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Vién nén bao phim

OC KT HUONG DAN SU DUNG TRUGC KHI DUNG.
THUOC NAY CHI DUNG THEO DON THUOC.

THANH PHAN CONG THUC THUOC: cho | vién:

Thanh phin duoc chit: Valsartan 80 mg.

Thanh phin t4 duge: Cellulose vi tinh thé (Comprecel M102), Crospovidon, Silicon dioxid keo (Aerosil-200),
Magnesi stearat, HPMC 15 eps, PEG 6000, Titan dioxyd, Tale, sat oxyd do, sat oxyd vang vira di 1 vién.

DANG BAO CHE: Vién nén bao phim mau do héng. hinh tron, canh va thanh vién Kk lin.

CHI DINII

Diéu tri tang huyét ap 6 nguoi 16n va wé em wén 6 Wi, ¢o thé ding don ddc hodc phol hep voi cac thude chong
tang huyét ap logi khic.

Dicu trj bénh thin do ddi thio dudng o nguoi dng huy éap

Diéu trj suy tim sung huyét, ngudi ting huyét ap suy tim (logn nang tam thu hofic tim trwong) 6 trigu chimg,.

Didu tri sau nhdi mau co tim wén bénh nhin suy thit wdi hogic r6i loan chire niing tam thu that trdi nhim giam i 1& e
vong do tim mach.

CACH DUNG - LIEU DUNG:

Litu dang:

Liéu n’rmq cho ngmr: in:

Tang huyét .1{1 Liéu khéi dau 1a 80 mg, | I'|m|1gn)' Thude bat dau co tic dyng: 2 tudn, tic dyng tdi d'*. 4 tudn. Imng
lmnng hop can thiét, ¢d thé dimg liéu 160 mg, | lan/ngay. Khoang cach dé higu chinh liéu thude t6i thiéu Ia 4 tudn.
Liéu t&i da 13 320 mg, | lan/ngay.

Sum Liéu khai diu la 40 mg, 2 I1m'ng1y Néu ngwdi bénh dung nap wl voi thude, ¢6 thé ting 161 80 - 160 mg, 2
]an!ng,ay Khoing cich dé hl(;u chinh lidu thudc t6i thiéu 12 2 tudn. Liéu 16i da hing ngay 1a 320 mg, chia thanh cic
liéu nho. Cin nhac giam liéu valsartan cho nguoi bénh dang duge diéu tri l}’intr thude loi tidu. Khdng nén plwl hop 3
nhém thude: Thube e ché enzym chuyén angiotensin, thudc chen beta va valsartan.

Rbi loan chirc nang thit tdi sau nhdi miu co tim: O ngurdi bénh on dinh vé lam sang, diéu trj ¢6 thé bit diu vao gi
thir 12 sau nhdi miu co tim. Liéu khéi dau 1a 20 mg, 2 I"m.’ng,'iy Néu nguoi bénh dung nap t6t voi thube, ¢6 thé ting
trong vang 7 ngay (Gi 40 mg, 2 Iam’ngly, sau do tang dan toi ligu duy ti 160 mg, 2 lan/ngay néu bénh nhin coé thé
dung nap duge. Truong hop liéu khoi ddu 20mg nén duge sir dung dang bao ché dung dich udng, hoiic dang vién
40my ¢6 thé bé duge dé chia liéu chinh xic.

Valsartan nén duoc bt ddu sir dung som trong vong 12 g,m sau nhoi mau co tim. Trong trudng |10’p tut huyét 4p co
triéu chimg hodic loan chirc nang thin, c6 the phai giam liéu. Valsartan cé thé ding véi cic dleu tri khdc cua nhdi
mau co tim nhu cée thude tiéu cuc miu, acid acetylsalicylic, thude chen beta, statin va thude lgi tiéu, Khong khuyén
ciio phéi hop vai cac thudce e ché ACE.

