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VASTANLLPI
Valsarian 160 g
Thiwdc nén che disg theo dem cug bde sT

1 Tén thna
k4 Thunh phin:

A1d1 vién nen hao phim co chua

Valsartan 160 myg

Taduge Crospovidon. Celulose v teh thé Sihca, loar Denta. Laclose khan, Nita thé kli, magnes:
stearat | apadry vang, nuac tinh khiét

= H Ma ta san phim:

Vign nen bao phim sk oval, har mat 16 mau vang, khia mot mat va khic chim 6 160 va mit
kia khic chim ehir 1"

4. Dhirge lire hge/Thrge dgng hge:

Dic tieh Durgie bire hoe:

Nhom duee ly inehéw thudc nhom don khang thi thé Angiatensin 11 ACT cade COSCADY

Co che tac dung:

Valsaran la m

Vastanlups

hudc don khang dac higu thu the Anwiotensin 1 tAng 11) va ea hoat inh dung
dirong wong Thude tac dang chon loc len thy the AT, ahu thé nay kém soat hoat diny cua
Angatensin Il Nong do Ang 1 tang trong huyét tuong khe thu thé AT1 by hhoa bon Valsartan din
dén boat hoa thu the AT2 khing b khoa, do do lam cin bing rac dung cua cac thu thé AT,
Valsartan khing bréu 6 tac dung chu vin cuc b van thu thé AT, nhimg co ar lue von thy the AT,
lon hem nhigu (gap khoang 20 000 lin} so ven thu the ATy Valsarian khdny lién két hay chin cac
thu thé harman hoic cac kénh ion duoc bl co v tro guan trong wong vice d'éu hoa hé nm mach

Valsartan khone ve che men choyén ACE (tén I kininase 1) suc tac cho gqua tinh chuvén Ang |
thanh Argg [ wane hod kradykimn ¥osdy Valsaran khong ne dung léin ACE w3 khanu gay tich

oy bradvkimm hodc chan Podo do cac chit doy kbang angiotensin 1 ibuomy khong gay bo Trong
nhirig nuhién cuw b nehiem nen lam sang dé so-sanh valsanan wa cac chidl e ché men chuyén
AU anhan thay 1y lg ho khan a nhimy hénb nhan duve diéu in bing valsanan thap han dang ké (F <
0.05) 50 v nhimy benh nhan duge diéu i bang thuee ve ché ACE 12,0 %0 s0 von 7.9 %) Trang
mat thir nghigm trén lam sang v nhom bénh nhin ca tién su ha khan kb diéu i) bang thube e ché
men chuyén ACE, thi co |9,5% bénh nhan dieu 10 bang valsaras va 19 % bénh nhan diéu i bing
thude lon 1ién thiazide bi bo so vor 68,5% bénh nhan diéu in bang thuoe we ché men chuyén ACE (B
< [1,05)

Durge ding hge:

Hip thu:

Sau kb udng ndnw dd tdr da trong huyél trany cua valsanan dan duge sau 2 dén 4 wio da von vién
ren Sinh kha dung tuyét dér trung binh cia valsanan kboang 23% van vién nén Thue an lam wam
hip thu coa valsanan (dién lich dum dumig cony (AUC) khedng 40%) vi lim wiam ndng di 1di da
trory huyet teong (. ) khoang 50%. mic di nong 48 valsaran tronyg huyét wang sau 8 wid udny
thuae @ nhom nhin dn va nhom da 4n |a nhe nhau Tuy nhién, viée giam dign tich duan duimy cang
AU khong kem thea wiam rac dung diéu I eo y nghia vé mit lam sany, do do valsaran co thé
durge wong cung hode cach xa bia an

Phiin ba:

Thé tich phin bd & wang than an dinh cua valsartan sau khy uém tinh mach vao khoang 17 L, cha
thay valsartan khong phan ba manh vao cac ma Valsartan lién két nhiéu van protemn huyél lirgmy

