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Rx Thu6c bin theo don
VALSARTAN 80 & VALSARTAN 160
Vién nén bao phim

THANH PHAN

Trong mdi vién nén bao phim chita:

- Valsartan 80: 80 mg valsartan.

- Valsartan 160: 160 mg valsartan.

T4 duge vita dii 1 vién gém: cellulose vi tinh thé, povidon K30, natri lauryl sulfat, crospovidon, magnesi stearal, silicon dioxyd, hydroxypropyl methylcellulose, polyethylen

glycol, talg, titan dioxyd.

DANG BAO CHE Vién nén bao phim

-Valsartan 80: Vién nén dai bao phim mautrdng, hai mttron

-Valsartan 160: Vién nén dai bao phim mau trdng, mot mat tran, mot mt c6 vach ngang é gitta

QSY CASH PONG GOI: Hop 2 vi, 3 vix 10 vién nén bao phim.(K&m & huéng dan st dung thudc). Hop 2 vix 14 vien nén bao phim.(Kem te huéng din st dung thusc).

DUQC LYC HQC

Valsartan 13 thudc di khang thy thé tuyp 1 cda angiotensin I (At,). Valsartan cé tdc dung dugc ly tiong W losartan; tuy nhién, khac véi losartan, valsartan khéng phdi tién chat

nén tdc dung dugc ly ctia thudc khéng phu thudc vao phdn ing thiy phan ctia gan.

Trong hé renin-angiotensin-aldosteron (RAAS), angiotensin | khéng c6 hoat tinh dugc chuyén thanh angiotensin Il nhd enzym chuyén angiotensin (ACE, kininase I1).

Angiotensin Il g&n v6i thy thé AT, gdy ra cdc ddp ung co mach, giy ting huyét &p, ddng thai kich thich tuyén thugng thdn tang tiét aldosteron. Valsartan dc ché chon loc

angiotensin |1 g&n vao thy thé AT, (di lyc ctia valsartan d&i véi thy thé AT, manh g&p 20 000 ldn so v6i AT,) & nhidu mé khdc nhau, trong d6 c6 co tron mach mau va tuyén thugng

than, it dé han ché cdc tdc dung gay ra bdi angiotensin 11, lam ha huyét 4p.

So sdnh v8i cdc thudc di khdng thy thé AT,, cdc thuéc tic ch& enzym chuyén angiotensin dc ché chuy&n angiotensin | thanh angiotensin Il khéng hoan todn vi angiotensin Il c6

thé dugc tao thanh thong qua cic enzym khdc khdng bj cdc thudc e ché ACE chen lai. Valsartan khdng tc ché gidng héa bradykinin, do dé, khéng giy cdc phdn ung bat Igi

nhu ho dai ddng lién quan dén qud trinh ndy thudng xdy ra véi cdc thudc tc ch& enzym chuyén angiotensin

Valsartan bt dau c6 téc dung khodng 2 gids sau khi udng, dat cyc dai sau 4-6 gids va duy tri téc dung trong 24 gid. Khi dung lidu 13p lai, tdc dung chéng tang huyét 4p thé hién ro

rétsau 2 twin, dat16i da sau 4 twan va dugc duy tri khi diéu trj dai ngdy. TT 1é ddy/dinh cda hiéu qud gidm huyét dp tam thu va huyét dp tam truang tuong tng |12 78% va 74% cho

thdy thudc c6 thé st dung 1 1dn/ngay trong kiém sodt huyét dp.

DUQC PONG HQC

Hip thu: Valsartan h&p thu nhanh sau khiudng. Sinh khd dung dudng usng dat khodng 25%. Thai gian datnéng dé cyc dai trong huyét tuong trong khodng tir 2 dén 4 gidy sau khi

diing thudc. Thic &n ¢6 dnh hudng bt Igi t6i hap thu ctia valsartan, [am gidm AUC khodng 40% va gidm ndng ddng cyc dai trong huyét wiong khodng 50%, nhung ndng dé

trong huy&t tong sau khi udng 8 gid twong t nhau di ngudi bénh déi hay khang. Tuy vdy, AUC gidm khéng kém theo tic dung lam sang c6 ngha, do d6 c6 thé udng Valsartan

trong hodc ngoai bita an. AUC va ndng dg ayc daitrong huyét tuong clia valsartan tang tuyé&n tinh véi lidu trong khodng lidu dugc khuyén cdo trén lim sang.

Phin bé: Valsartan lién két manh vdi protein huyét tuong (khodng 94-97%), chi yé&u lién két véi albumin va phan b khéng dang ké d cdc mb.

