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~  Maguette qudng cdo sin phdm Valsartan STADA 80/160 mg
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Taijliu thong tin gho can b

THANH PHAN LIEU LUGNG VA CACH DUNG
MGi vién nén bao phim Valsartan STADA 80 mg chia: Valsartan STADA dugc ding dubing uding, khong phy thudc vao ba an,
NAIBATERLY . ciisicirnnrsisininnasisccssio BN nén dugc udng vdi nuic.
Tl AOC R <.civmcsisianavassinivinns 1 vién - Tdng huyét dp: Valsartan dugc ding véi lidu kndi ddu 80 mg x 1
M&i vién nén bao phim Valsartan STADA 160 mg chila: lin/ngay, tac dyng diéu chinh huy€t 4p dat dugc sau khodng 2 tudn, téc
Valsartan .............. T ol 160 mg dyng t3i da 4 tudn. V6i nhiing b&nh nhan huy&t 4p chua kiém soat dugc &
T Ao VA AU ..o 1 vién liéu 80 mg, c6 thé tng liéu d&n 160 mg x 1 14n/ngay va 18] da 320 mg x
Mo TA 1 ldn/ngay.

Valsartan STADA 80 mg: Vign nén trbn, bao phim mau héng, hai
mat khum, khAc vach trén ci hai mat.

Valsartan STADA 160 mg: Vién nén hinh thubn, bao phim mau
vang, hai mat khum, khdc vach trén ca hai mat.

Suy tim: Liéu khéi ddu valsartan 40 mg x 2 1n/ngay. Khi co dung nap
nén tang liéu d&n 160 mg x 2 ldn/ngay.

- Sau nhdi méu co tim; Valsartan c6 thé khai ddu sém 12 gid sau khi nhdi
méu cd tim trén bénh nhan c6 1dm sang 6n dinh, lidu bAt ddu 20 mg x 2

DUGC LYC HOC 1dn/ngay, 6 thé gap doi lidu trong khoang thisi gian trén vai tudn tiép 1137
Valsartan 13 mot thubc d6i khang thy thé angiotensin Il c6 hoat  theo d€n 160 mg x 2 Idn/ngay néu dung nap. :
tinh, manh, va dic higu ding dubing ubng. ThuBc tac ddng chon Tré em 6 - 18 tudi: ING
loc trén tifu thy thé AT,, chjutrach nhigm cdc tdc dung da bigtclia  Tang huy8t dp: Tré em < 35 kg: 40 mg x 1 1dn/ngay, tré em > 35 kg: 80 TNHI
angiotensin 1. Ndng d¢ angiotensin |1 ting I&n trong huyét tuong mg x 1 1dn/ngay. Piéu chinh lidu theo dap ng cla huy8t 4p. Lidu t6i da 00,

sau khi thu thé AT, bj iic ch& bing valsartan ¢6 thé kich thich thy
thé AT, khdng bj (ic ché, co tac dung cn béing vdi tac dung clia

thy thé AT,. Valsartan khdng cho thdy bat ky hoat tinh nao clia Can ndng | LiBu t6i da
chdt chii van tai thy thé AT, va co 4i lyc cao hon nhiéu (khodng >18 kg d8n < 35 kg 80 mg
20.000 I4n) adi vai thy thé AT, so vdi thy thé AT,. Valsartan khong > 35 kg d8n < 80 kg 160 mg
odn két cling nhu chen céc thy thé hormon khac hay céc kénh ion >B0 kg d8n < 160 kg 320 mg

dugc bidt 1 quan trong trong viéc difu hod tim mach.

Valsartan khong (c ché men chuyén angiotensin (cdn dugc goi 1
kininase I1) ¢6 tac dung chuyén angiotensin | thanh angiotensin 11
va thoéi hod bradykinin. Vi khéng c6 tdc dyng trén men chuyén
angiotensin va khding lAm manh tham bradykinin holic co chét P,
cdc thubc d8i khdng angiotensin Il khong chdc lién quan véi ho.

