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HUONG DAN SU DUNG THUOC

Rx - Thuéc’n;‘ly chi dung theo don thube /F‘ZTUE?S\\
1. Tén thudc: OCEVALSA CAPSULE ) F "“.)NG ry%:"
2. Céc dau hi¢u luu ¥ va khuyén cdo khi ding thudc: co PHAN |0
“P¢ xa tam tay cua tré¢ em” .‘5_7\ HOADUQC [»
“Poc ki hudng dan st dung trwdc khi dung” A TETNAM /g
3. Thanh pl‘lz‘“m cong thire thudc: Mbi vién nang cung chira; \%‘* 5
Thanh phan dwgc chat Ham lwgng
Valsartan 80 mg
Ta dugc vira di 1 vién

Thanh phin ti dwoc: Crospovidon, natri croscarmellose, lactose monohydrat,
microcrystallin cellulose, povidon K30, colloidal silicon dioxid, magnesi stearat, vo nang
cirng gelatin s6 0.

4. Dang bao ché: Vién nang cing (Vién nang cing sd 0 mau cam — tring, nang lanh lin
khong mép méo. Bot thudc trong nang khd toi, dong nhat, mau tring hay nga vang).

5. Chi dinh: Diéu tri trong cic treong hop

Téing huyét ap:

Diéu tri tAng huyét 4p & ngudi 16n va thanh thiéu nién tir 6 dén 18 tudi.

Sau nhoi mau co tim gan day:

Piéu tri bénh nhan trrdng thanh on dinh vé miit 1Am sang bi suy tim c6 triéu chirng hoiic
16i loan chirc ning tam thu that trai khong co triéu chimg sau con nhdi mau co tim gan
day (12 gio-10 ngay).

Suy tim:

Piéu trj bénh nhan truéng thanh bi suy tim ¢ tri¢u chirng khi khéng dung nap thudc irc
ché ACE hoic ¢ bénh nhan khong dung nap thuc chen beta nhu lidu phap bb sung cho
thudc trc ché ACE khi khdng thé sir dung thubc doi khang thu thé mineralcorticoid.

6. Cich dung va liéu ding:

Thudc dung duong uéng véi lwong nude thich hop, uéng valsartan khong phu thudc vao
bita an.

Tdng huyét dp:

Liéu khéi dau 1a 80 mg, 1 1an/ngdy. Thudc bit dau co tac dung: 2 tuin, tic dung toi da:
4 tuan. Trong trudng hop can thiét, cé thé dung liéu 160 mg, 1 lan/ngay. Liéu t6i da 1a
320 mg, 1 lan/ngay.

Valsartan ciing c6 thé dugc dung cung véi cAc thuoc ha huyét ap khic. Viée bo sung thuoc
loi tiéu nhr hydrochlorothiazid s& 1am giam huyét ap hon nita & nhitng bénh nhin nay.
Sau nhoi mau co tim gan day:

O nhitng bénh nhan 6n dinh v& mit 1am sang, cé thé bit diu diéu tri sém nhat 1a 12 gio
sau khi bi nhéi mau co tim. Sau liéu ban diu 20 mg x 2 1an/ngdy. valsartan nén dugc diéu
chinh 1én 40 mg, 80 mg va 160 mg x 2 1an/ngay trong vai tuin tiép theo. Licu tHi da 1a
160 mg x 2 lan/ngay.

Néi chung, bénh nhan nén udng liéu 80 mg x 2 1an/ngdy trong hai tudn sau khi bit dau
diéu tri va dat duoc liéu toi da 12 160 mg x 2 1an/ngdy sau ba thang, dwa trén kha ning
dung nap cua bénh nhan. Néu ha huyét ap co triéu chirng hoic 1di loan chirc ning thin
x4y ra, nén xem xét giam licu.
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va 160 mg x 2 1an/ngay trong khoang thei gian it nhit 2 tuin den lidu cao nhat tuy theo
kha niing dung nap cia bénh nhin. Cin cAn nhic viéc giam liéu thudc loi tiéu dung dong
thoi. Liéu t6i da hang ngay 1a 320 mg chia 1dim nhiéu Ian.

