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. 7 THUOC NAY CHi DUNG THEO DON THUOC. ; 

pE XA TAM TAY TRE EM. DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG. 
CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC SY. 

1. Thanh phan: MGi vién nén bao phim chea: 
Hoat chat: Valsartan 
Ta duce: Vita di... 
(Microcrystalline cellulose 102, Crospovidone, Colloidal s 
Magnesi stearate, Hypromellose 3 cps, Polyethylene glycol 6000, Talc, Titan 
dioxide) 

2. Dang bio ché: Vien nén bao phim 
Mé te xcin pha + Vién nén hinh oval, bao phim mau tring, hai mat trén,canh 
va thanh vién Fink Tin. 
3. Chi dinh: 
¥ Didu ti ting huyét dp nguyén phat & ngudi én va tré em trén 6 tdi. 
¥ Diéu ti suy tim cd triéu rchting 6 6n dinh trén lm sang  nguéi Kin hode réi 

loan chite ning tim thu that trai khdng triéu chng sau nhdi mau c@ tim 
mdi xy ra (12 gid tdi LO-ngay). 

~ Cho binh nhan ngudi ldn bj suy tim cé tigu chiing khi: 
* Khéng dung nap thude we ché men chuyén (ACE) hoje 
« Bénh nhan khong dung nap thude chen beta trong ligu phaip bé sung eho 
thude tic ché men chuyén khi khong thé sit dung thudc déi khang thy thé 
mineralocorticoid, 

4, Cach dig - Lieu ding: 
Cé sin cic vién nén bao phim dudi dang ham |uong 80 mg va 160 mg cia 
valsartan cho cic liéu khac nhau. 
Chi dinh biét dutge nay cho bénh nhan khi ligu ding 1 lin cia valsartan 14 160 mg. 
41, Liew disng: 
Tang huyét dp: 
Liéu kha are la 80 mg, 1 lindngay. Thode iit dau ed tie dung: 2 tufin, tie 
dung t6i da: 4 tuan, Trung hop can thiét, ed thé ting lieu 160 mg, 1 lin/ngay 
va ti da 1A 320 mg, | lin/ngay. 
Cé thé phéi hop valsartan vdi cde thudc ha huyét di dip khac (nut thude Idi téu 
hydrochlorothiazide) dé lim ting tic dung ha huyet dp. 
Sau mhdi mui eo tim: : 
G nguii bénh dn dinh vé lm sang, diéu trj co thé bat ddu vao gid thi 12 sau 
nhdi mau ed tim. 
Liéu khéi déu la 20 mg, 2 ldn/ingay va nén ting lén 40 mg, 80 mg va 
160 mg x 2 lan/ngay trong, vai tudn tiep theo, 
Liéu tai da la 160 mg, 2 Lin/ngay, Noi chung, dicu chinh liéu lén mie 80 mg. 
ngay 2 lan sau khodng 2 tuén bit diu digu tr va lén lidu toi da 160 mg, ngay 2 lin 
sau 3 thing, dia trén sy dung nap cua bénh nin doi vdi valsartan. Néu xdy ra ha 
huyét dp trigu ching hoc rot loan chic ning than cain xem xet gid lieu. 
Valsartan c6 thé ding vai cée phéc 46 diéu tri khde sau nhdi mau cd tim nhu 
cde thude tan huyét khdi, acid acetylsalicylic, thude chen beta, statin va thude 
Igi G@u. Khéng khuyén cao phdi hdp vdi efi thude te ché men chuyén. Khi 
danh gid bénh nhén suy tim phai luén bao gom viée danh gia chic ning thin. 
Suy tim: 
Lieu khoi dau 14 40 mg, 2 lan/ngay. Néu bénh nhan dung nap tét vdi thudc, 
co thé tang lén 80 - 160 mg, 2 | Ingay. Khoiing cach dé diéu chinh ligu 
thiéu la 2 tan, Lidu téi da bang ngay 14 320 mg, chia thanh ede liu nhd, Can 
nhac gidm liéu valsartan khi ding déng thdi y6i thade lei tiéu. 
Valsartan ed thé ding vdi ede didu tri suy tim khic. Tuy nhién, khong nén 
phéi hop 3 thude: Thuée tic ché enzym chuyén angiotensin, thude chen beta 
va valsarian. 
Khi dinh gid bénh ohan suy tim phai lun bao gom vige dénh gid chife ning thin. 
Dai tuong aie bigt: 
Newitt cae moi: Khong can didu chinh liéu. 
Suy than: Nguti lén: Khong can dieu chinh lieu & bénh nhin cé C1Cr > 10 mV/phut, 
Ching chi dinh sit dung déng thai valsartan vdi aliskiren & bénh nhin suy 
than (GFR < 60 ml/phut/l. 731 m?). 
Pdi thde cdiéime: Chong chi dinh sii dung déng thoi valsartan vdi aliskiren 
bénh nhin dai thao duéng. 
Suy gan; Than trong khi st dung 6 bénh nhan miic bénh gan. Liéu ding cia 
valsartan khong vuret qué 80 mg 6 bénh nhan suy gan mite 46 nhe dén trung 
binh khéng kém theo t mét. Chéng chi dinh ding valsartan cho bénh nhan 
ay gan ning, xo gan tic mat vid mat, 
Tré emt tit 6 dén dite 18 tal rang hut Or dip: 
Can nang < 35 kg: Lieu khdi dau 1i 40 mg, | Hin/ngity. 
Cain nang > 35 kg: Liéu khdi dau 14 80 mg, | lin/ngiiy. 
Liéu ding duge diéu chinh dua trén dip ing diéu tr va kha nang dung nap 
cua tifng bénh nhén. 
Thit nghiém lam sang ghi nhiin liéu t6i da cho ting trudging hop duce lide ke 
dudi diy: 