DUOC BONG HOC
Valsartan duge hdp thu nhanh sau khi uling véi sinh khd dung
khodng 23%. Ndng db dinh cla valsartan trong huy8t tuong dat
duc tir 2-4 gity sau mot liéu ubing. Thife An c6 anh hubing bat Igi dén
hép thu clia valsartan, lam gidm AUC khodng 40% va gidm nng
dd cic dai trong huyét tuong khodng 50%, nhung ndng do trong
huyét tuong sau khi uSng 8 gids tuong ty nhau dis ngudi bénh déi hay
khdng. Tuy vy, AUC gidm khdng k&m theo giam tic dung 1Am
sang cd y nghfa, do d6 co thé udng valsartan trong hodc ngoai biia
an. Valsartan lign k&t manh véi protein huygt tuong (khoang 94 -
87%), chl) yBu lién k&t voi albumin. Thé tich phan bE & trang thai
Gn dinh sau khi tiém finh mach valsartan khong 17 Iit, nhy vay
khong co su phin bd quan trong valsartan vao cac mo. Valsartan
dugc chuyén hoa khong déng ké va dugc bai tiét chi) y&u qua mat
dutii dang khong déi. Thisi gian bén thi khodng 5-9 gid. Sau khi
u%’nu, khodng 83% thufic dugc thai trif qua phin va 13% qua nutc
figu.

CHi DINH

- Didu tri tdng huy&t 4p nguyBn phat & ngudi Ian, ting huy8t dp & tré
em va vj thanh nién 6 — 18 tufi.

- Dibu trj suy tim c6 trigu ching & ngudi I6n khi khdng thé diing
thubc (ic ché enzym chuyén angiotensin (ACE) hay Ia ligu phép
thém vao thubic ic ché ACE khi khdng thé dung thusic chen beta.

- Didu trj sau nhdi mdu ca tim (12 giés - 10 ngay) & nguti 16n suy tim
¢0 tribu chitng holic r8i loan chic ning tam thu that trai.

dugc thé hign & bang dudi day:

Ngudi cao tudi: Khong cAn diéu chinh liéu.
Bgnh nhdn suy than: Tré em: Khong khuyén cdo sir'tung valsartan &
bénh nhi co Cl, < 30 ml/phit. Ngubi 18n: Khéng cdn hidu chinh 1i8u &
ngudii b@nh cb Cl,= 10 mi/phat. Sif dyng thdn trong & ngudsi banh c6 CI,, <
10 mi/phit.

Bénh nhdn suy gan: Than trong khi sif dung & nguti banh mic banh gan.
Liéu diing clia valsartan khong vugt qua 80 mg & ngutsi bénh suy gan mic
d0 nhg dén trung binh khdng k&m theo ¢ mat. Chéng chi dinh diing
valsartan cho ngudi bénh suy gan nang cé kém theo (f mat.

CHONG CHi DINH
- Benh nhan qud mén véi valsartan hoac bat ky thanh phdn nao clia thudc.

- Bénh nhan t6n thuong gan ndng, xo gan mAt va (f mat,

- 0 quy 2 va 3 clia thai ky.

- Khdng diing déng thdsi valsartan vdi aliskiren & bdnh nhan dai thao dung
hay suy than.

THAN TRONG

= Bénh nhdn méat mudi va/hodc mét dich: Trén bénh nhin mat mudi
va/hodc mét dich nang, nhu nhiing ngudi dang ding lidu thutc Ioi tiu
cao, trigu chimg ha huy&t dp cé thé xay ra trong mot s& truting hop higm
sau khi khdi ddu diéu trj bang valsartan. Khuyén céo liéu bit ddu 40 mg
cho nhiing b&nh nhan khong thé giam lidu thudc Ii ti€u a8 didu chinh sy
mét mudi va/hodc mét djch.