Valsartan c6 thé dugc dung cing voi cac ligu phap diéu tri suy tim khac. Khong nén phdi
hop 3 nhém thudc: Thude trc ché enzym chuyén angiotensin, thuoc chen beta va thudc
loi tiéu giit kali. PAnh gid bénh nhan suy tim phai ludn bao gdm danh gia chitc ning thin.
Thong tin bé sung vé cdc bénh nhéan dic biét

Nguoi cao tuéi: Khong cin diéu chinh 1iéu & bénh nhin cao tudi.

Suy thgn: Khong cin diéu chinh liéu dbi véi bénh nhin ngudi 16n co6 do thanh thai
creatinin > 10 ml/phut. Ch6ng chi dinh sir dung déng thoi valsartan vai aliskiren ¢ bénh
nhin suy thin (GFR < 60 mL/phut/1,73 m?).

Ddi théo dwong: Chong chi dinh sir dung dong thdi valsartan véi aliskiren & bénh nhan
dai thao duong.

Suy gan: Valsartan chong chi dinh ¢ bénh nhan suy gan ning, xo gan mat va ¢ mat. O
nhitng bénh nhan suy gan nhe dén trung binh khong c6 r mat, liéu valsartan khong dwoc
vuot qua 80 mg.

Tré em

Tré em va thanh thiéu nién tir 6 dén 18 tudi
Liéu khoi dau 13 40 mg x 1 1an/ngay cho tré ning dudi 35 kg va 80 mg x 1 lan/ngay cho
tré ning tir 35 kg tro 1én. Nén diéu chinh liéu dua trén dép @ng huyét ap. Liéu t6i da duoc
nghién ctru trong cac thir nghiém lAm sang

Can ning Liéu tdi da
> 18 kg dén < 35 kg 80 mg
>35kg dén <80 kg 160 mg
> 80 kg dén < 160 kg 320 mg

Tré em dwdi 6 tudi: P an toan va hiéu qua cua valsartan ¢ tr¢ em tir 1 dén 6 tudi chua
dugc xac dinh.

Stk dung ¢ bénh nhi tir 6 dén 18 tuéi bi suy than

Viéc st dung ¢ bénh nhi c6 d6 thanh thai creatinin < 30 ml/phit va bénh nhi dang chay
than nhan tao chua dwoc nghién ciru, do d6 khong khuyén cdo sir dung valsartan ¢ nhing
bénh nhin nay.

Khong can diéu chinh lidu & tré em c6 do thanh thai creatinin > 30 ml/phat. Cén theo doi
chit ché chirc niing than va kali huyét thanh.

Str dung & bénh nhi tir 6 dén 18 tudi bi suy gan:

Gidng nhwr & ngudi 16n, chéng chi dinh valsartan & bénh nhi bi suy gan ning, xo gan mat
va r mat. Kinh nghi¢m 1am sang st dung valsartan & tré em bi suy gan nhe dén trung binh
con han ché. Liéu valsartan khong duroc vuot qua 80 mg & nhitng bénh nhan nay.

Suy tim va nhéi mau co tim gan day ¢ tré em:

Valsartan khong dugce khuyén cédo dé diéu tri suy tim hodc nhdi mau co tim gan day & tré
em va thanh thiéu nién dudi 18 tudi do thiéu dir liéu vé tinh an toan va hiéu qua.
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7. Chong chi dinh:
Qua man véi valsartan hay bat ky thanh phan nao cua thube. , il “8‘%\-\
Bénh nhin suy gan ning, X0 gan mat, (t mat. A
Phu nit c6 thai trong ba thang giita va ba thing cubi cta thai ky. Wl HOA DU oc |3
St dung dong thoi valsartan véi aliskiren ¢ bénh nhan tiéu dudng hay'su han (18§ doO-
loc cau than (GFR) < 60 ml/phat/1,73 m?). NG
8. Cinh bao va thin trong khi dung thudc:
Tang kali mdu
Khong nén str dung dong thoi vdi thude bo sung kali, thude loi ticu giit kali, chit thay thé
mudi c6 chira kali hodc cac thudc khac c6 thé lam ting nong do kali (heparin, v.v.). Ngudi
bénh can theo dai dinh ky ndng do6 kali huyét thanh.
Suy giam chirc nang thdn
Hién tai khong c6 kinh nghi¢m ve viéc str dung an toan ¢ nhirng bénh nhan c6 do thanh
thai creatinin < 10 ml/phut va bénh nhin dang chay thin nhin tao, do dé nén thin trong
khi stt dung valsartan & nhitng bénh nhan nay.
Khong cin diéu chinh liéu dbi véi bénh nhan nguoi 16n c6 do thanh thai creatinin > 10
ml/phut.
Chéng chi dinh sit dung dong thoi cac thubc ARB - bao gdbm valsartan - hoic ACEI véi
aliskiren & bénh nhan suy thin (GFR < 60 mL/phut/1,73m?).
Suy gan
O nhitng bénh nhin suy gan nhe dén trung binh khong c6 & mat, nén than trong khi st
dung Valsartan.
Bénh nhdn bj suy giam mudi natri verhodc mat mede
O nhitng bénh nhan bi thiéu natri va/hoic mat nude nghiém trong, ching han nhu nhitng
ngudi dung thudc loi tiéu lidu cao, ha huyét ap ¢ triéu chimg c6 thé xay ra trong mot s6
truong hop hiém gip sau khi bit dau diéu tri bing valsartan. Sy suy giam natri va/hoic
thé tich nudc nén duogc diéu chinh trudc khi bt dau diéu tri bing valsartan, vi du bing
cach giam liéu thude 1oi tiéu.
Hep dong mach thdn
Than trong & ngudi bénh con mét thin va hep dong mach than hai bén hodc hep dong
mach thin mdt bén do d6 an toan chua duoc xic 1ap. Viée sir dung cac thudc trc ché hé
renin-angiotension- aldosteron néi chung cé thé lam ting ndng do creatinin huyét thanh
hodc ting nitrogen uré mau (BUN) ¢ bénh nhin hep dong mach than, Can theo ddi chit
ch& chirc ning thin & nhitng ngudi bénh nay khi diéu tri bang valsartan.
Ghép thgn
Hi¢n tai khong c6 kinh nghi¢m vé viée sit dung valsartan an toan ¢ nhitng b¢nh nhan vira
trai qua ghép than.
Cuwong aldosteron nguyén phdt
Bénh nhin cuong aldosteron nguyén phat khong nén diéu tri bing valsartan vi h¢ thong
renin-angiotensin cua ho khong dugc kich hoat.
Hep van déng mach chit va van hai ld, bénh co tim phi dai tic nghén
Gidng nhur tit ca cac thudc gidn mach khac, cAn dic biét thin trong khi chi dinh & nhiing
bénh nhan bi hep dong mach chu hodc van hai 14, hodc bénh co tim phi dai tic nghén
(HOCM).
Phuy nit mang thai
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dinh mang thal nén chuyen sang phucrng phép diéu tri chong ting huyet aE llflr%A DUQC v
duoc chlmg minh 14 an toan khi sir dung trong thai ky. Khi dugc chan doan \,t m@m /5
nging diéu tri bang AIIRA ngay lap tirc va néu thich hop, nén bt dau lidu p
Bénh nhdn sau nhoi méu co tim gan day

Sy két hop gitta captopril va valsartan khong cho thdy thém lgi ich 1am sang nao, thay
vao d6 nguy co xay ra cc tac dung phu ting 1én so véi diéu tri bing céc liéu phap trong
ting. Do do, khong nén két hop valsartan véi thudc rc ché ACE. Can than trong khi bat
dau diéu tri & bénh nhan sau nhdi mau co tim. Panh gia bénh nhin sau nhdi mau co tim
phai ludn bao gom danh gia chirc ning than. St dung valsartan & bénh nhan sau nhoéi mau
co tim thuong 1dm gidm huyét 4p, nhung viéc ngirng diéu tri do ha huyét 4p triéu ching
tiép tuc throng khong can thiét néu tun thu hudng dan dung thudc.

Suy tim

Nguy co phan tng bat loi, dic biét 1a ha huyét 4p, ting kali mau va suy giam chirc ning
than (bao gom ca suy thin cp), c6 thé ting 1én khi duoc sir dung két hop véi thude trc
ché ACE. O bénh nhén suy tim, sy két hop ba thudc trc ché men chuyén, thudc chen beta
va valsartan khong cho thiy bat ky 1gi ich 14m sang nao. Sy két hgp ny 15 ring lam ting
nguy co xay ra cic tac dung phu va do d6 khong duoc khuyén khich. Sy két hop ba loai
thudc trc ché ACE, thudc doi khang thu thé mineralcorticoid va valsartan ciing khong
dugc khuyén cdo. Viée sir dung cac phdi hop ndy phai ¢é sy giam sat cua chuyén gia va
phai duwroc theo ddi chit chd thudng xuyén chirc ning than, dién gidi va huyét ap.

