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Variman

) ) THUGC NAY CHI DUNG THEQ BON THUGC. )
Pfi XA TAM TAY TRE EM. POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC SY.

L. Thanh phén: M&i vién nén bao phim chia;
Hoat chil: Valsartan ..
Ta duge: Vita dia ..
(Microcrystalling
Magnesi stearate, Hypromellose 3 eps. Polyethylene glycol 6000, Tale, Titan
dioxide)
2. Dang baw ch Vién nén hao phim.
Mé tdf scin phen: Vidn nén hinh oval, bao phim maw tréing. hai mgt treén, canh
vin thanh vién Finh 1in.
3. Chi dinh:
 Diéu trf ting huvél dp nguyBn phit & ngudi 10n vA rd em (rén 6 widi.
¥ Didu trj suy tim ed tri¢u ching 6n dinh trén 13m sing o ngudi 160 hode réi
Togn chue niing tim thu thit udi khong trigu ching sau nhidi maw cd tim
mdi xdy ra (12 gidi 16i 10 ngay).
v Cho binh nhin ngudi ldn bj suy tim cd tncu ching khi:
« Khéng dung nap thudc e ché men chuyén (ACE) hoidc
» Bénh nhin khong dung map thude chen beta trong lidu phip b sung cho
thud e ché men chuy@n Khi khéng the sit dung thufic dGi khing thy thé
mingralocorticoid.
4. Cich dimg - Litu dimg:
Cé sin cdc vién nén bao phim dudi dang him luong 80 mg vi 160 mg cia
valsartan chio cic liéu khic nhau,

Chi dinh bigt ducic nity cho bénh nhin khi li¢u ding 1 1fin chia valsartan 13 160 mg.

4.1, Liéuy ditng:

Téing huyét dp:

Lidu khéi diu 12 80 me, 1 ln/ngiy. Thube bt ddu e tic dung: 2 wiin, tic
dung 15i da: 4 win, Teuwting hap cfin thidt, e6 the ting lidu 160 mg, 1 1An/npiy
vir i da 13 320 mg, | lin/ngay. k
Cd thi phdi hep valsartan v0i ede thudc hy huy @t dp khic (nhaf thudc Idi tiu
hydrochlorothiazide) dé 1am ting tic dung ha huy@t dp.

Sau rthéi medu cotim: .

(3 nguihi bénh Gn dinh v& lim sang, didu trj ¢ thé bit diu vao gil thi 12 sau
nhdi miu cd tim. -_

Lidu khefi du la 20 mg, 2 |dn/ngay va nén ting 1én 40 mg. 80 mg vh
160 mg 3 2 ln/ngly trang vAi tudn tigp theo,

Litu t6i da I 160 mg. 2 Laninghy. NGi chung, dicu chinh licy Ién ric 80 me,
ngiy 2 ln sau khodng 2 tufin bt ddu dicu trj va 1én 1idu 16i da 160 me, ngdy 2 Ein
sau 3 thing. dua trén sy dung nap cia bénh nhin A0i i valsaran. Néu xiy ra hg
huryél dp trigu chitng hoiic réi logn chifc niing thin cin xem xét gidm lidn,
Valsartan cé the ding vai cde phic db didu ud khde sau nhdi mdu cd tim nhu
cie thude tan huy@ khéi, acid acetylsalieylie, thudc chen beta, statin vi thudic
lgi tidu. Khéng khuyén cdo phdi hop véi cic thude de ché men chuyén, Khi
ddnh gid bénh nhén suy tim phii ludn bao gdm viée dénh gid chie ning hin,
Suy tim:

Litu khoi ddu 13 40 mg, 2 lan/ngdy. Néu béah nhan dung ngp 16t vai thusc,
ca thé tang [En 80 - 160 mg, 2 lan/ngiy. Khodng cich 92 dieu chinh lidu i
thidu 1 2 tudn. Liéu i da hing ngay 13 320 mg, chia thanh cic liéu nhd, Cin
nhdc gidm lidu valsartan khi ding dong thisi voi thudc Igi ticu.

Valsartan e6 thé diing vdi edc diéu i suy tim khic. Tuy nhién, khéng nén
phéi hop 3 thufic: Thude de chi€ enyym chuyén angiotensin, thuiic chen beta
vii valsartan.