Tre em 6 - 16 (uoi:

Tang huyét ap: Néu nudt duge vién, liéu théng thudng hhuy-.n cdo ban dau 12 1,3 mg/ke/ngdy, ngay uong 1 Ian (tdi
da 40 mg/ngay). Phai diéu chinh liéu theo dap ng ctia huyét ap. Liéu cao hon 2,7 mg/kg, ngay 1 lan (t6i da 160
mg), chua duge nghién efru o ¢ em 6 - 16 woi. Nt.u klmng nudt duge vién hoiic liéu legng tinh theo mg/kg khong
trong (ing vGi vién hién o, nén dimg dich treo udng (pha ché theo hwéng dan ctia nha san xudt).

Negiroi cao fudi: Khong can higu chinh liéu,

Bénh nhidn suy than:

Tré em: Khong khuyén cdo sir dung valsartan & bénh nhi ¢6 dé thanh thii creatinin (Cle) < 30 ml/phut.

Newoi lén: Khong ciin hiéu chinh lidu & nguedi bénh ¢6 Cl, > 10 mlphit. Sir dung than trong & ngudi bénh c6 Cl, <
10 ml/phiit.

Bénh nhdn suy gan:

Thién trong khi sir dung & ngudi bénh mic bénh gan. Liéu ding ctia valsartan khéng virgt qua 80 mg & ngudi bénh
suy gan mire do nhe dén trung binh khéng kém theo r mat. Chéng chi dinh diing valsartan cho nguoi bénh suy gan
ning co kém theo (r mét

Cieh ding:

Valsartan duge ding theo dudmg udng. Mic dil sir ¢6 mat cua thire an lam gidm tdc do va mire do hip thu cua thude,
viée sir dung valsartan cé thé trong hogic xa biia an.
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Chch xiv tri khi quén ding thude:
Ding liéu di quén ngay khi nhd ra. Néu si qa dén thoi gian diing lidu tiép theo, bo qua lidn @3 quén va tiép tue lich
trinh ding thude binh thuomg, Khang dimg licu gip déi dé bo cho lidu da bo 1.

CHON(. CHI DINH:

Qud man véi valsartan holic bt ky thanh phin nao cta thudc.

Suy gan nang, xo gan tdc mét, & mat.

Phy nit ¢6 thai (dic biét trong ba thang gira va ba thing cudi cia thai ky).

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Nguy co ha huyét dp: Ha hlr)*el ap nang hiém gap o nglrm bénh liang huya..! dp khang bién chimg. Ha hu}’t.t ap co
biéu hign triéu chimg lhlr(‘mb xay ra & ngudi bénh cd giam khoi lugng. tuin hoan do str dung thude 1gi tiéu lidu cao,
o ché dé An han ché muoi, dang thim tach méu, tiéu chay hoic non. O nhitmg ngum bénh nay, nén bl natri va/heiic
bit murde hoje giam liéu thude loi tidu trrde khi bat diu diéu tr bang valsartan. Cin gigm st chat ché ngudri bénh
trong giai dogn bt dau diéu tri. Néu xay ra ha huyét ap cd biéu hién triéu chimg, nén dit ngudi bénh & tr thé nam
natra, diu thip. Trong trirdmg hop ha huyét dp nang, cin bi dich bang truyén tinh mach dung dich natri clorid 0,9%.
Ha huyét 4p thodng qua khéng bat bude chdng chi dinh sir dyng valsartan nhung cin duge higu chinh lai lidgu thuée
than trong sau khi huyét ap cia nguoi bénh da 6n dinh.

Thin trong khi bit dau diéu tri cho nguoi bénh suy tim hofic co diu higu lam sing, roi loan chire niing tim thu thit
tréi sau nhoi méu co tim do thuong \.j_y ra ha huyét ap o nhing ngardi bénh nay.

Tuy nhién, khéng cin ngimg thude néu lidu cua thude dang & trong khodng liéu khuyén cdo. Cin theo dai chit che
chire ning thin cia ngudi bénh nidy trong thai gian diéu tri.

