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Vaisartan 160

COMPOSITION : Each tabist contans
\alsartan 160 mg
Excipients .5 for ... 1 tablsl

INDICATIONS - CONTRAINDICATIONS -
DOSAGE - ADMINISTRATION -
PRECAUTIONS - SIDE EFFECTS

See enclosed leaflel.

STORAGE : Keap ina dry place,
do nol store above 30°C
Protect fram light

KEEP OUT OF REACH OF CHILDREN

READ CAREFULLY THE LEAFLET
BEFORE USE

SPECIFICATION : Manulacturer's

Manufactured by

SAVI PHARMACEUTICAL J.5.Co.
{ Satfopharm J.5.0)

Lot No. Z 01-02-03a, Tan Thian IZEPZ,
Dist. 7, Ho Chi Minh City
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TO HUONG DAN SU DUNG THUOC

Vién nén bao phim SaVi Valsartan 160

Rx Thudc bin theo don
CONG THUC
S ONRESEAN L e R R 160 mg
P T4 {1+ o1 s (1 e T b 1 vién

(Tink bét bién tinh 1500, celulose vi tinh thé 101, natri
croscarmelose, natri starch glycolat, polysorbat 80, silic
dioxyd, tale, magnesi stearat, opadry AMB yellow).

DANG BAO CHE: Vién nén dai bao phim

DUQC LY VA CO CHE TAC DUNG
Cao huyér ap:
Hormon cé hoat tinh cia hé renin-angiotensin-aldosteron (RAA)
la angiotensin 11, duge hinh thanh tr angiotensin 1. Angiotensin
I géin voi mot sb thu thé ddc hidu trén ming té bao & cac md.
Angiotensin I1 ca nhiéu tic dung sinh ly gbm ca su tham gia truc
tidp v gian tiép trong viéc diéu hoa huyét ap. La mot chit co
kha nang gy co mach, angiotensin 11 giy mot dap (mg tang ap
luc mach tryc tiép. Ngoai ra, no ¢ tac dung ting cudong gitr
mudi va kich thich bai tiét aldosteron. Valsarian dung duong
ubng co hoat tinh ddi khang dc higu véi thu thé angiotensin 11
{Ang.I1). Thubc hoat déng mot cach chon lpc trén thu thé AT,
(Angiatensin Il receptor type 1); thy thé nay Ifiém sodt hoat dong
cia Ang.IL Néng dd Angll ting trong huyét thanh khi thy thé
AT, bi tre ché bing valsartan din dén hoat hoa thy thé ATy thu
thé nay cé tac dung can bing véi thu thé AT, Valsartan khong
cé bit cir hoat ddng chi vén nao déi véi thu thé AT, nhung co i
lue vai thu thé AT, manh hon nhiéu (gip 20.000 lan) so véi thy
thé AT, Valsartan khong trc ché ACE, con goi la kinase H, co
tac dung chuyén Angl thanh Angll va lam thoai hoa
bradykinin. Vi khong cé tic dung lén ACE va khong hoat hoa
bradykinin hay chit P, cac chit déi khing Ang.Il khong c6 kha
ning gy ho. Trong cdc thir nghiém 1dm sing, valsartan duge so