- Hep dfng mach than: Dung valsartan trong théii gian ngan cho nhiing bénh
nhan tang huyét 4p ddng mach than thir phat do hep dong mach than mot
bén khong gy ra bat ki thay d8i déng k& nao vé huydt dong hoc & than,
creatinin huygt thanh, hay uré huy&t (BUN). Tuy nhign, vi cac thulic khac tic
dong d&n h renin - angiotensin - aldosteron ¢6 thé 1am tang uré huy8t va
creatinin huygt thanh trén nhilng bénh nhan hep ddng mach than hai bén
ho&c mot bén, nén cdn theo dai nhu 13 mdt bién phap an toan,

Kich thuéce bén in = 85% kich thuéce that
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«  Maquette quing cdo sin phdm Valsartan STADA 80/160 mg
Hlnh_ thic: Tilié_u th(in_g*lig ;ﬁo cén b6 y t&€

- Suy gan: Theo dU lidu duge dOng hoc cho thdy néng do
valsartan huy8t tuong tang dang k& trén bénh nhan suy gan tif
nhe dén trung binh, khuy&n cdo ding liéu thdp hon trén bénh
nhdn tang huy8t ap.

Suy chic ndng thin: Do hau qua (c ché hé renin - angiotensin -

aldosteron, tinh trang tang uré huy&t, creatinin huy#t thanh va sy

thay ddi chirc ndng thén bao gém suy than (rdt hi€m) da dugc bao
céo cy thé trén bénh nhdn c6 suy chifc ning than truc d6 hay
nhiing bénh nhan suy tim néng.

- Nén theo ddi néng df kali huy&t thanh trén bénh nhin suy than
hodc trén ngubi gia néu dang diing thudic ba sung Kali,

- Bénh nhan sau nhdi mau cd tim: Do hiu qua (¢ ch hé renin -

angiotensin - aldosteron, sy thay déi chiic ning thén c6 thé luting

trufic dugc & nhitng ¢4 thé nhay cAm. Danh gid bénh nhin sau
nhdi mau cotim phéi lubn bao gdm danh gid chifc nang thén.

Ngubi bénh cuting aldosteron nguyén phét khdng nén diéu trj bing

valsartan do hé renin-angiotensin-aldosteron khdng dugc hoat hoa

# nhiing b&nh nhan nay.

Than trong vdi ngudii bénh hep van ddng mach chi) hodc hep van

hai 1a hodc bénh Iy phi dai catim.

TUONG TAC THUOC
- Lithi: Diing déng thdi véi valsartan lam ting néng do lithi trong
méu, ddn dén ngd doc lithi. Theo ddi chdt ché nguti bénh, gidm
sdt biéu hi@n doc tinh clia lithi va ndng do lithi huy8t tuong.

- Chua thdy tuong tac c6 ¥ nghta 1am sang khi valsartan k&t hgp véi
amlodipin, atenolol, cimetidin, digoxin, furosemid, glyburid,
hydroclorothiazid hay indomethacin. Su k&t hgp valsartan va
atenolol lam tang tac dung chéing ting huyét 4p hon la sif dung
riéng 18, nhung tac dung gidm nhip tim khong bing khi chi sif
dung don ddc atenolol.

- K8t hgp valsartan vdi warfarin khong lam thay d6i dugc dong hoc
clla valsartan hay dic tinh thai gian chéng ddng mau clia warfarin.

- Tuong tac vi CYP 450: Chua xac dinh duge enzym chiu trach nhigm

chuyén hoa valsartan nhung khong phai I3 isozym ca CYP 450.

Chua rd kha nang (c ché hay cdm dng clia valsartan I2n CYP 450,

Cling nhu céc thuic chen hodic tic dong d&n angiotensin 1l khac,

dung k&t hop voi thubc Ioi tiéu tiét kigm kali (nhu spironolacton,

triamteren, amilorid), céc thutic bd sung kali hay cc thubc thay the
mudi co chira kali ¢6 thé din dén tang ndng dd kali huyét thanh va
trén b&nh nhén suy tim c6 thé ting néng dg creatinin huy8t thanh.