Khi ctinh gidi bénh nlén suy tim phii ludn bao gom vige ddnh gid chic niing thin.
Bt tuomg ddc bige:

Newis con udic Khing edn didu chinh liéy.

Suy hin: Neudi lin: Khong cdn dicu chinh lidu & bénh nhin cé CICr = 10 ml/phit,
Chifng chi dinh sit dyng ¢ong thiti valsarian vdi aliskiren & bénh nhin suy
thiin (GFR < 60 ml/phat/1.73 m?).

Pi thdo deime; Ching chi dinh sd dung dong thii valsartan vdi aliskiren &
bénh nhiin dai thao ducng. i

Suy gan; Thin trong khi st dung & bénh nhdn mic bénh gan. Lidu ding cila
valsartan khong vuot qud 30 mg & bénh nhin suy gan mide dé nhe Jén trung
binh khéng kém theo it mft. Chéng chi dinh ding valsartan cho bénh nhin
Suy gan ndng, Xo gan tic mit va i mit,

Tré em ti 6 dén diedi 18 106 rdg huevét dp:

Cin ning < 35 kg: Licu khdi diw 15 40 mg, | Hin/ngiy.

Chn ning > 35 kg Tidu khiti dio 15 80 mg, 1 lin/mghy.

Liéu dimg duge didu chinh dya rén dip ting didu trj vA khi ning dung nap
cla tifng bénh nhin.

Thif nghigm lam siang ghi nhiin 1y 161 da cho tng trdng hep dude lidn ke
du diy:

Khuyén edo khing sit dung liéu cao hon lidu dge iid ké

natri tdm trong nhu dang ding thude 1gi i lido cao, 6 thé aiip ha huy@ dp
titu chiing sau khi khdi diu didu i biing valsartan. Cin phii digu trj Ginh
wang trén tnfde khi dimg valsartan, vi dy giam [iéu thude Wi tidu.

Hep ding muck ihin:

An toin khi dilng valsartan & bénh nhin bj hep ddng mych thiin hai bén hoje
midt bén vin chita dugc thid ap. I

Ding valsartan trong thifi gian ngdn cho 12 bénh nhin b ting huyét dp do
mach miu thin thid phat sau hep dong mach than mdt bén khing giy ra thay
ddi ddng k€ nao vé huyit dong hoo & thin, creatinine huyét thanh hosie nits
uré min (BUN). Tuy nhién. vi cde thude khdc dnh hudng dén hé renin -
angiotensin - aldosterone (RAAS) <6 thé lim ting uré mdu vil creatinine
huyét thanh & nhitng bénh nhin bj hep dong mach thin hai bén holic mét bén.
Khuyén cdo theo doi chite niing thin trong qud trinh didu tri.

Ghép thin: Khdng c6 kinh nghiém sit dung valsatan cho bénh nhin mdi
ghép thin,

Tdng aldosterone nguyén phdi: Nhimg bénh nhiin ting aldosterone nguyén
hat 88 khong dip tng voi thufe ha huydt dp e ddng thong qua su de ché he
théng renin - angiotensin, Da vily, khéng nén diing valsartan cho nhiing bénh
nhdn niy.

Hep van hai ld va van ddng mach chi, bénh co tim phi dai tic nghén: Nhii
cde thude gidn mach khie, ¢én thin trong khi ding cho cic bgnh nhin nay.
Thai kj:

Khéng nén diing thube d6i khdng thy thd angictensin [T cho phy nif 6 thai,
trit khi thit syl cin thidt,

Bénh nhiin ¢d k& hogeh mang thai nén dude thay the bing thude ha huyét dp
ke 13 eé hd sdhan todn duge thiét 13p. Khi co chiin dodn ed thai viéc diéu trj
wvdi thude d6i Khang (huy the angiotensin I1 nén duge ngung 1gi 1ap tie vi bit
i dimg ligu phdp thay thé khac.