194 57%), chu yéu la albumin huyét teony
Chuyén hia:
Valsartan khone chuvén hoa manh ma chi khoang 20% coa hiéu dong dioc i thiy duon dang cac
chit chuyén hoa Chdt chuvén hoa hydroxy dugc tm thay Irong huyél toong ven ndng da thap (it
hum [ 0% dién tich dumn duong eong AU coa valsanan) Chie chuyén hoa nay khong co e dung
duai

i
Valsanan eo duoc ding hoc phan huy thea ham so ma da bo 11 5 | NEng va 1, 5 vae khodng 9
nieng ) Valsartan duoc daa thar chu yéu qua mal vac phan (khoang B3% o dung) va qua nuac tied
(klang | 1% héu dung) chu yéu duo dang kbdng déi Sau kho iémoainh mach, hé <a thanh thar cua
valsanan frong buvet tueny khose 2 litgid va hé so thanh tha gqua thin la 062 v (khoang 30%
hé s thianh tha tean phin) Tho gan ban tha cua valsaran a6 gio
Nhom g he dic hidi;
Nguwo g
Hap thu thude wan thin @ nyue wa duee quan sal thay cac hon so vel sguol re, tuy nhién, déu

nav khang co v ng
Suy_thin;

Vi mgl thuoe ma hé sé thanh thar qua than chi chiém 30% hé so thanh thar toan phin thi khong co
s livmy quan wiia chue rang than va su hap thu thude toan thin déi v valsarian Do do khing
cin dieu chunh licu ven nhimy bénh nhan suy than thé 5o thanh hai creatimn = 10 mliphit] khdng
cin thany in vé vige dung thude @ nhimg bénh nhan co hé s thanh thar creahnin < 10 mifphut va

rén lam sing

nhirng hénh nhan dany thim tach mau, vi vy valsartan phai duge sir duny thin trong Lrén nhinig doi
trgnyg bénh nhan nay Valsaran hén két manh van protein huyét leong v khang b loar be bing
tham tach

12
Khoang 70% lwmyg thude hap thu dugc bai bét qua man, chi véu duon dang khang dii Valsanan
khiing trar qua bar ky su bién doe s:nh hoco dang k€ nao | Ldp thu thude tng gap dé (AUC) duoc
thiay o nhimg bénh nhin suy wan nhe dén iruny binh so vor nhimg bénk nhan khoe manh Tuy nhién,
khidng thay s ruanw quan nac g ra nong 9 valsaran trang huyél Weeng van mue UG suy wam.chye
ndng wan Chua co nghién cuu vé valsanan @ nhimy bénh nhin by suy wan nang
Nhim guin thé Iré em: e
Trong mat nghién cura trén 26 tre em b tdnu huyétap (e 1 dén 1o i) duoc cho dung |iéu dem hén
dich valsaran (vung bich 0.9 dén 2 me'ky, von hiéo 187 da BO my). hé 5o thanh tha cua \a]s‘aqan
{hvgake) co thé o sinh von khadng tud e | dén 16 va leang tr v hé <6 thanh thin o ngwol
trinmg thanh kb duge diéu 0 von cong dany hao ché

Sus thin;

Chura co nghién ey nae vé vige su duny valsanan o ire em ca hé so thanh tha creatimin < 30
mbphut va a 1we em dang duoc tham tach mau. do da khang nén dimg valsaran cho nhimy da
irami nay khing can higu chinh héu din va tre em co hé so thanh thar creatimn = Y mlphat Cian
wiam sat chdt ché chuc nanu than va none da kal irony huyér luony

LS Chi dinh;

Coo huséran

Mhéu try can huyét ap v can @ nguon tnrony thanh, va cao huyet ap @ i€ em va thiéu mén b 6 dén
18 tud

6. Liéu khuyén ¢
Cap huvétap

Ligu dung bar diu duge khuyén cao cua salsmtin [a 80 ing mot lan mar ngay Heéu qua ching o
huyer ap thay riz trang 2 (uan, va dat duge 160 di nong 4 tudn O moe s traeng kop. huyd) ap khang
duoe kiem spar duny muc, co the tanyg héu dung dén 160 mye st da la 120 mp