natri tram trong nhu dane ding thuéc Idi tiéu liéu cao, ed thé giip ha huyét ap 
wiéu ching sau khi khéi dain diéu tr bing valsartan. Cin pl ait dieu tr tinh 
wang trén tride khi dimg valsartan, vi du giam lidu thudc Idi tigu. 
Hep d6ng mach than: 
An toan khi ding valsartan & bénh nhan bj hep déng mach thn hai ben hoge 
mét bén van chua (hide 
Ding valsartan trong th ian ngdin cho 12 bénh nhan bj tang huyét ap do 
mach miu than thi phat sau hep dng mach than mgt bén khGng gay ra thay 
dai dang ké nao vé huyét dong | hoe & than, cre ne huyét thanh howe nite 
uré mau (BUN). Tuy ohio, vi cic huge khac anh huting, dén hé renin - 
angiotensin - aldosterone (RAAS) c6 thé lam ting uré mau va creatinine 
huyét thanh & nhiing bénh nhan bi hep dong mach than hai bén hodc mot bén. 
Khuyén cdo theo doi chite nang trong qua tinh diéu eri, 
Gheép than: Khéng cé kinh nghiém sit dung valsartan cho bénh nhén mdi 
ghép than. 
Ting aldosterone nguyén phdt: Nhiing bénh nhin ting aldosterone nguyén 
phat sé khéng dip ting vai thudc ha huy ip tic ding thong qua su tie ché hé 
théng renin - angiotensin. Do vily, khéng nén dig valsartan cho nhiing bénh 
nhan ny 
Hep ae hai Id va van dings mach chu, bénh co tim phi dai tac nghén: Nii 
cdc thuée giiin mach khde, cén ‘than trong khi ding cho cic bénh nhin nay. 
Thai ky: 
KhSng nén ding thude d0i khang thu thé angiotensin [cho phy nif cé thai, 
trit khi that suf cain thiét. 
Bénh nhan £6 k€ hoach mang thai nén dude thay thé bang thude ha huyét ‘ip 