Sau nhoi mdu co tim:

K&t hgp captopril va valsanan khéng 1am 1ang tée dung digu it mi idng nguy
cd xdy 1a ADR. Do d6, khéng khuyén cdo két hop valsartan vai thude de ché
men chuyén,

Thin trong khi hiit diu didu i & benh nhin sou nhdi meu cd tim. Khi ddnh gid
bénh nhén bi nhdi mdu eo tim phai ludn bas gbm ddnh gid chiic nfing thin.
Stt dung valsartan & nhiing bénh nhén sau nhbi méu ed tim thuling lam gidgm
huyéJ{ 4p, nhung vide ngiing ding valsartan do ha huy@ dp ridu ching 1a
khéng cfn thiét néu liéu cin thudc dang & trong khoang liéu khuyéh cdo.
Suy tim:

Diing d8ng thisi valsartan vai thudc ACE lam tiing thn sufit ADR nhut ha huyét
{p, ting kali huyét vi suy gidm chide ning thin (bao gbm suy thin cip).
Khiing khuy@n cin kit hgp 3 thude bao géim: ACE, thuéic chen beta, valsartan
do khing ting tdc dung didn tri mi lam ting nguy co xdy ra ADR. Khon
khuyén cdo k&t hop 3 thude bao gém: ACE. thude d6i khing thu thé
mineralocorticoid, valsartan. Vige sit dung ¢dc kit hop nay nén dude gidm sdt
bifi bdc sT chuyén khoa va thuding xuyén theo doi chidc ning thiin, huydt dp vi
dign gidi.

'n':ana:mng Kkhi bit ddu didu tri & bénh nhdn suy tim. Khi ddnh gid bénh nhin
suy Hm phai ludn bao gbm dinh gid chiic nding than,

Sif dyng valsaman & nhing bénh nhin suy tim thudng 1am gim huyét ﬁgﬂ:
nhung viée ngimg dimg valsartan do ha huyét dp irido ching 13 khing o
thiét néu lidu eia thude dang d trong khedng licu khuyén cdo.

Bénh nhin co chitc nang thin phy thuge vao hoat ddng hé renin - angiotensin
- aldosterone (nhit bénh nhin suy tim sung huy@t ning), vice didu i bing
thuie de ehé men chuyén din dén thidu nicu viodce ting nic byt va (hiém
2dp) suy thin cap hoiic Ui vong. Nguy ed suy thin wong tr khi ding valsartan
che sthilng bénh nhin niw, vi valsartan B thede de ché thy thé angiotensin 11
Khing nén ding két hap thude ACE vii ARB cho bénh nhiin bi hénh thin do
dai thiio duding.

Tién sit phir mack: Phiv mach, bao gém sifng thanh quan vi thanh mon, giy
tie nghén duling thd vivholic sung mit, mdi, cd hong, vishoiic hidi A& dude
bia cda & nhitng bénh nhin duge didu i voi valsartan, mit i nhiing bgnh
nhiin niy trutc ddy da ting bi phil mach khi ding cic thudie khde bao gdm cd
ACE. Valsartan nén duge ngung ngay 1p (e néu binh nhdn bj phit mgch vi
khéng st dyng lai.

Phong b& lkép hé renin - angiofensin - aldosterone (RAAS): Khi sif dung
dimg thisi thude ACE véi thude ARB hojic aliskiren im ting nguy cd ha
huyél dp. tng kali méu v gidm chide ning thin (bao gdm ¢ suy thin cip).
Do @6, khimg dimg ding thili valsartan vdi thudc de ché men chuyén hay
aliskiren, Truding hop thige sif cin thigt phii ding dong thisd, cin theo dai chit
che huyét dp, dién gidi vi chiie ning thin. Khong nén ding déng thii ACE
vt ARB @ bénh nhiin bi bénh thin do dai thio dudng.

Tréem:

Suy_thin: Khong khuyén cdo st dung valsartan & bénh nhi eb

Cén ndng Lidue t6if o dugie mghin ciine
2 Bkgdén<3ikg 80 mg
2.15kgdf"n<llﬂl\'g 160 mg
2 80 kg din < 16} kg 320 mg

Tré_em fir 6 dén duwdi 18 mdi bi suy ghdn: Khoéng Khuyén cdo st dung
valsartan 4 tré em ¢a ClCr < 30 mUphiit hodc dang thim phiin miu. Khong
cdn didu chinh lidu o 1wé em e6 CICr > 30 mlfphit, Cin theo dbi chiit ché chic
nitmg thin vis nong dd kali huyét thanh.

Tre em 10 6 dén ciedi 18 i bi suy pare: Tudng nt nhu 6 ngudi 16n.

Tré hi sy tin vo i bi whoi mdn oot Khong khuyén edo sit dyng
valsartan & 1é em v thanh thidu dudi 18 wdi bi suy tm hodie mai bi nhii
mdiu cd tim, do an 1odn vt hidu qua chua dude xbe dinh.