¥alsantan cong co the duoc dung cung von cac thuce ehang eaa huyét ap khac Viec su dung cung
wa thude lon tiéu nhu nhom thuace hydrochloroth azide sé lam wam huyét ap manh hon (rén nhimy,
bénh nhan nay

Niuidwege dlicdniie e Kb dednt nbioont ot Hie Ve bido

MNyum yia

Khiing can diéu chinh liéw dd van nyuon wa

Suy thin
Khiny cin digu chinh ligu 8oy va1 nhing bénh nhan co hé s thanh thar creann
Suy war

Chang chi dinh valsanan cha bénh nhan suy gan ndng, xe pan mdn v mal 0 nhimg bénh nhan suy
wan nhe deén ung bink khang by o mal fiéu dung valsanan khang duos vu gua 80 my

Nl aiwdn ihe tre cm

{'ag huvet an & eé em

Tre com v shiéw mén tire 6 Jn 1¥ i,

[imi phut

Liéu dung kb diu |a 40 my mdér ngay mat [an ddi von ire em can ndng duoi 15 hy va 80 mg mdi
ngay mil lan déi vai ré em L 35 kg 1@ 18n Phiay digu chinh Liéu phy thude vao dap wmy cua huyél
ap Viée su dung héu 100 da dd duoc nghién cuu trong cac the nghiém teén [am sany co the tham
khio a bany phia duo

Ven nhimyg hiéu ding lon han nhimy héu duge bét ké th van chua duac ngh
dutgre khuyén cao

n ciru. du du khong

Can nang 1180161 da Ja duoe nubign wud trén cac thu pehién lam sy
__IBkuden<1Sky B I Bt my o - -
=35 hu dén -80 ke o 160 -
280 ky dén <lod ky 120 my R

Tre e wdws dnm 6t

Tinh an 10an v igu qua cun valsanan o ire em | dén b o chua duoe vae dink
Sue el i dre em suy b e 6 dén 1Y i

Chura ca nghién cins vé vige dung thude cho ire em co hé 56 hanh thas creatimin - W3 mlphut va cho
iré em dany duge tham tach maw, do da valsanan khong duac khoyén cao dung trén cac din uemy
bénh nhin nay Khong can diéu chinh [éu & 1ré em co hé 50 thanh thas creatwin = 10 miphut Can
wam sal chil ché chire ndng thian v ndng dé kal huyél teong

Sir s o tree em sy van st 6 elén (X

Gadng nhu & nguen lén. chang chi dinh valsanan dar van nhimg tre om biosuy gan ndng, w0 pan mil
va wmit Corat it kinh nghigm lam samyg +& dicw valsanan cho e em b suy wan nhe dén s Lige
dung cua valsanan khong duec viegn qua 80 g o nhitng bénh nhan nay

Fre o B ey deen ver mere by ndiche manie cor ieme

Valsartan khany duoe khuyén can dunyg dé dhéu tr suy im hoje mon by nhde mai co im o e em va
thigu nién duan |8 ted do thaéu cac Ji iy ve tnh an |odn va hidu qua

% Burang dung:
Valsanan duge dung dudng udng va co the uang dgc 1dp van b dr, mée duge udng cung van murac
8. Chong chi dinh:

Man cam voi bit cir thanh phin nac cua thude
Suy gan ndng, xa wan mat va o mil

Phu nit many thar wong 3 thang wiia va 3 th
9. Thin trgng va canh bao!

Tang kali huvel

Khong khuyén cao duny déng tha eac ché phim bo sung hali thuoe ko uéu wir kale mudi thay thé

cud)

ca chua kals hodac cac thude Tam Ly néng d¢ kali trong huyét thanh (hepann, | Cin giam sal ndng

di kali wong maw thich hop

Khong co dir béu vé unh an 1aan khi su dung valsanan o ahimy hénh nhan co hé si thanh thai
creatinin < |0 ml/phit va & nhitg bénh rhdn dang duoc tham lach mau, Jo do valsanan pha dugc
sur dyny thin wrgng trén nhing bénh nhan nay Khang can diéu chinh leéu o noeon teiemy thank co hé
50 thanh tha creatinim = 10 mliphu

a_.“}..ﬁﬂl’

