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(Valsartan 160 mg)
Hop 1 vix 5 vién
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| Box 1 blister x 5 tabletd: 40 x 16 x 130 mm

Color Guide

Pantone 356C

Pantone Hexachrome Black C
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Valsartan 160 mg - wop 1 vi x 5 VIEN BAO PHIM
D Chél dél khéing hy 1hE Anglotensin Il D Thudc didu i idng huyél dp
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Shn xufl 13l
CONG TY THHH UNITED INTERNATIONAL PHARMA
Thil Diu MAL Tinh Binh Dudng, Vidt Nam
BT: 0820621000, Fax: 0830621010

Chi dinh, lidu ding, chéing chi dinh vi cdc théng tin khdc, xin xem
toa hudng din sir dung.

THANH PHAN BAo quin nal khd, nhigt d khang qud 30°C, trdnh dnh sdng.
M8i vidn bao phim chia:

Vilanan - m e et el 160mg  BE XATAM TAY 'nlé EM

T i e S visa di 1 vidn POC K¥ HUGNG DAN SU DUNG TRUAC KHI DUNG

SBK/ Reg. No:
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COMPOSITION
Each liim-coated tablel containg:

lations and other information, please
insart.

e, at temperatures not exceeding 30°C,

INDICATION

» Treatment of hypertension. It may be used alone or in
combination with other antihypertension medications.

READ THE PACKAGE INSERT
CAREFULLY BEFORE USE

left ventricular failure of left
ventricular dysfunctions following myocardial clion.

Barcode

1107 /XS 9195

%ﬁ Wﬂ Prescription medicine

Vaisartan 160 mg - Box OF 3 BLISTERS X 10 FILM-COATED TABLETS
< Angiotensin Il Receptor Antagonist 2 Anfihyperfensive 4
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Back Foil _ (Size: 135 mm)
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Pantone Hexachrome Black C

Tét ca c4c thong tin vé s 16, han dung s& dugc in phun hoic dap ndi trong qué trinh sén xuat theo théng tu

huéng dan ghi nhan thu6e s6 0
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& Thuéc bén thea don

Hyval

Valsartan 80 mg & 160 mg
; Vién bao phim
Chat d6i khang thy thé Angiotensin II/ Thudc diéu trj ting huyét d4p

THANH PHAN

M&i vién bao phim chita:

VAISAMAN ..ivuinviaiscsrmmincsssmsmaanivnss s issassssaessssnnsanessens 80 MG h0AC 160 mg
Té dugc: Pregelatinized Starch, Microcrystalline Cellulose, Crospovidone,
Croscarmellose Sodium, Colloidal Silicon Dioxide, Magnesium Stearate,
Opadry Trdng.

DUGC LYC HOC
Angiotensin |1 dugc hinh thénh tU angiotensin | trong phan dng xuc téc bdi
angiotensin-converting enzyme (ACE, kininase I}, 12 thanh phdn quan
trong trong sinh 1y bénh hoc cla tang huyét dp vd cla hé
rennin-angiotensin, vdi cdc tdc dong co mach, tdng hgp va gidi phéng
aldosterone, kich thich tim va tdi hdp thu natri d than. Valsartan hoat dgng
mét cdch chon loc trén thy thé AT1, thy thé nay kiém soat hoat dong clia
angiotensin |I. Valsartan thic ddy gian mach va lam gidm anh hudng clia
dosterone bing cach ngan sy gan két gira angiotensin Il véi thy the AT1
cdc md nhu cd tron mach méu va tuyén thugng than. Valsartan ¢d &i lyc
vdi thy thé AT1 nhiéu hon (khodng 20.000 I4n) so vdi thy thé AT2. N6ng d§
angiotensin Il 1ang 18n trong huyét tudng sau khi valsartan phong tda thy thé
AT1 c6 thé kich hoat thy thé AT2. Chat chuyén hod cla valsartan la mét
chat bat hoat, ¢é &i lyc vdi thy thé AT1 chi blng 1/200 I&n so vdi valsartan.
ACE ciing déng vai trd 1& ch&t xuc tc trong qua trinh thodi bién bradykinin.
Do valsartan khong tc ché ACE, nén né kndng anh huéng dén sy dép ng
clia bradykinin. Cho du sy khac biét ndy trén lam sang chua dugc biét dén
nhiéu nhung valsartan khéng g&n két hay phong téa thy thé cla céc
hormone khdc va cdc kénh ion ¢d vai trd quan trong trong cd ché diéu hoa
hé tim mach. Su phong bé angiotensin Il lam tc ché cd ché phan héi didu
hoa &m cla angiotensin 1én sy bai tiét rennin, tuy nhién t&ng hoat tinh
rennin trong huyét tuong va néng 4 angiotensin Il trong véng tudn hoan
khéng vugt qua hidu qué ha 4p cia valsartan.