Chuyén héa: Valsartan dugc chuy@n héa khong déng k€, chi ¢ 20% liéu tim thdy dudi dang chat chuyén héa. Chat chuyén héa ctia valsartan 1a valeryl 4-hydroxy valsartan

khéng c6 hoat tinh xdc dinh dugc trong nudc li§u va phan. Hién chua xdc dinh dugc chinh xdc cdc enzym tham gia chuy&n héa valsartan nhung cé lhéyvalsarlan khéng dugc

chuyén héa qua hé enzym cytocrom P,

Thdi trir: Valsartan dugc thdi trir theo nhidu pha (1, alpha < 1 gig, t,,, beta khodng 9 gid). Valsartan thdi trir chli y€u qua dudng mét vao phan (khodng 83%) nhung ciing qua than

vao nudc tiéu (khodng 13% lidu), chd yéu dudi dang khong ddi. Thai gian ban thdi cda valsartan khodng 6 gid.

O bénh nhan suy tim: Thai gian trung binh d€ dat dugc ndng dé huyét tuong dinh va thai gian ban thdi cia valsartan twong ty nhu ngudi khde manh. Trj s6 AUC va C,,, cla

valsartan tang tuy€n tinh va hdu nhu ty 1@ v6i liéu trong pham vi Iam sang (40 - 160 mg, 2 Idn/ngdy). Ty I8 tich ldy trung binh khodng 1,7. D6 thanh thdi biéu kién cta valsartan

sau khiudng khodng 4,5 liy/gia. Tudi khong dnh hudng dén d6 thanh thii bidu ki€n & ngudi suy tim.

Ngudi cao tudi: G motss ngudi, ndng dd valsartan mau hoi cao hon ngudi tré, nhung khéng cd y nghia vé mat laimsang.

Suy thin: khéng c6 tuong quan nao gitta chitc nang than va ndng dé valsartan huyét tuang. Do d6, khéng cin diéu chinh liéu déi véi ngui bj t8n thuang thin (Cl,, >10 mi/plya

Hién nay chua cé dit liéu d6i v8i ngudi bénh cé Cl,, < 10 ml/phiit.

Do gdn manh vao protein huyét tuang, it c6 khd nang loai bd valsartan bang thdm phan.

Suy gan: Khodng 70% liéu hip thu dugc thii trir qua mdt, chii yéu dugi dang khdng déi. Valsartan khong tedi qua sy biéh sinh hoc manh. Vi vy khéng chinh\lied genh nhan

suy gan khong phdi do dudng mat hay khong phdi do sdi mat. AUC gap dai da dugc ghi nhdn & ngudi bj xo gan do mat hodc nghén mdt. Valsartan chua dugc nghién ciu & suy

gan nang.

CHiDINH

Tang huy&t 4p: Diéu trj tang huy&t 4p & ngudi I6n va tré em trén 6 wai. Diéu trj bénh than do ddi thio dudng 8 ngudi tang huyét dp

Suy tim: Didu trj suy tim 6 triéu ching khi bénh nhan khdng duge dung nap thude dc ché ACE hodc thudc hodc dai khdng thy thé aldosteron

Say nhdi mdu ¢ tim: Didu trj bénh nhan suy tim ¢6 triéu chitng 1am sAng hodc r8i loan chitc nang tam thu that trdi khéng binh thudng sau con nhdi mau catim (12 gid - 10 ngdy)

LIEU LUQNG VA CACH DUNG

Céch ding: Udng thudc diing gid, udng cdch xa bta dn va nén ding keém véi nuéc

Liéuding

Nguailén

Tang huy&t ap: Lidu khdi ddu 1a 80 mg, 1 ldn/ngdy. Téc dung chéng cao huyé&t &p thé hién rd trong vong 2 tudn va tdc dung ti da ghi nhdn sau 4 tudn. B3 véi bénh nhin chua

kiém sodt dugc huy&t &p thda ddng, c6 thé ting |&n 160 mg va t6i da 1a 320 mg

C6 thé dung valsartan két hgp véi cdc thusc chng tang huyét 4p khic hodc két hgp véi thudc lgi ti€u nhu hydrochlorothiazid

Suy tim: Liéu khdi ddu khuyén cdo 12 40 mg, 2 14n/ ngdy. N&u ngudsi bénh dung nap t8t véi thudc, cé thé ting 16i 80-160 mg, 2 ldn/ngay. Khodng cdch dé higu chinh liéu thudc

16i thiéu 12 2 tudn. Can xem xét gidm lidu cia thudc Igi tiéu diing ddng thai. Liéu18i da hang ngay 1a 320 mg, chia lam nhiéuldn.