4.2, Cdch ditng:

Ding duding udng, nén uing cdch xa bita in va nén dimg keém vai nude.

3. Chiing chi dinh:

Qué miln vdi hoat chit hofic bilt ki thanh phin i duge nio eda thudc.

Suy gan nfing. xd gan e miit, i miit.

Phy nif mang thai hdn 3 thing.

Dang Ang thefi valsartan va cie san phidm chita aliskiren cho bénh nhin dii
théo duiing hode suy thin (46 loc cAu thin (GFR) < 60 ml/phit/1,73 m).

6. Canh bao va than trong khi diing thudc:

Tiing kaii huyét: Khong nén sit dyng déng thii ede thude ol téu giir kalli, edc
ché philm bo sung kali hoac ede thude Khdc cd khd niing thng néng dé kali
huyét thanh (nhu heparin), Bénh ohén cin theo doi dinh ki ndng d& kali
huy€t thanh.

Suy thdn: Khdng cin chinh 1idu &1 vai béah nhin bi suy thin. Tuy nhién,
chua oo dif ligu ve cde trubing hop ndng (A6 thanh thii creatinine < 10 ml/phit
hodc dang thim phin miu), vi viy nén thin trong khi dimg. Chéng chi dinh
k&t hap thubic de ché thy the angiotensin (ARB) - buo g6m valsarian - hofc
thudic dc chd men chuyén (ACE} vdi aliskiren ¢ bénh nhiln suy thin
(GFR < 60 mi/phit/1,73 m*).

Suy gan: Thin trong khi st dung & bénh nhén suy gan mide A nhe dén trung
binh khing kém theo d miit.

Gidim thé tich vathoge gidm natri: Bénh nhin bi gidm thé tich vivhoiie ha

ClCr < 30 mifphit hode dang thdm phin mdu, Khdng cfn didu chinh lidu & ré
em ¢ CICr > 30 ml/phuit. Cén theo dai chilt ché chife niing thin v nong df
kali huyCt dic biét khi bénh nhin ¢6 kem sdt, mat nude. Ching chi dinh sit
dung ddng thisi ARB - bao gdm valsartan - hoie ACE vai aliskiren & bénh
nhiin suy thin (GFR < 60 mlfphiy/1,73 m?)

Siv gan; Tudng wf nhu & ngudi 1én.

7. Sif dung thude cho phu nii ¢6 thai v cho eon bii.

Phy nid mang thai:

Khing khuyén edo sif dung Variman trong 3 thing déu thai ki v ching chi
dinh sif dyng & 3 thdng gidta va 3 thdng endi thai k.

Ciic biing chitng djch & hge chua dua ra kEt lujin v nguy oo qudi tha khi sif
dyng thudc de ché men chuvén trong 3 théng du thai ky, tuy nhién khong
logi tril. Nguy o0 ndy cling (on igi iieng 0f & nhém thude ARB.

“Trt tricing heip thafc sy cin thiét, bénh nhin co k& hogeh mang thai nén duge
thay (hé bing thudc ha huyEt dp khic di cé hd so an toan dude thict 1ap. Khi
¢6 chiln dodn ¢d thai, vige didu trj vdi thude ARB nén dude ngung lai lap nie
vii biit ddu ding ligu phip thay th khdc. Sit dung thuée ARB trong 3 thing
giila va 3 thiing cudi (hai ki dan dén cde dée tinh trén blo thai (suy gidm chie
ning thn, it nudc oi, cham phit tridn xudng so) vitrén ué so sinh (suy thin,
ha huyt dp, ting kali huydu,

NEu d3 50 dung thue ARB kéo dii tdi 3 thing cudi thai kir, cfin siéu im kiém
ra chife ning thiin vi chup so thai nhi. Tré sd sinh c6 me sif dung thufie d6i
khdng thu thd angiotensin Tl nén duge theo doi cin thin nguy ed ha huyél dp.
Phy mit che con bri: Chia ed thing tin dily di vé tinh an wan. Khéng nén
ditng thude trang khi dang cho con bid.

8. Anh hudmg trén kha nfing 14i xe vii viin hinh mdy moc:

Trong qud winh didu tri, chong mit vii mét mii di dude bio cdo. Do 46,
nhiing bénh nhiin gdp phii cic riéu ching niy nén thin trong khi 14 xe hode
viin hiinh may moc.