DUGC BONG HOC
Sau khi uéng, valsartan dugc h&p thu nhanh chéng. Néng d¢ huyét tudng
valsartan dat dinh sau 2 dén 4 gid¢ W lic ubng. Sinh kha dyng tuyét déi cla
valsartan udc tinh khodng 23%. Vdi dang vién nén, thuc an lam giam AUC
40% va lam gidm Cmax knodng 50%. Thdi gian bédn thai clia thudc 13
khoang tif 5 dén 9 gid, véi ngudi suy théan |a 6,6 gid. Valsartan khéng ti
I0y dang ké trong huyét tuong vdi liéu 14p lai.
Phan bb: thé tich phan phéi trong gial doan &n dinh sau liéu tiém tinh/h3
& muc nhd (17 L), cho thdy valsartan khong dugc phan bd réng rai fagof
mo. Valsartan c6 kha nang gén két protein huyét thanh cao (94%
chl yéu I albumin huyét thanh.

Q:nuyén héa: enzyme chuyén héa cho valsartan chua dugc xédc

[}

ién c6 thé khong do enzyme cytochrome P450.Valsartan bj chuygronddt

hong déng ké va dugc bai tiét chl ySu qua dudng mat & dang knoRg-ggh

Thai trif: sy ddo thai chll yéu qua phan (83%) va nudc tiéu (13%). Béh
nhan loc than khéng thai trlr dugce valsartan,
C4c nghién cuu diéu tri da liéu trén bénh nhan tang huyét 4p cd suy than
én dinh va hep déng mach than, valsartan khong cé anh hudng lam séng
ddng ké trén db loc cdu than, dé thanh thai crealinin hodc luu lugng huyét
tuong tai than,

CHI BINH

o Tang huyét dp. Ding don trj liéu hay két hgp vdi cac thude khdc.

e Suy tim (d Il dén dd IV theo phan loai ca Hiép h$i tim mach New York
- NYHA).

« Bidu trj bénh nhan sau nhdi mdu co tim da én dinh c6
chuc nang that trai,

L)

LIEU LUGNG VA CACH SU DUNG

Tang huyét dp

o Li6u khdi d4u va duy tri & ngudi I6n: uéng 1 vién Hy
mg mét 1dn mdi ngay vdi don trj liéu & bénh nhan
gidm thé tich tudn hoan.

° Tacédung ha dp dat dugc rd rang sau 2 tudn va tdc dun
4 tuan.

« NBu khong ddp dng c6 thé tang liéu Ién dén 161 da 320 mg méin
k&t hgp thém thudc Igi tidu.

Suy tim

= Lidu khdl ddu khuyén cdo & ngudi Idn: 40 mg mai 12 gid.

o Liéu dung cao nhat |a 80 mg dén 160 mg hai ldn m&i ngay n
nhén dung nap dugc. Nén xem xét glam liéu néu két hop Igi ti

BTRUG

Sau nh8l méu cd tim

C6 thé bt ddu sdm 12 gl¢y sau nhél mau ca tim.

» Lidu khdl ddu uéng 20 mg mdl 12 gid, c6 thé ting liéu dén 40 mg udng
2 14n/ ngay trong véng 7 ngay.

o Liu duy trl: cé thé chinh liu d&n 160 mg uéng mdi 12 gid néu bénh
nhan dung nap.

Hodc theo sy hudng din cia thy thubc.

CHONG CHI B|NH

* Qué mén vdi bal cr thanh ph&n ndo cla thutc.

e Phy ni? mang thal: thu6c tdc déng 16n hé rennin-angiotensin trong sudt
3 thdng gida va 3 thang cudi thai ky gy gidm chudc ndng than cla thai
nhi, Iam t&ng 1l 18 t vong cla thai nhi va tré sd sinh. Ngung si thudc
ngay khi phat hién cé thai.

THAN TRONG

s Ha huyét 4p: ha 4p qud muc hiém khi xay ra (0,1%) d bénh nhan don
trj fidu vdi ting huyét 4p khdng bién chung. Thudng xay ra d bdnh nhén
b]égiém thé tich va/hay gidm mudl dang dugc diéu tr| cing vdi gl tidu
liéu cao.