Khéng nén phai hgp 3 loai thusc: Thubc tc ché ACE, thuéc chen beta va valsartan hodc thudc Igi tiéu tiétkiém Kali. Khi ddnh gid bénh nhan bj suy tim phdi luon bao gdm dénh
id chirc nang thin.

éau nhdi méugcd tim: 0 ngudsi bénh 8n dinh vé 1am sang, didu tri bAng valsartan c6 thé bt diu sém trong vong 12 gids sau nhdi mdu cotim. Liéu khdi ddu 1a 20 mg, 2 1An/ngay.

Ne&u ngudi bénh dung nap t6t véi thudc, c6 thé ting din t6i liéu duy tri 40mg, 80mg hay 160 mg, 2 lan/ngay. Ligu dich t8i da 1a 160 mg, 2 lin/ngay

Can nhdc gidm lidu khi ¢6 triéu chiing ha huyét &p hodc loan chic ndng than. Valsartan ¢6 thé ding chung véi cic thudc diéu tri nhdi mdu co tim khdc nhu thudc lam tan huyét

khéi, acid acetylsalicylic, thuSc chen beta, céc statin va thudc lgi ti€u. Khong khuy&n cdo phéi hgp véi cdc thuc tic ché& ACE. Khi ddnh gid bénh nhan bjnhdi méu co tim phdi

lun bao gdm ddnh gid chdc nang thin.

D& tuong dic biét: khéng cin didu chinh lidu ddi véi ngudi cao wdi, bénh nhin bj suy gidm chite ndng than hodc bénh nhén bj suy gan khéng do dudng mat va khang bj & mat

Ngusi cao tudi: Khong can diéu chinh liéu & bénh nhin cao twéi.

Suy thin: Khéng cin diéu chinh liéu cho bénh nhin cd do thanh thdi creatinin> 10 ml/phuit

Suy gan: Chdng chi dinh & bénh nhdn bj suy gan ndng, xo gan va suy gan kém theo ¢ mdt.

& benh nhan suy gan nhe dén trung binh khéng kem theo ¢ mat, lidu valsartan khdng dugc vugt qud 80mg.

Tréem

Tré em tir 6 - 18 tudi: Lidu khi diu 1a 40 mg/ 1dn /ngdy d&i véi tré ndng dudi 35 kg va 80 mg/ ldn/ ngdy d6i tré trén 35 kg. Liéu can dugc diéu chinh dya trén dép dng cda bénh

nhan. Liéu16i da dugc nghién cu trong cdc thit nghiém lam sang theo khuyén cdo sau:

Can ndng Liéu t6i da duge nghién ciru trong cdc thir nghi@m 1am sang
Tir 18 kg dén <35 kg 80 mg

Trén 35 kg dén <80 kg 160 mg

Trén 80 kg dén dusi 160 kg 320 mg

Liéu cao hon lidu dugc liét ké chua dugce nghién ciu va do dé khéng khuyén cdo.

Tré em dudi 6 tudi: DY an toan va higu qud cta valsartan & tré em tr 1 dén 6 wdi vin chua dugc xdc dinh.

Tré em tir 6 dén 18 tudi bj suy thin: Viéc sit dung & tré em c6 do thanh thii creatinin <30 ml/ phit va dang thim tdch mdu chua dugc nghién ciu. Do dé khong nén dang