9, Tudng tie va udng ky cira thude:

9.1. Tuwong tdc thutc:

Dt ligu thit nghigm lam sing cho thily phong b keép hé renin - angiotensin -
aldosterone (RAAS) thong qua vige s dung két hgp ACE. ARB hojc
aliskiren [am ting tin swit ADR nlnf ha huyét dp. ting kali huyet va suy gidm



e nang thin ;Du.o g6m suy thin eip) han so wéi vide st dung don tri ting
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Thute phong bé kép hé renin - angiotensin (RAS) bao ghm thude ARB, ACE
hode aliskiren: Chéng chi dinh si dung dong thdi ARB - bao gbm ca
valsartan = hofe ACE vdi aliskiren & bénh nhin ddi thio dubng holic suy thin
(GFR < 60) rnlfphﬂb’[,TB m*),
Khing khuyéij cdo phm hgp:
Lithism: Su giaing ndng d;a lithium huyét thanh vi ddc tinh cd (heé hdi p|‘H_|L
4 duge ohi nhin khi dimg déng thisi Tithium vdi eic chit e ché men chuyén.
Do thidu kinh nglm,m 51 dun l.huyun ciio khdng nén phéi h{jp valsartan vit
lithium. M&U sut phéi hop 1 céin thidt phii theo ddi ciin thin ndng dd lithium
treng hu_yu thanh.
Ché pliim fm serng kali, chilr thay i mudi chida keli, e Joi tifu gi?iﬂi'
veLgd thudy Kide gdy rdng Rali smlit! Ding dﬁl':" thai vdi valsartan 6 (hé gy
iAng kali huyél, Néu p]ml ding, cin theo d6i ndng d6 kali trong méu.
Thtm trong khi phoi .i'zpp
il H g viem khing steroid (NSAID) bao gdm edc thude
velporygernms 2 (COX - 2 acid acenvisalicviic
) kliong chor loc: Khi cde chit déi khing angiotensin
II hide dung ckm;. thai vdi NSAID, t.mdung ha huyét dp cla valsartan c6 the
bi giam. Ngodi ra, viée dﬂng déng thei ndy cb the lam ding nguy co 10n
thuang chife ning thin va ting cali huyét, Cén theo d6i chile ning thin khi
biit déin phdi hop \il khuyén b-:nh nhan udng di nude,
Cede chdr vin clievén: Dit lidu in vitro cho ll'my valsaran 13 mot cct chét cla
chit vin chuyén thudc vio bén wong gan OATPIBI/OATPIB3 vi chit vin
chu_l,'l:n thuide ra ngodi gan MRP2. Do dd, st dung déng thiti valsartan vdi cde
thude te ché OATPIBI, OATPIBE DATJ (nhu rifampin, evelosporine) hoim
MPR2 (nhl: ritonavir) o6 thé [am ting ndng dé valsartan tidng dng trong tuidin
hoim. CAn thin trong khi biit ddu holie ngiing dicu i vii cic thudic niy.
Khide: Trong cic nghign ciu, khing i [lcimg i ldm sang dugc quan sit thiy
khi diing chung valsarian vdi: Cimetidine, warfann, furosemide, digoxin,
atenolol, indometacin, hydrochlorothiazide, amlodipme, g]nhcnc:larmdu
9.2, Tutong ky ctia Ihué{ Do chua 6 cic nghu.n citu vé tdng ky cla thedc,
khong trfn [in thudc nay voi cac thude khic
10, Tie dung khiing mong mudn ciia lhuoc. (ADR):
Trong cdc nghién ciiu lam sanL uén bénh nhiin bi ting huyc,iﬁp tin sudt cie
ADR duge so sdnh wdi pgid duge vi phil h{!p voi tinh chit duc 1y cla
valsartan. Tén suit ADR Rh-c-ng lién quan dén liéu ding hoic thdi gian ditu
tri va cing cho thily khong e6 lién quan wii gidi 1inh, o e hodic ching the.
Cic phin ﬂng phu dutse bio ciio tif cde nghiln cdu lim sang. Kinh nghi¢m hiu
mii vi cdc ket qu:t cin hm ung duic ligt ké theo nhém hé thong cd quan,
Céc ADR duge xEp theo tin suft gidm din v quy ude nhif sau: Rt thuting
aiip (= 1/10): Thatétng gip (i 17100 i 1/10): it gfip (1/1.000 i 17100%; Higm
alip [Iﬁ'!l] DOOlGl 11 DODJ Rél hiém gip (c!f’IO(}ﬂm
Vi mdi nhém tin sudi, cdc phan dng phy dude x8p logi theo thit w dd nghiém
trong gidm dén,
P&i vdi clic phin dng phy duge bio c:io i kmh nghiém hju mai va cic kE[
qud ciin 1m sang khing xdic dinh duge tin sudt ching duge xem vai tin sui
“chuu bigl’