) nhimy hénh nhan suy gan nhe va via khang by v mée, phai thim 1rong ke dung valsarian

Whimg bénh nhan mit mudr va'hode man the tich aang do dung léu cao thute oy téu, tigu chung ha
huyit ap co he xay ra @ rdt i ca sau khi bat iy diéu tn bany valsartan Mt muds vahoac mat th
tich phav dwoc bu du truee ki Bt ddu deéu tn vor valsanan, vi du banyg cach gam Liéu thudc lon new
Hep déng mach thin

Bénh nhdn hep ddng mach thin mat bén hode har bén hode hep wén bénh nhan chi co mot Ihan, 1ink
an loan vé s dung valsanman chua dugc sac dink

Ucny Valsanan didu try ngdn dot tién 12 bénh nhiin caa huyél ap mach than the phal do hep dong
mach thin khonw thay co su thay do dang ké nao vé creatinine buyér thanh va aifra huyér Tuy
nhién, cac thude khac anh huiny len hé remin-angiolensin co the fam tang creatinine huvet thanh va
mitra huyét, du do phai thea dé chie narg thin khi bénh nhan didu en ven Valsartan

Lihép thin

Khang co di léu vé tink an toan ki sa dung valsaran & nhime bénh aban mean duoe ghep than
Cuomu aldosteron nuuvén phat

Oénh nhdn cuong aldosteron nguyén phat khong duoc diéu 1r bang salsaran kb hé renin-
angalensin khang doge hoa hoa

Hen dine mach chu va hep van hai la, bénh ca bim phinh io 13 nihén

Ty nhu cac thuac wian mach khac, can dic bié than trong khr s dung cho bénh nhan by hep dine
r!:’ﬂ:h chu boje hep van hai la, hodc by bénh cor i phanh ta da tac nghén (FIOCM)
Py nir many than

© Cae thude ddi khang thy thé Angiotenzisn || (AR As) khang duec dung tong thor by mane tha

Nhitmg bénh nhan chuan bico thae pha durge thay thudde chong can huyét ap khac da duoc sac dink
unh an toan trong vige s duny cho phu it mang thar, neoar tra vige dicn e ién lue bing thuoe
AURAS la rdl cin gl New phat hagn co thas o the ky diéy tri, phan ngung diéu inovan cac thuée
nuay va nén bit dau diéu tey thay thé bany thude kbae thich hop

e v 16kl kil thcl) 6 remin-unioeasin 4

Béah nhan chue nang than phu thude vao 1ac duny cua he reme-angiotensin U (v dy hénh nhan b
suy 1im sung huyét ning ) ve digu tn banyg cac thude o ché men chuyén angiotensin L ca thé dan
101 Héu 1 vahodc [Ang o mau Lén (nén va trany ral il cac treony hop dan tar suy thin cip vahodc
wr vong  Valsartan la m@t thuoc dar khang 1thu thé angotensin 1E nén khong loa ire vige su dunyg
valsartan co thé gay ra suy than

Nlwim uidi the pre en;

Suiv hiin

Chura co nghiée cia ve vafe sie duny thude o Ire em co hé sa thanh tha cremaem - 10 ml phil va e
em dany duue tham tach mau. do du valsartan khang duge khuyen cav su dung (in nhoem Bénh nhan
niy Khang can diéu chinh hieu o tid em co bé sa thanh thn creatimn 10 mldphut Phae theo din
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e pdng thin ca o de ksl man kb diee diéu tn bang walsartan Dieu nay dac bié cin
theee kb valsarran e dunge tromg cine fidong bogedsal, o mooc o the way risuy thin

Sy el

Ching widng nha o ngum treemi thanh, chang ch dinh valsatan cho rre em suy gan ndng | xa gan
mat

ERTRT]
Hat han ché cac truomy hop trén lam sang valsartan duve dung o tre em suy wan nhe dén vura (O
rhitng bénh nhan nay Léw dung cua valsanan khang duoc vt qui BO me