sanh vai mét thude e ché ACE cho thiy ty 1& ho khan it hon
dang ké (2,6% so voi 7,9% tuang (mg P<0,05). Valsartan khong
gén két hodc chen cac thy thé hormon khdc hay cac kénh ion
dugc hit 1d quan trong déi vl viée dicu hod tim mach.
Vige ding valsartan cho cac bénh nhin ting huyét ap din dén két
qua la lam ha huyét ap ma khong anh hudng toi nhip tim,
Trén hau hét cdc bénh nhan, sau khi dung mot lidu duy nhit, téc
dung ching ting huyét ap dat duge trong vong 2 gior va ha huyét
4p tbi da dat dugc trong vong 4 — 6 gid. Tac dung chong ting
huyét ap duy tri trong hon 24 gio ké tir khi ding thude. Trong
qua trinh ding thube nhic lai, muc do 16i da giam huyét dp & bit
ky lidu nao dat duoc trong vong 2 —4 twdn va dugc duy tri trong
subt qua trinh diéu trj dai han. Néu dugc phoi hop voi
hydroclorothiazid thi ¢6 thé dat duogc mic ha huyét 4p thém
dang ké. )
Viéc ngumg ding valsartan dot ngdt khong lién quan dén ting
huyét ap dot ngt trdr lai hodc cac tac dung phu trén 1dm sdng.
Trong viéc nghién ctru da ligu trén bénh nhin ting huyét ap,
\vatsanan khéng co cac tac dung lén cholesterol todn phan,
triglycerid khi doi, duéng huyét khi déi hode acid uric.
Suy tim:
- Huyét dong hoc va ndi tiét t6 thin kinh:
Huyét dong hoc v ndi tiét 16 than kinh trong huyét tong duge
danh gia trén bénh nhin suy tim o I - IV (theo phin loai cia
NYHA) voi ép luc mao mach phdi = 15mmHg trong 2 nghién
cir ngﬁn han, didu trj kéo dai. Trong mot nghién ciru bao gf)m
bénh nhan diéu tri kéo dai voi chdt e ché ACE, don litu
valsartan va da liéu didu tri két hop valsartan voi mot thude e
ché men chuyén, da cai thién huyét ddng hoc bao gbm ap luc
mao mach phéi, ap luc dng mach ph-f‘)i trong thi tam truong, ap
luc dong mach phéi trong thi tm thu. Nong do aldosteron huyet
tuong va norepinephrin huyét tuong giam sau 28 ngay diéu tri.
Trong nghién ciu thir hai bao gdm nhimg bénh nhén chi dugc
didu trj bing chit irc ché ACE it nhit 6 thang trude khi dicu trj
voi valsartan; valsartan cai thién dang ké ap luc mao mach phé_i,
sirc bén thanh mach, cong suft tim va ap luc dong mach phoi
trong thi tim thu sau 28 ngay diéu tri. Trong nghién ciru Val-
HeFT dai han, norepinephrin huyét tuong va natriuretic peptid
ndo giam dang ké tir ndng dé ban ddu cua nhém diéu tri bing
valsartan so vai nhom gia dugce (placebo)