Ting huyér dp:

ne J E

Biing 1: ADR trin ting huy&t dp
M hi bach feeyét

ifim hemoglabin, gidm hematoerit, giam bach chu da

Chuta hidt i 4 EEASY
& nhin trung tinh, gidm Héu e,

HE mién dich

Clwta higt ‘ Qud miin bao pdm hénh hoyét thanh

Chuyén hefer vt divs dieg

Clnta bigl ‘ Tang kali ]1u_v§i h:l natri huy€t

Tal e | s o

It gap ‘ Chéng mit |
Mach midu

Chata higl ‘ Vigim mach mudn

H hdip, ngiee via reung that

ft giip [ Ho

Tidu hoa

e giip | Bau bung

Gran it

Chita bit XNét nghiém chiic ning gan bat thudng bao gdm ting

bilirubin huyéi

D vel e el ol

Chuta hidl ‘ Phii mgch, viem dn bong nude, ban, ngiin

Xuomg var mé fidn kdr

Chut hidl [ Puu co

Then va 881 g

Chua biflt \ Gidim chile ndng thiln va suy thin, ting creatinine huyet
Toan thiin v tai chd

It gip | Mét méi
Irée

Téc dyng hy hu,w.[ ap cla valsartan da duge ddnh gid trong hai nghién cni‘u
lam r.ang ngin nhién mir ddi vi nglm.u. cltu nhin md, Nghién cidu bao gdm
771 tré em 1 6 dén dudi 18 woi ¢6 kém bénh than man tinh (CKD) hogc
klmug, trong do ¢o 560 bénh nhin dugc dtmg valsartan. Ngoai wlr, cde rdi
loan tizu hou riéng 18 (nhu dau bung, budn ndn, ndn mit) vi ching mét,
Lhnng o6 suf khic bu:l & tén \u!_hll vi m[n: di nwhluu trong cla cic ADR trén
hénh nhi tit 6 d&n dudi 18 lLIL'lI-b(l vii bénh nhiin gl lﬁn

Khong cé ADR niio lién quan dén tim thén v suf phﬁl trién hé thiin kinh.

Suy tim/sau nhdi mdu cd tim:

Bdng 2: ADR trén suy tim/sau nhoi mdu oo tim
Midu vi hé boch huyéi
Chuta biéi | Giizien ticu cdu
HE mifn dich
Chufa bigit |Qu|i man cam bao gdm bénh huyét thanh
Churyén ha va dink diwang
it gip | Tiing kali buyéi
Tide kink
Thuling glip |Chong mit, chang m3t khi thay d6i uf the
it gap [ gfit. dau diu
Tai va meé due
It gdp [€héng miit
Tim
Liggp [Suy tim
Mach mdu
Thutiing gip [Ha huyét dp. ha huyet dp rr thé ditng
Chira bice Yidm mach miu
His b, gute v frune thit
it gip [Ho