ésdan toain thigh thiét 1 dp. Khi c6 chin dodn e6 thai vie diéu tn 
khang thu thé angiotensin IT nén duige ngung lai lap tite va bat 

dau ding ligu phap thay thé khade. 
Sau nhot mau co tim: 
Ket hop captopril va valsartan khong Jam tang tac dung diéu tri ma ting nguy 
ed say ra ADR. Do dG, khong khuyén cdo ket hop valsartan voi thude tte ch& 
then chuyén. 
Than trong khi bit d4u diéu tri é bénh nisin sau nhdi mau co tim, Khi danh gid 

bénh nhan bi nhoi mdu eo tim phai ludn bao gm dinh gid chiic niing thin. 
Su dung valsartan 6 nhting bénh han sau nhéi mau co tim thuéing lam gidm 
huyér dp, nhung vige nating ding valsartan do ha huyét dp tridu ching la 
khang cfin thiét néu liéu cla thuéc dang 6 trong khodng liéu khuyén cio, 
Suy tim: 
Ding dng théi valsartan vdi thuéc ACE lam ting tin suit ADR nhut ha huyét 
‘ip, tang kali huyét vit suy gidm chite ning thin (bao gom suy than cAp). 
Khéng, Khuyéin ciio két hop 3 thuée bao gm: ACE, thudc chen beta, valsartan 
do khong ting tic dung dieu trim lam Hing nguy cd xily ta ADR. Khon 
khuyén céo két hop 3 thuéc bao gom: ACE, thuée déi khang thu thé 
mineralocorticoid, valsartan. Viée st! dung cdc két hap nay nén duce gidm silt 
bdi bac si chuyén khoa va thuding xuyén theo doi chide ning than, huyét ap vi 
dién giai. 
Than t trong khi bat du diéu i 6 bénh nhan suy tim. Khi dénh gid bénh nhiin 
suy tim phai luén bao g6m diinh gid clic nding than. 
Su dung valsartan & nhitng bénh nhan suy tim thuéng lim gidm huyét dj §p, 
nhuing ee ngiing ding valsartan do ha huyét, ap triéu ching 1a khong cin 
thiét néu li¢u cba thude dang 6 trong khodng ligu khuyén cdo, 
Bénh nhan ¢6 chttc nang thin phy thuge vao hoat dong hé rer 
- aldosterone (nhit bénh nhan suy tim sung huyét ning), diéu wi bing 
thude de che men chuyén dan dén thiéu niéu vashode ting nite huyét va (hiém 
gap) suy than cap hoe ti vong. Nguy ed suy than tong tu khi ding valsartan 
cho nhiing bénh nhin iy. vi valsartan [4 thude tte ché thy thé angiotensin II. 
Khong nén ding két hap thuée ACE vi ARB cho bénh nhain bi bénh thin do 
dai thio duéng. 
Tien si? phit mach: Phi: mach, bao gdm sting than quan va thanh mOn, giy 
tie nghén dudng thé vivhotc suing mit, mai, cé hong, vathoge | Iwai da dude 
bio cia & nhiing bénh nan duge diéu tri voi valsartan, mot so nhting bénk 
nhiin nay triféc day da ting bi phi mach khi ding cae thudc khac bao gom.ca 
ACE, Valsartan nén dude ngung ngay Jap tic néu bénh nhan bj phi nach va 
khéng suf dung lai, 
Phong bé kép hé renin - angiotensin - aldosterone (RAAS): Khi sit dyog 
dang thai thuée ACE vdi thuée ARB hoje aliskiren lim ting nguy cd ha 

ling kali miu va gidm chile nang thin (bao gdm, ea suy than cap). 
Do a6, khong ding déng thei valsartan voi thude tte ché men chuyén hay 

elie hop thue sy can thiét phai ding déng théi, can theo doi chat 
di a hiic ming than. Khong nén ding déng thoi ACE 

val ARB 6 bénh nhan bi bénh thin do dtiii thio dudng. 