CAn than trong khi bit diu diéu tri & bénh nhan suy tim. PAnh gid bénh nhan suy tim phai
1u6n bao gdom danh gia chirc ning than.

Str dung valsartan & bénh nhin suy tim throng lam giam huyét 4p, nhung thudng khong
can thiét phai ngimg diéu tri do ha huyét ap cé triéu ching tiép tuc néu tuan thu hudng
dan dung thudc.

6] nhirng bénh nhan co chirc ndng than phu thudc vao hoat dong cua h¢ renin-angiotensin-
aldosterone (vi du bénh nhan suy tim sung huyét ning), diéu tri bing thudc rc ché ACE
c6 thé gy ra thiéu nidu va/hodc ting nito huyét va trong mot sd trudmg hop hiém gip 1a
suy than cAp hodc tir vong. Vi valsartan 13 thudc doi khang angiotensin IT nén khong thé
loai trir viée st dung valsartan c6 thé lién quan dén suy giam chic ning than .

Khong nén st dung ddng thoi thude e ché ACE va thudc trc ché thy thé angiotensin 11 &
bénh nhian mic bénh thin do dai tho duong.

Tién str phit mach

Phu mach, bao gbm sung thanh quan va thanh méon, giy tic nghén duong thd va/hoic
sung mit, moi, hong vi/hodc ludi di duoc bdo cdo ¢ nhitng bénh nhan diéu tri bing
valsartan; mdt s6 bénh nhin truée day di bi phu mach khi dung cc thudc khac bao gom
ca thudc trc ché ACE. Nén ngirng dung valsartan ngay lap tirc ¢ nhitng bénh nhan bi phu
mach va khong nén dung lai valsartan.

Phong toa kép hé thong Renin-Angiotensin-Aldosterone (RAAS)