- Ty 12 mdc bénh va ty I¢ tr vong: )

Trong nghién ciru da qubc gia, c6 kiém soat va nglu nhign o
bénh nhan suy tim didu tri b?mg valsartan so vidi gia dugce vétinh
hinh mac bénh va ty 18 ur vong & bénh nhan suy tim dé I (62%);
I (36%) va IV (2%) theo phén loai cia NYHA vl LVEF(=
40% (Left ventricular ejection fraction) va duémg kinh tam thit
tral trong thi tAm truong (Left wventricular measurements
included the end-diastolic internal dimension; LVIDD) >
2.9cm/m?. Nghién ctu ngdu nhién trén 5010 bénh nhan & 16
nude, diéu tri bng valsartan hofic gia duge cing voi cic thude
diéu tri thich hop khac bao gdm chit e ché ACE (93%), lui tidu
(86%), digoxin (67%) va chen beta (36%).

Thari gian nghign cru trung binh gan 2 nim.

Lidu ding hang ngay cta valsartan 14 254mg cho bénh nhan suy
tim.

Nghién ciru da duara 2 két lufin chinh: moi nguyén nhan tr vong
(théri gian din dén tir vong) va ty 12 suy tim (théi gian bat diu
xudt hién suy tim) duge xac dinh gdm tr vong, dot L va co héi
sire, nhip vién do suy tim, hodc truyén tinh mach thudc ting
cudmg co bop tim hodc thube gian mach trong 4 gig hon hodic
khéng nim vién déu tuong tu & nhom diéu tri biing valsartan va
gia duge. Loi ich ddu tién 1 gidm 27,5% nguy co din dén nim
vién diéu tri suy tim ln ddu. Loi ich 16n nhdt cho bénh nhan la
khong cén phai diéu tri bing chit rc ché ACE hay chen beta; tuy
nhién ty ¢ rii ro khi‘diéu tri bing gid duoc cao hon nhom bénh
nhin duge diu tri két hep vai chen beta, mot chat (e ché ACE
va valsartan. Tuy viily rit kho nhan thay su khic nhau thue su
hay nhimg tic dung thay doi ciia hai nhém bénh nhén di duoe
dénh gia,

DUQC PONG HOC

Hap thu:

Sau khi udng, valsartan dugc hip thu nhanh chong, mac di
luong thude duge hip thu rat khac nhau. Sinh kha dung tuyét ddi
trung binh cda valsartan 1a 23%, Néng do huyét tuong & nir gidi
ciling nhur nam gidi. Khi ding valsartan véi thic dn, he s6 hién
thién dién tich duoi duimg cong ndng do theo thai gian (AUC)
cuia valsartan giam 48%, mac di sau 8 gior udng thuoc, nong do
valsartan trong huyét tuong tuong duong nhau ddi voi ngudi di
fin hoiic nhin déi. Mic dii giam AUC nhung khong giam ding ké
vé hiéu qua 1dm sing trong diéu tri, nén valsartan co thé duoe
ding cling hodc khang cung véi thire dn.

Phdn bé: Valsartan ¢6 kha nang gan két protein huyét tuong cao
(94% — 97%), chit yéu la albumin huyét thanh. Thé tich bén
vitng cta sur luu thing thip (khoang 17 lit). Valsartan khong
duge phin bd nhiéu trong mo.

Chuyén héa: Chi 20% liéu dimg valsartan duoe chuyén hoa.
Chét chuyén héa hydroxy duge tim thdy trong huyét tuong vdi
néng do thip (<10% AUC cta valsartan) va khng co hoat tinh.
Qua trinh chuyén hoa cia valsartan khong lign quan dén hé
cytochrom P430. Enzym chiju trich nhigm chuyén héa valsartan
chua duge xac dinh.

Thai tric: Valsartan ¢ dong hoc phén huy theo he s mi (L Ve 2a
<1 giovat % / 2P khodng 9 gio). HE so thanh thai huyét twong
la tuong dbi cham (khodng 2 lit) khi so sanh vai luu Juong tudi
méu gan (khoang 30 li/gidy). Sau khi dugc hip thu co khoang
70% valsartan duoc bai tiét qua phin va 30% qua nude tieu, chi
yéu la duéi dang khong dbi.

Duge dong hoc clia valsartan la duong tuyén tinh tuong (mg vai
cae liéu thir, Khéng co sy thay dbi vé& mat dong hoc ciia valsartan
khi ding nhic lai, va tich w rat it khi ding mot liéu trong ngay.
Thai gian trung binh dé dat néng dé dinh va thoi gian ban huy
clia valsartan & bénh nhan suy tim cling nhu & ngudi tinh nguyén
khoé manh 14 twong tu nhau. Gid tri AUC va Cmax ting theo
dudmg tuyén tinh va tuong (mg voi ty 1 tang lidu diéu tri (40 dén
|60mg ngdy 2 lan). Ty 1& tich ty trung binh vao khoing 1,7. He
sb thanh thai cia valsartan Ja xép xi 4,5 livgio. Tudi tac clng
khong lam thay déi hé 56 thanh thai cua bénh nhan suy tim.
Nhém diic bidt

- Nguii gia:

Su ng.’im doc toan than cia valsartan duge quan sat thay & mdt
56 ngudi lon tudi cao hem & nguoi tré twdi. Tuy nhién diéu nay
khéng co y nghia vé mit lam sang.

