UAE 43 duoc gidm déng ké

36% 5o véi ban ddu véi valsartan lidu 160mg (95% Cl: 22-47%), va 44% v&i valsartan liéu 320mg (95% CI: 31-54%). Nhur
1idu valsartan 160-320mg lam gidm trén 1m sang UAE & bénh nhan tang huyét ap c6 tidu dudng tuyp 2

H
£
g
:

M3t nghién citu valsartan trong nhdi mau co tim (VALIANT) ng8u nhién, mu d6i, da qubc gia va c6 kiém chimng trén 14 703
nhan bj nhdi méu co tim cip tinh véi cac ddu higu, tridu chirng hay X quang 1 suy tim sung huyét va / hodc rbi loan chire

thét trdi (bidu hién nhu phan sult téng médu 40% biing cach chup X quang tAm thét trai bing dong vi phéng 13

siéu &m tim hodic chup mach thét tréi cdn quang). Bénh nhan al.rgc chon nglu nhién trong véng 12 gi¢r
nhdi mau co tim vao mét trong 3 nhém: nhém diéu trj bang valsartan, hodc captopril, hodc su

©4 hai. Théi gian diu tri trung binh 12 hai ndm. Théi diém két thic |2 khi bénh nhan tir vong.

phap
vong do tim mach, th&i gian ndm vién do suy tim, nhéi mau co tim tai phat, ngirng tim dwoc hdi sirc va dot quy khdng tir vong.
Tinh an toan cla valsartan 12 phu v&i dién bién 1am sang clia bénh nhan duoc didu tri sau nhdi méu co tim. Vé chirc nang
| than, creatinine huyét thanh téng gap dbi g thiy trén 4,2% bénh nhan didu tr| bing valsartan, 4,8% bénh nhan diéu tr| bang
valsartan +w va 3,4% bénh nhan didu trj bing c;gtopru. Ngung thubc do rdi loan chirc néng than xdy ra & 1,1% bénh
nhan dwoc diéu trj bing valsartan, 1,3% bénh nhan didu tri bing valsartan + captopril, va 0,8% bénh nhan diéu trj bang
| captopril. Nén d4nh gia chirc ndng than cla bénh nhan sau nhdi mau co tim.
Khéng c6 sir khac biét trong nguyén nhan tir vong, ty 1& tr vong do tim mach hodc bénh tat khi dung cung thudc chen beta vor
valsartan hodic captopril hoac két hop captopril va valsartan.

Val-HeFT 1a mét thir nghiém 1am sang da qudc gia, ngiu nhién, cé kiém soat, cla valsartan so voi gid duoc trén ti & mac N
inh va tir vong & 5010 bénh nhan suy tim theo phan loai clia NYHA trong d6 b Il (62%), 80 IIl (36%) va dd IV (2%) “3 33

' véi LVEF <40% va duong kinh trong cia tam thét tréi & thi tam trwong (LVIDD)> 2,9 cm/ m2. Phac A |
chét trc ché ACE (93%), thubc loi tidu (86%), digoxin (67%) va céc thubc chen beta (36%). Thoi gian theo

ai r rung binh hang ngay ciia valsartan trong thir nghiém Val-HeFT la 254mg. Nghién clru nay o |

céc nguyén nhan (thei gian dn dén tir vong) va ti I8 suy tim (thei gian dan dén digu tr TE}
m tir vong, ddt tir c6 hdi sirc, nhap vién vi suy tim, hodc w;zn tinh mach thuéc tang co bép RM
nhiéu hon ma knong ném vien. A
g tw (p = NS) & nhém diing valsartan (19,7%) va nhém gid duoc (19,4%). Loi ich dau & |
uy co nhap vién do suy tim 1an dau tién (13,9% so voi 18.5%). Két qua s gidm nguy ©A
ng va ty 1& mac bénh 1a 21,9% & nhom dmgia duoc so véi 25,4% & nhém ding -

' (%ms Cl: -6% @én 58%) (valsartan17,3% so véi

Q).

ta, i 1 t& vong do tét ca cac nguyén nhan 2

tir vong va ti 1& mdc bénh da duoc gidm dang

0 @1-_0%-:9\".#*383%1—_ .,
g'éél-lhlending v& g9 suy tim theo

W Gy ek
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ing di mxﬁn hanh & 90 b&nh nhan va 75 bénh nhan (udi tir 1-6 khéng c6 ré em dudi 1 tudi. Trong

! m Ua valsartan duoc khing dinh so véi gid duoe nhung idu dap ng khong duoe chirng minh
u cao valsartan co li8n quan véi gidm huyét 8p I6n hon, nhirng xu huéng dap (ng lidu da khéng

K Y ke va sy biét didu llr’ihs.u vdg gld durge khdng co ¥ nghia. Do nhirng mau thudn nay, valsartan

) 10 Ir xam phan 4.8).

Ce _ ﬂw&m n&li&n Uru ciia valsartan trong tht cd cac nhiém tudi tré em bj suy tim va suy tim sau

f mm Xem mem sir dung cho tré em.

e B DONG

‘Sau khi ubng valsartan don lidu, ndng @9 dinh trong huyét trong cila valsartan duge dat duge trong 2-4 gitr. Sinh khd dung

%lmmlim Khi dung valsartan ciing thire dn, dién tich duéi dwémg cong (AUC) bing khodng 40% va néng 46

et twong ao%.mlcdanbngdovalsanunumghuytwmmahlatwngtuchoca
om nhin d mﬂ si gidm AUG nay khéng kém theo gidm tac dung didu tri dang ké trén 13m sang, v) viy
ng valsartan cung hodc khong cung v thire an.

' &n dinh cuia valsartan sau khi tiém tinh mach 1A khodng 17 [it, cho thdy valsartan khéng phan b réng rai vao
an lién két manh vo1 protein huyét tuong (94-67%), chi ybu 14 albumin huyét thanh.

e chuyén dang sinh hoc & mirc 89 cao, chi ¢4 khodng 20% lidu ding duoc tim thiy doi dang cac chit
héa hydroxy da dwoc xac dinh trong huyét trong & ndng 88 thip (dudi 10% AUC cia valsartan).
12 hoat chét khéng c6 hoat tinh.

hoc phan ra theo ham s ma da bdi (t%a <1 h va t%40 khodng 9 h). Valsartan chis yéu duge thai trir

va nwéc tidu (khodng 13% lidu), chi yéu dudi dang khong abi. Sau khi tiém finh mach, 46 thann
MHM?Ithoﬁng_zl.fhvtdotha_nhthilcﬁalhﬁnﬁﬂ.szl!h(khwlgmwngdommm#mn
thal ol it

gior
\g 89 dinh va thoi gian ban thai cla valsartan trén bénh nhan suy tim 14 twong tur nhw trén Agual
Crmax cua valsartan tang mot céch tuyén tinh véi lidu tang trén pham vi liéu [am sang (40 -
Iy trung binh khodng 1,7. Hé sb thanh thai biéu kién cia valsartan sau khi udng 13

ng dén Ao thanh thai bidu kién & bénh nhan suy tim.

nhan cé sy lién quan
& bénh nhan suy than
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