Khong khuyén cdo sit dung valsartan & bénh nhi cd 

Tré_em_ it 6 dén dudi 18 tdi bi suv thin: Khéng khuyén cio sit dung 
valsartan 6 tré em cd ClCr < 30 mlfphtit hode dang tham phiin miu. Khong 
cin diéu chinh liéu 6 tré em e6 ClCr> 30 ml/phtit, Can theo doi chit ché chic 
ning than vi néng dé kali huyét thanh. 
Tré em wit 6 dén ditch 18 ndi bi suv gan: Tutong tu nhu 6 ngudi lén. 
Tré_hi_sity tim wa mdi hi nhdi mén co tim: Khong khuyén edo sit dung 
valsartan @ 1é em vi thanh thidu didi 18 mdi bi suy tim hode mdi bi nhoi 
madu cd tim, do an todn va hidu qua chvfa dude xée dinh. 
4.2, Cach ding: 
Ding duding udng, nén udng cich xa bila in va nén ding kem voi nude. 
3. Ching chi dinh: 
Qua miin vdi hoat chat hoiic bit ky thanh phan té duge ndo eta thude. 
Suy gan nang, xd gan tie mit, @ mat. 
Phy mi mang thai hon 3 thang. 
Ding déng théii valsartan va ede san phim ehtta aliskiren cho bénh nhin dai 
thao dung hode suy thin (d6 loc c4u thin (GFR) < 60 ml/phit/ 1,73 m7). 
6. Canh bao va than trong khi ding thudc: 
Ting kali huyét: Khong nén si dung dang thai ede thuée loi tiéu ali kali, cdc 
ché phim bo sung kali hode ede thuée khdie cé kha niing ting nong dé kali 
huyét thanh (nhu heparin). Bénh ohan cin theo déi dinh ky néng dé kali 
huyét than. 
Suy thdn: Khong cin chinh liéy 461 vdi bénh nhin bi suy thin. Tuy nhién, 
chia c6 dif héu ve cdc trvdng hop nang (dé thanh thai creatinine < 10 mb/phit 
hode dang thim phan miu), vi vay nén than trong khi ding. Chong chi cinh 
két hop thuéc tic ché thy thé angiotensin (ARB) - bao gém valsartan - hodc 
thude tie ché men chuyéa (ACE) vdi aliskiren gd bénh nhan suy thin 
(GFR < 60 ml/phit/1,73 m*), 
Suy gan: Thin wrong khi str dyng é bénh nhan suy gan mife a6 nhe dén trung 
binh khéng kem theo @ mit. 
Gidm thé tick vathode gidm nairi: Bénh nhan bj gidm thé tich vivhode ha 

ClCr< 30 mi/phit hode dang | tham phan mau. Khéng iin diéu chinh liéu d tré 
em c6 CICr > 30 ml/phiit, Can theo doi chit ché chife niing thin vi nong dé 
kali huyét dic biét khi bénh nhin cd kém sét, mat nude. Chong chi dinh sit 
dung déng thii ARB - bao gém valsartan - holic ACE vdi aliskiren & bénh 
nhan suy than (GFR < 60 ml/phiw/1.73 m*) 
Suy gan: Tung ¢ ty nhu & ngudi Idn, 
7. Si¢ dung thude cho phu nif cé thai va cho con ba. 
Phu ni mang thai: 
Khong khuyén cao sit dung Variman trong 3 thang dau thai ky va chéng chi 
dinh sit dung 6 3 thang | giifa va 3 thing cudt thai ky. 
Cée bang chitng dich té hoe chua dua ra két luan vé nguy co quai thai khi sit 
dung thude te che men chuyen trong 3 thang ‘dau thai Ry. tuy nhién khong 
loai tril, Neuy ed nay cling ton tai tung ty G nhém thuée ARB, 
Tritt tung hp thie suv can thiét, bénh nhin c6 ké hoach mang thai nén duge 
thay thé bang thude ha huyét dp khiéc da 6 ho sd an toan dtge thiét lip. Khi 
co chin dosin e6 thai, vii i tr] vdi thuée ARB nén dude ngung lai lap we 
val bat dau ding ligu phi ay thé kd Su dung thuéc ARB trong 3 thing 

gifla va3 thing cudi thai ky dan den ede dée tinh trén bao thai (suy gidm che 
niing than, it nude Gi, cham phat trién xucng so) vi wrén wé so sinh (suy than, 
ha huyét dp, ting kali huyet). 
Néu da sti dung thuée ARB kéo dai t6i 3 thing cudi thai ky, cin siéu im kiém 
tra chite ning thin vi chup so thai nhi. Tré sd sinh cé me stf dung thuéc cdi 
khang thy thé angiotensin Tl nén duce theo dbi efin than nguy ed ha huyét dp. 
Phu nit cho con bi: Chata cé théng tin day du vé tinh an toin. Khang nén 
dig thuéc trong khi dang cho can bu. 
8. Ankh hudng trén kha ning Idi xe va vin hanh may moc: 
Trong qua tinh diéu tri, chang mit va mét mdi di dude bio cao, Do d6, 
ahiing bénh nhdn gap phai cic triéu ching nay nén than trong khi ldi xe hode 
vain hanh may moc. 
9, Tuong tac va tuidng ky cia thude: 
9.1. Twong tde thudc: 
De ligu thu nghiéin lim sing cho thay phong bé kép hé renin - angiotensin - 
aldosterone (RAAS) thong qua vide sif dung ket hop ACE, ARB hoge 
aliskiren lam ting tan suat ADR nhv ha huyét 4p, ting kali huyét va suy gidim 