valsartan & nhitng bénh nhan nay. Khéng cdn didu chinh lidu cho tré em c8 dg thanh thdi creatinin> 30 ml/ phit. Nén theo déi chdt ché chic nang thin va ndng dg kali huyét
» >
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ré em tr 6 d&€n'T8 tudi bj suy gan: Cang nhu & ngudsi I6n, valsartan chéng chi dinh & bénh nhan suy gan ndng, xo gan va suy gan kém theo ¢ mat. C6 rat it kinh
nghi¢m |am sang & bénh nhi bj suy gan t nhe dén trung binh. Lidu dung valsartan khéng dugc vugt qué 80 mg & nhiing bénh nhan nay.
CHONG CHI PINH
Qud min cdm véivalsartan hogc bt ky thinh phin ndo cda thudc.
Suy gan ndng, xagan tfc mat, & mat.
Phu ntt 6 thai (ddc biét trong 3 thang gitta va 3 thang cudi ctia thaiky).
Stt dung déng thi thudc dgi khéng thy thé angiotensin (ARBs) hogc thudc tic ch& enzym chuyén (ACEIs) véi Aliskiren § bénh nhan ddi thio dung tuyp 2
THAN TRONG
Thin trong 8 bénh nhan hep van dong mach chd hodc hep van hai I hodc bénh ly phi daicotim
Nguy cohg huyétdp & bénh nhin mit natri va/hodc mit djch
Ha huyé&t 4p ndng hi€m gap & ngudi bénh tang huy&t 4p khdng bigh ching. Ha huy&t dp c6 biéu hién triéu ching thudng xdy ra 8 ngudsi bénh c6 gidm khéi lugng tudn hoan do
stt dung thudc I¢iti€u lidu cao, c ch& d6 an han ch& mu6i, dang thim tdch mdu, tidu chdy hodc bén nén. & nhing ngudi bénh nay nén ba natri va/hoac bu nudc hodc gidm lidu
thudc lgi tiéu trugc khi bt ddu diéu trj bAng valsartan. Can theo ddi chit ché ngudi bénh trong giai doan dau didu trj.
Né&u xdy ra ha huy&t 4p c6 biéu hién tridu ching, nén dat ngudi bénh & i thé ndm ngura, ddu thap. Trong trudng hop ha huy&t 4p nang, cin bu dich bing truyén tinh mach dung
dich nau} clori? 0,9%. Ha huyét 4p thodng qua khéng b&t budc chdng chi dinh s& dung valsartan nhung cdn hiéu chinh lai lidu thuSc than trong sau khi huyét &p ctia ngudi
bénh da dndjnh.
Tang kali mdu
C6 nguy cotang kali mdu, dic biéttrén cdc bénh nhén suy tim hodc ngudi bénh c6 suy thin kem theo. Khéng nén sit dung ddng thai cdc thudc lgi ti€u gidt kali, cic ché phim b
sung kali hodc cdc thudc khdc cé khd nang tang ndng do kali huyét thanh (nhu heparin). Ngudi bénh cdn theo déi dinh ky néng d kali huyét thanh.
Bénh nhén cé vindé vé tim
Thén trong khi bt ddu diéu tri cho ngudi bénh suy tim hodc c6 d&u hidu lam sang rGi loan chic ndng tam that trdi sau nhdi mdu co tim do thudng xdy ra ha huyé&t 4p 8 nhing
ngudi béénh nay. Tuy nhién, khéng cin ngimg thudc néu lidu thudc dang & trong khodng liéu khuyén cdo. Can theo ddi chitché chifc nang thdn ctia ngudi bénh nay trong thai