C6 bang ching cho thiy viéc str dung dong thoi thude e ché ACE, thudce wre ché thy thé
angiotensin II hoc aliskiren 1am ting nguy co ha huyét 4p, ting kali mau va giam chirc
ning thin (bao gdm ca suy than cip). Do do, viéc phong toa kép RAAS théng qua viéc
sit dung két hop thude trc ché ACE, thudc tic ché thu thé angiotensin II hoic aliskiren
khong duoc khuyén khich.
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Néu liéu phap phong toéa kép duoc coi 14 thuc sy can thiét, diéu nay chi nc :
dudi sur giam sat cua chuyén gia va phai dugc theo doi chit ché thudng XLWC ) 9]31%% { b
than, dién giai va huyét ap. Khong nén su' dung dong thyi thudc tre ché AC vathuoonac\ |
ché thu thé angiotensin II & bénh nhan mdc bénh than do d4i théo duong = \ HOA DUQC »*
Chéng chi dinh sir dung dong thoi thude dbi khang thy thé angiotensin (A E .W%T NosIdo
valsartan - hodc thudc rc ché men chuyén angiotensin (ACEI) v6i allsklren&_
dai thao dudng hodc suy than (GFR < 60 mL/phut/1,73m?).
Bénh nhdn tré em
Suy giam chirc nang than
Vi¢ce str dung ¢ tr¢ em ¢¢ do thanh thai creatinin < 30 ml/phit va tré¢ em dang chay thin
nhan tao chira dwoc nghién ctru, do d6 khong khuyén cdo sir dung valsartan 6 nhitng bénh
nhin nay. Khong cin diéu chinh liéu d6i véi bénh nhi c6 d thanh thai creatinin > 30
ml/phit. Cén theo ddi chit ché chiic ning thin va kali huyét thanh trong qua trinh diéu tri
bing valsartan, Diéu nay dic bidt 4p dung khi dung valsartan khi ¢6 cc tinh trang khac
(s6t, mat nurdc) co kha ning lam suy giam chirc ning than.
Chdng chi dinh sir dung dong thdi cic thudc valsartan voi aliskiren & bénh nhan suy thin
(GFR < 60 mL/phut/1,73m?).
Suy giam chirc ning gan
Gidng nhir & ngudi 16n, chéng chi dinh valsartan & bénh nhi bi suy gan niing, X0 gan mat
va r mat. Kinh nghiém 14m sang st dung valsartan & tré em bi suy gan nhe dén trung binh
con han ché. Liéu valsartan khong duoc vuot qua 80 mg & nhitng bénh nhan nay.
Thudc ¢6 chira lactose nén can than trong v&i bénh nhan ¢6 van dé dung nap galactose di
truyén (hiém gip), thiéu hut men Lapp-lactase hoic kém hip thu glucose-galactose
khong nén ding thudc nay.
9. Sir dung thudc cho phu nir ¢6 thai va cho con bu:
- St dung thudc cho phu nir c6 thai:
Khong nén sit dung thudc trong ba thang diu cia thai ky. Chong chi dinh sit dung trong
3 thang giita va 3 thang cudi cta thai ky.
- St dung thudc cho phu nir dang cho con bi:
Do khong c6 thong tin lién quan dén viéc str dung valsartan trong thoi ky cho con bi, nén
khong khuyén cdo str dung valsartan va cac phuong phap diéu tri thay thé bing thuoc
khac an toan hon trong thoi gian cho con b1, dic bi¢t khi dang nuoi tr¢ so sinh hodc tr¢
sinh non.
10. Anh hwéng cia thude 18n kha niing Lii xe, vin hanh miy méc:
Chura c6 nghién ctru vé anh hudng cua valsartan 1én kha ning 1ai xe va van hanh may
moc. Khi 1ai xe hodc van hanh may méc, cin hru v rang doi khi chong mit hoidic mét moi
c6 thé xay ra.
11. Twong tic, twong ky ciia thude:
Phong téa kép hé thong Renin-Angiotensin (RAS) biang ARB, ACEI hodc aliskiren:
Chdng chi dinh st dung dong thoi thude doi khang thu thé angiotensin (ARB) - bao gom
valsartan - hodc thudc rc ché men chuyén angiotensin (ACEI) véi aliskiren & bénh nhan
dai thao dudng hodc suy thin (GFR < 60 ml/phat/1,73m?).
Sit dung dong théi khong dwec khuyén khich
Lithi: Dung dong thoi vdi valsartan 1am ting ndng do lithi trong mau, dan dén ngd doc
lithi. Theo d&i chit ch& ngwdi bénh, giam sat biéu hién dbc tinh cua lithi va néng do lithi
huyét tuong.
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Thudc loi tiéu giit kali, chdt bé sung kali, chat thay thé muoi c6 chu’a. el Ve
khéc co thé lam ting nong do kali: Néu mot thude anh hucmg dén ngn '"0 i dwod,coi
14 can thiét khi két hop véi valsartan thi nén theo d&i nong do kali Efe g I@Wapmppn
Cin thin trong khi sir dung dong thoi ey HOA DUOC |#
Thudc chong viém khong steroid (NSAID), bao gom thuéc vrc ché G (% \QEC};MM &
acetvisalicylic >3 g/ngay) va NSAID khong chon loc \'\'IG
Khi dung dong thei thube ddi khang angiotensin IT véi NSAID, tic dung ha huyét 4p c6
thé giam di. Hon nita, viéc sir dung dong thoi thuée d6i khang angiotensin IT va NSAID
c6 thé 1am ting nguy co suy giam chirc ning thin va ting kali huyét thanh. Do do, nén
theo di chirc ning than khi bat diu diéu tri cling nhw cung cap du nuwéc cho bénh nhan.
Chdt van chuyén

Dir liéu in vitro chi ra ring valsartan 13 co chét cua chit vin chuyén hip thu vao gan
OATP1B1/OATP1B3 va chit van chuyén dong ra khéi gan MRP2. Sy lién quan 1am sing
cua phat hién nay van chua dwoc biét. Str dung ddng thoi cac chat e ché chat van chuyén
hép thu (vi du rifampin, ciclosporin) hoic chét van chuyén dong ra ngoai (vi du ritonavir)
c6 thé 1am ting ndng d6 toan thin cua valsartan. Thuc hién chim séc thich hop khi bat
dau hoic két thuc diéu tri dong thoi vdi cac thude do.

Thuéc khac

Trong cic nghién ciru vé twong tic thudc vdi valsartan, khong tim thiy tuong tic c6 v
nghia 1Am sang vd&i bat ky chit nao sau day: cimetidin, warfarin, furosemid, digoxin,
atenolol, indometacin, hydrochlorothiazid, amlodipin, glibenclamid.