- Suy giam chire ndng thin:




Ngucrl ta cho ring thude bai tiét qua thin chi chiém 30% cia
tong hé s6 thanh thai coa huyét tuong, vi cling khéng co sur lign
quan gira chic ndng thin va su ngam dic toan thin coa
valsartan. Do vdy su diéu chinh liéu @ bénh nhin suy than la
khing cin thiét. Khang cé nghién ctru ndo da tién hanh chi ra
ring valsartan cé thé dao thai bing tham tach vi valsartan gin kit
manh v&i protein huyét tuong,

- Suy giam chire néng gan:

Khoang 70% lugng thude hﬁp thu duge dao thai qua duomg mat
chil yéu dudi dang khéng déi. Valsartan khong trai qua su bién
déi sinh hoc, nhu di du doan, su ngam doc toan thin do
valsartan khong lién quan dén misc dd suy giam chirc ning cua
gan. Khéng ¢in thiét didu chinh liéu valsartan cho bénh nhin
thiéu ning gan do nguyén nhin ngoai gan va khang bj or mit

CHI DINH

Valsartan duge chi dinh:

- chu tri ting huyét ap.

- Didu tri suy tim (d¢ 11 dén IV theo phén loai ciia NYHA - New
York Heart Association) trén bénh nhin diéu trj thong thuimg
nhu thube lgi tiéu, trg tim ciing nhu cac chit te ché ACE
(angiotensin-converting enzyme inhibitors) hodc chen beta, su cd
mat cia nhimg diéu tri chui’m khong bit budc. Valsartan bucde
déu lam giam thoi gian nim vién ctia bénh nhan suy tim; rdi lam
cham sur tién trién suy tim, giam nhe do suy tim chirc nang theo
phin loai clia NYHA, ting kha nang bom mau, gidm diu hidu v
tridu chimg cta suy tim va cai thién chiit luong cude sbng so voi
dang gia duge (placebo; xem phin Duge luc)

LIEU LUQNG VA CACH DUNG
Thudc nay chi ditng theo sw ké don ciia bic 57
Cch dimg:
Thude ding dudng ubng,

Liéu J’mg

- Cao huyét dp:
Liéu duge khuyén céo ciia valsartan 1a 80mg/ngay/mot lan, khéng
phin bigt ching toc, wbdi hodc gidi tinh, Tac dung chéng ting
huyét ap thé hién rd rang trong vong 2 twén 13 ddu va tac dung 1Hi
da dat sau 4 tudn,
(J nhimg bénh nhan co huyet ap khong duge kiém soat thoa dang,
liéu ding hang ngay co thé ting i 160mg; hodc co thé thém
thude lgi tléu

Khong cén diéu chinh litu ddi véi bénh nhin suy than hodc suy
gan (khéng do nguyén nhin mét va khong co mit).
Ciing ¢6 thé dung valsartan vai cic thube chéng tang huyét ap
khac.
- Suy tim:
Lidu ban diu duoc khuyén cao cla valsartan la 40mg = 2
]am‘ngay

Liéu dung cao nhit 1a 80mg — 160mg = 2 lan mdi ngay & bénh
nhan dung nap duge.
Nén giam liéu khi két hop vai thude loi tiéu. Lidu 16i da trong
ngay da huong din trong cac thu nghigm lim sang {d 320mg,
nhung phai chia thanh nhiéu lin dé uong.

Tinh an toan va hiéu qua cia valsartan chua xac dinh dugc trén
tré em

‘LIIOI\G CHI DINH
Qué min voi cic thanh phin cda thube.
Phu nir co thai va cho con bi.

THAN TRONG KHI DUNG THUOC

Mt mudi va/hode mdt dich::

(J nhimg bénh nhan mat mudi va/holic mat dich néing, néu dung
liéu cao thuéu lgi tiéu, co thé xdy ra ha huyél ip triéu chimg
trong mit sb trutmg hop hiém sau khi bude du didu tri bing
valsartan,

Nén chira mit muéi va/hodc mét dich trude khi diéu tri bing
valsartan, vi du bing cach giam lidu thube lgi tiéu, Néu xay ra ha
hu)et 4p, bénh nhan nén duge dé & ur thé nim ngira, va néu cén
thiét co thé truyen tinh mach dung dich mubi sinh Iy, Viée diéu
1ri 6 thé duge tiép tue khi huyét ap da 6n dinh.