= Suy gldm chuc néng gan, xd gan, tic m4t: phén Idn valsartan dugc
thal trd trong mé&t, bénh nhén suy gan muc &4 tU nhe dén trung binh, bao
gém nhilng bénh nhén réi loan tic nghén dudng mat cho thdy sy thanh
lhéisvalsartan thdp han. Cén chd ¥ d6l véi cc bénh nhén nay khi ding
thubc.

* Suy gidm chiic ndng thén —ting huyét dp: chua ¢6 nghién cdu vé viéc
sU dung valsartan trong thdi gian dai & bénh nhan hep dgng mach than
mot bén hodic ca hal bén, nhung dnh hudng tudng ty nhu cdc chét Uc
ché ACE cén dugc tién lugng trudc.

Hau qua clia sy Uc ché hé rennin-anglotensin-andosterone lam thay déi
chdc néng than cé hé dugc dodn trudc & cdc bénh nhan nhay cam.
Trén bénh nhén suy tim n&ng, chuc néng th&n cé thé phy thudc vao hé
rennin-angiotensin-aldosterone, do dé cé thé dén dén thiu nigu va/hoiic
tang uré huyét tién trién va (hi&m) véi suy than cép va/hodc tl vong.
Ngudi I6n tudi cé thé tang d§ nhay téc dung cla thudc, d4c bigt anh
hudng d&n than. C4n th4n trong vdi bénh nhan suy thin nang ¢6 hé s&
thanh thai creatinin < 10 mL/phut.

Thubc cé thé gay chéng mat, khéng vén hanh may méc hodc Idl xe khl
ng thuéc.

/g:'r dung cho phy ni cho con bii: hién chua biét valsartan cd dugc bai tiét

qua sida me hay khdng. Tuy nhién valsartan dugc phéan phéi trong stia clia
chudt cho con b, Vicde nguy cd c6 thé xay ra tac dyng khéng mong mudn
& tré b me, khuyén cdo khéng ding thuSe khi cho con bu.

Tré em & thiéu nién < 18 tudl: do an toan va hiéu qua chua dugc x4c dinh.

TAC DUNG KHONG MONG MUGN

[t g4p: dau bung, dau khdp, dau hong, ho, tiéu chay, chéng mat, mét méi,
dau ddu.

Hiém gép: pht mach, ha huyét 4p, gidm bach cu trung tinh.

Xin théng bao cho bac sTnhiing tdc dung khéng mong muén gap phal khi
dung thudc.

A LIEU VA CACH XU TRI

Ty vé quéd lidu & ngudi con han ché. Biu hién vé qud liéu hay gép nhat
3\ha huyét 4p va nhip tim nhanh; ciing cé thé g&p nhip tim cham do
thén kinh phd giao cidm (d&y thén kinh phé vi); chéng mit, hoa
ngét xlu. N&u triu ching qud li§u xay ra, phai diéu tri tridu chdng  *
| hd trg ngay.

&)/\am tang tdc dyng phy ha huyétdp.
ude/il kali, cdc ché phdm chia kali; [Am tang ndng dg kali mau.
Wasfarin: c6 thé 1am tang xét nghiém thdi gian prothrombin,

ubc khdng viém nhém Non-Steroid: ¢é thé suy gidm chic nang than, c6
thé gay suy than cép.
Mudl lithi; ¢6 thé 1am gidm dd thanh thai lithi, phéi kim sodt ndng d lithi
trong huyét thanh.

TRINH BAY
Hop 3 vl x 10 vién. Hop 1 vl x 5 vién.

BAO QUAN
Bao quan nai kho, nhiét d khong qué 30°C, tranh dnh séng.

HAN DUNG

-
¥ 24 thdng ké tU ngay san xust.

SU DYNG THEO PON CUA BAC ST
XA TAM TAY TRE EM

POC K¥ HUING DAN SU DUNG TRUGC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC ST

THUBC NAY czl
2]

San xudttal

i'l'UQ CUC TRUGNENG TY TNHH UNITED INTERNATIONAL PHARMA
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énh B ; n Bhu, Thanh Phd Thil DAu MQt, Tinh Binh Duang, Viét Nam
yuw ARl /4 /i ©T: 08-39621000, Fax: 08-39621010

WHO-GMP, GLP, GSP
s§ 7, Khu Cong Nghigp Vigt Nam-Singapore I,

Size: 196 x 280 mm