Tré em

Trong bénh ting huyét 4p & tré em va thanh thiéu nién, noi thuong gip cic bit thudng
tiém an ¢ than, nén than trong khi sir dung dong thoi valsartan va cac thudc rc ché hé
thong renin angiotensin aldosteron co thé lam ting kali huyét thanh. Can theo di chit
ch& chirc ning thin va kali huyét thanh.

Twong ky: Do chua c6 nghién ctru diy du vé trong ky cua thude, nén khong tron thude
dung véi cac thudc khéc.

12. Tic dung khéng mong mudn cia thuéc (ADR):

Tan suat ADR khdng lién quan dén liéu dung, thoi gian diéu tri hay gi6i tinh, ching toc.
Poi véi chi dinh ting huyét ap

Réi loan hé thong mau va bach huyét

Khong biet tan sudt Giam hemoglobin, Giam hematocrit, Giam
bach cau, Giam ti€u cau

Roi loan hé thong mién dich

Khéng biét tan sudt Qua man bao gém bénh huyét thanh
R&i loan chuyén héa va dinh dwdng

Khéng biét tan sudt Tang kali huyét thanh, ha natri mau
Roi loan hé théng tai va mé cung

It gap, >1/1000 dén < 1/100 Chong mit

Robi loan mach mau

Khong bict tan sudt Viém mach

Réi loan hé hip, ngwe va trung that

It gip, >1/1000 dén < 1/100 Ho

Roi loan tiéu hoa
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It gip, >1/1000 dén < 1/100
Réi loan gan mit

Khong biét tan suat

Réi loan da va mé dwéi da
Khéng biét tan sudt

Réi loan co xwong va md lién két
Khong biét tan suat

Réi loan thin va tiét niéu

Khéng biét tan sudt

77 / |
Dau bung ’/ -/ CONG TY NN

[ co F'HAN ‘”

Tang gia tri chire ning gan ba@“g i ut\ uuu
bilirubin huyét thanh /5
wA T Q X

Phu mach, viém da bong nudc, phat ban, ngira
Pau co

Suy than va suy giam, ting creatinin huyét
thanh

Réi loan chung va tinh trang tai chd ding thudc

It géip, >1/1000 dén < 1/100

Mét moi

- Vi chi dinh sau nhdi mau co tim va/hodc suy tim

Réi loan hé thng m:iu vi bach huyét

Khéng biét tan sudt
Réi loan hé théng mién dich

Khéng biét tan sudt

Réi loan chuyén hoéa va dinh dwdng

It gdip, >1/1000 dén < 1/100
Khéng biét tan sudt

Réi loan hé than kinh

Thiromg gdp, >1/100 dén < 1/10
It gip, >1/1000 dén < 1/100
Roi loan hé théng tai va mé cung
It giip, >1/1000 dén < 1/100
Roi loan tim

it gip, >1/1000 dén < 1/100
Roi loan mach mau

Thiromg gdp, >1/100 dén < 1/10
Khong biét tan suat

Réi loan hé hip, ngwe va trung that

it géip, >1/1000 dén < 1/100
Roi loan tiéu hoa

It gip, >1/1000 dén < 1/100
Réi loan gan mit

Khong biét tan suat

Réi loan da va mé dwéi da
it géip, >1/1000 dén < 1/100
Khéng biét tan sudt

Réi loan co xwong va mé lién két

Giam tiéu ciu
Qua man bao gém bénh huyét thanh

Tang kali mau

Tang kali huyét thanh, ha natri mau

Chong mit, chong mit do tur thé
Ngét, Bau dau

chong mit
Suy tim

Ha huyét ap, ha huyét ap thé dung

Viém mach

o

Budn ndn, tiéu chay

Tang gia tri chire ning gan

phu mach

Viém da bong nmude, phat ban, ngira
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Khéng biét tan sudt Dau co

A n AL an PPy
Roi loan than va tiet niéu P )(LL_U_Q::’IS\
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Hwéng dan cach xir tri ADR

Ngirng sir dung thuoc khi gip cac tac dung khong mong mubn trén, héi v kién cuia bac s§
hay duoc sy va dén trung tam v té gin nhat.