Nguy co tang Kali mau, dic bigt trén cic bénh nhan suy tim hodc nhitng ngudi bénh ¢6 suy thin kém theo. Khing
m:n sir dung dong thdi cae thude loi tiéu gifr kali; cac ché phim bd sung kali hofic cde thude khde c6 kha ning tang
ndng d kali huyét thanh (nhur heparin). Ngwdi bénh cin theo doi dinh ky nong d6 kali huyét thanh. ‘

Thén tong & ngudi bénh con mdt thin v hep dong mach thiin hai bén hode hep dong mach thiin mdt bén do dd an

Innn chua duge xic 1p. Vige sir dung cic thude tre ché hé renin-angiotensin-aldosteron noi chung ¢6 thé 1am ting

ndng do creatinin huyét thanh hofic ting nitrogen wré mdu (BUN) & bénh nhén hep ddng mach thin. Cén theo di
_chit ch chire nang thin & nhimg ngudi bgnh nay khi diéu tri biing valsartan.

Ngudi bénh suy thin ¢é Cle < 10 ml/phit hodic dang thim tach.mau. Suy giam chirc ning thin lién quan dén viée sir

dung valsartan cling nhwr ¢ac thl.mc {rc ché hé renin-angiotensin- -aldosteron ndi chung chu yéu xdy ra trén ngudi bénh -

suy tim ngng hoie ¢6 cdc yéu té nguy co nhir hep dong mach than, tién sir suy thin hogic sir dung déng thoi véi cac 9 T}

thude loi tiéu. PHAN
Negwdi bénh suy gan nhe dén trung binh khdng mic kém r mét. > PR
Neuwdi bénh cirong aldosteron nguyén phat do hé renin-angiotensin-aldosteron khéng duge hoat héa ¢ nhitng bénh 1GHE
nhan nay. SIPHI
Thén trong véi nguoi bénh hep van déng mach chua hodc hep van hai 1a hodic bénh [y phi dai co tim. W{

S

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Phuy nii ¢6 thai:

Valsartan va céc thude téc dung trie liép rén he renin-angiotensin-aldosteron n6i chung khi sir dung & phu nir 6

thai trong ba thang giita va ba thing cuoi cia thai ky c6 thé gy t6n hai cho thai nhi (suy giam chic nimg, thén, it
( nuéc 6i, cham cbt héa xwong so) va tré so sinh (suy thin, ha huyét ip, tang kali huyét), thim chi c¢6 thé ghy chét

thai. Vi vdy, chonfr chi dinh sir dung valsartan cho phu nit ¢é thai trong giai doan ba thang giira va ba thang cudi cia

thai ky. Khang khuyén cdo sir dung valsartan trong ba thing diu cta thai ky. Mac di cdc nghién ctu dich € hoc

hién chwa chirg minh duge neuy co giy quai thai khi sir dung thude trong ba thing diu cia thai ky n]umg khong

thé loai trir dirge hoan toan nguy co nay. Khi phat hién ¢6 thai, ngudi bénh dang dicu tri b’mg valsartan can ngiling

ngay thude va diéu trj thay thé bang thude khac. Néu da sir dung valsartan trong mot thdi gian dai tir ba thang gitra

thai kv, can sidu &m kiém tra chirc ning thin va chup so ctia thai nhi. Tré so sinh ¢6 me sir dung valsartan trong thoi

ky mang thai cin dirgc theo dai chit ché nguy co ha huyét ap.

Phy ni cho con bii:

Dir li¢u thue nghiém trén chudt cho thiy valsartan duoc bai tiét vao sita me. Hién chua rd liéu valsartan cé durge bai

tiét vio sira me ¢ ngudi hay khéng. Do nguy co bét loi trén tré bit me, nén ngirng cho con bil trong thori gian diéu tri

bing valsartan hoiic ngimg thude va diéu tri thay thé bing thube khéc.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Khong cé nghién citu nao vé anh hudng dén kha ning 14i xe, van hanh may mée di duece thue hién. Khi ldi xe hodc
vin hanh may mac, ¢in o y an doi Lht ¢6 thé xay ra chong mat hodic mét méi khi diing Valsartan.