Khuyén cdo khang sifdung ligu cao hon lidw dupe lithe vee 

Can nang Liéu tof da dugie nghién ete Sir thant 
= Whe dén< 35 kg a mg 

235 kg dén < a0 kg Le0 me 

2 80 kg den = 16 kg 320 mg 



https: /frungtamthuoe.com 
hie ning thin (bao gom suy thin efip) hon so véi vige si dung don triting = [Feu how 

ity Buon nén, tigu chiy 
Thude phong bé kép hé renin - angiotensin (RAS) bao gém thude ARB, ACE a a | 
hodie n; Chéng chi dinh sé dung déng thdi ARB - bao gdm ca oa — = 
valsartan = hoie ACE vei aliskiren 6 bénh nhan dai thao duémg hoiic suy thin ‘Chita biét | Xét nghiém chite ning gan bat thuGag 

(GFR < 60 mifphuw/ 1,73 mm), Da ve md didi dae 
Khéng khuyén edo phot hep: itgiip Pha mach 
Lithium: Su gia ting ang % lithium huyét thanh va dée tinh éd thé héi phye ‘Chua bie [viem da bong mide, ban, ngta 
da duce ohi nhan khi ding d6ng thoi lithium vdi cic chit te ché men chuyén Co auting vind Win kal 
Do thiéu kinh nghi¢m sit dung, khuyén ciio khong nén phai hgp valsartan va ‘Chua bit [Baw a 
lithium. Néu sul phdi hep 1a can thiét phdi theo déi ciin thiin néng d6 Lithium — 
trong huyét thanh. Tier aid al 
: che ats bb. sung kali, chat thay thé mudi clita kali, thude loi tiéu git kati | Thuting gap Grim chic ming than, suy than = 

a gay ting Keli mau: Ding déng thai vdi valsartan e6 thé pay it gap Suy thin cap, ing creatine huyet 

tang kali huyel Neu u phat dang, can thee doi nong dé kali trong mau, ‘Chua bids Ting ure ni¢u 

Than fons hi phi hop: Todn than va tal che 
altel a g ng vider Kh bl sierotel eae bao gdm cde thud it gp [Suy nhutse, met moa 