Hep dgng mach than

Dung valsartan cho 12 bénh nhén ting huyét &p thir phat do hep
dong mach than mgt bén khong gay ra bt ky thay déi nao vé
huyét ddng hoc, creatinin huyét thanh hode uré huyét (BUN -
blood urea nitrogen). Tuy nhién vi cic thude khac dnh hudng
dén hé renin- angiotensin- -aldosteron co thé lam tang uré huyét va
creatinin huyét thanh & bénh nhan hep dong mach thin hai bén
hodic mot bén, nén cin theo ddi nhu 1& mgt bién phdp an toan.

Suy chure ndng thdn:

Khong cin diéu chinh liéu doi vei bénh mhan suy than. Tuy
nhién trong nhimg trudng hop nang (hé ) thanhy thai creatinin <
10 ml/phit) vi chua c6 s6 ligu nghién clru, nén ¢in thin trong.
Suy gan:

Khong céin diéu chinh liéu déi vai bénh nhin suy gan Valsartan
chit yéu duge dao thai qua mat dudi dang khong doi, va.o bénh
nhin c6 nhimg rdi loan gdy ir mat cho thiy co hé s6 thanh'thai
valsartan thép hon (xem Duoc ddng hoc). Nén dic biét than
trong khi dung valsartan cho nhimg bénh nhan nay

Suy rim:

Bénh nhan suy tim dugc diéu tri bing valsartan thuang bj ha
huyét ap. Khong cdn ngimg diéu tri khi ha huvét ap néu ding
liéu theo dang chi din. Nén than trong khi bit ddu tién hanh diéu
tri trén bénh nhén suy tim (xem Liéu lugng va cach ding).

La hiu qud cia su (e ché hé renin-angiotensin-aldosteron
(RAA), cic thay déi vé chire niing thin 14 tuy thude vao sy nhay
cim ctia mdi ca thé. O nhirng bénh nhan suy tim ning, chirc niing
thin cia ho co kha nang phii tuy thude vio hoat dong cua h¢
RAA; didu trj véi chit tre Lhc men chuyén angiotensin va thu thé
doi khang angiotensin co me din dén thiéu niéu hodc ting uré
huyét va (hiém) suy thin cép vivhodc tir vong,

TUGNG TAC VOT CAC THUOC KHAC, CAC DANG
TUONG TAC KHAC

Khéng co tuong tic thude déng ké nao trén ldm sang timg duge
thay. Nhimg thude di dugc nghién cir trong cac thir nghiém lam
sang bao gbm cimetidin, warfarin, furaseniid, digoxin, atenolol,
indomethacin, glibenclamid. Vi valsartan khong duge chuyén
héa & mot mic dj dang ké, nhimg tuong tac thube — lhubc lién
quan dén lim sang dudi dang kich thich hay trc ché chuyén hoa
hé cytochrom Paso khéng thav dbi vai wvalsartan. Miac du
valsartan co kha ning gin két cac protemn huyd tuong cao, cic
nghién ctru in vitro van chua cho thiy bit ky mét trong tac
thube ndo & ndng do nay vai mot loat cdc phiin tr cling gian két
protein manh nhu diclofenac, furosemid va warfarin

Vige ding dong thoi cac thudc leyi tiéu g,ur kali (vi dy;
spironolacton, triamteren, amilorid ...}, cdc thube hu sung kali
hodc cac chit mudi thay thé chira l\all 6 thé d'm dén tang kali
huyét thanh. Néu viée dung thude phdi hop 1a cén thiét thi vin
phai rdt cén trong,