TUONG TAC, TUONG KY CUA THUOC:

Lithi: Dimg ddng thi voi valsartan lam tang nong do lithi trong miu, din dén ngd dge lithi. Theo dai chit ché ngudi
bénh, gidm sat biéu hién doc tinh cia lithi vi ndng dd lithi huyét tuong,

Aliskiren: Khong khuyén cao dimg dong thai voi valsartan do nguy co tang ndng do kali huyét thanh va tyt huyel ap.
Thude tre ché enzynt chuyén angiotensin: Khong khuyén cio diing déng thoi vai valsartan do nguy co tut huyét ap,
suy than va tang ndng do kali huyét thanh.
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Hur(;c chong tang huvét dp nhoém chen beta va chen kénh canxi: Ding dong thoi véi valsartan lam ting tac dung ha
hu\et ap.

Thude loi ticu quai, thide loi tiéu ahdm thiazid: Ha huyét ap cd biéu hién tridu chimng co thé xay ra khi bét dau sir
dyng valsartan & ngudi bénh dang ding thude loi tiéu liéu cao. Nong dé kali huyét thanh ¢é thé ting, giam hogic
khdng thay doi khi phdi hop tiy theo timg ngudi bénh.

Hmm lgi 1iéu giit kali, cac che ;n‘mm bo sung kali: Khong I\hu)cn cdo rlun;F dong thoi véi valsartan do nguy co ting
le'l"' dg kali huyét thanh va l:ingF néng dé creatinin huyét thanh & ngudsi bénh suy tim.

Thude c!mm} viém khong ¢ can triic. steroid (NSAIDs): Than trong khi ding déng thm vai valsartan do giam téc
dung ha huyét ap, ting nguy co suy than vi tang nong do kali huyét thanh. Vi vily, cin theo doi chire nang thin
trong giai doan bit diu digu tri va bi nude di cho ngirdri bénh c6 suy giam khoi lugng tuan hoan.

TAC DUNG KHONG MONG MUON (ADR):
Thiromg gap, ADR = 1/100
Thin kinh trang wong: Hoa mat, chéng mat, mét, dau dau.
Thin: Ting ure méu.
It gap, 1/1 000 < ADR < 1/100
Tim mach: Ha huyét ap, ha huyét dp ar thé, ngat.
NGi tiét va chuyén hoa: Tang kali mau.
Tiéu héa: Tiéu chay, dau bung, budn non, dau bung tén.
Mau: Gidam bach ¢ trung tinh.
Co xwong: Dau khép, dau ling,
. Mét: Nhin mé,
Than: Tang creatinin mau, réi loan chire ning thin.
Hé hip: Ho khan.
Khiic: Nhiém virus.
Hiém gip, ADR < 171 000
Mién dich: Phan wng dj irg, ngira, phit ban wén da, phan tmg phan vé, phi mach, ting nhay cam véi dnh sdng, ning
e,
Miu: Thiéu mau, thiéu mau té baoe nho, gidm hematocrit/ hemoglobin, gidm tiéu ciu.
Thin kinh: Lo éu, lo me, mat ng, di ciim, bat lyc,
Tiéu hoa: Chin an, kho miéng, r6i loan vj gide, téo bon, kho tiéu, diy hoi, nén,
Hé hip: Kho thé.
Gan mit: Viém gan, cdc chi s& xét nghi¢m chire ndng gan tang.
Than kinh - co xuong: Co co, dau co, tiéu co van ciip.
Tim mach: Danh trong ngtre, dau ngire
Thong bio ngay cho béc st hode diege sTnhimg phan tmg cé hai gap phai khi sir ding thude.
Hudng din cich xiv tri ADR
Trong qua tr inh nghién ctru ldm sang cé kiém s0dt & ngudi ting huy & 4p, cac ADR hr{mg dwong gitra nhom diéu tri
béng valsartan va nhém ding placebo. Tén sudt ADR khang phu thude vao liéu, thoi gian diéu tri, wdi, gici tinh
hogc dén tde.

, QUA LIEU VA CACH XU TRIi:

Tri¢u chig qua liéu valsartan hao ;nﬁm ha Im;,'ci ap ning, nhlp tim nhanh, giam y thire, suy tudn hoan c6 thé kém
theo soc. Chim nlup tim ciing c6 !hc xity ra do kich thich !hﬂn kinh phé giao cam. Néu xay ra ha huyét 4p trigu
chimg, cdn dit ngudi bénh trong tir thé niim nga, diu thip, truyén tinh mach dung dich natri clorid 0,9%. Xir tri qua
lidu phy thude vao thoi gian ding qua liéu thude, biéu hign va mic dd ndng cia céc triéu chimg, nhitng bién phép
quan trong nhat 1a 6n dinh huyét dong cho ngudi bénh. Tham tach méu khong loai bo dwoc valsartan.