COX - 2._acid acetylsalievlic 
fog ¥ perky Leh NSAID bone hoa joes Khi cdc chat d6i khang angiotensin 
II due ding dong thdi vai NSAID, tic dung ha huyét ip cha valsartan c6 thé 
bj gidm. Ngodi ra, vie ding déng thoi nay cé thé lam ting nguy co én 
thucng chite ning than va Ming kali huyét Can theo di chic nfing than khi 
bat dau phéi hgp va khuyén bénh nhan uéng di nude, 
Cade chat vdn cl ueven: Dit liéu in vitro cho thay valsartan ld mét oo chat cia 
chat vin chuyén thude vio bén trong gan OATPIBI/OATPIB3 va chat van 
chuyén thude ra ngoai gan MRP2. Do dé, sit dung déng théi valsartan vdi cdc 
thude te ché OATPIB1, OATPIB3. OAT3 (nhu rifampin, cyclosporine) hose 
MPR2 (nhu ritonavir) ed thé Lim ting néng 46 valsartan tucng: ding trong tuan 
hoan. Can than trong khi bit diu hoie ngiing diéu tri vai cdc thude nay. 
Khde: Trong cde nghién ctu, khong cb tuding tic lam sing dude quan sat thay 
khi ding chung valsartan vdi: Cimetidine, warfarin, furosemide, digoxin, 
atenolol, indometacin, hydrechlorothiazide, amlodipine, glibenclamide. 
9.2. Tuong ky cia thude: Do chia ¢6 ede nghién ett vé tutdng ky cia thude, 
khéng trdn Lan thuGe nay vai cde thude khic 
WW). Tae dung khiing mong mudn cia thude (ADR): 
Trong cae nghién city lam sang én bénh nhan bj ting huyét ap. tin suat cae 
ADR dude so sinh vdi gid dude vi phir hgp voi tinh chat dude ly cua 
valsartan. Tan suat ADR khong lién quan dén liéu ding hoie théi gian didu 
tri va cing cho thay khong co lién quan voi gidi tinh, tuoi tic howe ching te, 
Cac phan ring phu duge bao cio tit cdc nghién edu lim sang, kinh nghiém hau 
mii va cdc két qua, can lim sing: due liét Ké theo nhém hé théng cd quan, 
Céc ADR duge xép theo tin sudt giam din va quy ude nhu sau: Rat thuding 
gap (= 1/10); Thuting gap (uit 1/100 0i 1/10); ft gap (1/1000 i 1/100); Hiém 
stip (110.000 ti WI, 000}; ait hiém gip (<1/10.000), 
Véi mdi nhém tin suat, cic phan ting phy duge xép loai theo thi widd nghiém 
trong gidm dan, 
Boi vdi cic phin ting phu dude bio cao ti Rah oghiém hau mai va cde kel 
qua cin lim sang khéng adc dinh duge tan sudt ching cuge xem voi tan sual 
“chuta biét 

Tang huyeét dp: 

Bing 1: ADR trén tang huyét ip 
Maw va hé bach Ineyét 

Giim hemoglobin, gidm hematocrit, gidm bach cfu da 

ohfn trung tinh, gidim tiéu cu, 
Chute biét 

Hé mién dich 

Chota biét | Qui min bao gdm bénh huyét thanh 

Chuyén hea ve dink dite 

‘Chita biét | Ting kali a natei huyét 
Tai vei mb dao =n = 
it giip l Chéng mat 4 

Macher mid 

Chita bigL l Viém mach miu 
Ho hép, ngie va trung that 

it ip | Ha 
Tiéu hoa 

it gtip | Pau bung 
Gan mt 

Chita bigt Xét nghiém chide nang gan bat thing bao gdm ting 

bilirubin huyét 

Daya md dich der 

Chua biét l Phi: mach, viém da bong nude, ban, ngia 

Xuong va mé lien ker 

Chita biét | Bau ca 
Then vei (484 rete 
‘Chua biét l Gidim chile nang thdn va suy than, ting creatinine huyét 

Todn than ve tai che 

| Mét mai 

Tac dung ha huyét ap cia v Ji dude danh gid trong hai nghién cui 
lam sang ngdu nhién mi: doi aghi n cdu nhan md, Nehién citu bao gm 
T71 tré em tit 6 dén dudi 18 tu6i co kém bénh than man tinh (CKD) hode 
khong, trong dé cd 560 bénh nhan dude ding valsartan. Ngoai tril, cde rai 
loan tiéu héa riéng 1é (nh dau bung, budn nén, nén mita) va chong mat, 
khong o6 su khic bi et vé tan suat vA mile dd iém trong cba cde ADR tren 

Khong cé ADR nao lién quan dén tam than viv su phiit trién hé thin kinh. 
a 

Suy tim/sau nhoi mau co tim: 

Bang 2: ADR trén suy tim/sau nhéi miu co tim 

Madu va hé bach huyét 

Chua biet | Git tiéu cau 
Hé miéin dick 

Chufa biét [Qui man cam bao gém bénh huyét thanh 

Chuyén hda va dinh diedag 

fi gap [Ping kali buyet 
Than kinit 

Thuting glip [Chong mat, chong mat khi thay d6i wthé 
it eap [Ngat, dau du 
Tai va me doe 

