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Vién nén telmisartsn 204 g/ Mg,
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Telmisartan o6 tic dng toyge tidp ibfag renm aagsotessis ¢ e gly
ta thismy thdm chi 1¥ vong cho i Do 65, khdng ndn chi dimh cho phy
néf o0 thai trong 3 thing gids va 3 _o-&d.utj Khi phat bién co

thai, nén ngumg ding thudc chng

Xem phidn khuyén cdo - Anh ‘h&wamwu&ﬂm
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Vién nén Telmisartan 1i ma&aﬁ#mm hi¢u thu e anghotensin 1t
(Jogi AT1). Cong thc hoa boc 13 49(1.4" dumethyl-2"-propyl [2.6"bi-1H-
beszimidazol}--ylimethyl}-{1,1° i} 2-carboxylic ackd. Cong ihite
ﬁgﬂ:tg;um%mw“ﬁn&u 514,61 vi cdng thite cu tao:

Telmisartan 1 chft ria miv u{ngwu ot
Vién nén Tolmisartan ding dedng vdag o6 cic ham hagng 20, 40, $0my
Telmisartan, bao gdm e th dogcr Microcrywaliine ceflulone (PH101),

croscarmeliose  natri, . Poloxamer 1885 Povidowe K-30,
Microcrystalline cellulose (PH102), w stearaie.
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Anﬁmﬂ-imﬁnwmnamamwm the cia men
chuyén angaotensin (ACE, kiniase 11). Angiotensia 1 15 thaoh phio chinh
gy ting huyét ép cia bé théing renmin-angiotentin, c6 o duag co mach,
Kich thich ting hp v3 phong thich sldosterone, kich thich fim, vi 13 kip the
Natei 0 thin. Telmisartan dc ché 1¢ dung gly co mach vk phoag thich
aidosterone cila angiotensia 11 bing cich de ché chon Jor «f gin két cia
wemsin 1 v30 thy thé AT1 & olifu md trong ou the nbur ¢ trn mach
mda vi tuyén theitng thin. Nhet vy, the dung cia Telmrsartsn khdag hién
quan 8&n wf Wog hop angiotansin IE Thy thE AT2 cling dwjc i thiy &
nhidu md, ahung khong 16 AT2 o6 gidp fa dinh tm mach hay ihing.
Telmisartan ¢ 51 e vidi thy € ATE manh how 50 v ATZ (53000 ).
Unﬂmmmmumlﬂnamﬂu“&kﬂm
chuyén angiotensin (¢c ché sinh tdng bop angiotensin Il & ssgictensia 1) &3
mdwummm&-whummmmmmmﬂ
due xdc the BAi men chuy@n, do 86 thutc do che men chioyén clag oo tic
dung o o€ gidng hida bradykinin, Teimisartan kKhSog €¢ ob€ mien chuyén
(Kiniase I1), nén kbdng inh hudng d&n v gidng hda bradykinin. S kbdc
bt ndy of tuimig quan 1m shng bay khong vin chuss dinie bigt. Telomsatan
khang ihy o6 §i ke vai cdo thy S khic bodc chen cic kénh ion & duic
b3t 13 o6 vai ted quan trong trong diéu hda tim mach. .

Thy thé angiotensin 11 bi cd lp gy ¢c ché phir dng did hde nguoe cia
angictensin 1l tén bai GE romnin, nhung s¢f tng hoot tioh cla remnin v
ndag 40 angiotensia H tromg huyé1 1wong khdng dnk hiing 96w tio dyog cia
Tebmisartan trén huyét dp.

Dt Bhug bye

Ting guit , |
Sau khi nfing. ndng 46 diak (Creax) cil2 Telmisartan dyt Gugc seu 0.5:1 gid
Sinh khi dyng céa Telmisaran by gidm sho bdi thifc &n, difn tch G
duimg cong bida dién ndng 80 thud trong huy&t nfmg theo thisi gian (AUC)
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o6 i gidm khodag 6% vdi lidu 40mg vh khaing 20% vdi lidu 160mp. Siah
khi dyng tuyét 08 cila Telmisarian pby thude lidu. VO hiby 40mg v
160mg, sinh khi dyng namg dng & 42% w2 S8%. Ndag 40 dish vrong huyé
wvog vA dio tich duti duiag cong bifn difn ndag 80 thudc trong huyél
kg theo Ehai gian (AUC) ting khdeg 1 1& voi fiéu (3 tidu dling 20mg -
160mg. Telmisartan bi phin hiy ddag hoc theo lly thita bic 2, 1hdi gian
ban (hii culli cing Khodng 24 git. Nbing 80 44y i tedmisurian trong hoydt
ugcog vio khodng 10-25% 5o vai pdag 83 dink khi ubng mt 1n trong ogay.
Tdﬁwmmymuyammwﬁmﬁm.so&.nwup
lai fidu ) e/ ngdy.