DAC TINH DUQC LUC HQC:

Ma ATC: CO9CAD3.

Nhém duge ly: Thude déi khang thy thé angiotensin 11.

Valsartan 1a thude d6i khiang thu thé type | cia angiotensin 11 (AT1). Valsartan cé tic dung duge ly trong tu
losartan; tuy nhién, khac véi losartan, valsartan khéng phai tién thude nén tac dung duge Iy cia thude khang phy
thugc vio phan (g thity phan & gan. Trong h¢ renin-angiotensin- aldosteron, angiotensin I khong ¢6 hoat tinh dugc
chuyé t:n thanh angiotensin II ¢ hoat tinh co mach manh, giy tang huyét dp, dong thoi, kich thich tuyén thigng than
bai tiét aldosteron. Ai lwe gin ciia angiotensin II trén thu thé AT1 va AT2 lm:mg tir nhau, trong khi do, ai lyc cia
valsartan déi voi thy thé AT1 manh gip khoing 20 000 lin so vai di lue cia thu thé AT2.

Thy thé AT1 tham gia vao hiu hét hojic it ca cdc hoat déng trén tim mach, thin va TKTW. Valsar lan tic ché chon
loc angiotensin 11 g’m vio thu thé AT1 ¢ nhiéu md khac nhau, trong dé €6 co tron mach mau va tuyen thuong than,
lam ha huy ét 4p bang cich dm khang cic tac dung gay ra bai angiotensin 11 (co mach, ting bai tiét aldosteron, ting
bai tiét catecholamin & tuyén thuong thiin vi trude synap, gidi phang arginin vasoptessm, tai hép thu nude va yw
phi dai co tim). So sanh véi cac thude doi khang thu thé ATI, cic thude e ché enzym chuyén angiotensin irc ché
chuyén angiotensin I thinh angiotensin [ khong hoan toan vi angiotensin 11 c6 thé duge tgo thanh théng qua céc
enzym khac khong bi cic thude tre ché ACE chen lai. Valsartan khang (e ché giang héa bradykinin, do dé, khing
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gdy cic phin (g bat lgi nhwr ho dai dang lién quan dén qué trinh nay thudng xay ra véi cac thude tre ¢hé enzym
chuyén angiotensin. , .

Téc dung ha huyét ap \u*u hién khoing 2 gitr sau khi udng valsartan, dat cue dai sau 4 - 6 givy va cuy tri tac dung
trong 24 gid, Khi dung liéu Iap lal, tic dung chcng ting huyet ap thé hi¢n rd rét sau 2 tudn, dal t6i da sau 4 tudn va
duge duy tei khi diéu trj dai ng dy. Ty I§ day/dinh cia higu qud gidm huyét ap tam thu va huyét ap tam truong tuong
fing la 78% va 74% cho thay Lhum 6 thé sir dung | I'm!ng,‘ty trong kiém soat huyét dp.

PAC TINH DUQC PONG HOC: )

Heip thir: Valsartan hdp thu nhanh sau khi uéng. Sinh kha dung duéng uéng dat khoang 25%. Théi gian dat nong dg
cure dai trong huyét trong trong khodng 2 dén 4 gio sau khi ding thude. Thite an ¢6 anh hudng bt loi dén hf‘lp thu
ciia valsar l'm, lam giam AUC khoang 40% v giam nong do cyre dai trong huyét wong khoang 50%, nhung ndng do
trong huyét trong sau khi uéng 8 gier trong tyr nhau di ngudi benh doi hay khong. Tuy viy, AUC giam Lhung kém
theo giam tic Lln,mg, lam sang ¢ y nghia, do do cd thé udng valsartan trong hofic ngodi bira &in. AUC va nbng d§ cue
dai trong huyét twong cha valsartan ting ty ¢ luyen tinh véi liéu tr ong khoing liéu dwge khuyén cdo trén lim siing,
Phein bo: Valsartan llcn két manh véi protein huyei trong (khodng 94 - 97%), chu yéu lién két vai albumin, Thé tich
phin bd & wang thiai 6n dinh sau khi tiém tinh mach valsartan khoang 17 lit, nhu viy chimg t6 khong 6 sy phin bd
quan lrong valsartan vao cic mo,