[igap [Chéng miit 

Tim 

ft gap [Suy tim 
[ Mach mei 
‘Thing sap [Ha huyét ip. ha huyét dip tu thé dine 

Chufa hide [Migm mach mau 
He hap, neue va truny that 
it gap [Ho 

THONG BAO NGAY CHO BAC SY HOAC DUOC SY N 
PHAN UNG CO HAT GAP PHAT KHIT SU DUNG THUOC 

11. Qua iéu viv vit tris : 
Triéu ching: Qua liéu valsartan e6 thé gay ha huyét dp ning, giam ¥ thie, 
suy tudn hoin viyhoiie séc. 
Xu tri: 
Phy thuéc vio thai gian dimg qué liéu thude, bigu hién vi me d6 cha cde 
triéu ching, nhitng bién phip quan trong nhat 1a Gn dinh huyél déng cho 
nguiti bénh 
Néu xay ra ha huyét ap, cho bénh nhan nim ngta va bé sung thé tich mau. 
Tham tich miu Kkhdng loai bo dude valsartan. 
12. Dae tinh due lye hoc: 
Nhom duge by: Thude tte ché thy thé angiotensin IT 
Phan logi ATC: COICADS 
Co ché tdc dung: 
Valsartan 1a thude tie ché thy thé angiotensin Il (Ang IL) cd hoat tinh manh va 
dic higu ding duéng udng. No tic dang mot edch chon loc lén tiéu thy thé 
AT) chju trich ahigm d6i voi cde tée dung da biét cha angiotensin II. 
Nang dé cia angiotensin [1 [trong huyét tong ting 1én sau khi thy thé AT; bi 
te ché béi valsartan c6 thé kich thich thy thé AT2 khéng bi tie ché, c6 tic 
dung lam can bing vdi tic dung cia thu thé AT). Valsartan khéng cho | théy 
bait ky | hoat tink dong vin mOt phan nao tai thy thé AT, va cd di Tite dGi vai 
thy thé AT, cao hen nhiéu (gip khofng 20.000 Min) so vdi thu thé AT; 
Valsartan khdng tie ché hofe gin vai thu thé hormone ndo hay kénh ion nia 
cOdnh hudng tdi vin mach. 
Valsartan khong tic ché men chuyén angiotensin (con dude goi la kininase II), 
c6 tic dung chuyén angiotensin | thanh angiotensin Il va gay thodi hoa 
bradykinin, Vi khéng ¢6 tac dun, ng trén men chuyén angiotensin va khang {am 
manh thém bradykinin hode ed chat P, nén ede thude tie ché thy thé angiotensin II 
khong ga ay ho. 
Trong cae Uf nghiém lim sing trong dé valsartan duce so sanh vdi mot 
thuée ide chi men chuyén angiotensin, ty Jé ho khan t hon ddng ké 
(P< 0,05) 4 bénh nhan diéu tri bing valsartan (2,6%) so vdi bénh nhin didu 
ti bing thude tie ché men chuyén (7,98). Trong mot tht ngh 
wén ede bénh nhfin cd tién sit ho khan do ding thude te ché men chuyén, 
19.5% bénh nhin trong thd nghiém da ding valsartan vi 19% bénh nhan 
dang dimg thude Idi tiéu thiazide bi ho so di i 68, 5% bénh nhan didu tri bing 
thuée ite ché men chuyén (P< 0,05). 
13. Cac die tink yé duge dong hoe: 
Hap thu: Sau uong valsartan don liu, nong a6 dink trong huyél tucng cia 
valsartan dat duge trong 2-4 ait. Sinh kha dung duting uong dat 23%. Thite 
iin co ink hudng dén nong do hap | thu cua valsartan, lam gidm AUC khoing 
40% va giam nong dinh trong huyét wong khodng 50%, nhung néng dé trong 
huyét tutoing sau khi udng 8 gid wong ty nhau di udng hic Udi hay no. Tuy 
nhién, AUC gidim khong kém theo gidm tic dung kim sing, do dé cd thé udng 
valsartan trong hofic ngodi bifa ain. 
Phan bé: Thé tich phiin bé 6 trang thai 6 6n dinh eda valsartan seu khi tiém tinh 
mach li khoang 17 It, cho thily valsartan khéng phin bé rng riii vio cae ma, 
Valsartan lién két manh vao protein huyét tucing (94 - 97%), chi yéu la 