Chuyén hda vt thai i :
Tmmm&munsﬁmupdmumum
urosc khong o6 ot tink dutc 1§; O mpui. Glocuronic cla chit pde 1 ot
chuyén bhoa duy nhdt desc dm By roog buyét nmg vh nude ndu
1soenzytoe cysocrom PR30 khdng tham g vio s chuyén hoa cia Telmisar-

tsn.
Phinbi
Mﬁn’ﬁluﬂﬂpﬂhh’-étmtﬂﬁ;dﬁﬂuh
albumin vk 61 - acid ghycoprotein G két vai protein huy€t tong Ga dish
khi diing 3 liéu khuy&n cio. Thi tich phin b cia Tebmisanan vho kbodng
500 Bit, k€ o philn ghn ket voi mé.

Céc trufifng hep dic bigt
m-rmmmmrmmmwnmmm
nhin dudi 18 wbi.

Ngﬁgﬁ:ﬁqﬁﬁﬂlﬁcﬁﬁ!‘m adng boe & ngdi cao wéi vi
bénh nibin dishi

Gl timh: Nﬁagdﬁ mmmwmmmzmnmam
anhhﬁﬁqﬁdﬂqhanﬁmkmm}céwmmaéf
nghla vé tic dung cia thude trén Buvet 4p hoje trén 1 1 mic phii b hoyét
4p OF ding 3 n gici. Do 89, kbdmg ce o chinh lida,

Binh mhin suy thin: Knong chmiéu chinh béu O nhing béah nhin b sy
chilc ning ihin. Loc miu $ue Telmisarran rs khos mén
Binh nhdn suy gan: Nﬂnmmuﬁﬂlﬁ}‘ﬂdﬂﬁydu;ﬂ
*nﬂ%ﬂth&mhﬂmﬁﬂﬁﬁmﬁ*&ﬂl
100%.
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Anh hating cda thdc trén thai nhil 28 50 sink

Telmisarian 6 te dong e P tekn b thiing renin angintensin 6 thé piy
o8 thesing thiem i tif vong che thal ahé ki dorg thubc cho phy 60 o6 thy,
34 ¢b vAi chyc 1rding hop duke D60 €60 rén y vin th gidi vé dnh huding
clla thudic ¢ ché men chuyén wén phy 876 thai. Khi phdt hitn ob thai, nén
ogdug diing thuSc cheg sOm cing 16t

Ditag thudc o6 tic ddeg 1wt G€p tkn Bé thing renin-angiotensin trong 3
thiing gida v4 3 thing cudi ciia thai ki o6 hiEn quan &&n nhitmg tin thnmg
oo thai i ¥ tr 50 sinh, bao ghm by hey €t dp, e s sinh kém phit mrién
xudag 50, 5w kb, suy thin o6 At phac hojc khdag bi phuc thim chi uf
voag. Me c6 (hé bi tidu §i gy ghm chitc ndag thin cia thai nbi; troog
g Bop ndy. thidu 61 o6 1b€ Hn quas dén shitng 1bn thiong & thal ohi
syt 0o citng chi. bifn dang so vA mEL phdi kém phit wrifn. Tré d¢ fon,
chim phét tridn trong 1 cung, cbn fng @hng mach (patent ductas aneriosss)
& duge bio cdo, tuy nhibn vin chits 18 (3 shitng 1fa thaeng ndy <6 lién
quan 88n vide ding thulc hay kbéng.
moﬁmwnumaudmd&n‘ahmnmﬁmnmm
ol of thal.

Chata thiy o6 trudng hop sinh qudi thai sdo khi cho chudl c6 masg ud
Telmisanan idu SOmg/kg/nghy vi thd 06 mang uing Béu 4Smpkpngdy. g
th, thai chét ¢6 18n quan 86n ddc tinh d con me (@ém ting trong v hip
thu thiéc 4n) di gip phii O Jifu 4Smgkg/ngly [khodng 12 1in Béu khuyén
cdo 11 da O ngui (MRHD) $0mg deta vio mg/m?]. O chodt, de tinh & ton

'mmﬂmuumv&Hpmmu)&ﬂp#lmchnmmng

¥Smg/kg/ngdy (khoing 1.9 tin MRHD dua vio mg/m?) trong giai doan

el thas & v cho con be, din dn abiag tic dung pby trén chalt con mdk
sinh, bao gdm gidm khi nling sing, trong lung mdi sinh thilp, kéo dii thal
Kl v gidm thog trong. Telmisartan &6 trong bio thai chadt troag gra dogn



culi clia thai kY v trong ¥82 chudt Khong thily dc diah pia chudt vi th
a libu Smpkginghy v& [Smp/p/ngdy, kbodng 0,64 v3 3.7 B lidu khoyla
cdo 15t da cho egudi (SGmg'ngiy) dya vho mp/m’.