ian diéutrj.
%‘énh nhédn cé vindé vé thin
Khang cin chinh lidu d&i v6i bénh nhén bj suy thdn. Tuy nhién, chuta c6 dit liéu vé cdc trudng hop suy thin ndng nén cdn thin trong véi ngudi bénh thin cé Cl, < 10 ml/phdt
hodc dang th&m tdch mau. Suy gidm chitc ndng than lién quan dén viéc stt dung valsartan ciing nhu cdc thuBc e ché hé RAAS néi chung chii y&u xdy ra trén ngui bénh suy tim
nang hodc cé cdc yéutd nguy co nhuhep dong mach thn, tidn sit suy than hodc stt dung dng thai véi cdc thude lgi tiéu.
Than trong & ngudi bénh con mdt thin va hep dng mach than hai bén hodc hep ddng mach thin mét bén do dg an todn chua duge xdc 1dp. Viec st dung cdc thusc tic ché hé
renin-angiotensin-aldosteron néi chung c6 thé 1am tang ndng dg creatinin huyét thanh hodc tang nitrogen uré mdu (BUN) & bénh nhan hep dong mach than. Cén theo doi chat
ché chic nang thin & nhiing ngudi bénh nay khi diéu tri bAng valsartan,
Ngudi bénh suy gannhe dén trung binh khéng m&c kem & mat.
Ngudi bénh cudng aldosteron nguyén phitdo hé RAAS khang dugc hoat héa & nhang bénh nhan nay.
Phirmach
Phi mach bao gém sung thanh quin va thanh mén, giy tdc nghén dudng thd va/hodc sung mat, mdi, cd hong va/hodc Iugi da dugc bdo cdo 8 bénh nhan dugc diéu trj véi
valsartan, mot s6 nhitng b@nh nhan nay truée diy da ting bj phti mach khi ding céc thudc khdc bao gém cd thudc ttc ch€ men chuyén angiotensin. Valsartan nén dugc ngung
ngay ldp tdc 8 nhing bénh nhan bj phi mach va khéng nén tai s dung nia.
THOIKY MANG THAI
Valsartan va cdc thudc téc dgng trycti€p trén hé renin-angiotensin-aldosteron ndi chung khisit dung & phu nit ¢6 thai trong ba thang gita va ba thdng cudi cia thai ky c6 thé gay
t8n hai cho thai nhi (suy gidm chitc nang than, it nuc 8i, cham c6t héa xuong so) va tré sa sinh (suy than, ha huy€t dp, tang kali huy&), tham chi cé thé gdy chét thai. Vi vay,
chdng chl dinh st dung valsartan cho phu ni c6 thai trong giai doan ba théng gitra va ba thang cudi thang ky. Khéng kl\uyé% cdo st dung valsartan trong ba théng dau thai ky.
Mac dit cdc nghién citu dich té hoc hién chua ching minh dugc nguy co gdy qudi thai khi st dyng thudc trong ba thang dau thai ky nhung khong thé loai trir hodn toan nguy ca
nay. Khi phat hién c6 thai, ngudi bénh dang diéu tri bing valsartan cdn ngitng ngay thuc va diéu trj thay thé bAing thudc khdc. Néu da sit dung thudc trong mdt thasi gian dai tir
ba théng gita thai ky, cdn sigu am kiém tra chic nang thin va chup so cda thai nhi. Tré sosinh c6 me sit dung valsartan trong thai ki mang thai cdn dugc theo doi chdt ché nguy
caha huyétdp.
THOIKY CHOCON BU
Dt liéu thyc nghi@m trén chudt cho thiy valsartan dugc bai tiét vao sta me. Hi¢n chua r6 li¢u valsartan c6 dugc bai ti€t vao stta me & ngudi hay khéng. Do nguy co bt lgi trén
tré bid me, nén ngitng cho con bi trong thi gian diéu trj bAng valsartan hodc ngitng thudc va didu trj thay thé bang thusc khéc.
NGUO1 LAI TAU XE VA VAN HANH MAY MOC: ciing nhu céc thudc chGng ting huy&t 4p khdc, cn thin trong khi I4i xe hodc van hanh mdy méc vi thuc c6 thé gay chéng
mat, nhidc ddu, mattap trung.
TUONG TAC THUGC
Lithi: Ding déng thasi véi valsartan lam tang néng d9 lithi trong mu, din dén ngd doc lithi. Theo dai chdt ché ngudi bénh, gidm st biéu hién ddc tinh lithi va ndng d lithi
huyét tuong.
Ali);kiren: El\éng khuy&n cdo dung ddng thdi véi valsartan do nguy co tang ndng dd kali huy€t thanh va tut huy& dp.