10, Tueng 1ac vai cic thude khac:
Adwierie Rl dn coes vrce seeadiane ol o ven cae e
{ tvivrte

13& co bae cao vé déc tinh va néng do Iithium trgng mau tAng 1én ki s dung dang thén van cae
whuic e ¢hé men chusén ACE Da thiéu cae trirenu hop sir dung déng tho valsartan va Lithium nén
kheng khuven caa viéc sur dung kit hop nay Méu su kér hop nay duoc chimy minh la can thiét, cin
wiam sal chan ché ndmg do Inhwm irony mau
wic thwse fere éan g bl coe Cé plicim b v kade mads thene el Rale v coe e ke
e g e oD kenly
Cin phai can nhic can than khe su duny ket hop valsaman vds mat thuie dnh hudmy ton ning 46 kal
mau, can thea don ndng dd kali trang mau

i e v Vige ser cdietn cfving there coe thne
Care Wit Mg voded sten-sievecd (INSALON her giim cie e to oftE clon e tedn U082 acid
wcetyiathiovhe 3w ngdy va cde thice NSAND kiving chen g
Sur dung dény than cac thuge dar khang angintensi 11 von cac thuce NSAIDs co thé lam gam tac
duny chong cao huyét ap Hom nia, viée su dung dang thor cac chan dor Kbang angiotensin IF von eae
thude NSAIDs co the lam tng nguy co suy wiam chire ndng than vi Ging nong J0 kil rong mau
Do dv cén theo din chure mang thin ngay kb bat dau ddu tn cing nhu bu noac thich hep
ot K
Frang nuhién e wemy tac thude ven Va

wrtan, khanyg ca thudc nao sau day co trong @c co y
nehia vé miae cmetidine, wartann. furosenmide. digoxin, alenolol,
dometacin, hydrochlaratheunde, amlodipine, ehbenclamide

(el e are v

(1 re em va theeu men cao huyél ap, thudmy wap nhimu bit thuome vé than, can than tromg kh s
duny dong thon vasaman son cac thuoe ue ché hé renm angolensin aldosteron v co thé lam ting

am sy son Valsartan

vony do kali mau Can theo dé chil ché chue nang than va nonue 4¢ kab may
1. Phy
Pl odr mang tha:

hhing khuyén cao su dung cac thuce ddn khang thu the angiotensin |1 LAHRAs) irong suai 3 thany
dau cua thin ky mang thar Chang chi dinh su duny cae thuoe ANRAs rang 3 thang wida va 1 thang
cud cua tho) ky mang tha

Chua co két ludn veé nhimy bany chimy dich té huc lién quan dén nguy co quar tha sau khi su dung
cac thuac uc ché men chuyen ACE trany suot 1 thang dau cua thas ky mang thar, Wy nheén, nguy co
anh huimy ton thay nhi khany thé bi loar s Trong khi chua co nhinyg die léw dich 1& hoc dé so sanh
nguy o cua cac thude AIIRAS th van ca thé co nhitng nguy e luemg b ddn var nham thude nay
Nhimy bénh nhin du dink many thar phar duoe thay bang thude daéu 11 cao huyét ap khac dd duge
xuc dinh tinh an toan frang vige su dunw cho phu o many thas, ngoar trir cac wudmy hep diéw 1 hén
tuc bang thuée ANRA duoc cho la can thiét Neu phat hién co tha trang then ky diéu 111, nén nuung
diéw 1r) ngay bang thude AHRA, va néu ca thé nén bat dau diéu try thay (hé biny thude khac

Wido dicw 1o bdng cac thude ANRAs 1rong 1 thang wilra va 1 thang cudr cua thon ky mang tha gdy
déc tnh van tha ol (suy giam chue ndng than, 0 agere di, chim phat nén xuamy 50) va déc tinh day
i tre s sinh (suy than, ha huyér ap, ting kal mau)

himy anh huorg cua thuoe ANRAS xudt hiér 1 3 thang wida cua thay ky mang 1hai, do do cin si1éu
im dé kiém tra chue niap than va hap so