Hg huyét dp & binh nhdn giam thé tich

O mhlng bénb nhin m3 he reznin-angioteosin bi hogt k6a, aks bénh ohis
gidm € tich hay mulf (Vi dy: hiah nhiin daag diu 1ri Dlog thudc i tfu
Béa cxo), ihi ka hayéi &p o6 thé xhy ra ngay s kiv bt dfu difu m blag
vién nén Tetmisartan. Do 44, cin phili Séu chioh ahibng bt Gedng wiy
tryie kbi bt iéw m Mg Teimissetan hode phii gidm by Telmsartan vi
bllx s didy 1 s s gidim st cht che cla thdy e,

Khi bj ha huyé€1 4. nén 43t béoh nbdn ndim ngia vi trayéa tish mach blag
it mudt thieg Suing néu cin. nﬁmmhmmwm
gua khbag cheg chi dmb ma m 6 the oiép tyc didu i ki Byt
SprGn dioh o it

THAN TRONG

Thin trong chung

Suy chile adng pen: Phis M0 Telmisarian thii tr qua mat, oén 80 thath
thit holc st & gidm 3 ab@ng binh nhin bi tie aghdn mét hodc sy chic
sdng gan. Cha thds wong ki ding thudc & nhifng bénh nbdn sdy.
Suy chilc mitng thin: Thols cb thc dyng dc <bE b§ (iing remmin:
anprtensen-akdonterone. aéa co thé Jim thay 331 cilc ning thin & nhiraz
bsh whko shav cim Muﬂuvﬁﬂrﬂmﬂaﬂlﬁm
mﬁldpﬂihkﬁ’\m;dm&ﬁlﬂn:ﬁcwﬂh]“lﬂh
gasic viko hogl #énz cia M hing rennin - sngiotensin - aldastervse (VI
dy: bé ol nbia by vy om sung huyét cd thé co bén quan &n viés iy

trf bl thundic & ché men chayén va tialc 861 Khdng vai thy e angivwen-
m.m’i wamg 1 cdng oo thi dvnéﬂﬁﬂudﬂnmﬁum

":&Gﬂ' ﬁﬁlﬂl anglotensin - aldetterom Thudc co tc dy

® amgiutc nvine-ahdostecnc, nén & 60 bdo co s

M'ﬁﬁw ¥ b ndog thin (f i say thin clp). Cle
thd o vA phi theo 401 chit GHE chic ming thdn ki dbng de ch€ bE
ihng rensin-angisteasin- Adosterone (VEdy pbdi hop tads & o mes

chuyén vk e 85 khing tu e angiotensin 1),
Thing tin cho bdsh abln =
h““mﬁﬂl’_mn

Irenhi

®Ong reain-angiotensin ¢ e gy re

5 ﬁd&‘amgmmuuuﬁmmu sdog thoi

eaapemhaqmdia €t ring nhdug hiu qui ndy duitsg nby
kbdng xdy ra trong 3 thing ddy cia N : !
@ 1 cung. Cln thing bdo cho bic dsd
Anh kg cia thaic 461 vét khd n

06 48 hida cho thily tebmusartan cd

o mdly mée. Ty chaba, khi Lii xe¢ )
tinb trang chéng ot hodc 0gd o md o6
st dgng thad &l o] a0 buyé dp.
Tudng the thudc
Digazin: Ding d8ug 10 v rehﬁmaﬁnmuunﬁudoﬂ
woeg hayét shmg cia Drgosin (39%) vi ndng 80 &y (20%). Do 46, cdn
kadon 1ra g 8 digowin ki bé1 dde dida i, kb didu chink béu hodc g
dieg Teimisarian OF trioh by itp khdag 86 hogc gué i digoxin.
Warfaria: Ding 8log thini vd) Telmisaman wong 10 agy lim gidm ahe
d“ﬁﬂym%mxtidmmw‘tmmmm
thay 88 i o8 chadn bda quic i€ (INR).
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ambodipioe. glibenclamide, sumvastatin, bydrockiosothiszide hoje ibugo-
fen khdng ghy tdmg the b rét uéa Mm sing. Tebmisaruan kbdang chuyén
b qua bé thiing cytocsom P450 3 kiidng o6 dnb ndag trén in vitro &1 V8l
eazyme cytocrom P40, agogi inis mbt vii e ché uén CYP2C TS, Telmisar-
tan kbimg tung tie vOi cic 1budc o enzyme cytocrom P4SD, cdng
khdng tag téc Vo4 cdc thelc chayén bifa qua hé thifng cysocrom P30,
ngoyi trir of ¢ de b sy chuyén bés cla cic hulc chuyén béa bii
CYPIC19.