Viéc st dung ddng thai thudc dGi khang thu thé angiotensin (ARBs) hodc thubc ttc ché enzym chuyén (ACEIS) véi Aliskiren Ia chdng chidinh 8 bg¢nh nhan ddi thio dudng tuyp 2
Thubc ttc ché enzym chuyén angiotensin: Khdng khuyé&n cdo diing déng thaji véi valsartan do nguy catut huyét &p, suy than va tang ndng do kali huyét thanh.
Thu6c chéng tang huyét 4p nhém chen beta va chen kénh canxi: Diing déng thi véi valsartan lam tang téc dung ha huyét dp.
Thuéc Igi tiéu quai, thu6c Igi ti€u nhém thiazid: Ha huy&t &p c6 biéu hién triéu ching c6 thé xdy ra khi bit du st dung valsartan & nguai bénh dang dang thudc lgi tiéu ligu
cao. Ndng do kali huyétthanh c6 thé tang, gidm hoac khdng thay déi khi phdi hgp ty theo tifng ngudsi bénh.
Thudc lgi tiéu gitt kali, cc ché phdim b6 sung kali: Khdng khuyén cdo diing dong hai vdi valsartan do nguy cating néng do kali huy&t thanh va ting ndng d creatinin huyét
thanh & ngudi bénh suy tim.
Thubc chéing viém khéng cé cau tric steroid (NSAIDs): thin trong khi diing dong thdi véi valsartan do gidm téc dung ha huyét dp, l&ng nguy ca suy thin va ting ndng do kali
huy&tthanh. Vi vdy, cin theo ddi chic nang thén trong giai doan bt ddu diéu trj va bl nudc di cho ngudsi bénh c6 suy gidm khgi lugng tuan hoan.
Céc chatvan chuyén: diéu tri déng thasi v6i cdc chat de ché van chuyén thudc vao trong gan (rifamycin, ciclosporin) hodc chat van chuyén ra ngoai gan (ritonavir) c6 thé lam
tang néng do valsartan trong ca thé. Vi valsartan khong dugc chuyén héa & mot mic dd déng }cé, khang cé khd nang c6 tuang tac thudc - thude véi valsartan trén lam sang véi
thudc cdm ting hodc tic ch€ hé cytochrom P450. Mic du valsartan gdn manh vao protein huy&t wiong, cic nghién ciu in vitro khong cho thdy twang téc nao & dang nay véi mot
loat céc phan W ciing g&n manh vao protein huyét wong nhu diclofenac, furosemide, warfarin.
TAC DUNG KHONG MONG MUON (ADR)
Thuong gap, ADR > 1/100
TKTW: Hoa mt, chéng mat, mét, dau diu.
Thin: Tang uré mdu.
ftgap, 1/1000 <ADR < 1/100
Tim mach: Ha huyét dp, ha huyé&t &p wrthé, ngat.
N9i tiét va chuyén hoa: Tang kali mdu.
Tiéu héa: Tiéuchdy, daubung, budn nén, dau bungtrén.
Méu: Gidm bach cdutrung tinh.
Co xuong: Daukhdp, dau lung.
M3t Nhin ma.
Than: Tang creatinin mdu, 18iloan chitc ndng than.
H6 hdp: Ho khan.
Khdc: Nhiém virus.
Hiémgap, ADR < 1/1 000
Mién dich: Phdn dng djing, ngira, phdt ban trén da, phdn dng phdn v&, phtt mach, tang nhay cdm vdi dnh sdng, rungtéc.
Méu: Thigu mdu, thi€u méut€ bao nhd, gidm hematorivhemoglobin, gidm tidu cu.
Than kinh: Lo du, lama, matngd, di cdm, bat lyc.
Tiéu héa: Chan an khé miéng, rdi loan vj gidc, tio bén, khé tiéu, ddy hoi, non.
H6 hap: Khé th.
Gan mat: Viém gan, cdc chlsd xét ngiém chidc nang gan tang.
Than kinh-coxuong: Co co, dau cg, tiéu co van cdp.
Timmach: Danh tréng ngyc, dau ngyc.
QUA LIEUVA XU TRI : '
Triéu ching: gdmha huy&tdp ndng, nhip timnhanh, gidmy thic, tryy wdn hoan ¢6 thé kem theo séc. Chim nhip tim ciing c6 the
Xt tri : phy thude vao thasi gian dang qud lidu thudc, bidu hign va mic dd ning cia cdc trigu chiing, nhung bién phdp quan tror
N&u mi udng thudc c6 thé cdn gay non. Néu xdy ra ha huy&t §p triéu ching, can ddt ngudi bénh trong tthe ndm ngda, déu thdp, t
Tl\fi:m téch mdu kh(‘)ng chic loai bd dugc valsartan.
PIEUKIEN BAO QUAN Bdo quan kin & nai khé rdo, nhiét do dugi 30°C va trdnh dnh sdng.
HAN DUNG 36 thang ké tif ngay sdn xudt.
TIEU CHUAN AP DUNG Tiéu chudn cosd. SR