albumin huyét thanh, 
Chuyén héa: Valsartan khong duge chuyén hoa dang ké, chi c6 20% liéu tim 
thay dudi dang chat chuyén héa. Mot chit chuyén héa hydroxy da dulge xde 
dinh wong huyét tudng 6 néng 46 thip (it hdn LO% AUC cba valsartan), Chat 
chuyén héa nay khong cé tée dung duge ly. 
Thai frig: Valsartan dityic thai tit theo nhicu pha (ty a< 1 gid va by Pf khodng 
9 git artan thai tri cho yéu vaio phiin (khodng 83% li¢u ding) va nude 
tiéu (khoang 13% liéu dig), chil yéu dudi dang khang déi, Sau khi tiém tinh 
mach, @6 thanh thai valsartan huyét tudng 14 khoang 2 lit/gid va a6 thanh thai 
than li 0,62 Ifv/gid (khoang 30% 46 thanh loc toan phan), Théi gian ban hiy 

cia valsartan 1i 6 gid. 
Suy tim: Thoi gian dat duge néng 6 dinh tring binh va thé gian ban thai cla 
valsartan & bénh nhan suy tim tong ty nhu da quan sat 6 nhiing ngudi tinh 
nguyen khée manh, AUC va. Cros valsartan tang mét cach tuyén tinh va 
hau hét ty lé Hing liéu khi ding mule liéu trén Him sing (40 - 160 mg, 
2 Lan/ngiy). Hé 6 weh ly tung binh khodng 1,7. D6 thanh thai bigu kién 
eta valsartan sau khi uéng 1A khodng 4,5 lit/gid. Tui tée khéng anh hudng 
dn d6 thanh thai biéu kién & bénh nhan suy tim. 
Wd bénh wide ddc big 

5 mai trd len} O mit s6 nguGi, néng d6 valsartan mau 
ne cao hon a tre, ing khong cd ¥ nghia lim sing. 
Suy hid: Khong c6 tong quan nio gifla chite nang thin va ning 6 valsartan 
huyét tong. Do da khong can digu. chinh ligu bi vei nguiti hi ton thucing 
than (ClCr > 10 ml/phiit), Hién nay chva ed kinh nghiém vdi ngudi eé 
ClCr < 10ml/phit vi bénh nhin dang thim phan miu, do dé nén thin trang 
khi ding valsartan cho nhifng bénh nhin niy. Do lién két manh vdi protein 
huyét tudng, ft 6 kha nang !oai bd valsartan bing tham phan miu. 

; Khoang 705% liu hiip thu duge thai tit qua mat, cht yéu dudi dang 
khong adi. Valsartan it chuyén héa. AUC gip déi da ghi nbiin & bénh nhan 
suy gan nhe tdi vita 50 VG nud khoe manh. Tuy vay, khong ¢6 mdi tudng 
quan nao gifa ndng dé huyét ttdng cia valsartan va mic do nang cha bénh 
gan. Valsartan chita dude nghién citud bank ahfin suy gan ning. 
ré em: Nebién cit trén 26 tré em cao huyét ip (tit 1 - 16 tu6i), dng mét Hiéu duy 

nhat hén dich valsartan (trung binh: 0,9 - 2 mg/kg, lieu ti da 80 mg) ghi nhan a 
thanh thai valsartan tudng ty nhud AgUG: Idn khi ding cing mét céng thite thude, 
re cies Vide sit dung thuéc cho tré em c6 CICr < 30 fal/phitt hode dang 
tham phan mau chua duce nghién citu, do dé khéng khuyén cio sit dung 
valsartan cho nhiing bénh nhiin nay. Khong cfin diéu chinh lidu cho tré em c6 
CiCr > 30 ml/phiit. clin theo dai chit ché chute ning thin vi kali huyét thanh. 
14. Quy eich déng géi: Hop 3 vi x 10 vién nén bao phim. 
15. Diéu kién bao quan, Han ding, Tiéu chuan chit iuong: 
Dién kién bdo gudn> Noi khd, nhiét dé khéng qua 30°C 
Han div ng: 36 thang ké tit ngay san xuiit 
Tiéu chudn chéit lume: TCCS 
16. Tén - Dia chi ed sé sd xual: 

Céng ty TNHH DRP Inter 
LO EBS, Duting s6 194, Khu cng nghiép Hiép Phudc, 

Xa Hiép Phude, Huyén Nha Be. Tp. HCM 