TAC PONG CUA THUOC KHI LAT XE VA VAN HANI
MAY MOC
Do thuéc co cac tic dung phu nhu giy nhirc d’iu vi chodng ving
nén phai rit thin trong khi ding valsartan cho ngudi lai xe va vin
hanh may moc.
SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Thot ky mang thai
Do co ché hoat dong cua cac thude ddi khang angiotensin 11,
nguy co dbi vai thai khong thé duoc loai trir. Tac dung cia cic
thude e ché men chuyén angiotensin (ACE) cho ding trén phu
nit ¢o thai trong 3 thang gitra va 3 thang cudi duge bao co la da
giy thn thuong va chét dbi voi thai dang phat trlcn @ tr cung.
Ciing gidng nhur bét ky thude nao téc dong truc tiép trén hé renin-
angiotensin-aldosteron (RAA) khong nén cho dung valsartan
trong théi ky thai nghén. Néu phat hién thiy co thai trong khi
dang diéu tri, phai ngung dung valsartan cang som cang tot.

Thei ky cho con bii
Vén chua biét duoc valsartan ¢6 bai tiét qua sra me hay khéng,
Valsartan bai tiét duoc qua sira cla chudt nudi con bl Vi vy
khong nén ding valsartan cho nhitng nguoi me dang nudi con bu.

Théng bdo cho Bic st nhitng tdc dung Ahang mong mubn
gdap phai khi siv dung thudc

TAC DUNG I\HD\G MONG MUON CUA THUOC (ADR):
Trong thir nghiém doi chimg vai gia dugc, viée diéu tri bing
valsartan cho thiy ty 1& tong thé ctia cac tac dung phu so vai tac
dung cua gia duge nhu sauw:

Thieeng gdp, ADR = 1/100)
Thén kinh trung uvong: Nhirc dau (9,8%), choang vang (3.6%).
F1cu hoa: Tiéu chay (2,1%), dau bung (1,6%), budn non (1,5%)
Thén kinh - co va xuong: Pau lung (1,6%), dau khép (1,0%).
Ho hap: Nhi#m khuén dutmg hd hap trén (2,5%), ho (2,3%), viém
mii (2,0%), viém xoang (1,9%), viém hong (1.2%).

Khac: Nhidm virus (3,1%)

ft gap, 171000 < ADR < 1100
Phi, suy nhuge, mat ngil, phat ban, véu sinh Iy, chéng mat
Vin chua rd nhimg tac dung phu nay co phai la do valsartan gdy ra
hay khong.



Truéng hop rat hiém: phi mach, ngia v phin img qua man,
Truong hop chire nang than suy gidm rat hiém nhung ciing duoc
bdo cdo

Hicéng diin edch xi trf ADR: "
Ngung ding thude va phai tham vin voi bac sT dicu tri

QUA LIEU VA XU TRI

Mic dii chua cé nhidu kinh nghiém vé qua liéu valsartan, nhung
dau higu chinh co thé thiy 1a ha huyét ap ning. Néu mdi ubng
thuﬁc nén gy non. Mat khic, didu trj thong thuong 14 tién hanh
truyén tinh mach dung dich mudi sinh 1y.

Loc mau khong thé loai trir duoc valsartan.

DONG GOI: Hap 3 vi x 10 vién,
BAO QUAN: Béo quan & noi kho, nhiét do khong qua 30°C.
Tranh dnh sing.

m: PHONG

Sy e fwify

TIEU CHUAN AP DUNG: Tiéu chuén o0 s6.
HAN DUNG: 36 thing ké tir ngdy san xuit:

Bé xu tim tay cia tré em.
Doc i.j‘ hudng din s dung triede khi ditng.
Néu cin thém !héng rm, xin hoi i kién Bic si

TRACHE KIS TRON VIR
Sin xudit tai: CTY CO PHAN DUQC PHAM SAVI { SaWipharm j 5.¢)
Lo Z2.01-02-03a Khu Céng nghi¢p /KCX Tan Thuan, Q.7,
TP.HCM
DT +84 8 37700 142-143-144
Fax: +84 8 37700 145

Tp. H6 Chi Minh, ngay /U théng /2 nam 20/¢
KT TONG GIAM pOC

DS. NGUYEN HUU MINH