S&-Mﬂymhﬂ’-duyﬁ-ﬂiﬂuﬂin 10
Khiing c6 blag chifng gy ung thu khi cho chudt nhit va chudt cling 3n ché.
% An o6 chila Telmsartan tong 2 ndm, Khng iy thudc c6 doh hedag.
trén khi wing sinh sdn cia chodl dus vh chudt cdi ding Telmisartan lidy
W}(Hiniﬁ&) khoing 13ﬁunundsmmmm

Lé{ xe vi v himh may mic: Chuta
ma&mwwmam
_Hﬁmm iumu
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Xem phdn “Anh hudng cds thodc trén thai nbi/ 198 < sinh”.
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Pho nd cho con bi:
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trong sifa &a chodt cho con b Uuizapn cof gy ra tio dyng phiy cho e,

nén phids quyét dink ngng thudc he gcbombilﬁyﬂlmtluqm
mgchlhuﬁcﬂ&mwm@ !
Sif dyng & tré em: i
Nanmln\ih&nqdﬂnué'm&hmmiﬂﬂp .
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Noi chang, khdng oS su khdc DIt 80 an ok v3 tids qud cia thudk rén
nguirh gid so sinh wii agulni ré.” ':'

TAC DUNG NGOAL Y
Cic tic ngoai ¥ ot dau hing, viéem soeng. uéu chiy. viém hong xdy ra &
mmumwdﬂu&wm 1% so vdi ahism ditng gid dusc,

khong tiah 8én aguyén nhin ghy .

Ngodi m, cdc che ogegi ¥ saned ra & thn st 1%, abung it chit cing
g dutong vt ust g3p phds & abdn dong i dssc: tidu chitng gileg
cim, ko tiéu, dsu oo, nhidm o dau byng, dau Mu, chodng ving,

:hunétudl.hﬂ.ﬁnxhnﬁin spoe, budn nba, phlt ngost bién,
Kndng o6 mifi quan b giita tic duag ki¥dag moag modn voi o luong. gidi

tinh, tedfi vhe, v chiag thc cia b
1118 mic phii bo 1y @ 3 nhdm dRg Telmisartan nkmg ding vai nhom
mong mudn gdp phdi bhi ding

ditng gib dowge (1,6%). R
Thang bde cho bdc 3f cde tdc
thude

QUA LIEU
D@ bigw Biés quan 0én qui by 3 ogs han ché. Tngu chitog qud hidw
vids nén Telmicmsa boo gée: hy bay8t 4p. chodng ving. am 25p nhanh,
tims 23p chgm o6 thé xily s Kt kich ek thin Kink pbo gizo chm. Néu sdy
ra iridu chitng b huy &t 4p Tt i ﬂumhﬁwrdmuﬁn;
bi foa Kibdi o thé do thim phiw mbw,
LIEU LUGNG VA CACHDUNG g, ¢
Labu dlng tiy thude vio treg bémh ahin mumﬁ&mnm,

mi liwm\ Litte cho ddp mmh’aspn 20-80mg.

p mdnmmé-mmmddm
chit ché cia thly thudc ki bt ddo
ding Telmisartan. Bénb ahin bj uxﬁuahb&&ﬂum
:r:gdmmdmcwcﬁgﬁyh IR

u bt cdc trding herp Ayt A g qus ha b€l dp toag v
dat i qui 150 03 sae 4 rada dido . xmm#hhyéupum
dusc L1 qui mong misda. o6 W€ diog vién nén Telmissrtan Smg két hop
Vi thebc Idi éu.
Kndng cdn difu chinh By ki ddu & Bénh ahin ldn tudi hojic bénh ahdn
wry thin, k€ ci bérh nhdn dang chyy i abin wo. ( béeh nhdn dang thim
ﬂnwﬂhhmﬁ@ﬂm&lﬁmmhsyﬁipt‘lmgd
ahing biak ahia iy,
W-#-Wmaﬂa;mmmtmmumﬁup
khdc,

Vién nén TELMISARTAN o6 1hé diing chung bodc khiing chng vdi thite dn.

TIEUCHUAN: Nbd in vt

uowi&mmadmaammammmnmm
ﬁngviniﬁ‘m.

QUI CACH DONG GOE: Hop 3 vi £ 10 vién

HAN DUNG: 2 aam ké 1ir aghy 4n xuit
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Dos ki hutag dhn s dyng tnslc AR ding

NEu cin thémm thbmg tin, xin vei Jng b6 § kida bic
Thulfc ady chi diing theo s cia Béc 5§

Khong ding thac qud kg sd dung
Trink s dentay i em
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