D1 vou nhitng tré nho mn me su dung cac thude ANRAs phar dugc giam sar chit ché v dé wiy ha
huyér ap

Thin ky cho con bi:

130 chua co thang Hin hén quan den valsartan tromg suot thae ky cho con bu, khdng khuyvén cao su
dung valsanar trong tha ky nay va nén diéy Lo thay the wn cae thuoe d3 duoe xac dinh tnh an toan
de s dung trong thay kv cha con by dic bidl ong cac taomy hop nute tre man sinh hade e smh

g thai va cha con ba:

nan

kb niing sinh san:

“ulsartan khong anh huonyg lén kha ndng sioh san cua chudn cang due va car o fidu udng 1o 200
mpke muay Lidu nay gap O lin héu 1 da khuyeo cao su dung & nguan tinh thea mg.-'m’(gm sir |
lréu wing la 320 myfnuay var béoh nhan njng 60 kg )

12 Tac dung khing mong mudn

Trang nhing nghién cuu co g chuny trén lim sany & nhimy nguon tredmy thanh by cao huyet ap,
nhdn thiy 1oan bo ty ¢ cac tac dung khdng mony muon (ADRs) conyg lwany W nba nhom diéu
bang yia duge va phu hop ven dac tinh duge ly cua valsanan Ty 1¢ cac tac dung khéng mong mudn
ADRs khang hén quan dén heéu duny hay thon gian dicu i va cung khdeg chi ta man hén quan 1o
chung 1ac. g tinh hay lwéi tac

Mhimg 1ac dung khang mang muen ADRs ducc bao can wr cac nghwn euu trén [am sang, cae kel

Riii logn B tigu hia
Rhang thuomg pap

Roi logn gan - mit

| Chua it

Tang cac chi sb gan, bao gdm ca nong do
bidirubin huvér neong.

Rii lonn da v mb dwdi da

Chua biet Phu mach, ban, nguwa

Rui logn cor xuwng vii m lign kit

Chura bigt Dau co

Rii logn thin vi h§ tiet nigu N
Chira bigl

Suy than va suy giam chue ndng thin, g ndng

40 creatimin huyet tuong

Roi logn chung vi tinh trang cu the

Rhing thum Meét may
Selicin ghadn
4o uyer ap

Fac duny ching cao buyet ap cuaa valsartan 43 duoc danh wea treng 2 hir nghiée i sany song song

dis chimy ngau nhién trén 361 1é em 1 B dén 16 war Nyoar tru nhimy truang bop o1 Inan néu hoa
bat thuomg (nhu dau bung, budn ndn, ndn) va chong mA, thi khing co sie khac gt dany ké vé loa
phan inyg phu. 1an sudt va mic 3 cua cac tac dung khing monyg mudn ia inh an 1odn rang vige
su dung cha 1ré em wr 6 den T8 wde vor nhime hét gua dd dige baw caa truge do teén nhime ngaom
truemy thanh

Danh wa phu thude vao ahgn thuc va su phint nén o 1€ em wea dén 16 won khdng dua a die 131 ca
canc tac duny khdng mong muon wang ung tren lam sany san kb duge deéu to hiing valsanan trong
khoany then wian id1 1 ndim

Frong | nghién cuw ngdu nhien dé chimyg song song @ 40 e em e | deén ot duoe thes dis |
nidm, thiy co T ca lu vony va cac tubny hop ca biel tang dang ke luong enzvm wan iransaminase
Mhimy trucmg hop niy xudt hién rrong quin the ma benh nhan ciny mac pha: nhimg bénh nehiém
truny khac Tuy ahién ngusén nhan eo Lén quan dén valsaran con chia duce xac dink Trang mi
nghién el ngdu nhién the han irén 73 1ré em | dén 6 uar. khong thiy co s g tng ding ké
enzym wan transamimase hay ca e sene ape ki due didw e blng valsarian

Tanyg kali mau thuomy wdp bom o ire em va o nén & dén 18 wdedang bi bénb thin man nnh
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