Ticu hoia

[t gap [Budn nén. ticu chiy

Coierr wndle

Chufa bigi | Nt nghigm chite nng gan bit thudng
Do ver and ey dig

It eip |i'1u'] mich

Chua bidh ]\-’ia":m dit bong nudc, ban, ngda
O xitong v mo ien kél

Chua biét |Buu e

Thn vit HéT Hidu

Thuilng gip Ciidim chic ndng than, suy thin

[t gap Suy thifin cép, ting creatine huyt
Chura bida Ting ure nigu

Todn thin vid i ché

It gdip \_‘Euy nhiteic, met moi

THONG BAO NGAY CHO BAC §Y HOAC DUGC SY NH NG
PHAN UNG CO HAT GAP PHAT KHI SU DUNG THU
11, Qu Niéw v xar tris
Tridu .:Iu..‘mr Quii liéu valsartan e6 thé giy ha huyél dp ning, gidm ¥ thiic,
suy tudn hoiim vivholie séc.
X tri:
Phy thude vio thiii gian dimg qud lifu thede, biu hign vi mide 4 cla cde
irifu chitng, nhung hién phip quan trong whit 1a &n djnh huyél ding cho
nguihi binh
NEu xdy ra by iyt dp. cho bénh nhin nim ngia vi b sung thé tich méu.
“Thiim tich miu Khdng loai bo duge valsartan.
12, Bxdc tinh duge [y hoc:
Nhem dege i3 Thude e ché thy thé angiotensin T1
Phan logi ATC: CO9CAD3
Corchd tdc dng:
Valsartan 13 thude dc chL'thu thé angiotensin Il (Ang ) ¢é hoat Emh manh vi
dge higu diing duding uung N6 uic déng mit edch chon loc 1én tiéu thy thé
AT, chiu trich nhigém déi vdi ede 1ie dung di biét clia angiotensin 1L
Ning dd cta angiotensin 11 L rong huyél wong [ﬁng 18n sau khi thy th& AT; bi
te chZ béi valsartan o6 thé kich thich thu thé AT, khéng bi e che o6 e
dung lam cdn bri.ng, vl tic dung cu11h|,| thé AT, Valsarian khiing cho [hﬁy
bit k:,- hoat tinh dong vin mn phnn ndo tgi thy thé AT, vit b di Im. ddi vdi
thy thé AT, cao hon nhidu (gip khoing 20.000 lin) so voi thu thd AT,
Valsartan khing ite ¢h& hofic gin vdi thy thé harmone nda hay kénh ion nan
6 anh hudng tdi viln mach.
Valsartan khing tic ché men chuyén angiotensin (con dugc goi la kininase 11),
¢ tdc dung choyén angiotensin 1 thanh angj{:tena.in Il var gy thodi hod
bradykinin. Wi khing ¢6 tdc dun, ng trén men chuyén angiotensin v l:héug lam
manh thém hm.dyi:lmn hodic cd chilt P, nén cdc thudic de ché thy thé angictensin [1
khdng gi L_',' ho.
Tranﬂ cie thit nghiém lim sang \rong a6 valsartan dudc so sdnh vdi mét
thude e chié then chuyén ang:«mnem 1§ 1& ho khan thip hon ding k&
(P < 0,05) & bénh nhin didu tri biing valsartan (2,6%) so vdi bénh nhin ditu
i biing thude e ché men chuyén (7.9%). Trong mot thit nghiém 1Am sing
wén cde bénh nhin ¢6 tién sit ho khan do ding thude e chi@ men Lhuytn
19.5% bénh nhin trong thit nghitm d dang valsartan vi 19% benh nhin
O*Lng dimng thudc lgi tiéu thiazide bi ho so vdi b8 5% bénh nhan didu tri biing
thude ite Lhe‘! men chuyén (P <0 {15).
13. Ciic dijc tinh v& dwge dang hoe:
Hip thu: Sau udng valsartan ddn Lidu, nung @6 dinh trong huyél trdng ciia
valsartan dgt duge trong 2 - 4 g:d Sinh k]la dunh duding ubng dat 23, Thie
iin cd .mh huding dén nong 4o h.m thu cla valsartan, lam gidm AUC Lhoa'mz
40% va giam m*nu dinh trong huyEl twong khodng 509, nhung ndng douong
huyét tuang san khi udng ® gio weang w nhauy di udng hic déi hay no. Tuy
nhaén, AUC gidm khong kem theo gidm tde dung lim shng, do d6 cd thé udng
valsartan wrong hode ngoii bifa dn.
Phén bé: The tich phin b8 & trang thii 6n dinh cda valsartan sau khi tidm tinh