Theo ddi sat cac ADR dé xir tri kip thoi. Xem xét ngirng valsartan va st dung cac thudc
khac thay thé.

13. Qud lidu va xir tri:

Tri¢u chitng qua liéu: Triéu chirng qua liéu valsartan bao gom ha huyét 4p ning, giam v
thirc, suy tuan hoan cé thé kém theo sdc.

Xir tri: Néu xay ra ha huyét 4p triéu chirng, cAn dit ngudi bénh trong tu thé nim ngira,
dau thip, truyén tinh mach dung dich natri clorid 0,9%. X tri qua lidu phu thudc vao
thoi gian ding qua liéu thudc, biéu hién va mirc do niing cua cac triéu chirng, nhung bién
phap quan trong nhét 14 6n dinh huyét dong cho ngudi bénh,

Tham tach mau khong loai bé dwoc valsartan.

14. DPic tinh dwgc lyc hoc:

Nhém duge Iy: Chét doi khang thu thé Angiotensin 1L

Ma ATC: CO9CAO03

Valsartan 1 chit d6i khang chon loc thu thé AT; cla angiotensin IT.

Angiotensin I1 dugc tao thanh tir angiotensin I nhd xiic tic ctia enzym chuyén angiotensin
(ACE, kininase I1). Angiotensin I11a chat co mach chinh cua hé renin-angiotensin va ciing
kich thich vo thuong than tiét aldosteron gdy giit natri. Valsartan ngin chin tic dung co
mach va bai tiét aldosteron cua angiotensin Il b.'?mg cach ngan chin c6 chon loc lién két
angiotensin II véi thu thé AT trong nhiéu mé, ching han nhu co tron mach mau va tuyén
thuong than, do vay co tac dung lam giam huyét ap. Valsartan c6 ai lyc 1én thu thé AT,
manh gip khoang 20.000 14n so v&i 4i hre cuia thy thé AT,

Valsartan khong trc ché ACE, nhr vy khong wrc ché giang héa bradykinin va cic kinin
khac, do vay it lién quan téi phan ung ho.

Tac dung duogc ly:

Valsartan tic ché tic dung gay ting huyét 4p cua angiotensin II. Liéu 80 mg trc ché tic
dung ting huyét ap 80% lic dat dinh véi khoang 30% trc ché kéo dai cho t&i 24 gid.
Loai trir tic dung phan hodi nguge am tinh cua angiotensin II 1am ting néng do renin
huyét trong 1én 2-3 14n do vay lam ting ndng dd angiotensin I & bénh nhan ting huyét
ap. Sau khi uéng valsartan, nong do aldosteron huyét twong giam toi thiéu, it cé tac dung
1én nong dd kali huyét thanh.