xdy ra ich thich thin kinh phé giaocdm.
& 1a 6n dinh huyét dong cho ngudi bénh.
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T3 HUGNG DAN SU DUNG THUGC GMP-WHO
Danh cho bénh nhan

VALSARTAN 80 & VALSARTAN 160
Vién nén bao phim

Thudc nay chi dugc ding theo don clia bacssy.

Pocky huéng din sit dyng trugc khi dung.

P& xatimtay tré em.

Théng b4o chobac sy hodc dugc sy nhitng tic dung phy khdng mong mudn gip phai khi sir dung thuc nay.

THANH PHAN

Trong mdi vién nén bao phim chita:
e Valsartan 80: 80 mg valsartan.

e Valsartan 160: 160 mg valsartan.
T4 dugc vita di 1 vien gdm: cellulose vi tinh thé, povidon K30, natri lauryl sulfat, crospovidon, magnesi stearat, silicon dioxyd, hydroxypropyl
methylcellulose, polyethylen glycol, talc, titan dioxyd.

DANG BAO CHE Vién nén bao phim

-Valsartan 80:Vién nén dai bao phim mautrdng, hai mat tron

-Valsartan 160: Vién nén dai bao phim mautrdng, mgt mat tron, mgt mat c6 vach ngang d giita

QUY CACH BONG GOI

Hop 2 vi, 3 vix 10 vién nén bao phim.(Kém & hung dan sit dung thudc).

Hop 2 vix 14 vién nén bao phim.(Kém t& huéng dan sit dung thudc).

THUOGC DUNG CHO BENH Gi?

Valsartan 1a thudc thugc nhém "ddi khang thy thé angiotensin 11", gitip gian mach va gidmép lyc

Valsartan 80 va Valsartan 160 dang diéu tri:

Tang huy&tap

Tang huy&t p c6 thé gay t8n hai cdc mach méu trong ca thé va c6 thé dan dén dot quy, suy tim, suy than. Ha huy&t dp gitip lam gidm nguy ca phat trién
ctiacicrdiloantrén.

Ngudi bénh tiang huyét p thuting khdng chi y cdc dau higu cda bénh. Phin 16n moi ngudi cdm thay hoan toan binh thuding. Vay nén viéc kiémtra sic
khde dinh ky 1a vé ciing quan trong, d€ phat hién bénh sém va diéu tr kip thai.

Suy tim c6 triéu chiing

Suy tim xy ra khi tim khang thé bom di manh dé dua mgu di khdp co thé. Cc trigu ching cdia suy tim bao gdm khé thd, phis chan va ban chén doting
thétich dich. ,.
Valsartan con dugc stt dung dé diéu tri nhitng bénh khac, khéng dutgc dé cap & trén, lién hé béc sy hodc dugc sy d€ biét thém théng tin. \
LIEUDUNG VA CACH DUNG NHUTHE NAO?
Liéuding

Duing theo chi din cia bdc sy hodc dugcsy.
Nguoilén

lgi tiéu.

Suy tim: Lidu khdi du 12 40 mg, 2 14n/ ngay. Bac sy sé cho tang liéu tir tif sau vai tudn t6i liéu tdi da 1a 160mg, 2 lan/ng
chinh tay theo khd nang dung nap thudc cta titng bénh nhan.

Valsartan c6 thé dugc diing két hgp véi céc phuong phép diéu trj suy tim khdc, bac sy sé dua ra phuong phéap phu hgp véitdng bénh nhan.
Tréem

Khong khuyén cdodiing ché phdm nay.

Cachdung

Uang thudc diing gid, c6 thé udng trong hodc xa bita dn, tat nhat 1a cdch xabra an.

KHI NAO KHONG NEN DUNG THUGC NAY?

Khéng dugc stt dung Valsartan néu:

o Dj (ing v6i bat ctt thanh phin nao cia thudc.

¢ Bi suy gan ndng.

o C6 thai hon 3 thang (t6t han nén trdnh stt dung Valsartan trudc va trong thdi ky mang thai).

o Dang st dung thudc Aliskiren  bénh nhén d4i thdo dudng tuyp 2

TAC DUNG KHONG MONG MUON

Nhu tat cd cdc thudc khac, Valsartan c6 thé gay ra mot s téc dung khong mong mudn. Tuy nhién, khdng phdi ai ciing gap phdi tac dung khdng mong
mudn.

Thang béo ngay cho bac sy hodc dugc sy khi gap phdi cdc tdc dung khdng mong mudn.

Thudng gip, ty 1§ trén 1/100 nguai:

¢ Hoamdt, chéng mat, dau dau.

’ ¢ Gidmchiic nang than.

{tgap, ithon 1/100 ngudi:

e Ha huyét 4p, ha huyét &p do thay déi tuth&, ngét.
e Hokhan.

o Mitma.

e Daukhdp, dau lung.