Churvén hoa: Valsartan khong duge chuyén héa dang ké, chi ¢6 20% lidu tim thdy dudi dang chit chuyén hoa. Chit
chuyén hoa cia valsartan 14 valeryl d-hydroxy valsartan khéng ¢é hoat tinh xéc dinh dugc trong nude tiéu va phin.
Hién chua xdce dinh duge chinh xdc cic enzym tham gia chuyén héa valsartan nhung ¢é thé valsartan khong duge
chuyén héa qua hé enzym eylocrom P430.

Thai trir: Valsartan duge thai teir thee nhiéu pha (1 alpha < | gid, ts beta I\hoﬁn‘g 9 gitr). Valsarlan lln'li trir chin yéu
qua cwong mat vio phin (khoang 83%) nhung cling qua than vao nude ticu (khoang 13% li¢u), chi yéu dudi dang
khang doi. Sau khi tiém tinh mach, d¢ thanh thai valsartan huyét twong khodng 2 lit/gitr vt do thanh thai thin 0,62
lit/gicr (khoang 30% d¢ thanh thai toan bo). Thoi gian ban thai cia valsartan khodng 6 gid. O bénh nhan suy tim:
Théi gian trung binh dé dat duge ndng do huyét wong dinh vii thisi gian ban thai cta valsartan trong ty nhir ngurdi
khae manh. Trj s6 AUC vt Cpa ctia valsartan tang tuyén tinh va hau nhur 1y 1€ véi lidu trong pham vi lidu lam sing
(40 - 160 my, ngay 2 Iﬁn) Ty 1¢ tich Iy trung binh khoang 1,7. D§ thanh thai bi¢u kién cim valsartan sau khi uéng
khoang 4,5 lit/gio. Tudi I\hum, amh hmm;: dén do thanh thii bi¢u kién & nguoi suy tim.

Newedi cao meoi: O mdt s6 ngudi, ndng dé valsartan mau hoi cao hon ngudi wré, nhung khong ¢é y nghia vé mat lim
sing.

Suy than: Khong c6 moi tong quan nde gita chire nang than va nong do valsartan huyét wong. Do dé khéng cin
diéu chinh liéu ddi v&i nguoi bi tdn thuong than (Cl,> 10 miphat). Hién nay chua cé kinhghiém véi ngudi bénh
€0 Clee < 10 ml/phit, B

Do gin manh vao protein Iul)'cl lwong, it co kha ndng logi bo valsartan bing tham phan. *

Suy gerr: Khodng 70% liéu hép thu duge thai trir qua mat, chi yéu dudi dang khong doi. Valsartan it chuyén hoa.
AUC gip doi da thay & ngudi bi suy gan nhe tdi vira so v&i ngudi khoe manh. Tuy vy, kli#ing c6 mdi twong quan
ndo gita ndng dd huyét trong cia valsartan vii mire do nang cia bénh gan. Valsartan chud duge nghién ciru & suy
gan nang.

QUY CACH PONG GOI: Hop 3 vi x 10 vién, Hop 5 vix 10 vign, Hop 10 vix 10 vién.
( PIEU KIEN BAO QUAN: Noi khé, nhiét dé khéng qui 30°C, trdnh 4nh séng.

HAN DUNG: 36 thing ké tir ngly san xudt,

TIEU CHUAN CHAT LUQNG: TCCS.

TEN, PIA CHI CUA CO SO SAN XUAT:

Céng ty C6 phin Dirge phim Cong nghé cao Abipha

L6 dat CN-2, Khu céng nghiép Phit Nghia, Xa Pht Nghia, Huyén Chwong My, Thanh phé Ha Nbi
Dién thoai: 024.363253888: Fax: 024.363253888

Website: www.abiphagroup.vn
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