15. Pic tinh dwoc dong hoc:

Hdp thu: Valsartan hip thu nhanh sau khi udng. Sinh kha dyng duong udng dat khoang
23%. Thoi gian dat ndng do cuc dai trong huyét twong trong khoang 2 dén 4 gio sau khi
dung thudc. Thirc dn c6 anh hudng bat loi dén hip thu cua valsartan, lam giam AUC
khoang 40% va giam ndng do cyc dai trong huyét twong khoang 50%, nhung ndng do
trong huyét twong sau khi uéng 8 gid twong tir nhau dit ngudi bénh déi hay khéng. Tuy
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vay, AUC giam khong kem theo giam tac dung 1am sang c6 v nghia, dp ;QONE RN
valsartan trong hodc ngoai bita an. i COPHAN |\
Phdn bé: Valsartan khong phin bd rong rii Vao cdc mo. Valsartan ﬁér\ Két At & :
protem huyét thanh (khoang 94 - 97%), chi véu lién két v6i albumin huyé EﬁlNAM G
Chuyén héa: Valsartan khong duoc chuyén héa dang ké, chi c6 20% heu i ;
dudi dang chit chuyén hoa. Mot chit chuyén hoa hydroxy da duge xdc dinh trong huyét
trong & ndéng do thip (dudi 10% AUC cua valsartan). Chit chuyén héa nay khong co
hoat tinh dugc ly.
Thdi trir: Valsartan duoc thai trir theo nhiéu pha (ti» alpha < 1 gid, ti2 beta khoang 9 gioy).
Valsartan thai trir chu yéu qua dudng mat vao phan (khoang 83%) nhung ciing qua thin
vao nudc tiéu (khoang 13% liéu), chi véu dudi dang khong d6i. Thoi gian ban thai cia
valsartan khoang 6 gio¢.
O bénh nhan suy tim:
Thoi gian trung binh dé dat dwoc ndng do huyét twong dinh va nira doi thai trir cia
valsartan twong tir nhu ngudi khoe manh. Tri s6 AUC va Cmax cna valsartan ting tuyén
tinh va hau nhir ty 18 vé6i liéu trong pham vi liéu 1dm sang (40 - 160 mg, ngay 2 14n). Ty
1¢ tich liiy trung binh khoang 1,7. Do thanh thai biéu kién cia valsartan sau khi uéng
khoang 4,5 lit/gior. Tudi khong anh hudng dén do thanh thai biéu kién ¢ ngudi suy tim.
Nguoi cao tudi:
Pi quan sat thiy nong do toan thin cua valsartan cao hon mot chut & mét s6 doi twong
cao tudi so voi ddi twong tré tudi, tuy nhién dicu ndy chua duge ching minh 1a c6 bat ky
y nghia 1am sang nao.
Suy giam chirc nang thdn:
Do thanh thai qua than chi chiém 30% tong do thanh thai trong huyét twong, khong thiy
moi twong quan gitta chirc ning thin va nong do valsartan toan than. Do d6 khong can
diéu chinh liéu 6 bénh nhan suy than (dd thanh thai creatinin > 10ml/phut). Hién tai khong
c6 kinh nghi€ém ve viéc sir dung an toan & nhitng bénh nhin cé d¢ thanh thai creatinin <
10 ml/phut va b¢nh nhan dang chay than nhan tao, do dé nén than trong khi sir dung
valsartan ¢ nhitng bénh nhan ndy. Valsartan gin két cao véi protein huyét trong va khé
c6 thé loai bo bing tham phan.
Suy gan:
Khoang 70% liéu hip thu duoc thai trir qua mat, chu yéu ¢ dang khong doi. Valsartan
khong trai qua bat ky bién doi sinh hoc dang chi ¥ ndo. P4 quan sat thiy ndng do (AUC)
ting gp d6i & bénh nhan suy gan nhe dén trung binh so véi ngudi khée manh.
Tuy nhién, khong thiy mdi tuong quan giita ndng do valsartan trong huyét trong véi mirc
d6 rbi loan chirc nang gan. Valsartan chwa dugc nghién ctru & bénh nhan 101 loan chirc
ning gan ning.
Bénh nhdn tré em:
Trong mdt nghién ciru trén 26 bénh nhi ting huyét ap (1 1 dén 16 tudi) ding mot licu
hén dich valsartan (trung binh: 0,9 dén 2 mg/kg, vdi liéu téi da 80 mg), do thanh thai
(lit/gid/ kg) cua valsartan tuong duong ¢ do tudi tir 1 dén 16 tudi va tuong tr nhr & ngudi
16n dung cung cong thirc.
Suy giam chirc ndng thdn o tré em
Vi¢c st dung ¢ bénh nhin tré¢ em ¢é do thanh thai creatinin < 30 ml/phut va bénh nhan
tré em dang chay than nhan tao chua dugce nghién ctru, do dé khong khuyén céo sir dung
valsartan & nhitng bénh nhin nay. Khong can diéu chinh liu & bénh nhan tré em c6 do
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16. Qui cach dong goi: i ol HOADUQC |%
Hop 1 tai x 10 vi (nhdém-PVC) x 10 vién (Hop 100 vién). LN VIET NAM /¢
Hop 5 vi (nhdm-nhém) x 10 vien (Hop 30 vidn). N\ \

17. Piéu kién bio quin, han dung, tiéu chuin chit lwgng cia thudc:
- Piéu kién bao quin: Noi khd, nhiét d6 dudi 30°C.

- Han dung: 24 thing tinh tir ngay san xuét.

- Tiéu chuin chit lwgng: TCCS.

18. Tén va dia chi co s& sin xudt:

CONG TY CO PHAN HOA DUQC VIET NAM

Dia chi: SO 192 phé buirc Giang, Phuong Thugng Thanh, Quan Long Bién, TP. Ha Noi,
Viét Nam.

S6 dién thoai: 024.36557429 S6 fax: 024.36557429.