mach 14 khodng 17101, cho |h.|y valsartan khéing phiin b rfng riii vio cde mi.
Valsarian lién k& maonh vio protein huyét tdeing (04 - ‘J'F‘:EJ chn yeu la
albumin huyt thanh.
Clm}eu hder: Vﬂ]\quul ]\hung dge chuyen hida dﬂng k&, chi ¢ 20% liéu tim
thity dudi dgng chit chuyen héa. qu chét chuyén hda hydroxy di dige xic
dinh trong huyét twdng & ndng 48 thip (it han 10% AUC cta valsartan). Chit
chuyén hoa réty khong 6 tde dung duge 19,
Thm fref: Valsartan dm‘,k: thai i theo nhieu pha (i, o< | gld’ va b [} khodng
9 gidt). Valsartan thai trif chi yéu v.m phiin (khodng 83% liéu diing) vi nudc
tién (khodng 13% lidu dimg), chi yéu dudi dang khomg ddi. Sau khi tigm tinh
mach, @6 thanh thai valsartan huyét tidng 1 khodng 2 lit/gidh vi 46 thanh thii
thiin 120,62 livgio (khodng 30% 46 thanh loc toan phiin), Thii gian bin hiy
ciia valsartan I 6 gid.
Suy tim: Thoi gian dat dude ndng d¢ dinh trung binh va th gian bin thii cia
valsartan & bénh nhian suy tim nigng ty nhu di quan sau & nhiing ngudi dah
m,uyén khée manh, AUC v C, clia valsartan tang mdt clich H.I&'LI‘I tinh vii
hau hét ty 16 vdi sl ting lidu khi ding mide liéu trén lim sing (40 - 160 mg,
2 lin/ngiy). He s6 tich liy tring bink khodng 1,7. D thanh théi bifu kién
clia valsartan sau khi udng 14 khodng 4,5 livgls, Tudi tdc khdng dnh hudng
d&n d6 thanh thii bifu kién & bénh nhin suy tim.
Nﬁom benh rrh&n d'(u. bnz.f
i ie) o) lnw 50 n;u(’jx ndng dé valsartan mdu
hcﬂ ¢ao hin ngudl ¢, nhung Is:h.bng cd ¥ nghin l6m sing.
Sury tham: Khonrr cd nng quan a0 nn].l chife néng thin vanbng dt‘n valsartan
huyél neong. Dil dé l\hunﬂ cén du,.u chinh liéu dul vii ngndi hl tén thudng
thin (CICr > 1D m]fphut} Hién nay chua ed kinh n_ghlcm vii ngudi eb
CICr < 10ml/phiit vi bénk nhin dang thiim phin médu, do 86 nén thin rong
khi dimg valsartan cho nhitng bénh nhiin ny. Do lién ké& manh vdi protein
huyét tsong, ft o6 khd méing loai ba valsartan bling thdm phan méiu.
Stey an: Khoang 705 lidu hilp thu duge thai it qua mét, chi y&u dudi dang
khéng déi. Valsartan it chuygn hda. AUC gip 861 ¢ zhi nhiin d bénh nhin
suy gan nhe 600 vita so voi ngudsi khoe manh, Tuy viy, khéng e mdi widng
quan nio giifa ndng i huyét widng clia valsartan va midc di ndng cia bénh
gan. Valsurlan chua dude nghién edu < bénh nhin suy gan ndng.
Tré emn: Nehién ciu irén 26 tré em cao huy8tdp (17 1 - 16 moi), ding mat liéu duy
nhit hdn dich valsartan (trung binh: 0.9 - 2 mgfke, lidu téi da 80 mg) ghi nhin d§
I;h:mh thai valsartan twdng ty nhu & ngudi 1én khi ding cling mét cong thuc thudc.
sy thin: Vige sit dung thude che tré em c6 CICr < 30 mlfphul hoidc dang
:h m pl‘:an miu chua duge nghién e, do db khdng khuyén cde sit dum,
valsartan cho nhifag benh nhin nay, Khong ¢dn diéu chinh lidu cho tré em c6
CICr = 30 mlfphuir, clin theo doji cht chié chite néng thin vh kali huyet thanh.
14, Q'u.ly ciich dong g&l. Hép 3 vi x 10 vién nén bao phim,
15. Diéu kién bao qunn. Han dimng, Tiéu chufin chit luong:
B kién bdo gudn: Noi khé, nhir dé khiing qui 30°C
Han dimg: 36 thing k& 1 ngly san xudft
Tidn chrdir chift | rmpr TCCS
16. Tén - Din chi eu s sin xufi:
Cong ty TNHH DRF Inter
L& EBS. Parding sd 19A, Khu cng nghigp Hiép Pmrdc,
Xi Higép Phudc, Huoyén Nha Be. Tp. HCM