Thudc chbing viem khong c6 cdu tric steroid (NSAIDS): Thén

trong khi ding dong thi vdi valsartan do gidm téc dung ha huydt

ap, tang nguy co suy than va tang ndng do kali huy&t thanh, Vi vay,
cdn theo ddi chitc ning than trong giai doan bit dAu diéu trj va bl
nudc dii cho ngutii bénh.

PHUY N CO THAI VA CHO CON BU
Phy nif ¢o thai
Nhiing thudc tac dong truc tigp 18n hé renin - angiotensin co kha
nang gay tfin thuong va tif vong cho thai nhi va tré so sinh khi ding
cho phy nQ co thai. NEu phat hign co thai, nén ngiing ding
valsartan cang sém cang tdt.

Phy nif cho con bi
Chua r§ valsartan c6 bai tiét qua sla me hay khéng, nhung
valsartan duoc bai tiét qua sifa chudt nudi con bi. Do kha ning gay
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ra phan ing phy & tré dang bl me, nén quyét dinh ngimg cho con bl
hodc ngimg diing thudc sau khi can nhic tdm quan trong clia thudc di
véi ngudi me,

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua co dif lidu dé c4p vé anh hubing cla valsartan I&n kha ning I4i xe va
van hanh mdy moc. Khi Iai xe hodc van hanh may mdc cdn luu ¢ 13 thinh
thodng co chong mat hodc mét mdi co thé xay ra trong thai gian didu tri
véi bat ky loai thudic trj ting huy&t 4p nao.

TAC DUNG KHONG MONG MUON
Thudng gdp

- Thén kinh trung ugng: Hoa mat, chéng mit, mét, dau diu.

- Than: Tang uré mau.

It gap

- Tim mach: Ha huy8t dp, ha huyét 4p tuthé, ngét.

NGi tigt va chuyén hda: Tang kali mau.

- Tiéu hda: Tigu chay, dau bung, budn ndn, dau bung trén.

Méu: Giam bach cu trung tinh.

Co xugng: Dau khdp, dau lung.

- Mat: Nhin ma.

- Than: Tang creatinin mau, rdi loan chiic nang than.

- H6 hép: Ho khan.

- Khdc: Nhidm virus.

Hiém gap

Mién djch: Phan ng dj (ng, ngida, phat ban trén da, phin (ing phén vé,

phi mach, tdng nhay cam vdi anh sang, rung toc.

- Méu: Thi€u mau, thigu méu t€ bao nhd, gidm hematocrit/hemoglobin,
giam tidu cdu.

- Thén kinh: Lo du, lo md, m4t ngl, di cam, bt luc.

Tiéu hoa: Chén &n, kh migng, i loan vi giac, tao bon, kho tigu, ddy hai, nbn.

Hdé hép: Kho thé.

Gan mat: Vigm gan, cac chi s xét nghiém chic néng gan ting.

- Thén kinh - co xuong: Co ¢o, dau cd, tidu co van cdp.

- Tim mach: Danh trdng nguc, dau ngyc.

QUA LIEU VA XU Tri
Trigu chiing
DI ligu qué liu & ngudi con gidi han. Bidu hién qué liéu co thé hay gap
nhét Ia tut huyét ap va nhip tim nhanh; cling c6 thé xay ra nhip tim cham
do kich thich thdn kinh phé giao cdm (thdn kinh phé vi). Gidm mic do
nhan thic, tryy tudn hodn vé séc da dugc béo cdo.

Xir tri
Néu tridu ching ha huy8t 4p xdy ra, cdn ti€n hanh didu tri ning da.
Valsartan khdng dugc loai trir qua tham tach mau.

BAD QUAN:

Trong bao bi kin, ndi khd. Nhigt do khong qua 30°C.

HAN DUNG:

24 thang ké tir ngay san xudt.

DONG GOI:

Vi 10 vién. Hop 3 vi.

TIEU CHUAN AP DUNG:

Tiéu chudn nha sdn xudt.
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