o Tiéuchdy, bubn nén, daubyng, daubyung trén. ‘
e Tang kalimdu. i . - S g
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ang cre inin mau, réi loan chic nang than.
» Gidmbach ciutrungtinh.
» Nhiémvirus.
Hi€m gap, ithon 1/1 000 nguoi:
# Diting, ngua, phat ban trén da.
e Phiimach, ting nhay cdm véi dnh séng, rung téc.
* Thi€uméu, thi€u miu t€ bao nhd, gidm hematorit/hemoglobin, gidm tiéu cau.
* Lo4u, lomo, matngd, dj cdm, bat lyc.
e Chan ankho miéng, rdi loan vi gidc, tdo bén, khé tidu, ddy hai, nén.
¢ Khéthd
o Viémgan, cdc chisd xét ngiém chic ning gan tang.
¢ Cocd, dau co, tiéu cd van cap.
¢ Danhtréng ngyc, dau ngyc.
NEN TRANH DUNG NHUNG THUGC HOAC THYC PHAM Gi KHI PANG SUDUNG THUGC NAY?
Thong bdo cho bdc sy hoac dugc sy n€u ban dang sit dung hay gan day c6 sit dung mot trong nhitng loai thudc sau, bao gdm cd cdc thubc khong theo ke
don ciabédcsy:
o Lithi (st dung trong diéu trj trdm cam, loan than)
e Thudc chdng tang huyét 4p
e Thudc lgitiéu
e Ché&phimbd sungkali.
e Thudc chéng viem khong c6 ciutric steroid (NSAIDs)
o Alnskuren (thudc e ché lrucuep Renin - chéngting huyétép)
CAN LAM Gi KHIMOT LAN QUEN KHONG DUNG THUBC?
Né&u quén uong thudc, hay usng ngay khi nhd ra. Tuy nhién, néu né gan véi thai gian cho lidu ti€p theo thi hay b qua lidu da quén.
Khong nén uong gdp doi lidu dé ba cho liéu da quén.
CANBAO QUAN THUOC NHUTHE NAO?
Tranh xa tdm tay tré em.
Bdo qudn dusi 30°C & noi kho rdo, tranh dnh sing.
Khong st dung thudc sau ngéy hét han ghi trén bao bi.
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU
Khi quz’l liéu ban c6 thé cdm lhay chéng mit (do ha huyet ap ndng), tim dap nhanh, gidm y thdc.
CAN LAM G KHI DUNG THUGC QUA LIEU KHUYEN CA0?
Ngay khi phat hién qud liéu, gy ndn néu c6 thé. Sau dé cin dit ngudi bénh trong W hé niim ngita, diu thap. Sau dé dua bénh nhan d&n tramyy t& gan
nhat hoic lhong béo véibdc sy/ duge sy hodcbénh vnen dé dugc hudng dan.
NHOUNG BIEUCAN THAN TRONG KHIDUNG THUOC NAY
Than trong khi dung Valsartan néu ban:
e CG6 bénh ly vé gan.
e C6 bénh ly vé than hoic dang dugc thdm tich méau.
o Bj hgp dong mach than.
e Phau thuat cy ghép than trong thai gian gin day.
e Dang dugc diéu tri dau tim hay suy tim, trong trudng hgp nay bdc sy cé thé sé ti€n hanh kiém tra chic nang than
e Dang st dyng thudc lam tang kali huyét nhu: thudc Igi tiéu gitr kali, ch& phdm bd sung kali hay thudc chdng dong mdu. Trong trudnghgp nay ban c6
thé cin kiém ra lugng kali huy&t dinh ky.
¢ Bj ting ti€t aldosteron, mdt dang mat can bing hormon. Trong trudng hgp nay, viéc st dung Valsartan khdng dugc khuyén khicl.
o Du6i 181twdiva dang st dung Valsartan kémvéi cdc thusc khédc, bac sy c6 thé sé ti€n hanh kiémtra chitc ndng than va can bing mud{ctia cothé.
¢ Dang (hodc c6 y dinh mang thai) mang thai, Valsartan khdng dugc khuy&n khich dung trugc va nhat 1a sau khi mang thai 3 thang do cé thé dnh
hudng xdu tdi thai nhi.
¢ Dang cho con bi: nén ngitng cho con b trong thdi gian diéu tri bing valsartan hodc ngiing thudc va diéu trj thay the bin
e L&i xe v van hanh mdy méc, nhu cic loai thudc chdng ting huy&t dp khdc, Valsartan c6 thé gay chéng mat, mat tap trung
KHINAO CAN THAM VAN BAC SY, DUQC SY
‘Tham khdo y kién bdc sy, dugc sy néu ban dang (hodc ¢6 y dinh mang thai) hodc dang cho con bu.
Thang bdo ngay cho bac sy hodc dugc sy khi gap phdi cdctdc dung khdng mong mudn.
N&u cin biétthém thong tin xin héiy ki€n bac sy, dugc sy.
HAN DUNG 36thdng ké tr ngay sdn xudt.
TIEUCHUAN AP DUNG Tiéu chudn casd.
TEN, DIA CHI, BIEU TUONG CUA CO'SG SAN XUAT

CONG TY €& PHAN DUGC PHAM CUU LONG
PHARIMEXCO 150 dudng 14/9 - Phudng 5 - Thanh Phd Vinh Long - Tinh Vinh Long

hudc khdc
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